INPUJIO’KEHMUE I

KPATKA XAPAKTEPUCTUKA HA IPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 250 1U npax u pa3TBOpHUTE 3a HHKXEKIIMOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku ¢uiakon cbabpka HoMmuHanHo 250 U koarynaruones gakrop VIII (INN: okTokor anda)
(octocog alfa).

YopemkusaT koarynamnuoneH ¢akrop VIII e mpomsBenen upe3 pekombunanTHa JIHK TexHomorus
(rDNA) B kj1eThYHA JUHHUS OT OBOpEK Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
dakTop VIII.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTaB

Enua ml KOGENATE Bayer 250 IU cpabprxa mpubmusutenso 100 1U (250 1U / 2,5 ml) goBerku
koarymnanuoreH ¢akrop VIII (INN: okrokor anda) cien pazrapsiHe.

AxtuBrOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHapT Ha
FDA, xoiito e kanmbpupan cpemry ctanaapT Ha C30 B MmexayHapoaau exuauiy (1U).
Crneruduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporeuH.

PazTBopuTen: Boga 3a MHKEKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH Pa3TBOP .

[Ipax: cyx 651 10 01€10-KBIT Mpax.
PasTBOpuTEN: BOMA 32 HHXKEKIINH, OUCTHp, OE31BETEH pa3TBOP.

[IpuroTBeHUAT IEKaPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa Ha KPBBOUIIHUBH MTPH MAIUEHTH ¢ XeMoQumus A (BpoJieH neuIuT Ha
thakrop VIII).

Tosu npoaykt He chabpxka (aktopa Ha von Willebrand u ciietoBatento He e okasan 3a JieueHue Ha
6oxecrra Ha von Willebrand.

To3u NpooyKT € MmoKa3aH 3a Bb3paCcTHH, IOHOIIN U JIella OT BCUUKU BB3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA NMPUJIOKEHUE

JleaenueTo TpsOBa 1a Ob/Ie IO KOHTPOJIA Ha JIEKap C OMUT MPH JIeYeHNE Ha XeMO]IITHsI.



Jo3upoBka

[Ipunoxxenust opoii equnuiy dakrop VIII ce uspassisa B mexxaynapoanu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHapT 3a npoAykTu Ha daktop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa WiH B MPOIEHTH (II0 OTHOIICHNE Ha HOpMaHaTa YOBEIIKA TJIa3Ma) WIH B
MEXIyHApOIHH SIUHUITH (TI0 OTHOIIIEHUE Ha MexkmyHapoaeH cTagaapt 3a (akrop VIII B miazma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
taxrop VIII B eqriH METWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsBaneto Ha HeoOxomumara fo3a ¢akrop VIII ce ocHoBaBa Ha eMnMpUYHATA HAXOAKA, e 1
Mexaynapoana equauia (IU) daxtop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
thakrop VIII ¢ 1,5% mo 2,5% ot HOpManmHaTa akTHBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
W3MOJ3BAT CIeTHUTE POPMYITH:

L. Heobxomuma noza (IU) = tenecHo terno (kg) x »xemano nosummaBane Ha FVIII (% ot HopMmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa M MPOABHKUTESIIHOCTTAa HAa 3aMECTBAIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C
HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).



Crnenpaiata Ta0HIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeZl TOBa MPOIBIKETE C
JIeYeHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% mo 60% (IU/dl).

0) Upes HenpekbCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HavyayrHa 00JTyC HHPY3US U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.




KouuecTBoTO, KOETO TPsiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArK aa ObIaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yaii. [Ipu onpeneneau
00CTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3UUCICHUTE, 0COOEHO IMPH
onpezeisHe Ha HayajHaTa J03a.

ITo Bpeme Ha JIeueHHETO ce TIPEeNophIBa ONpeaAcisTHe Ha HuBata Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat nHPy3uute. OcoOeHo B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 JbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAaIOTO
JIeYeHHE Upe3 KoaryaarnoHeH anann3 (aktuBHoCT Ha (hakTop VIII B murazmata). UHIuBH Ty amHAST
oTroBOp KbM ¢aktop VIII pu oTAenHATE MAIMEHTH MOJXKE JIa BapUpa, U TE /1a MOKa3BaT pa3IndeH
eTMMHHAIIMOHEH TIOTYKHBOT M CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsgBaHe Ha HAYaIIHATA CKOPOCT Ha MH(Y3Us, KIMPHHCHT MOXKE JIa ce TIOIYy4YH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WM KaTo ce 3all0YHe OT CpeTHATA
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uH)Y3us (B [U/kg/h) = ximmpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOynaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha Ju-(2-
etunxekcmn)dranar (DEHP) ot matepuanure ot nmommBuamI xinopua (PVC). Tosa TpsaOBa xa ce nma
MIPEIBUJL TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a gparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpITust A
obunyaitaute no3u ca ot 20 IU mo 40 IU KOGENATE Bayer Ha kg TeiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B HskoM cityyau, CrienMaIHO TP TTO-MJTa U MAIIMEHTH, MOXe J]a ca HeOOXOAMMH IO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHH MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera 1moj| 6-rouiiHa Bb3pacT u
IPY HEMHTEPBEHIIMOHAIHYU U3MUTBAHMUS MIPHU JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBa Jja ce M3BBPINU M3CIEIBAHE, 32 JIa Ce ONPEeNId HAINIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HMHXUOUTOPA U 1a OCUTYPH MO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpEe]] KITMHUIHHSI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha (hakTop VIIL. [Ipu
MAIMEHTH C BUCOK TUTHP Ha nuxubutopa Haja 10 BU uinu ¢ 1o0bp aHaMHECTHYECH OTTOBOP TPsAOBa Ja
ce UMa IIPEIBH]I TPIIIOKEHUETO Ha (aKTUBHPaH) IPoTpoMONH KoMimieke koHneHTpaT (PCC) nmm
npenapatu Ha pekomOumHaHTHHS akTuBHpaH daktop VII (rFVIla). Tosa nedenne TpsoBa 1a Obae
HA3HAYEHO OT JIEKAPH C ONHT B TPHIKHUTE 32 MAIIEHTH C XeMO(IITHSI.

Hauyun Ha npuioxeHue
MHTpaBEHO3HO MPUITOKEHNE



KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce OINPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ kmuppHC 3 ml/h/kg, HadanHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 IU/h/kg, 3a na ce momyun HuBO Ha paktop VIII ot 100%. 3a m3uucnssane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a M3unCnsIBaHE HA CKOPOCT Ha HEMPEeKbCHATa HH(Y3MS Clie]] MbpBOHAYAIIHA O0ITyC
WHYKEKITHS

Kenano mmazmeHo CkopocT Ha Ckopocrt Ha uH(QYy3us npu 75 kg narueHt
auBo Ha FVIII UHQY3UsA ml/h
1U/h/kg

KnupsbHc: Konuentpanus va rFVIII paztBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Aa € He0OXOAMMa MPH ChCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC 10 BpeMe
Ha TOJIEMH KPHBOM3INBY WM MACHBHHU YBPEXKIaHUS HAa ThKAHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHITNH.

Cren mppBOHavYaTHAUTE 24 yaca Ha HeTpeKbCcHATa HHQPY3US KIUPHHCHT TPsiOBa na Obae
MIPEN3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHAY3USA, TTOCPEICTBOM CIIEITHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha nHpYy3us/akTyamHo aHuBo Ha FVIIL

[Ipu HempexbcHaTa HHOY3WSI NH(Y3UOHHUTE CAaKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKH 24 daca.

3a yKazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUKA 6.6
Y JINCTOBKATa 3a MallieHTa.

4.3 IIporuBomoOKAa3aHMs

- CBpPBXUIYBCTBUTEIHOCT KbM JIEKAPCTBEHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIIHUTE
BeIeCcTBa, n30poeHH B Touka 6.1.
- V3BeCcTHH alleprU9IHU PEAKIIUKH KbM MHIIH TIPOTEHH WIN MIPOTEHUH OT XaMCTep.

4.4 CneuuajHu npeaynpe:kIeHUs U NpPeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPbXYYBCTBUTEITHOCT OT QJICPTUYEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapCTBEHUAT IPOAYKT ChIbPIKa CICAN OT MUIIK IPOTEHUH U IPOTEHH OT
xamcrep, pasnmmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TanmenTure TpsaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHUMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crmpart yroTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIl JIeKap.

[Tanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE IMPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIFOUBAIIN YPTUKH, TaJICHE, TeHepalIN3nupaHa yPTHKAPHSI, CTITaHe B ThPIHTE,
XpUNTEHE, XUITOTOHUS U aHaduakcus. B cirydail Ha mok TpsOBa Jia ce U3BBPIIN CTaHAAPTHO
MEIUIHCKO JICYCHHUE 32 IIOK.



Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00yrHY 0T Kinac 1gG, mupektHo HacodeHu cpenty (akrop VII npokoarymanTHaTa
aKTHBHOCT, KOUTO ca OIpeaesieHn KoinmdecTBeHo B bere3na enununnu (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTe HhaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B ibpBUTE 20 THM HA eKCIO3UIHs. PsiKko MHHXHOMTOPUTE MOTaT Aa ce 00pa3yBar ciex
mspBuTe 100 THU HA €KCITO3UITHS.

Cryyan Ha TOBTOPHA MOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIFOIaBaHU Clie]] TPEMHHABAHE OT
eaunH mpoAykt ¢ ¢akrop VIII kbM Apyr npy IpeaBapuTETHO JIEKYBaHH ManneHTH ¢ mosede oT 100 gam
Ha eKCIO3WIINA, KONTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOopH. [lopamu ToBa ce
MPETopbhYBa BHUMATETHO MOHUTOPHPAHE Ha BCHYKH TTAIIMEHTH 3a MOsSBaTa Ha MHXUOUTOP Ciel
CMsHAaTa Ha BCEKH MPOAYKT.

Karo ms15m0, BcH4ky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ KoarynannoHeH (axtop VIII tpsdBa na 6bnaT
BHHMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHU M3CIeaBaHusI. AKO He OBJaT MOCTUTHATHA OYAaKBAHWTE TJIA3MEHN HUBA HA aKTUBHOCT, HA
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/SINA 1032, TPSOBa J1a ce
HaIIpaBsAT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
WHXUOHUTOP € Bb3MOkHO TepammsTa ¢ pakrop VI 1a He e ehexTBHA U TpssOBa 1@ ce OOMHUCTIAT
JIPYTH TEPAIeBTUIHN BH3MOKHOCTH. [l0BeIeHNeTo Ipy TaKMBa MaieHTH TPsiOBa Jja ce PHbKOBOAM OT
JIeKapy C OIHT B JICYCHHUETO Ha XeMowins 1 ¢ maxuouTopure Ha daktop VIII.

HempexbcHara nady3us

B kimmHMYHO MpoyYBaHe 3a M3MOJI3BAHETO Ha HEMPEKbCHATA HHPY3HS IPU XUPYPTUIHNA HHTEPBEHIH
€ M3II0JI3BaH XENapHH 3a MpopHIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpaeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upano upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAaT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MIIM PUCKOBHU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINNS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemobwuus. [Ipu chIecTBYBaIK CHPACIYHO-CHIOBH PUCKOBH (PaKTOPH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIel IPUJIOKEHHE, MOJKE /Ia M3JIOKH TAallMeHTa Ha PUCK OT 3alylIBaHe Ha KPHBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKapAeH WHPAPKT, KaKTO MPH MOIMyNaNuATa KOATo HAMa XxeMmopmims. CiemxoBaTelHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEAIBAHN 32 CHPACUYHN PUCKOBH (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKO0 e HeoOX0IUM IIeHTPaJIcH BeHo3eH KaTeThp (central venous access device - CVAD), tps6sa ma ce
uMa MPeJBHU] PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHNA HHEKIINY,
OakxTepueMus U TpoM0O03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBaT UMETO Ha
MaIyeHTa ¥ MapTHIHUAT HOMEP Ha MPOJIyKTa, 33 J]a MOXKE J]a CE OCUTYPH BPBh3Ka MEXIY MalleHTa |
nmapTuaaTa oT JeKapCTBEHUS MPOAYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.




45 B3aumojeiicTBHe ¢ APYrU JeKAPCTBEHN MPOAYKTH U Apyru popMu Ha B3auMojieiicTBUe
Hsama cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru nekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMATA IIPH KUBOTHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkara 4ecToTa Ha XxeModuius A npH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT ¥ kKbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOro MOKa3aH.

DepTunurer
HsMa HanM4yHM JaHHM 110 OTHOIIICHUE Ha (PepTHIINTETA.

4.7 EdexTH BPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA
KOGENATE Bayer He noiusiBa criocoOHOCTTA 3a I1odupane wid pabora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

[Ipu npunarane Ha IpoayKTH ¢ pekomOuHanTeH Gakrop VIII ca HabmogaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIM AIEPTUYHH PEAKIIU (KOUTO MOTAT J1a BKIIOYBAT aHTHOEIeM, TTapeHe U
OorkaHe Ha MICTOTO Ha MH(y3MATa, BTpHCAHE, 3a4epBABaHe, TeHEPATN3NPaHa yPTHKAPHUS,
rJ1aBo0OJNEe, yPTUKAPHS, XUIIOTOHUS, JIETAPTHsL, Ta/leHe, HECTTIOKOWCTBO, TAXUKAP/IHs, CTATaHE B
TbpPIUTE, MpaBy4KaHe, MOBPBIIaHEe, XPUITEHE), KOUTO B HAKOHM CITydaH MPOTPECHUPAT O TEXKKA
aHadwmrakcus (BKIFOYUTENHO MOK). [lo-cienmanHo, KOKHNATE peaklyy Cce MOsBSABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IAKCHS (BKIIOUUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3MO0XHO € TTarueHTUTe ¢ XeMOGUIusA A 1a pa3BUAT HEYTPAITH3UPAITH aHTUTeNa (MHXHOUTOPH) KbM
thaxTop VIII. ChcTOSIHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAThUEH KIMHWYIEH OTIOBOp. B TakuBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIEIUATH3UPAH IEHTHP M0 XeMOpHITHs.

Crouchk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BU
[IpencraBeHaTa mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kjiac u [IpeamodyntaHo HUBO Ha TEPMHH).



YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ HemsBecTHA YecTOTa (OT HAJTMYHWUTE JaHHHM HE MOKe J1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (upexcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 momroskenn Ha JieueHre B Majika CTENEH
nexuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JHU Ha €KCIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca paspminu naxubuTOpH B pamkute Ha 20 qau excriosumus. O0mmo 9 ot 60 (15%) ca




obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu enHO 003epBAMOHHO MPOYYBaHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIEKYBaHU MAIlMEeHTH ¢ TexXKa xeModmusa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuentn (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKurtouBamm rmosede ot 1 000 manyeHTH € HabmogaBaHo ciieqHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHUYKH MOMYJIAMOHHH TPYITH € Pa3iIMKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MIPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ U3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha mpeno3upane ¢ peKoMOMHAHTEH KoarynaruoneH (akrop VIIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepaneBTUYHA TPyTa: aHTHXEMOpPAruyHy cpesicTBa, KoarynauoneH dakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ma von Willebrand (vWF) ce cscTon oT Be MoeKyau (haxTop
VIII u vWF) ¢ paznmuunn dhusuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIUESHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIieHHETO Ha TarueHTa. AKTUBUpaHusIT dpaktop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphIiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBPbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BhB (PHOPHH M MOXKE Ja ce 00pa3yBa ChCHpEK. XeMoHus A € CBbp3aHO ¢
110J1a, BPOJICHO HapyIIeHNE Ha KPhBOCKCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIN B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes3 3amecTBaiio JedeHne mia3MeHnTe HABa Ha GakTop
VIII ce moBumasart, KaTo 1O TO3W HAYMH BPEMEHHO Ce KOpUTHpa AeUIINTa HA KOAryJaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINATA 32 KPHBOURIUBH.

10



PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensue Ha OnoaornuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHUKH XeMouuiy. CTerneHTa u MpoabKUTETHOCTTa Ha HopMann3upade Ha aPTT, HabmonaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHHUS OT Ij1a3Ma
thaxrop VIIIL.

Hempexbcaara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHO, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPrUIHHU OTiepaiy (TIpeiy, o BpeMe Ha U CIIeT OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH MAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPEILy CIESANUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTep, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa MpH HAKOM NPEPA3NOTI0KCHH MAIUEHTH CHIIECTBYBA Bb3MOXKHOCT 32 aJlepruIHA
peaKIMy KbM ChCTABKUTE HA Mperapara, HanpuMep CIISAN OT MUIIH MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 manyueHTy u
39 marueHTy ca OV BKIIFOYEHH B €IHO MPOCTIEKTUBHO KJIMHUYHO MPOYYBaHE, HHUIIMUPAHO OT
uscaenosarenute. Janaure nokassat, u¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTH, Ipyu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeaoTBpaTsaBa niu koutposrpa kbpene ¢ KOGENATE Bayer u naiueHTsT €
MOKEIT Jia TIPOJIBIIKH MPOPUIAKTHYHOTO JISYCHUE KATO MOIbPIKAIIa TepaITHs.

5.2 dapMaKoOKHHETHYHHU CBOICTBA

AOGcopOrus
AHATM3BT HAa BCHYKH JOKYMEHTHPAHH iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTEITHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecho terio mpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy XKUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 32 MoMydeHus oT miazMa (akrop VIII, koiTo nMa enmMMUHAIIMOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMECHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA /1032 (OTHECEHA KbM TEIIECHOTO

TErJI0) HE ca MPUYUHUIA OCTPH U/uiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaToOpHU )KUBOTHH (MHUIIIKH, TUTEXOBE, 3alIIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
pPENpPOAYKTUBHATA TOKCUYHOCT, XPOHUYHA TOKCHYHOCT U KaHIIEPOT€HHOCT C OKTOKOT ajda, mopajau
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUIOBE OO3aiHHUIIH.

He ca u3BbpiieHn nmpoyuBanus Bbpxy myrtarennus noreniuai Ha KOGENATE Bayer, Thit kato He €
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINIEBTUYHU JTAHHHA

6.1 CnuchbK Ha MIOMOIIHHUTE BEeleCcTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
ycTpoiicTBO Bio-Set, mpenBapuTeiHO HAITBJIHEHA CIIPUHIIOBKA, ChABPIKAIIA pa3TBOPUTENT B HAOOp 3a
BEHEMYHKIINA), Thif KATO MOXKE J]a UMa HEeyCIeX Ha JICYeHHETO, BCIIeICTBHE Ha afcopOnnsaTa Ha
YOBEIIKUS PEKOMOMHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpeIIHaTa MOBLPXHOCT Ha HIKOH
WH(Y3MOHHU CUCTEMHU.

6.3 Cpok Ha roaHoCT

30 mecena.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/THA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3IM0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha TTOTPeOUTEII.

Ipu in vitro u3nuTBaHus 00ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHOA Ha U3IIOI3BAHE €
nmokazaHa 3a 24 gaca ipu 30 °C B PVC cakose 3a HenpexbcHaTa uHOy3us. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3uUecKa CTa0MIHOCT B IIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca mpH in Vvitro
W3MUTBaHUSL.

Jla He ce cbXpaHsBa B XJIQJIMITHUK CJIC]] pa3TBapsHe.

6.4 ChnenuajJHM yCJI0BUsI HA ChXpPaHEHHE

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3sBa. DIIakOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA JIa CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETJIMHA.

IMpe3 memns cpok Ha rogHoCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHsBa B HETOBAaTa BTOPUYHA
OITaKOBKa, TOW MOXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH MepUoa OT
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BpeMe 10 12 mecena. B To3u ciydait CpOKBT Ha TOTHOCT M3THYA B Kpasi HA TO3U 12-MecedeH mepruoa
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycrnoBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA l'lpl’lCl'lOCOﬁJ'leHPlﬁ 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

e ¢iuH QurakoH mrtoc Bio-Set ycTpoiicTBo, chabprkamio Jmodumuzupad npax (10 ml 6e3npeTeH
CTBKJIEH (hJIaKOH THI | ChC CHBa XalOTeHOOYTHIIOBA TyMEHa 3aITyIaika 0e3 JaTeke U TpanchepHO
YCTPOMCTBO ChC 3amuTHA 0OKaTKa [Bio-Set])

® c/[Ha MIPE/IBAPUTEITHO HAIIbIIHEHA CIIPUHIIOBKA ¢ 2,5 ml pa3TBopuTen (CTHKIICH HWIHHABD TUI | che
CHBH OpOMOYTHIIOBH KayIyKOBH 3aIyIIAIKH, He-ChIbPKAITH JIATEKC)

e OyTaso 3a CIPUHITOBKA

e ¢/TMH HA0Op 32 BEHEMYHKITUS

e J[BA aJIKOXOJHH TAMIIOHA 32 €THOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTHDA.

6.6 CnenuaJHu npeana3Hu MepKU MPU U3XBBLPJIsiHE U padoTa

b YKa3aHus 3a pa3TBaApsAHE U IIPUIIOKCHHUE CE€ ChbABPIKAT B JIMCTOBKATA, BKIIFOYECHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBOpH ¢ IpeaocTaBeHus pasrsopuren (2,5 ml Boja 3a
WHXKEKIIUH) B IIPEJIBAPUTEITHO HAITBIIHEHA CIIPUHIIOBKA U HHTETPUPAHOTO TPAHCPEPHO YCTPOMCTBO
(Bio-Set). 3a nn(y3us, TpoayKTHT TPAOBA a ce IPUTOTBS IIPH aCENTHYHH YCIOBUSA. AKO HAKOH OT
KOMITOHCHTHTE Ha OMAaKOBKaTa € paslievyaTaH WIn MOBPEJICH, He TPSAOBa Jia o M3MOJI3BaTe.

®D1akOHBT BHUMATEITHO €€ BBPTH, JIOKATO MPaxbT C€ pa3TBOPH HAbIHO. Clell pa3TBapsHe pa3TBOPHT
e ouctsp. llpenyn npuioxkeHre napeHTepaTHATE JIEKapCTBEHH MPOTyKTH TpsiOBa qa Obaat
NPOBEPSBAHH BU3YaHO 32 HAIMYKE HAa BUJIMMH YaCTHIIM B TSIX WITH 332 IPOMEHH B I1BeTa. He
usnomseaiite KOGENATE Bayer, ako 3a0eiexure BUAUMU YaCTUIH WM [IOMBTHSBAHE.

Cren pa3TBapsiHe Pa3TBOPBT ce U3TerIs o0patHo B cupuHiiokata. KOGENATE Bayer tpsioBa na ce
Pa3TBOPH ¥ TIPUIIOXKH C TIOMOIIITA HA CHIBPIKAIIUTE CE BHB BCAKA OMTAKOBKA KOMIIOHCHTH.

[penn npunoxeHne pa3TBOPEHUAT MPOIYKT TPIOBa Aa ce GUITPYBa 32 OTCTPAaHSIBAHE HA €BEHTYaTHU
TBBPJU YaCTHIH OT pa3TBopa. PUIATPYBAHETO MOXKE J]a CE OCHILIECTBH, KaTO CIIEBATE CTHIIKUTE 3a
IIPUTOTBSHE W/WJIK IPHIOKEHHUE, ONIMCAHU B JINCTOBKaTa, BKItoucHa B onakoBkata Ha KOGENATE
Bayer. IIpu npunokeHue e Ba)KHO /1a ce M3I10JI13Ba MMPEAOCTABEHUS KbM ITPOTyKTa HAbop 3a
BCHEIYHKIINS, TOHEKE TON BKIIIOYBA M IPOTOYEH (PHITHP.

AKXO KOHKpETHATa CUTyalysl He O3BOJISIBA U3IOJI3BAHETO HAa MPIIIOKEHHUS HA0Op 32 BEHEIYHKIINS
(Hamp. mpu BIIMBaHE B HAJIMYHA [IEHTpAIHA WK NieprudepHa cuctema), TpsaOBa /1a ce M3Moa3Ba
otaene Guntep, chBMecTM ¢ KOGENATE Bayer. Te3u ceBmectumu untpu umar tum Luer-
ajlanTep MOJIMaKPUICH KOPITYC C Brpa/ieH MOJIHAMHICH (GHITPHUPAL €IEMEHT C TOJIEMHHA Ha TIOPUTE
5 — 20 mukpomeTpa.

[IpemocraBeHUAT KBM IPOAYKTa HAOOP 32 BEHEIYHKIUS HE TPSAOBa /1a ce M3I0JI3Ba 3a B3eMaHe Ha
KPBB, ITOHEKE ChABPIKA MPOTOUEH GUITHP. AKO IpeaH BIMBAHE CE Hajara B3eMaHe Ha KPbB,
U3M0J3BaiiTe HabOp 3a mpuiokeHue 6e3 GunTep U ciex Toea nmkekTupaite KOGENATE Bayer
npe3 HHKEKIIMOHEeH GriIThp.

Axo umate HskakBu Bbrpocu oTHocHo KOGENATE Bayer v chBMECTHMHUTE ¢ HETO CaMOCTOSTSITHH
¢huntpu, ceppxere ce ¢ Bayer Pharma AG.
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Cawmo 3a emHOKpaTHA yrioTpeba. OcTaHANHAT clie]] IPUI0KEHUETO Pa3TBOP TPSIOBa 1a ¢ U3XBBPIIH.

Hewnznon3BanusT nexkapcTBEH MPOAYKT MM OTHMAABYHUTE MaTepHUaIH OT HEro TPAOBa /1a ce U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3NCKBAHUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin

T'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBGA

EU/1/00/143/004

9. JATA HA I'bPBO PASPEIIABAHE/IIOJJHOBSBAHE HA PASPELHLIEHUETO 3A
YIIOTPEBA

Jara Ha epBO paspemanane: 04 asryct 2000 T.

Jara Ha mocnenno moguoBsiBane: 06 asryct 2010 1.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[TonpoOHa wHpOpManHS 3a TO3M JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHnus no Jekapcrsara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 500 1U npax u pa3TBOpHTE] 32 HHXEKIIMOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku ¢uiakon cpabprka HomuHanHo 500 U koarynaruones gakrop VIII (INN: okTokor anda)
(octocog alfa).

YoemkusaT koarymnamnuoneH (akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHOomOTHS
(rDNA) B kj1eThYHA JUHHUSA OT ObOpEk Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxrop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTaB

Enna ml KOGENATE Bayer 500 IU cpabprxa mpubmusutenso 200 1U (500 1U / 2,5 ml) goBerku
koarynaroneH daktop VIII (INN: okrokor anda) cien pasrBapsiHe.

AxtuBrOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHgapT Ha
FDA, xoiito e kanmbpupan cpemnry ctanaapT Ha C30 B MmexayHapoaau exuauiy (I1U).
Crnermduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporeuH.

PazTBopuTen: Boga 3a MHKEKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH Pa3TBOP .

[Ipax: cyx 651 10 01€10-KBIT Mpax.
PastBOpuTEN: BOMA 32 HHXKEKIINH, OUCTHP, OE31BETEH pa3TBOP.

[IpuroTBeHUAT IEKaPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa Ha KPHBOUIIHMBH MIPH MAIUEHTH ¢ XeMoQumus A (BpoJieH neuIuT Ha
thakrop VIII).

Tosu nmpoaykt He chabpxa (paktopa Ha von Willebrand u ciietoBatento He e mokasas 3a JieueHne Ha
6oxecrra Ha von Willebrand.

To3u NpoayKT € MmoKa3aH 3a Bb3paCcTHH, IOHOIIN U JIella OT BCUUKU BB3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JleaenueTo TpsOBa 1a Ob/Ie IO KOHTPOJIA Ha JIEKap C OMUT MPH JIeYeHNE Ha XeMO(IITHSI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha (akTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUTa3Mara e u3pa3eHa WiH B MPOIEHTH (110 OTHOIICHNE Ha HOpMaHaTa YOBEIIKA TJIa3Ma) MK B
MEXIYHApOIHH SIUHUITH (TI0 OTHOIIEHHE Ha MexkayHapoaeH cTagaapt 3a hakrop VIII B rura3zma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
taxrop VIII B eqriH MEUTWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynaponna equauiia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
takrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTHBHOCT. HeoOxoaumara f03a ce onpenens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma noza (IU) = tenecHo termno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuakBano moumaBane Ha ¢akxtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa ¥ MPOABHKUTESIIHOCTTA Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HYXKIHUTE Ha ManreHTa (TeJIeCHO TerJIo, TeXeCT Ha HapyIlieHHe Ha XeMocTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0HIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KpbBOM3IIHBH, PEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa 1a O6b1€ 110-

HHUCKa OT OTIpe/ieTIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPHBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HempekbCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAI[eHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yaii. [Ipu onpeneneau
00CcTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3YUCICHUTE, 0COOEHO P
onpezeisHe Ha HayajHaTa J103a.

ITo Bpeme Ha TeueHHETO ce TIPEenophIBa ONpeaAciTHe Ha HuBarta Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat naHpy3uute. OcoOeHO B ciydan
Ha TOJIEMH OIIEPaTHBHU UHTEPBEHIINH € 33 JbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAaIOTO
JIieYeHHE Upe3 KoaryaarnoHeH anann3 (aktuBHoCT Ha (hakTop VIII B murazmata). UHIuBH Iy amHAST
oTroBOp KbM ¢aktop VIII mpu oTAenHATE MAIMEHTH MOJXKE JIa Bapupa, U TE J1a MOKa3BaT pa3InieH
eJIMMHHAIMOHEH TIOTYKHBOT M CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOIYYH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WM KaTo ce 3all0YHe OT CpeTHATA
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha ua)Y3us (B [U/kg/h) = ximpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha au-(2-
etunxekcmn)dranar (DEHP) ot matepuanure ot nmommBuamI xinopua (PVC). Tosa TpsaOBa xa ce nma
MIPEIBUJL TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpust A
obunyaitaute mo3u ca ot 20 IU mo 40 IlU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B HsikoM cityyau, CrienMalIHO TP TTO-MJTa U MAIIMEHTH, MOXe J]a ca HeOOXOAMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHHU MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera rmoj| 6-rouiiHa Bb3pacT u
[PU HEMHTEPBEHIIMOHAIHY U3MUTBAHMUS MIPHU JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, MIIH aKO KPBBOU3IUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBa Jja ce M3BBPINU M3CIEIBAHE, 32 JIa Ce ONPEeNId HAINIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HTHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHKSI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha hakTop VIIIL. [Ipu
MAIAEHTH C BUCOK TUTHP Ha mHXuOnUTOpa Hax 10 BU nmu ¢ 1o0bp aHaMHECTHYIESH OTIOBOP TPsIOBa 1a
ce UMa IPEeIBHI TPIIOKEHUETO Ha (aKTUBHPaH) IPOoTpoMONH KoMitieke kKoHneHTpaT (PCC) nmm
npenapat Ha pekoMOuHaHTHHS aktuBHupaH daktop VII (rFVIla). Tosa nedenne TpsoBa 1a Obae
HA3HAYEHO OT JIEKAPH C ONHT B TPHIKUTE 32 MAIIEHTH C XeMO(IITHSI.

Hauyun Ha npusioxkeHue
MHTpaBEHO3HO MPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBA Jla ce OIPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ M3YMCIH Bh3 OCHOBA HAa KIIMPHHCA U JKEIIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ knmuppHC 3 ml/h/kg, HadanHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 IU/h/kg, 3a na ce monyun HuBO Ha daktop VIII ot 100%. 3a m3uucnsasane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.17/koHTIeHTpanus Ha pa3zrsopa (IU/ml).

[Ipumep 3a n3uncnIsIBaHE HA CKOPOCT Ha HEMPEeKbCHATa HH(Y3HUS Clie]] TbpBOHAaYaIHA O0ITYyC
WHYKEKITHS

Kenano mmazmeHo CkopocT Ha Ckopocrt Ha uH(QYy3us npu 75 kg narueHt
auBo Ha FVIII UHQY3UsA ml/h
1U/h/kg

KnupsbHc: Konuenrtpanus va rFVIII paztBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Ja € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHaYaTHATE 24 yaca Ha HeTpeKbcHATa HHPY3HUSI KIUPHHCHT TPsiOBa na ObIe
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CICTHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha uHpYy3us/akTyanno auBo Ha FVIII.

[Ipn HenmpexbcHaTa HHOY3HST MH(Y3UOHHUTE CAKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKkH 24 daca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUYKA 6.6
¥ JINCTOBKATA 32 MalieHTa.

4.3 IlporuBomoOKAa3aHHs

- CBpPBXUIyBCTBUTEIHOCT KbM JIEKAPCTBECHOTO BEIECTBO MM KbM HIKOE OT MOMOIIHUTE
BeIleCTBa, U30poeHH B Touka 6.1.
- VI3BeCcTHH alleprUYHU PEAKIIUK KbM MUK TIPOTEHH WK MPOTEHH OT XaMCTep.

4.4 ChneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiiy Ha CBPBbXYYBCTBUTEITHOCT OT JIEPTUYUEH THII ITPH U3MOJI3BAHETO HA
KOGENATE Bayer. JIekapCTBEHUAT IPOAYKT ChIbPIKa CICAN OT MUIIK IPOTEHUH U IPOTEHH OT
xamcrep, pasnmmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TanmenTure TpsAOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHUMIITOMH Ha CBPBXYYBCTBUTEIHOCT Aa
crmpar yrorpebara Ha JIeKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIl JIeKap.

[Tanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE IMPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIFOUBAIIM YPTUKH, TaJICHE, TeHepallu3upaHa ypTHKAPHsI, CTITaHe B ThPINTE,
XpUNTEHE, XUITOTOHUS U aHaduakcus. B ciryyaii Ha mok TpsOBa Jia ce U3BbPIIN CTaHAAPTHO
MEIUIHCKO JICYCHHUE 32 IIOK.

19



Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUICHUETO Ha Jiuia ¢ xemodwtwst A. Te3n nHXuOuTOprH 0ONKHOBEHO ca
UMyHOTJI00yuHY 0T Kinac 1gG, mupekTHo HacodeHu cpenty (pakrop VII npokoarynmanTHaTa
aKTHBHOCT, KOUTO ca OIpeaesieHn KoinmdecTBeHo B bere3na enununnu (Bethesda units, BU) 3a
MUJIHIUTHP THTa3Ma KaTo ce MU3Mo3Ba MoauuIinpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTe HaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B IrppBUTE 20 THM HA €KCIIO3HUIHS. PsIIko HHXHOUTOPUTE MOTaT Ja ce 00pa3yBar cien
nspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA NIOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIIOIaBaHU clief] TPEMHHABAHE OT
eaunH mpoAykT ¢ ¢akrop VIII kbM Apyr npy peaBapuUTETHO JIEKYBaHH MannueHTH ¢ moede oT 100 gam
Ha eKCTIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxnOuTOpH. [lopamu ToBa ce
MIPETopbhYBa BHUMATEITHO MOHUTOPHPAHE Ha BCHYKH TTAIMEHTH 3a MOsBaTa Ha MHXUOUTOP Ciex
CMsHATa Ha BCEKH MPOAYKT.

Karo ms15mo, Bcndky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ koarynannoHeH (axtop VIII TpsdBa na 6paat
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu M3CIeaBaHusA. AKO He OBJaT MOCTUTHATH OYaKBaHWTE IJIa3MEHU HUBA HA aKTUBHOCT, Ha
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/AINA 1032, TPSOBa 11a ce
HaIIpaBsT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKH HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepanmsTa ¢ pakrop VIII 1a He e ehexTBHA U TpsOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BH3MOKHOCTH. [[0BeIeHNeTo py TaKuBa MaieHTH TpsiOBa Jja ce PbKOBOAM OT
JIeKapy C OIHT B JICYCHUETO Ha XeMowns 1 ¢ maxuouTopure Ha daktop VIII.

HempexbcHara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA MH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpaeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upano upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT Ja ObAaT U3JI0KEHHN Ha
CBINNS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIAOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemodwuus. [Ipy chIecTBYBaIN CHPACIYHO-CHIO0BH PUCKOBH (PaKTOpH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIe]l IPUIIOKEHHE, MOJKE /Ia M3JIOKH TAaleHTa Ha PUCK OT 3alylIBaHe Ha KPHbBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH NWHPaPKT, KaKTO IPH MOIMyNanusITa KoaTo HaMa xemopwimms. CiemnoBaTelHo,
MAIIEHTUTE TPIOBa 11a ObIaT MPOCIEASBAHN 32 CHPACUYHN PUCKOBU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KareThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINH,
OakTepueMus U TpoMOo03a B 00J1aCTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBaT IMETO Ha
MaIyeHTa ¥ MapTHIHUAT HOMEP Ha MPOJIyKTa, 33 J]a MOXKE J]a CE OCUTYPH BPBh3Ka MEXIY MalleHTa |
nmapTuaaTa oT JeKapCTBEHUS MPOAYKT.

llenmarpudHa HomyJarms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.
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45 B3aumojeiicTBHe ¢ APYrU JeKAPCTBEHN MPOAYKTH U Apyru popMu Ha B3auMojieiicTBUe
Hsama cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ npyru nekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMATA IIPH KUBOTHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkara 4ecToTa Ha XxeModuius A npH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT U KbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOro MOKa3aH.

DepTunurer
HsMa HanM4yHM JaHHM 110 OTHOIIICHUE Ha (PepTHIINTETA.

4.7 EdexTH BPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA
KOGENATE Bayer He nopiusiBa criocoOHOCTTa 3a Iodupane wix pabora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

[Ipu npunarane Ha IpoayKTH ¢ pekomOuHanTeH Gakrop VIII ca HabmogaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WII AIEPTUIHH PEaKIiui (KOUTO MOTAT J1a BKIIOYBAT aHTHOEEeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBsIBaHe, TeHEpATN3upaHa yPTHKAPHUS,
rJ1aBo0OJINEe, yPTUKAPHS, XUIIOTOHUS, JIETAPTHsL, Ta/leHe, HECTTOKOWCTBO, TAXUKAP/IHs, CTATaHE B
TbPIUTE, MpaBy4KaHe, MOBPBIIaHe, XPUITEHE), KOUTO B HAKOHM CITydau MPOTPECHUPAT O TEXKKA
aHadwmrakcus (BKIFOYUTENHO MOK). [lo-cienmanHo, KOKHNTE peaklny Cce MOsBSABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IAKCHS (BKIIOYUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TIareHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAITH3UPAITH aHTUTeNa (MHXHOUTOPH ) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAaThUeH KIMHUYEH OTIOBOp. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOpHITus.

CrouchK Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITAN B TAOJIUUCH BU
[IpencraBeHaTa mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HATMYHWUTE JaHHHM HE MOKE J1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) rajJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe u
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nenuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JIHU Ha €KCIIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuenTu, tekyBanu ¢ KOGENATE
Bayer ca paspmiu naxubuTOpH B pamkute Ha 20 qau excriosuius. O0mmo 9 ot 60 (15%) ca

22




obpasyBanu nHxuOUTOpH. ENVH manuenT e 01 3aryoeH 3a mpociieassBaHe U €IUH MAIlUEHT € Pa3BIII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu enHO 003epBAMOHHO POYYBAHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIeKyBaHU MAIMEeHTH ¢ TexXKa xeModmnsa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npocienssane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuent (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKutouBamm mosede ot 1 000 manyenTH e HabmogaBaHO citeqHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliy Cliel] pa3peliaBaHe 3a yrnorpeda Ha JIEKapCTBEHHS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TIPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ M3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHaJIHa CHCTEMa 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha pemo3upaHe ¢ peKoMOWHAHTEH KoaryianuoneH ¢gakrop VIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepareBTHYHA TPyTa: aHTUXEMOPArudHU cpeacTBa, kKoarynanuoneH ¢akrop VIIL, ATC xox
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznuunn dhuszuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIAEHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHusIT dpaktop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBpbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BHB (DHOPHH M MOXKE Ja ce 00pa3yBa ChcHpEK. XeMOoHus A € CBBP3aHO ¢
110J1a, BPOJICHO HapyIIeHHE Ha KPhBOCHCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIN B PE3yJTaT
Ha CITydaifHa WM XUpyprudecka TpaBma. Upes 3amecTBaiio jJedeHne ia3MeHnTe HABa Ha GakTop
VIII ce moBumasart, KaTo MO TO3W HAYHH BPEMEHHO Ce KOpHUTHpa AedUIINTa HA KOaryJIaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINUATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoruiacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnonaornuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpu
BCcHYKH XeModuui. CTerneHTa 1 MpoAbDKUTETHOCTTa Ha HopManu3upane Ha aPTT, nabmogaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHo, ue KOGENATE Bayer Mmoske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepaiyu (TIpein, o BpeMe Ha U IS/ OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CISAUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTeP, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npy HAKOH NPEAPA3NOI0KCHH MAIUEHTH CHIIECTBYBA BE3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIHA MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopmIus A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTrBeH aHaim3 npu 40 ManyueHTy 1
39 marueHTy ca OWIM BKITFOYEHH B €IHO MTPOCTIEKTUBHO KIMHUYHO MPOYYBaHE, HHUIIUUPAHO OT
uscaenosarenute. Janaure nokassat, y¢ KOGENATE Bayer € 6t u3mosi3BaH 3a HHAYLUPaHE Ha
UMYyHEH TojiepaHc. [Ipy marueHTH, Ipu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OHIIO
BB3MOXKHO J1a Ce MpeAoTBpaTsBa niu koutposupa kepseHe ¢ KOGENATE Bayer u naiueHTsT €
MOKEIT Jia TIPOJIBJIKH POPUIAKTHYHOTO JISYCHUE KATO MOIbPIKaIlla TeparHs.

5.2 dapMaKoKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecho terio mpu KOGENATE
Bayer. To3u pe3ynrar e momoOeH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot doBemka
TuIa3Ma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBY(ha30BO €KCTIOHEHITNATHO pasrpakIaHe ¢ SITMMHHAIIMOHCH MOIY)KHUBOT 0K0JI0 15 waca. Ta3u
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 3a MoydeHus oT miazMa dakrop VIII, koifTo nMa enMMHHAITHOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nmxekius ca: cpeato speme Ha rmpecroit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITBTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA J103a (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYMHUIA OCTPH U/WiH nmogocTpu Tokcnunu edextu nmpu KOGENATE Bayer npu
nmabopaTOpHU )KUBOTHH (MUIIIKH, TUTBXOBE, 3alIIN U Ky4eTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUIOBE OO3aiHHUIIN.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreniuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINIEBTUYHU JTAHHHA

6.1 CnuchbK Ha NIOMOIIHUTE BEeleCcTBA

IIpax
I 'numy,

HATPHEB XJIOPH]I,
KaJIHUeB XJIOPH/I,
XUCTHUJIVH,
noscopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
ycTpoiicTBO Bio-Set, mpenBapuTeTHO HAITBIHEHA CIIPUHIIOBKA, ChABPIKAIIA pa3TBOPUTEN U HAOOp 3a
BEHEMYHKIINA), Thif KATO MOXKE J]a UMa HeyCIeX Ha JICYeHHETO, BCIIeICTBHE Ha afcopOnnsaTa Ha
YOBEIIKUS PEKOMOMHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpeIIHaTa MMOBLPXHOCT Ha HIKOH
nH(Y3UOHHU CHCTEMH.

6.3 Cpok Ha roaHoCT

30 mecera.

Cren pasztBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/IHA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3I0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPEOUTEII.

Ipu in vitro u3nuTBaHus 0b6ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/Ia Ha U3IIOI3BaHE €
nmokazaHa 3a 24 gaca npu 30 °C 8 PVC cakose 3a HenpexbcHaTa uHOY3ws. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3uUecKa CTaOMIHOCT B IIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca mpu in Vvitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DIIakKOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA J1a CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETJIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHiBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH Nepruoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa f1a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycrnoBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

e ¢nuH QurakoH mtoc Bio-Set ycTpoiicTBo, chabprkamio uodumuznpad npax (10 ml 6e3npeTeH
CTBKJIEH (hJIaKOH THI | ChC CHBa XaJlOTEeHOOYTHIIOBA TyMEHa 3aITyIIaika 0e3 JaTeke U TpaHchepHO
YCTPOMCTBO ChC 3amUTHA 0OKaTKa [Bio-Set])

e ¢/IHA MMPEIBAPHUTEITHO HAITBJIHEHA CIIPUHIIOBKA ¢ 2,5 Ml pa3rBopuTesn (CTHKIICH HUIMHIB THII I ChC
CUBHU OpOMOYTHIIOBH KaydyKOBH 3aITyIIalIKH, HE-ChIbPKAIIH JATEKC)

e OyTaso 3a CIPUHITOBKA

e ¢/TMH HA0Op 32 BEHEYHKITUS

e J[Ba aJIKOXOJTHH TAMIIOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU MPH U3XBBLPJIsiHE U padoTa

IIeman YKa3aHHs 3a pa3TBaApsAHE U IIPUIIOKCHHUE CE CbABPIKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBOpH ¢ IpeaocTaBeHus pasreopuren (2,5 ml Boja 3a
WHXKEKIIMH) B TIPEJIBAPUTEITHO HAIThIHEHA CIIPUHIIOBKA U HHTETPUPAHOTO TPAHCHEPHO YCTPOHCTBO
(Bio-Set). 3a nndy3us, IpoayKTHT TPpAOBa Ia ce IPUTOTBS IIPH aCENTHYHH YCIOBUSA. AKO HAKOH OT
KOMITOHCHTHTE Ha OIAaKOBKaTa € paslieyaTaH WIn MOBPEJICH, He TPSOBa Jia o M3IOJI3BaTe.

®D1akOHBT BHUMATEIHO €€ BBPTH, JIOKATO MPaxbT C€ pa3TBOPH HABIHO. Clell pa3TBapsHe pa3TBOPHT
e ouctsp. llpenn npunokeHre napeHTepaIHUTe JIEKapCTBEHH MPOTyKTH TPsiOBa na Obaat
NPOBEPSBAHH BU3YaHO 32 HAIMYKE HA BUJIMMH YaCTHIIM B TSIX WIIH 32 IPOMEHU B IiBeTa. He
usnomseaiite KOGENATE Bayer, ako 3a0eexure BUANMU YaCTUIH MM [IOMBTHSBAHE.

Cren pa3TBapsiHe Pa3TBOPBT ce U3Ters o0patHo B cupuHiiokata. KOGENATE Bayer tpsioBa na ce
Pa3TBOPH M TIPUIIOXKH C TIOMOIIITA HA CHIBPKAIIUTE CE BHB BCAKA OMTAKOBKA KOMIIOHCHTH.

[pean npunoxeHne pa3TBOPEHUAT MPOIYKT TPIOBa 1a ce GUITPYBa 32 OTCTPAHABAHE HA €BEHTYaTHU
TBBPJU YaCTHIH OT pa3TBopa. PUIATPYBAaHETO MOXKE J]a C€ OCHILIECTBH, KaTO CIEBATE CTHIIKUTE 3a
IIPUTOTBSIHE W/WJIK IPHJIOKEHHUE, ONIMCAHU B JINCTOBKATa, BKItoucHa B onakoBkata Ha KOGENATE
Bayer. IIpu npunokeHue e BaXXKHO /1a ce M3I10JI13Ba MPEIOCTaBeHUS KbM MPOIyKTa Habop 3a
BCHEIYHKIINS, TOHEKE TOW BKIIIOYBA M IPOTOYEH (PHITHP.

AKXO KOHKpETHATa CUTyalusl He TO3BOJISIBA U3IIOJI3BAHETO HAa MPHIIOKEHUS HA0Op 32 BEHEIYHKIINS
(Hamp. mpu BIIMBaHe B HAJIMYHA [IEHTPAIHA WK NieprudepHa cuctema), TpsaOBa 1a ce M3Moa3Ba
otaened Guntep, chBMecTM ¢ KOGENATE Bayer. Te3u ceBmectumu utpu umar tum Luer-
ajlanTep MOJIMAKPUIICH KOPITYC C Brpa/ieH MOJIHAaMHCH (QUITPHUPALL €IIEMEHT C TOJIEMHHA Ha TIOPUTE
5 — 20 mukpomeTpa.

[IpemocraBeHUAT KbM IPOIYKTa HAOOD 3a BEHEIyHKIMS HE TPSAOBa /1a ce M3I0JI3Ba 3a B3eMaHe Ha
KPBB, IIOHEKE ChABPIKA MPOTOUEH GUITHP. AKO Tpeay BIMBaHE Ce Hajara B3eMaHe Ha KPbB,
U3M0J3BaiiTe HabOp 3a mpuiokeHue 6e3 GunTep u ciex Tosa nmkekTupaite KOGENATE Bayer
npe3 HHKEKIMOHEH (GriIThp.

Axo umate HskakBu Bbripocu oTHocHo KOGENATE Bayer v chBMECTUMHTE ¢ HETO CaMOCTOSTSITHH
¢untpu, ceppikere ce ¢ Bayer Pharma AG.
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Cawmo 3a emHOKpaTHA yrioTpeda. OcTaHANKAT Clie]] IPUI0KEHUETO Pa3TBOP TPSIOBa 1a ce U3XBBPIIH.

Hewnznon3BanusT 1exapcTBEH MPOAYKT MM OTIMAABYHITE MAaTepHUaIH OT HEro TPsAOBa /1a ce U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3NCKBAHUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin

T'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/143/005

9. JATA HA I'bPBO PASPEIIABAHE/ITIOJHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[Jara Ha mepBO paspemanane: 04 asryct 2000 T.

Jara Ha mocnenno mognoBsiBane: 06 asryct 2010 1.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[TonpoOHa mHpOpManHS 3a TO3M JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHnus no Jekapcraara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 1000 IU mpax u pa3TBOpUTEII 32 HHXEKIIHOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku ¢uiakon cpabprka HomuHaHO 1000 IU xoarynammonen daxrop VIII (INN: oxTokor anga)
(octocog alfa).

YoemkusaT koarymnamuoneH ¢akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHomOTHSA
(rDNA) B kj1eThYHA JUHHUSA OT ObOpEk Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxrop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTAB

Enna ml KOGENATE Bayer 1000 1U csaspska npubmmusurento 400 U (1000 1U / 2,5 ml) woBemkn
koarymnannoreH ¢akrop VIII (INN: okrokor anda) cien pazrapsine.

AxtuBrOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, xoiiro e xanmbpupan cpemnty ctanaapT Ha C30 B mexayHapoaau exuauiy (I1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporenH.

PazTBopuTen: Boga 3a MHKCKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIECTBA BIDKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[Tpax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH Pa3TBOP .

[Ipax: cyx 641 10 01€10-KBIT Mpax.
PastBOpuTEN: Boga 32 HHXKEKIUH, OUCTHp, O€31BETEH Pa3TBOP.

[IpuroTBEeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa HA KPHBOUIIHUBH MTPH MAIUEHTH ¢ XxeMouus A (BpoJieH neuiuT Ha
thakrop VIII).

Tosu nmpoaykt He chabpxa paktopa Ha von Willebrand u ciieroBatento He e mokasaH 3a JicueHHE Ha
6oxecrra Ha von Willebrand.

To3u NpoIyKT € moKa3aH 3a Bb3pacTHH, IOHOIIN U JIe1la OT BCUYKU BB3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JleaenueTo TpsOBa 1a ObIe IO KOHTPOJIA Ha JIEKap C OIUT MPH JIeYeHNE Ha XeMO(IITHsI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha dakTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa Win B MPOIEHTH (110 OTHOIICHNE Ha HOpMaTHaTa YOBEIIKA TJIa3Ma) FIH B
MEXIYHApOIHH SIUHUITH (TI0 OTHOIIEHHE Ha MexkayHapoaeH cTagaapt 3a hakrop VIII B rura3zma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTUISCTBOTO Ha
taxrop VIII B eqriH METWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynapoana equauia (IU) daxtop VIII/kg TemecHo Terio moBHIaBa akTHBHOCTTA Ha TIa3MEHUS
takrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTuBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma noza (IU) = tenecHo terno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa M MPOABHKUTESIIHOCTTA HAa 3aMECTBAIOTO JICUCHNE TPsIOBa 1a OhIaT CHOOpa3CHH C

HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0JIMIa IPeaOCTaBs PhKOBOACTBO 3a MHHUMaIHUTE HUBa Ha (hakTop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeZl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHM ¢ KIMHMYHATA e(DEKTHUBHOCT MPH BCEKH OTAENCH ciy4ail. [Ipu onpenenenu
00CTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3UUCICHUTE, 0COOEHO IMPH
onpezeisHe Ha HayajHaTa J03a.

ITo Bpeme Ha TeueHUETO ce TPEeNophIBa ONpeaAciTHe Ha HuBata Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat nHPy3uute. OcoOeHo B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 JbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAaIOTO
JIeYeHNE Upe3 KoaryaarnoHeH anann3 (aktuBHoCT Ha (hakTop VIII B murazmata). UHIUBH Ty amHAST
oTroBOp KbM ¢aktop VIII mpu oTAenHATE MAIMEHTH MOJKE JIa Bapupa, U TE J1a TOKa3BaT pa3IndeH
eIMMHHAIIMOHEH TIOTYKHBOT U CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE Ja ce TIOIY4YH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WM KaTo ce 3all0YHe OT CpeTHATa
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uHOY3us (B [U/kg/h) = ximmpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUYIHATA U N VItr0 CTabMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha Ju-(2-
erunxekcmn)dranar (DEHP) ot matepuanure ot nmonmuuHmWI xinopua (PVC). Tosa TpsOBa xa ce nma
TPEBUL TIPH MIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa Npo(HUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpHmust A
obunyaitaute mo3u ca ot 20 IU mo 40 IlU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrienMaIHO TP TTO-MJTa U MAIMEHTH, MOXe J]a ca HeOOXOMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaIs

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHH MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera 1moj| 6-rouiiHa Bb3pacT u
IPU HEMHTEPBEHIMOHAIHYU W3MUTBAHMUS MIPHU JICI[d OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBA Jja ce M3BBPINU U3CIIEIBAHE, 32 JIa Ce ONpeeNd HATHINETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HTHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsiOBa J1a ce
KOPUTHPAT CIIOpEe]] KITMHUIHHSI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha (hakTop VIIL. [Ipu
MAIAEeHTH C BUCOK TUTHP Ha mHXuOnTOpa Hax 10 BU nimu ¢ 1o0bp aHaMHECTHYISH OTIOBOP TPsIOBa 1a
ce UMa IPEeIBHI TPIIOKEHUETO Ha (aKTUBHPaH) IPOoTpoMONH KoMitieke kKoHneHTpaT (PCC) nmm
npenapatu Ha pekomMOuHaHTHHS akTuBHupaH daktop VII (rFVIla). Tosa nedenne TpsoOBa 1a Obae
HA3HAYEHO OT JIEKAPH C ONHT B TPHIKUTE 32 MAIIEHTH C XeMO(IITHSI.

Hauyun Ha npusioxkeHue
MHTpaBEHO3HO MPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce OINPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe na ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKkopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ knmmppHC 3 ml/h/kg, HadanHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 1U/h/Kg, 3a na ce moayuun HuBo Ha pakrop VIII ot 100%. 3a nzuncnssane va ml/h ce ymHoxxaBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a n3uncnsIBaHE HA CKOPOCT Ha HEMPEeKbCHATa HH(Y3HUS Clie]] TbpBOHAaYaIHA O0ITyC
WHYKEKITHS

JKenamo miazmeHo CkopocT Ha Ckopocrt Ha uH(QYy3us npu 75 kg narueHt
auBo Ha FVIII UHQY3UsA ml/h
1U/h/kg

KnupsbHc: Konuentpanus va rFVIII paztBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Aa € HeOOXOANMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHaYaTHATE 24 yaca Ha HeTpeKbcHATa HHQPY3USI KIUPHHCHT TpsiOBa na Obae
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CIIETHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha uHpY3us/akTyamHo auBo Ha FVIIL

[Ipn HenmpexbcHaTa HHOY3HST MH(Y3UOHHUTE CAKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKkH 24 daca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUYKA 6.6
¥ JINCTOBKATA 32 MalieHTa.

4.3 IlporuBomoOKAa3aHHs

- CBpPBXUIyBCTBUTEIHOCT KbM JIEKAPCTBECHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHUTE
BeIleCTBa, U30poeHH B Touka 6.1.
- VI3BeCcTHH alleprUYHU PEAKIIUK KbM MUK TIPOTEHH WK MPOTEHH OT XaMCTep.

4.4 CneuuajHu npeaynpe:kIeHus U NpPeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPbXYYBCTBUTEITHOCT OT QJICPTUYEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapCTBEHUAT IPOAYKT ChIbPIKa CICAN OT MUIIK IPOTEHUH U IPOTEHH OT
xamcrep, pasimnyaan ot ¢paxTop VI (Bx. Touka 5.1).

[TarmenTure TpaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crpar yrnoTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIll JIeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIFOUBAIIN YPTUKH, TaJICHE, TeHepalIN3NupaHa yPTHKAPHSI, CTITaHe B ThPIHTE,
XpUNTEHE, XUITOTOHUS U aHaduakcus. B cirydail Ha mok TpsOBa Jia ce U3BBPIIN CTaHAAPTHO
MEIUIHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00yuHY 0T Kinac 1gG, mupekTHo HacodeHu cpenty (pakrop VII npokoarynmanTHaTa
aKTHBHOCT, KOWUTO ca ompeaesieHn KoinmaecTBeHo B bere3na ennannm (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTe HaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B IIppBUTE 20 THM HA €KCIIO3HUIHS. PsIIKO HHXUOMTOPUTE MOTaT Ja ce 00pa3yBar cien
mspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA NIOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIIOIaBaHU clief] TPEMHHABAHE OT
eanH mpoAykt ¢ ¢akrop VIII kbM Apyr npy peaBapuUTETHO JIEKYBaHH MannueHTH ¢ mosede oT 100 gam
Ha eKCIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOpH. [lopamu ToBa ce
MIPETopbhYBa BHUMATEITHO MOHUTOPHPAHE Ha BCHYKH TTAIMEHTH 3a MOsBaTa Ha MHXUOUTOP Ciex
CMsHATa Ha BCEKH MPOAYKT.

Karo ms15mo, Bcnuky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ KoarynannoHeH (axtop VIII tpsdBa na 6bnaT
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu M3CIeaBaHusA. AKO He OBbJaT MOCTUTHATH OYaKBaHWTE IJIa3MEHU HUBA HA aKTUBHOCT, Ha
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/AINA 1032, TPSOBa 11a ce
HaIIpaBsAT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOKHO TepammsTa ¢ pakrop VIII 1a He e ehexTBHA U TpsOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BH3MOKHOCTH. [[0BeIeHNeTo Ipy TaKMBa MalieHTH TPsiOBa Ja ce PbKOBOAM OT
JIeKapy C OIHT B JICYCHUETO Ha XeMowns 1 ¢ maxuouTopure Ha daktop VIII.

HempexbcHara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA MH(PY3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XEMapHH 3a MpopHIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA UHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChABbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpaeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upano upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAaT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINUS PHUCK 32 PA3BUTHE HA CHPJCYHO-CHIOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HIMAT
xemodwnus. [Ipu chIecTBYBaIK CHPACIYHO-CHIOBH PUCKOBH (PaKTOPH, MOBUIIaBaHe HUBaTa Ha FVIII
CJIeT IPUJIOKEHHE, MOKE /Ia M3JIOXKH TAlEeHTa Ha PHUCK OT 3alylIBaHe Ha KPHBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKapeH WHPAPKT, KaKTO MPH MOIyJIANUATa KOATO HAMa XeMmopmims. CiemnoBaTelHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEAIBAHN 32 CHPACUYHN PUCKOBH (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KateThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINH,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBaT IMETO Ha
MaIeHTa 1 MapTHIHUAT HOMEP Ha MPOJIyKTa, 33 J]a MOXKe J]a CE OCUTYpPH BPB3Ka MEXKIY MalMeHTa |
nmapTuaaTa oT JeKapCTBEHUS MPOAYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.
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45 B3aumojeiicTBHe ¢ APYrd JeKAPCTBEHHN MPOAYKTH U Apyru popMu HA B3auMojieiicTBUe
Hsma cpobienus 3a B3aumoericteus Ha KOGENATE Bayer ¢ npyru jiekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BBPXY PENPOAYKIHMATA IIPH )KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkara 4ecToTa Ha XxeModuius A npH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT ¥ kKbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOro MOKa3aH.

DepTunurer
HsMa HanM4yHM JaHHM 110 OTHOIIICHUE Ha (PepTHIINTETA.

4.7 EdexTH BPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA
KOGENATE Bayer He noiusiBa criocoOHOCTTA 3a I1odupane wid pabora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

[Ipu npunarane Ha IpoayKTH ¢ pekomOuHanTeH Gakrop VIII ca HabmogaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIM AIEPTUYHH PEAKIIU (KOUTO MOTAT J1a BKIIOYBAT aHTHOEIeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBsIBaHe, TeHEpATN3upaHa yPTHKAPHUS,
rJ1aBo0OJNEe, YPTUKAPHS, XAIIOTOHUS, JIETAPTHsL, Ta/leHe, HECITOKOWCTBO, TAXUKAP/Hs, CTATAHE B
TbPIUTE, MpaBy4KaHe, MOBPBIIaHe, XPUITEHE), KOUTO B HAKOHM CITydau MPOTPECHUPAT O TEXKKA
aHadwmrakcus (BKIFOYUTENHO MOK). [lo-cienmanHo, KOKHNTE peaklny Cce MOsBSABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKKA aHa(IAKCHS (BKIIOYUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TTarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAITH3UPAITN aHTUTENa (MHXHOUTOPH ) KbM
taxTop VIII. ChcTOSTHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAaThUeH KIMHWYEH OTIOBOp. B TaknBa
CIIy4ad ce IPenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOopuus.

Crouchk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BU
[IpencraBeHaTa mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ HeusBecTHA YecTOTA (OT HAJTMYHHUTE JAaHHHM HE MOKE J1a ObJie HallpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HeJleKyBaHM B MHHAJIOTO MAI[MEHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPHU

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nexuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JHU Ha €KCIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca passmiu naxubuTOpH B pamkute Ha 20 qau excriosuius. O0mmo 9 ot 60 (15%) ca
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obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu exHO 003epBAIMOHHO MPOYYBaHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MIPH TIPEABAPUTEITHO
HEJIEKYBaHU MAIlMEeHTH ¢ TexXKa xeModmusa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHUs IpH 73 npeaBapuTelHo JiekyBanu manuentn (PTP, onpenenenu xato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKurtouBamm rmosede ot 1 000 manmeHTH € HabmogaBaHo ciieHoTO: mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CICITHAICTH CE€ M3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha mpeno3upane ¢ peKoMOMHAHTEH KoaryianuoneH ¢pakxrop VIIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepaneBTUYHA TPyTa: aHTUXEMOPAruyHH cpeicTBa, KoarynauoneH dakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznuunn dhuszuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIAEHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHusIT dpaktop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphIaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBPbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BhB (PHOPHH M MOXKE Ja ce 00pa3yBa ChCHpEK. XeMoHus A € CBbp3aHO ¢
110J1a, BPOJICHO HapyIIeHHE Ha KPhBOCKCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIN B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes3 3amecTBaiio JedeHne mia3MeHnTe HABa Ha GakTop
VIII ce moBumasart, KaTo 1O TO3W HAYMH BPEMEHHO Ce KOpUTHpa AedUINTa Ha KOaryJaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensue Ha OnonorunyHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpu
BCcHYKHU XxeMouuiy. CTerneHTa u MpoAbDKUTETHOCTTa Ha HopMann3upane Ha aPTT, nabmogaBanu
cnen npuioxenne Ha KOGENATE Bayer ca mogo0Hu Ha Te3H, MOCTUTHATH C TOJIYYCHUS OT IjIa3mMa
taxTop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpoyYBaHe NPU BB3PACTHU MAIUCHTH ¢ XeMO(HIHS A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU MHTEPBEHIMH, ¢ ycTaHoBeHo, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepalyu (TIpein, o BpeMe Ha U CIIeT OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH HPOIBIKUTEIIHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHPY3UATA € U3ITOI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CICANUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTep, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npy HAKOH MPEAPA3NOI0KCHH MAIUCHTH CHIIECTBYBA BB3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIHA MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 ManyueHTy u
39 marueHTy ca OV BKIFOYEHH B €THO MTPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIMUPAHO OT
uscaenosarenute. Jlanaure nokassat, ue¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTy, Ipyu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeA0TBpaTsBa uiu koutposuupa kbpsene ¢ KOGENATE Bayer u naiueHTsT €
MOeIT Jia TIPOJIBIIKH MPOPUIIAKTHYHOTO JISYSHUE KATO MOJTbPIKAIIa TeparHsl.

5.2 dapMaKOKHHETHYHHU CBOICTBA

AOGcopOrus
AHaAMU3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

NaIMeHTH J0Ka3Ba CpejiHa cToMHOCT Ha noBumiaBane 2% Ha [U/kg tenecno Terio mpu KOGENATE
Bayer. To3u pe3ynrar e momoOeH Ha TOKIaaBaHUTE CTOWHOCTH 3a dakTop VIII, momydeH ot woBemka
TuIa3Ma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy XKUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 3a MoydeHus oT miazMa dakrop VIII, koifTo nMa enMMHHAITHOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA /1032 (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYMHUIA OCTPH U/uiu nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaTOpHU )KUBOTHH (MUIIIKH, TUTEXOBE, 3alIIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYIHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIH.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreniuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecrsamus npoaykt Ha KOGENATE
Bayer.

6. PAPMAIIEBTUYHU JTAHHHA

6.1 CnuchbK Ha NIOMOIIHUTE BEelECTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPsAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
ycTpoiicTBO Bio-Set, mpenBapuTeTHO HAITBIHEHA CIIPUHITOBKA, ChABPIKAIIA pa3TBOPUTENT B HA0Op 3a
BEHEMYHKIINA), Thif KATO MOXKE J]a UMa HeyCIeX Ha JICYeHHETO, BCIIeICTBHE Ha afcopOnnsaTa Ha
YOBEIIKUS PEKOMOMHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpeIIHaTa MOBLPXHOCT Ha HIKOU
nH(Y3UOHHU CHCTEMHU.

6.3 Cpok Ha roaHoCT

30 mecera.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/THA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3I0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPEOUTEII.

IIpu in vitro u3nuTBaHus 0O6ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHOIa Ha U3IIOI3BAHE €
nmokazaHa 3a 24 gaca ipu 30 °C 8 PVC cakose 3a HenpexbcHaTa uHOY3ws. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3UUecKa CTaOMIHOCT B IIEpHOa Ha M3IIONI3BaHe € JoKa3aHa 3a 3 yaca mpH in Vvitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3sBa. DIIakOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA JIa CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETJIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHiBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH NeprUoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JaTaTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETE HACTHIH Mo-paHo. HoBUMST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycrnoBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

e ¢iuH QurakoH mrtoc Bio-Set ycTpoiicTBo, chabprkamio Jmodumuzupad npax (10 ml 6e3npeTeH
CTBKJIEH (hJIaKOH THI | ChC CHBa XaJlOTeHOOYTHIIOBA TyMEHa 3aITyIIaiaka 0e3 JaTeke U TpanchepHO
YCTPOMCTBO ChC 3amuTHA 0OKaTKa [Bio-Set])

® c/[Ha MIPE/IBAPUTEITHO HAIIbIIHEHA CIIPUHIIOBKA ¢ 2,5 ml pa3TBopuTen (CTHKIICH HWIHHABD TUI | che
CUBU OpOMOYTHIIOBH KaydyKOBH 3aITyIIajKH, HE-ChIbPKAIIH JaTEKC)

e OyTaso 3a CIPUHITOBKA

e ¢/TMH HA0Op 32 BEHEYHKITUS

e J[Ba aJIKOXOJTHH TAMITOHA 32 eJTHOKpaTHa ynorpeoa.

® J[Ba CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU NMPU U3XBBLPJIsiHE U padoTa

IIeman YKa3aHHs 3a pa3TBaApPsAHE U IIPUIIOKCHHUE CE€ ChbABPIKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBOpH ¢ IpeaocTtaBeHus pasreopuren (2,5 ml Boja 3a
WHXKEKIIMH) B TIPEJIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA U HHTETPUPAHOTO TPAHCHEPHO YCTPOHCTBO
(Bio-Set). 3a un(y3us, IpoayKTHT TPAOBA [a ce TIPUTOTBS IIPH aCENTHYHH YCIOBUA. AKO HAKOM OT
KOMITOHCHTHTE Ha OIMaKOBKaTa € paslieyaTaH WIn MOBPEJICH, He TPSOBa Jia o M3I0JI3Bare.

®D1akOHBT BHUMATEITHO €€ BBPTH, JJOKATO MPaxbT C€ pa3TBOPH HABIHO. Clell pa3TBapsHe pa3TBOPHT
e ouctsp. llpenn npunokeHre napeHTepaIHUTe JIEKapCTBEHH MPOTYyKTH TPsiOBa qa Obaat
MPOBEPSBAaHH BU3YaHO 32 HAIMYKE HA BUJIMMU YaCTHIIM B TSIX HIIH 332 IPOMEHH B IiBeTa. He
usnomseaiite KOGENATE Bayer, ako 3a0ee)xure BUAMMU YaCTUIM HJIH [IOMBTHSBAHE.

Cren pa3TBapsiHe Pa3TBOPBT ce U3Ters 0opatHo B cupunitopkata. KOGENATE Bayer tpsioBa na ce
Pa3TBOPH M TIPUIIOKH C TIOMOIIITA HA CHIBPKAIIUTE CE BHB BCSAKA OMTAKOBKA KOMIIOHCHTH.

[penn npunoxeHne pa3TBOPEHUAT MPOIYKT TpIOBa Aa ce GUITPYBa 32 OTCTPAHSABAHE HA €BEHTYaTHU
TBBPJU YaCTHIH OT pa3TBopa. PUIATPYBAaHETO MOXKE J]a C€ OCBIIECTBH, KaTO CIEBATE CTHIIKUTE 32
IIPUTOTBSIHE W/WJIK IPHJIOKEHHUE, OIIMCAHU B JINCTOBKATa, BKItoueHa B onakoBkata Ha KOGENATE
Bayer. IIpu npunokeHue e Ba)KHO J1a ce M3I10JI13Ba MPEAOCTAaBEHUS KbM MPOIyKTa HAOOp 3a
BCHEIYHKIINS, TOHEKE TOW BKIJIIOYBA M IPOTOYEH (PHITHP.

AKO KOHKpETHATa CUTyalysl He MTO3BOJISIBA U3IOJI3BAHETO HAa MPHIIOKEHUS] HA0Op 32 BEHEIYHKIINS
(Hamp. mpu BIIMBaHE B HAJIMYHA [IEHTpAIHA WK nieprudepHa cuctema), TpsaOBa 1a ce U3Moa3Ba
otnene ¢uitep, chBMecTiM ¢ KOGENATE Bayer. Te3u ceBmectumu utpu umar tum Luer-
ajlanTep MOJIMaKPUIICH KOPITYC C Brpa/ieH MOJIHAMHICH (QUITPHUPAL €IIEMEHT C TOJIEMHHA Ha TIOPUTE
5 — 20 mukpomeTpa.

[IpenocraBeHUAT KBM IPOIYKTa HAOOP 32 BEHEIyHKIMS HE TPsAOBa /1a ce M3I0JI3Ba 3a B3eMaHe Ha
KPBB, IOHEKE ChABPIKA MPOTOUEH GUITHP. AKO TIpeIy BIMBAHE Ce Hajara B3eMaHe Ha KPbB,
U3MoJ3BaiiTe Habop 3a mpuiokeHue 6e3 GunTep u ciex Toea nmkekTupaite KOGENATE Bayer
npe3 HHKEKIHOHEH (GiIThp.

Axo nMmate HskakBu Bbrpocu oTHocHO KOGENATE Bayer v chBMECTUMHTE ¢ HETO CAaMOCTOSTSITHH
¢untpu, ceppkere ce ¢ Bayer Pharma AG.
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Cawmo 3a emHOKpaTHA yrioTpeda. OcTaHANHAT clie]] IPUII0KEHUETO Pa3TBOP TPSIOBa 1a ce U3XBBPIIH.

Hewnznon3BanusT nexkapcTBEH MPOAYKT MM OTHMAABYHUTE MaTepHUaIH OT HEro TPAOBa /1a ce U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3NCKBAHUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin

T'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/143/006

9. JATA HA I'bPBO PASPEIIABAHE/IIOJHOBSBAHE HA PASPELHLIEHUETO 3A
YIIOTPEBA

[Jara Ha mepBO pazpemanane: 04 asryct 2000 T.

Jara Ha mocnenno nmoguoBsiBane: 06 asryct 2010 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[TonpoOHa mHpOpManHS 32 TO3M JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHnus no Jekapcrsara http://www.ema.europa.eu.

40



1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 2000 U mpax u pa3TBOpUTEII 38 HHXEKIIOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprka HomuHaiHO 2000 IU koarynaimonen daxrop VIII (INN: okTokor anda)
(octocog alfa).

YoemkusaT koarymnamuoneH ¢akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHOomOTHSA
(rDNA) B kj1eThUHA JHHHUSA OT ObOpEK Ha HOBOPOECH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxTtop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTAB

Enna ml KOGENATE Bayer 2000 1U csaspika npubmmusurento 400 U (2000 1U / 5,0 ml) woBemkn
koarymnanuoreH ¢akrop VIII (INN: okrokor anda) cien pazrapsiHe.

AxtuBrOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, xoiito e kanmbpupasn cpemnry ctanaapT Ha C30 B MexayHapoaau eauauiy (1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporenH.

PazTBopuTen: Boga 3a MHKCKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIECTBA BIDKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH Pa3TBOP .

[Ipax: cyx 641 10 01€10-KBIT Mpax.
PastBOpuTEN: Boga 32 HHXKEKIUH, OUCTHp, O€31BETEH Pa3TBOP.

[IpuroTBEeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa Ha KPHBOUIIHUBH MTPH MAIUEHTH ¢ XeMoumus A (BpoJieH neuIuT Ha
thakrop VIII).

Tosu nmpoaykt He chabpxa paxtopa Ha von Willebrand u ciietoBatento He e mokasas 3a JiCueHHE Ha
6oxecrra Ha von Willebrand.

To3n NpoIyKT € moKa3aH 3a Bb3pacTHH, IOHOIIN U JIella OT BCUYKU Bb3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JledenueTo TpsOBa 1a ObIe IO KOHTPOJIA Ha JIEKap C OIUT MPH JIeYeHNE Ha XeMO(IITHsI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha (akTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUTa3Mara e u3pa3eHa Win B MPOIEHTH (II0 OTHOIICHNE Ha HOpMaTHaTa YOBEIIKa TJIa3Ma) HIH B
MEXIYHApOIHH SIUHUITH (TI0 OTHOIIIEHHE Ha MexkayHapoaeH cTanaapt 3a hakrop VIII B rura3zma).

Enna mexaynapomana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
thaxrop VIII B eqriH MEUTWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynaponna equauiia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
takrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTuBHOCT. HeoOxoaumara f03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma noza (IU) = tenecHo termno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxkBano mosumasane Ha gaxtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa M MPOABHKUTESITHOCTTAa Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HY>KIHUTE Ha ManreHTa (TEJIEeCHO TEerJio, TeKeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3anys U CTENIEH Ha KPhBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0HIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KpbBOM3IIHBH, PEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He Tpsi6Ba na O6b1€ 110-

HUCKa OT OTIpe/ieTIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB WM 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6omnyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axTop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yaii. [Ipu onpeneneau
00CcTOsATEICTBA MOKE JIa Ca HEOOXOIUMH TO-TOJIEMH KOJIMYECTBA OT U3YUCICHUTE, 0COOEHO IMPH
onpezeisHe Ha HaYajHaTa J03a.

ITo Bpeme Ha JIeUeHHETO ce TIPEeNophIBa ONpeaAciTHe Ha HuBata Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce npuiarat nuHPy3uute. OcoOeHO B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 JbJDKUTEITHO MPEIN3HO MOHUTOPHPAHE Ha 3aMECTBAIOTO
JIeYeHIE Upe3 KoaryaarnoHeH anann3 (aktuBHOCT Ha (hakTop VIII B murazmata). UHIuBH Ty amHAST
oTroBOp KbM ¢aktop VIII mpu oTAenHATE MAIMEHTH MOJKE JIa Bapupa, U TE J1a TOKa3BaT pa3IndeH
eIMMHHAIIMOHEH TIOTYKHBOT M CTENIEHN Ha Bh3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOIYYH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WM KaTo ce 3all0YHe OT CpeTHATA
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uH)Y3us (B [U/kg/h) = ximmpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOynaropuu nomiiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha au-(2-
etunxekcmn)dranar (DEHP) ot matepuanure ot nmommBuamI xinopua (PVC). Tosa TpsaOBa xa ce nma
MIPEIBUJL TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpust A
obunyaitaute mo3u ca ot 20 IU mo 40 IlU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrielMalIHO TP TTO-MJTa U MAIMEHTH, MOXe J]a ca HeOOXOAMMH IO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHHU MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera moj| 6-roauiiHa Bb3pacT u
[PU HEMHTEPBEHIIMOHAIHY U3MMTBAHMUS MIPH JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBa Jja ce M3BBPINU M3CIEIBAHE, 32 JIa Ce ONPEeNId HAINIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HTHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHISI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha (hakTop VIIL. [Ipu
MAIAEHTH C BUCOK TUTHP Ha mHXuOnUTOpa Hax 10 BU nmu ¢ 1o0bp aHaMHECTHYIESH OTIOBOP TPsIOBa 1a
ce UMa IPEeIBHI TPIIOKEHUETO Ha (aKTUBHPaH) IPOoTpoMONH KoMitieke kKoHneHTpaT (PCC) nmm
npenapat Ha pekoMOuHaHTHHS aktuBHupaH dakrtop VII (rFVIla). Tosa nedenne TpsOBa xa Obae
HA3HAYEHO OT JIEKAPH C ONHT B TPHIKUTE 32 MAIIEHTH C XeMO(IITHSI.

Hauyun Ha npusioxkeHue
MHTpaBEHO3HO MPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce ONpeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ knmmppHC 3 ml/h/kg, HadanHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 IU/h/kg, 3a na ce momyun HuBO Ha paktop VIII ot 100%. 3a m3uucnssane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a M3uncnsIBaHE HA CKOPOCT HAa HEMPEeKbCHATa HH(PY3HUS Clie] TbpBOHAaYaIHA O0ITYyC
WHYKEKITHS

Kenano mmazmeHo CkopocT Ha Ckopocrt Ha uH(QYy3us npu 75 kg narueHt
auBo Ha FVIII UHQY3UsA ml/h
1U/h/kg

KnupsbHc: Konuentpanus va rFVIII pazrBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Ja € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHavYaTHATE 24 yaca Ha HeTpeKbcHaTa HHPY3HUS KIUPHHCHT TpsiOBa na ObIe
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C M3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CICTHOTO PAaBEHCTBOTO:

KmmpwHC = ckopoct Ha uHpY3us/akTyanmno auBo Ha FVIIL

[Ipu HempexbcHaTa MHPY3UI MH(PY3UOHHUTE CaKOBE TPAOBA /Ia C€ CMEHAT Ha BCeKH 24 yaca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUKA 6.6
Y JINCTOBKATA 32 MalieHTa.

4.3 IIporuBomOKAa3aHHsA

- CBpPBXYIyBCTBUTEIHOCT KbM JIEKAPCTBECHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHUTE
BeIlleCTBa, U30poeHH B Touka 6.1.
- V3BecTHH aleprU9HU PEAKIIUKH KbM MUK TIPOTEHH WK MPOTEUH OT XaMCTep.

4.4 ChneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPBbXYYBCTBUTEITHOCT OT JICPTUYUEH THII ITPH U3MOJI3BAHETO HA
KOGENATE Bayer. JIekapCTBEHUAT IPOAYKT ChIbPIKa CICAN OT MUIIK IPOTEHUH U IPOTEHH OT
xamcrep, pasnmmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TanmenTure TpsaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHUMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crmpar yrnoTrpebara Ha JIEKapCTBEHHS MTPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIl JIeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIFOUBAIIN YPTUKH, TaJICHE, TeHepalIN3NupaHa yPTHKAPHSI, CTITaHe B ThPIHTE,
XpUNTEHE, XUITOTOHUS U aHaduakcus. B cirydail Ha mok TpsOBa Jia ce U3BBPIIN CTaHAAPTHO
MEIUIHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jinia ¢ Xxemodminst A. Te3n nHXuOUTOpH 0OMKHOBEHO ca
UMyHOTJI00yrHU 0T Kinac I1gG, nupekTHo HacodeHu cpenty (akrop VII npokoarymanTHaTa
aKTHBHOCT, KOWUTO ca oIpeaelieHn KoinumdecTBeHo B bere3na enununu (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba MoauuIinpan aHam3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnannTe haKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B IrppBUTE 20 THM HA €KCIIO3HUIHS. PsIIko HHXHOUTOPUTE MOTaT Ja ce 00pa3yBar cien
mspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA TIOSIBA HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIFO/IaBaHU clief] TPEMHHABAHE OT
eaunH mpoAykT ¢ ¢akrop VIII kbM Apyr npy peaBapuUTETHO JIEKYBaHH MannueHTH ¢ moede oT 100 gam
Ha eKCIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOpH. [lopamu ToBa ce
MIPeTophYBa BHUMATEITHO MOHUTOPHPAHE Ha BCHYKH MTAIIMEHTH 3a MMOsBaTa Ha MHXUOUTOD Ciex
CMsHATa Ha BCEKH MPOAYKT.

Karo ms15mo, Bcndky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ koarynannoHeH (axtop VIII TpsdBa na 6paat
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu M3CIeaBaHusA. AKO He OBJaT MOCTUTHATH OYaKBaHWTE IJIa3MEHU HUBA HA aKTUBHOCT, Ha
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/AINA 1032, TPSOBa 11a ce
HaIIpaBsAT TECTOBE 3a HAIMYHOCT, Ha HHXHOUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepammsTa ¢ pakrop VIII 1a He e ehexTBHA U TpsIOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BH3MOKHOCTH. [l0BeIeHNeTo py TakuBa MaieHTH TPpsiOBa Jja ce pPbKOBOAM OT
JIeKapy C OIHT B JICYCHUETO Ha XeMowns 1 ¢ maxuouTopure Ha daktop VIII.

HempexbcHara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA MH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HU HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpaeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMaiu3upano upe3 Tepanus ¢ FVII, namuenture ¢ xemoduius,
KOUTO UMAT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT Ja ObAaT U3JI0KEHHN Ha
CBINNS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIAOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemobwmus. [Ipy chIecTBYBaIN CHPACIYHO-CHIOBH PUCKOBH (PaKTOpH, MOBUIIaBaHe HUBaTa Ha FVIII
CJIe]l IPUIIOKEHHE, MOJKE /Ia M3JIOKH TAaleHTa Ha PUCK OT 3alylIBaHe Ha KPHbBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH NWHPaPKT, KaKTO IPH MOIMyNanusITa KoaTo HaMa xemopwimms. CiemnoBaTelHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEASBAHN 32 CHPACUYHN PUCKOBHU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KareThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINH,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBaT IMETO Ha
MaIyeHTa ¥ MapTHIHUAT HOMEP Ha MPOJIyKTa, 33 J]a MOXKE J]a CE OCUTYPH BPBh3Ka MEXIY MalleHTa |
nmapTuaaTa oT JeKapCTBEHUS MPOAYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPeAa3sHi MEPKU C€ OTHACAT KaKTO 3a Bb3PAaCTHH, Taka U 3a JIela.
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45 B3aumojeiicTBHe ¢ APYrU JeKAPCTBEHN MPOAYKTH U Apyru popMu Ha B3auMojieiicTBUe
Hsama cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru nekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMATA IIPH KUBOTHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkara 4ecToTa Ha XxeModuius A npH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT ¥ KbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOro MOKa3aH.

DepTunurer
HsMa HanM4yHM JaHHM 110 OTHOIIICHUE Ha (PepTHIINTETA.

4.7 EdexTH BPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA
KOGENATE Bayer He noiusiBa CriocoOHOCTTA 3a IopupaHe Wik paboTa ¢ MallliHH.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

[Ipu npunarane Ha IpoayKTH ¢ pekomOuHanTeH Gakrop VIII ca HabmogaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIM AIEPTUYHH PEAKIIU (KOUTO MOTAT J1a BKIIOYBAT aHTHOEEeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBsABaHE, TeHEpATN3NpaHa yPTHKAPHUS,
rJ1aBo0OJNEe, yPTUKAPHS, XUIIOTOHUS, JIETAPTHsL, Ta/leHe, HECTTIOKOWCTBO, TAXUKAP/IHs, CTATaHE B
TbPIUTE, MpaBy4KaHe, MOBPBIIaHEe, XPUITEHE), KOUTO B HAKOHM CITydaH MPOTPECHUPAT O TEXKKA
aHadmIakcus (BKIFOYUTENHO MOK). [lo-cienmanHo, KOKHNTE peaklyy ce MOsBABAT YECTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(MIAKCHS (BKIIOUUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3MO0XHO € TarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAITH3UPAITH aHTUTENa (MHXHOUTOPH) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAaThUeH KIMHUYEH OTIOBOp. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOpHITus.

Crouchk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BU
[IpencraBeHaTa mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectu (>1/1 000 mo <1/100), penku (>1/10 000 g0 <1/1 000), MHOTO peaKu
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HATMYHWUTE JaHHHM HE MOKE J1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) rajJicHe,
aOHOPMHO
KPBBHO
HaJIITaHe u
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHHMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nexuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JHU Ha €KCIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca passmiu naxuOUTOpH B pamkute Ha 20 qau excriozumus. O0mo 9 ot 60 (15%) ca
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obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP 110 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu enHO 003epBAMOHHO POYYBAHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIEKYBaHU MAIlMEeHTH ¢ TexXKa xeModmusa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npocienssane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuent (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKutouBamm mosede ot 1 000 manyenTH e HabmogaBaHO citeqHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA M TEKECTTa HA HEXKEITAHUTE JICKAPCTBEHU PEAKIIMHU TIPH JIela ce O4aKBa Ja Obaat
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU PEakiliy Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ U3UCKBA JIa ChOOIIaBaT BCAKa
0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHaJHa CHCTEMA 3a ChOoOIaBaHe, TIOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha pemo3upaHe ¢ peKoMOWHAHTEH KoaryianuoneH ¢gakrop VIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepareBTHYHA TPyTa: aHTUXEMOPArudHu cpeacTBa, kKoarynanuoneH ¢akrop VI, ATC xox
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznuunn dhuszuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIAEHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHNEeTO Ha TarueHTa. AKTUBUpaHusIT ¢pakrtop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBpbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BBB (PHOPHH M MOXKE Ja ce 00pa3yBa ChcHpeK. XeMoHius A € CBbp3aHO ¢
110J1a, BPOJICHO HapyIIeHHE Ha KPhBOCHCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gaktop VII:C u
BO/M 10 Ipo(y3HU KPHBOU3INBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIH B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes 3amecTBaio jJedeHne ia3MeHnTe HiBa Ha (GakTop
VIII ce moBumaBart, KaTo 10 TO3W HAYMH BPEMEHHO Ce KOpUTHpa AeUIINTa Ha KOAryJaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnonaornuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpu
BCcHUKH XeMouuiy. CTerneHTa u MpoabKUTETHOCTTa Ha HopMann3upade Ha aPTT, HabmonaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHo, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepaiyu (TIpein, o BpeMe Ha U IS/ OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CISAUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTeP, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npy HAKOH MPEPA3NOI0KCHH MAIUEHTH CHIIECTBYBA BB3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIHA MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwus A,
KouTo ca paspwim naxuouropu Ha FVIIL [IpoBeneH e perpocnekTrBeH aHaim3 npu 40 maryueHTy 1
39 marueHTy ca OV BKITFOYEHH B €THO MPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIUUPAHO OT
uscienosarenute. Janaure nokassat, y¢ KOGENATE Bayer e 6wt u3moii3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy marueHTH, Ipu KOUTO € OMIT IIOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJKHO J1a Ce MpeaoTBpaTsaBa uiu kouTposrpa kbpeHe ¢ KOGENATE Bayer u naiueHTsT €
MOKEJT JIa IPOJIBIIKH MPOPUIAKTHYHOTO JICUYCHUE KATO MOTbPIKaIla TeparHsl.

5.2 dapMaKoOKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecho terio mpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIagBaHUTE CTOWHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBY(ha30BO €KCTIOHEHITNATHO pasrpakIaHe ¢ SITMMHUHAIIMOHCH MOIY)KHUBOT 0K0J10 15 waca. Ta3u
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 3a MoydeHus oT miazMa dakrop VIII, koifTo nMa enMMHHAITHOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA /1032 (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYUHUIA OCTPH U/uiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaToOpHU )KUBOTHH (MHUIIIKH, TUTEXOBE, 3alIIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUSA C MHOTOKPATHO MPWIIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIH.

He ca u3BbpIiieHn mpoyuBanust Bbpxy Mmyrtarennus noreripan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINIEBTUYHU JTAHHHA

6.1 CnuchbK Ha NIOMOIIHUTE BEeleCcTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHUeB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
ycTpoiicTBO Bio-Set, mpenBapuTeTHO HAITBIHEHA CIIPUHIIOBKA, ChABPIKAIIA pa3TBOPUTEN U HAOOp 3a
BEHEMYHKIINA), Thif KATO MOXKE J]a UMa HeyCIeX Ha JICYeHHETO, BCIIeICTBHE Ha afcopOnnsaTa Ha
YOBEIIKUS PEKOMOMHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpeIIHaTa MOBLPXHOCT Ha HIKOH
rH(Y3UOHHU CHCTEMH.

6.3 Cpok Ha roaHoOCT

30 mecena.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/THA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3IM0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPeOUTEII.

Ipu in vitro u3nuTBaHus 00ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/Ia Ha U3IIOI3BaHE €
nmokazaHa 3a 24 gaca ipu 30 °C B PVC cakose 3a HenpexbcHaTa uHOY3ws. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3uUecKa CTaOMIHOCT B TIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca mpH in Vvitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3sBa. DIIakOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA JIa CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETJIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHsBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH Nepuoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycroBHsTa HA CbXPAaHEHHUE CIIel] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

e ¢uH QurakoH mrtoc Bio-Set ycTpoiicTBo, chabprkamo Jmodumuzupad npax (10 ml 6e3npeTeH
CTBKJIEH (hJIaKOH THI | ChC CHBa XaJlOTeHOOYTHIIOBA TyMEHa 3aITyIiaika 0e3 JaTeke U TpaHchepHO
YCTPOMCTBO ChC 3amuTHA 0OKaTKa [Bio-Set])

® ¢/[Ha MIPE/IBAPUTEITHO HaIlbIIHEHa CcpUHIIOBKa ¢ 5,0 ml pa3rBopuTen (CTHKIICH HWIHHABD TUI | che
CUBU OpOMOYTHIIOBH KaydyKOBH 3aITyIIajKH, HE-ChIbPKAIIH JaTEKC)

e OyTaso 3a CIPUHITOBKA

e ¢/TMH HA0Op 32 BEHEYHKITUS

e J[Ba aJIKOXOJTHH TAMIIOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU MPH U3XBBLPJIsiHE U padoTa

IIeman YKa3aHHs 3a pa3TBaApPAHE U IIPUIIOKCHHUE CE CbABPIKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBOpH ¢ IpeaocraBeHus pasrsopuren (5,0 ml Boga 3a
WHXKEKIIMH) B TIPEJIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA U HHTETPUPAHOTO TPAHCHEPHO YCTPOHCTBO
(Bio-Set). 3a nn(y3us, IpoayKTHT TPAOBa a ce IPUTOTBS IIPH aCENTHYHH YCIOBUSA. AKO HAKOM OT
KOMITOHCHTHTE Ha OIaKOBKaTa € paslieyaTaH WK MIOBPEJICH, He TPsAOBa Jia o M3IOJI3BaTe.

®D1akOHBT BHUMATEIHO €€ BBPTH, JIOKATO MPaxXbT C€ pa3TBOPH HABIHO. Clell pa3TBapsHe pa3TBOPHT
e ouctsp. llpenn npuioxkeHre napeHTepaIHUTE JIEKapCTBEHH MPOIyKTH TPsiOBa na Obaat
MPOBEPSBAHH BU3YaHO 32 HAIMYKE HA BUJIMMH YaCTHIIM B TSIX WIIH 332 IPOMEHU B IiBeTa. He
usnoseaiite KOGENATE Bayer, ako 3a0eexure BUAMMU YaCTUIH MM [IOMBTHSBAHE.

Cren pa3TBapsiHe Pa3TBOPBT ce U3Ters o0patHo B cupuHiiokata. KOGENATE Bayer tpsioBa na ce
Pa3TBOPH ¥ TIPUIIOXKH C TIOMOIIITA HA CHIBPIKAIIUTE CE BHB BCAKA OIMTAKOBKA KOMIIOHCHTH.

[penn npunoxeHne pa3TBOPEHUAT MPOIYKT TpIOBa 1a ce GUITPYBa 32 OTCTPAHSABAHE HA €BEHTYaTHU
TBBPJU YaCTHIH OT pa3TBopa. PUIATPYBAaHETO MOXKE J]a C€ OCBILIECTBH, KaTO CIEBATE CTHIIKUTE 3a
IIPUTOTBSIHE W/WIIK IPHJIOKEHHUE, ONIMCAHU B JINCTOBKATa, BKItoucHa B onakoBkata Ha KOGENATE
Bayer. IIpu npuioxeHue e BaXXKHO /1a ce M3II0JI13Ba MPEAOCTAaBEHUS KbM ITPOTyKTa HAOOp 3a
BCHEIYHKIINS, TOHEKE TOW BKIIIOYBA M IPOTOYEH (PHITHP.

AKO KOHKpETHATa CUTyalysl He MO3BOJISIBA U3IIOJI3BAHETO HAa MPHIIOKEHUS HA0Op 32 BEHEIYHKINS
(Hamp. mpu BIIMBaHE B HAJIMYHA [IEHTpAHA WK nieprudepHa cuctema), TpsaOBa 1a ce M3Moa3Ba
otaene Guntwp, chBMecTM ¢ KOGENATE Bayer. Te3u ceBmectumu putpu umar tum Luer-
ajlanTep MOJIMAKPUIICH KOPITYC C BrpaJieH MOJIHAaMHICH (GUITPHUPALL €IIEMEHT C TOJIEMHHA Ha TIOPUTE
5 — 20 mukpomeTpa.

[IpemocraBeHUAT KBM IPOIYKTa HAOOP 32 BEHEIYHKIUS HE TPOBA /1a ce M3II0I3Ba 33 B3eMaHe Ha
KPBB, IOHEKE ChABPIKA MPOTOUEH GUITHP. AKO TIpeIy BIMBAHE Ce Hajara B3eMaHe Ha KPbB,
U3M0J3BaiiTe Ha0Op 3a mpuiokeHue 6e3 GunTep u ciex Toea nmkekTupaite KOGENATE Bayer
npe3 HHKEKIHOHEH (GriIThp.

Axo umate HskakBu Bbrpocu oTHocHo KOGENATE Bayer v chBMECTUMHUTE ¢ HETO CaMOCTOSTSITHH
¢untpu, ceppikere ce ¢ Bayer Pharma AG.
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Cawmo 3a emHOKpaTHA yrioTpeda. OcTaHANKAT Clie]] IPUI0KEHUETO Pa3TBOP TPSIOBa 1a ce U3XBBPIIH.

Hewnznon3BanusT nexkapcTBEH MPOAYKT MM OTHMAABYHUTE MaTepHUaIH OT HEro TPAOBa /1a ce U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3NCKBAHUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin

T'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBGA

EU/1/00/143/010

9. JATA HA I'bPBO PASPEIIABAHE/IIOJJHOBSBAHE HA PASPELHLIEHUETO 3A
YIIOTPEBA

Jara Ha epBO paspemanane: 04 asryct 2000 T.

Jara Ha mocnenno moguoBsiBane: 06 asryct 2010 1.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[TonpoOHa wHpOpManHS 3a TO3M JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHnus no Jekapcrsara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 3000 IU mpax u pa3TBOpUTEII 32 HHXEKIIHOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprka HomuHaHO 3000 IU xoarynammonen daxrop VIII (INN: oxTokor anda)
(octocog alfa).

YoemkusaT koarymnamuoneH ¢akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHOomOTHSA
(rDNA) B kj1eThUHA JHHHUSA OT ObOpEK Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxTtop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTAB

Enna ml KOGENATE Bayer 3000 1U csaspska npubmmusurento 600 U (3000 1U / 5,0 ml) woBemku
koarymnannoreH ¢akrop VIII (INN: okrokor anda) cien pazrapsine.

AxtuBrOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, xoiiro e kanmbpupan cpemnry ctanaapT Ha C30 B mexayHapoanau eauauiy (1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporenH.

PastBopuTen: Boga 3a MHKCKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH PA3TBOP .

[Ipax: cyx 657 10 01€10-KBIT Mpax.
PastBOpuTEN: BOMA 32 HHXKEKIIUH, OUCTHp, OE31BETEH Pa3TBOP.

[IpuroTBeHUAT IEKaPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa Ha KPBBOUIIHUBH MTPH MAIUEHTH ¢ XeMouus A (BpoJieH neuiuT Ha
thakrop VIII).

Tosu nmpoaykt He chabpxa paktopa Ha von Willebrand u ciieroBartento He e mokasaH 3a JiCueHHE Ha
6oxecrra Ha von Willebrand.

To3u NpoIyKT € moKa3aH 3a Bb3pacTHH, IOHOIIX U JIella OT BCUYKU BB3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JleaenueTo TpsOBa 1a ObIe IO KOHTPOJIA Ha JIEKap C OMUT MPH JIeYeHNE Ha XeMO(ITHsI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha dakTop VIII. AktuBHOCTTA Ha dakrop VIII B
TUIa3Mara e u3pa3eHa Win B MPOIEHTH (110 OTHOIICHNE Ha HOpMaTHaTa YOBEIIKA TJIa3Ma) FIH B
MEXIYHApOIHH SIUHUITH (TI0 OTHOIIEHHE Ha MexkayHapoaeH cTagaapt 3a hakrop VIII B rura3zma).

Enna mexaynapomana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBaseHTHA Ha KOJTUISCTBOTO Ha
taxrop VIII B eqriH METWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynapoana equauia (IU) daxtop VIII/kg TemecHO Terio moBUIaBa akTHBHOCTTA Ha TTa3MEHUS
takrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTuBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma noza (IU) = tenecHo terno (kg) x »xemano nosummasane Ha FVII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa ¥ MPOABHKUTESITHOCTTAa Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0IMIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaiiu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 yaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHUE 3a Hal-MaJko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHM ¢ KIMHMYHATA e(DEKTHUBHOCT MPH BCEKH OTAENCH ciy4aii. [Ipu onpeneneHu
00CTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3UUCICHUTE, 0COOEHO IMPH
onpezeisHe Ha HayajHaTa J03a.

ITo Bpeme Ha JIeueHHETO ce TIPEeNophIBa ONpeaAcisTHe Ha HuBata Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat nHPy3uute. OcoOeHo B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 JbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAaIOTO
JIeYeHIE Upe3 KoaryaarnoHeH anann3 (akTuBHOCT Ha (akTop VIII B urazmara). UHIUBU Ty aTHAST
oTroBOp KbM ¢aktop VIII pu oTAenHATE MAIMEHTH MOJXKE JIa BapUpa, U TE /1a MOKa3BaT pa3IndeH
eTMMHHAIIMOHEH TIOTYKHBOT M CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOIYYH upe3
oTIpeJieIIsiHe, TIPE/I OllepaTHBHATA HaMeca, Ha KpUBa Ha pasmajl WM KaTo ce 3all0YHe OT CpeTHATa
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Ckopocr Ha nadysus (B [U/kg/h) = xnmupbhc (B ml/h/kg) x skemano HuBo Ha dakxrop VIII (8 TU/mMI).

Ipu HenpekbcHaTa HHPY3USI, KIMHUIHATA U N VItr0 CTaOMIHOCT ca TOKa3aHH C MOMOIITA Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € U3BECTHO, Ye MOBHUINIABA CKOPOCTTA HA EKCTPaKIHs Ha Ju-(2-
erunxekcmn)dranat (DEHP) ot matepuanure ot nmommBuHmI xinopua (PVC). Tosa TpsaOBa xa ce nma
MIPEIBUJI TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpust A
obunyaitauTe mo3u ca ot 20 IU mo 40 IU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrienMaIHO TP TTO-MJTa U MAIMEHTH, MOXe J]a ca HeOOXOMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHoctra n epukacuoctra Ha KOGENATE Bayer ca ycraHOBeHHM ITpH Jelia OT BCHUKH
Bb3pacTy. JJaHHUTE ca MOIyYCHHU MPH KIMHUYIHU U3MUTBAHKS Ha 61 jera moj 6-rouiiHa Bb3pacT u
IPY HEMHTEPBEHIIMOHAIHYU U3MUTBAHMUS MIPHU JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TpsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cperry daktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBa Jja ce M3BBPINU M3CIEIBAHE, 32 JIa Ce ONPEeNId HAINIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsiBaHe Ha MHXUOUTOP ¢ HHUBA MOo-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HTHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuuue Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHISI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha (hakTop VIIL. [Ipu
MAIAEeHTH C BUCOK TUTHP Ha mHXuOnUTOpa Hax 10 BU nmu ¢ mo0bp aHaMHECTHYIECH OTIOBOP TPsIOBa 1a
ce UMa IIPEIBH]I TPIIIOKEHUETO Ha (aKTUBHPaH) IPoTpoMONH KoMimieke koHneHTpaT (PCC) nmm
npenapatu Ha pekomOumHaHTHHS akTuBHpaH daktop VII (rFVIla). Tosa nedenne TpsoBa 1a Obae
HA3HAYEHO OT JIEKAPH C OMHT B TPHIKUTE 32 MAIIEHTH C XeMO]IITHSI.

Hauyun Ha npuioxeHue
MHTpaBEHO3HO MPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce OINPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HHy3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ M3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEIIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ knmuppHC 3 ml/h/kg, HadanHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 IU/h/kg, 3a na ce monyun HuBO Ha daktop VIII ot 100%. 3a m3uucnsasane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pa3zrsopa (IU/ml).

[Ipumep 3a n3uncnIsIBaHE HA CKOPOCT Ha HEMPEeKbCHATa HH(Y3HUS Clie]] TbpBOHAaYaIHA O0ITYyC
WHYKEKITHS

Kenano mmazmeHo CkopocT Ha Ckopocrt Ha uH(QYy3us npu 75 kg narueHt
auBo Ha FVIII UHQY3UsA ml/h
1U/h/kg

KnupsbHc: Konuentpanus va rFVIII paztBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Ja € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPBBOM3INBY MM MACHBHHU YBPEXKIAaHUS HA ThKAHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHavYaTHATE 24 yaca Ha HeTpeKbCcHATa HHQPY3USI KIUPHHCHT TpsiOBa na Obae
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHAY3UA, TOCPEICTBOM CIIETHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha uHpy3us/akTyanno auBo Ha FVIIL

[Ipu HenmpexbcHaTa MHOY3HST MH(Y3UOHHUTE CAaKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKH 24 daca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOYKA 6.6
¥ JINCTOBKATA 32 MalieHTa.

4.3 IlporuBomoOKAa3aHHs

- CBpPBXUIyBCTBUTEIHOCT KbM JIEKAPCTBECHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHUTE
BeIleCTBa, U30poeHH B Touka 6.1.
- VI3BeCcTHH alleprUYHU PEAKIIUK KbM MUK TIPOTEHH WK MPOTEHH OT XaMCTep.

4.4 ChneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPbXYYBCTBUTEITHOCT OT QJICPTUYEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapCTBEHUAT IPOAYKT ChIbPIKa CICAN OT MUIIK IPOTEHUH U IPOTEHH OT
xamcrep, pasnmmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TanmenTure TpsaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHUMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crmpart yroTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIl JIeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PAaHHUTE MPU3HAIM HA PEaKINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIFOUBAIIN YPTUKH, TaJICHE, TeHepalIN3nupaHa yPTHKAPHSI, CTITaHe B ThPIHTE,
XpUNTEHE, XUITOTOHUS U aHaduakcus. B cirydail Ha mok TpsOBa Jia ce U3BBPIIN CTaHAAPTHO
MEIUIHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHEeTO Ha HEyTpalu3Hupaly anTuTeaa (Muxuoutopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00yuHY 0T Kinac 1gG, mupekTHo HacodeHu cpenty (pakrop VII npokoarynmanTHaTa
aKTHBHOCT, KOWUTO ca oIpenesieHn KonmdecTBeHo B bere3na enuannu (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTe HaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B IrppBUTE 20 THM HA €KCIIO3HUIHS. PsIIko HHXHOUTOPUTE MOTaT Ja ce 00pa3yBar cien
mspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA NIOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIIOIaBaHU clief] TPEMHHABAHE OT
eanH mpoAykt ¢ ¢akrop VIII kbM Apyr npy peaBapuTETHO JIEKYBaHH MannueHTH ¢ mosede oT 100 gam
Ha eKCIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOpH. [lopamu ToBa ce
MIPETopbhYBa BHUMATEITHO MOHUTOPHPAHE Ha BCHYKH TTAIMEHTH 3a MOsBaTa Ha MHXUOUTOP Ciex
CMsHATa Ha BCEKH MPOAYKT.

Karo ms1mo, Bcndky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ kKoarynannoHeH (axtop VIII TpsdBa na 6bnat
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu M3CIeaBaHusA. AKO He OBJaT MOCTUTHATH OYaKBaHWTE IJIa3MEHU HUBA HA aKTUBHOCT, Ha
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/AIINA 1032, TPSOBa 11a ce
HaIIpaBsT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepanmsTa ¢ pakrop VIII ma He e ehexTBHA U TpsOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUIHN BH3MOKHOCTH. [l0BeIeHNeTo py TakuBa MaueHTH TPsiOBa Jja ce PbKOBOAM OT
JIeKapy C OIHT B JICUYCHUETO Ha XeMowins 1 ¢ maxuouTopure Ha daktop VIII.

HempexbcHara nady3us

B kImMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA WH(PY3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHiIakTHKa Ha TpoMOO(hIeONT Ha MICTOTO HAa HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpaeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upano upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAaT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINNS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemobwus. [Ipy chIecTBYBaINA CHPACIYHO-CHIOBH PUCKOBH (PaKTOpH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIe]l IPUIIOKEHHE, MOJKE /Ia M3JIOKH TaleHTa Ha PUCK OT 3alylIBaHe Ha KPHbBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH WHPaPKT, KaKTO PH MOIyaNuATa KOATo HAMa Xxemopmimms. CienoBaTenHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEAIBAHN 32 CHPACUYHN PUCKOBHU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KareThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JOKATHNA HHEKIINH,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBaT IMETO Ha
TAIMeHTa ¥ MapTHIHUAT HOMEP Ha MPOJIYyKTa, 3a ]a MOXKe JIa CE OCUTYpPH BPb3Ka MEXKIy NAaIleHTa U
napTuaaTa oT JeKapCTBEHUS MPOAYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.
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45 B3aumojeiicTBHe C APYrd JeKAPCTBEHN MPOAYKTH U Apyru popMu Ha B3auMojeiicTBue
Hsama cpobienus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru nekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMITA IIPH KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKara 4ecToTa Ha XeModuins A npH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT ¥ kKbpMeHe HaMa. CrienoBatenno KOGENATE Bayer tpsiOBa aa ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOro MOKa3aH.

DepTunurer
HsMa HaMyHM JaHHM 110 OTHOIICHHE Ha (PepTHIINTETA.

4.7 EdexTH BbPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA
KOGENATE Bayer He nopiusiBa criocoOHOCTTA 3a I1odupane wid padbora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

[Ipu npunarane Ha IpoayKTH ¢ pekomOuHanTeH Gaktop VIII ca HabmomaBaHu peakiivy Ha
CBPBXYYBCTBUTEIHOCT WIIN AIEPTUYHH PEaKIIu (KOUTO MOTAT J1a BKIIOYBAT aHTHOEIEeM, TTapeHe U
OorkaHe Ha MICTOTO Ha MH(y3UATa, BTpHCAHE, 3a4epBIBaHE, TeHEpATN3NpaHa yPTHKAPHUS,
r1aBo0ONe, yPTUKAPHS, XUITOTOHUS, JIETApTHsL, Ta/leHe, HECITOKOWCTBO, TAXUKAP/IHs, CTATaHE B
TbpIUTE, MpaByUKaHe, MOBPBIIaHEe, XPUITEHE), KOUTO B HAKOHM CITydau MPOTPECHUPAT O TEXKKA
aHadwmIakcus (BKIIFOYUTENHO MOK). [lo-cienmanHo, KOKHNTE peaklny Cce MOsBABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IIAKCHS (BKIIOUYUTEITHO IIOK), C€ CIUTA 3a PSIIKOCT.

BB3M0XHO € TTarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAITH3UPAITN aHTUTENa (MHXHOUTOPH ) KbM
taxTop VIII. ChcTOSTHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAaThUeH KIMHWYEH OTIOBOp. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMO(HITHs.

Crouchk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BU
[IpencraBeHaTa mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeIHATA KOHBEHIU: MHOTO YecT (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HAJTMYHWUTE JaHHHM HE MOKe 1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD Ha FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HejleKyBaHM B MUHAJIOTO MALMEHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHwst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBaHH B MHHAJIOTO MAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) u 23 moroskenn Ha JieueHre B Majlka CTENeH
nexuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JIHU Ha €KCIO3HUIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca passmiu naxubuTOpH B pamkute Ha 20 qau excriozumus. O0mo 9 ot 60 (15%) ca

61




obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu enHO 003epBAIMOHHO MPOYYBaHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIeKyBaHH MaIlMEeHTH ¢ TexXKa xeModmusa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuent (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIHS ), IPOCIIEJICHN B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0JaBaHoO

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKurtouBamm mosede ot 1 000 manmenTH € HabmogaBaHO ciieHoTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAIMICTH CE€ M3MCKBA JIa ChOOIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha pemo3upaHe ¢ peKoMOWHAHTEH KoaryianuoneH ¢gakrop VIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoauHAMUYHH CBOICTBA

®dapMakoTepaneBTUYHA TPyTa: aHTUXEMOpPAruyHH cpesicTBa, KoarynamuoneH gakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznmuunn dhusuonornaau ¢yHkimu. Koraro ce nH(py3upa Ha MAIUEHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHusIT dpaktop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBpbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BBB (DHOPHH M MOXKE Ja ce 00pa3yBa ChcHpEK. XeMOoHus A € CBBP3aHO ¢
110J1a, BPOJICHO HapyIlIeHHE Ha KPhBOCHCHPBAHETO, IBJDKAIIO ce Ha HUCKHW HUBa Ha Gaktop VII:C u
BO/M 10 Ipo(y3HU KPHBOU3INBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIH B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes3 3amecTBaiio JedeHne mia3MeHnTe HABa Ha (GakTop
VIII ce moBumasart, KaTo 1O TO3W HAYHH BPEMEHHO Ce KOpUTHpa AeUIINTa Ha KOaryJaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensue Ha OnonaornuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHUKH XeMouuiy. CTerneHTa u MpoabKUTETHOCTTa Ha HopMann3upade Ha aPTT, HabmonaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJUIOKEHU Ha TOJIEMH
XUPYPrUuHU MHTEPBEHIMH, ¢ ycTaHoBeHo, ue KOGENATE Bayer Moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3US TI0 BpeMe Ha XUPYPrUIHHU OTiepaid (TIpeid, o BpeMe Ha U IS/ OTIepaItusl).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH NPOIBIKUTEIIHA HHTPABEHO3HU HH(DY3HH, 32
npodmrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHPY3UATA € U3ITOI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CISAUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTeP, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npy HAKOH MPEPA3NOI0KCHH MAIUEHTH CHIIECTBYBA BE3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIHA MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 ManyueHTy u
39 maruenTy ca OV BKIFOYEHH B €THO MTPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIUAPAHO OT
uscaenosarenute. Jlanaure nokassat, ue¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTy, Ipyu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeaoTBpaTsaBa uiu koutposupa kbpsene ¢ KOGENATE Bayer u naiueHTsT €
MOeIT Jia TIPOJIBIIKH MPOPUIIAKTHYHOTO JISYSHUE KATO MOJTbPIKAIIa TeparHsl.

5.2 dapMaKOKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MAIMEHTH J0Ka3Ba CpejiHa CTOMHOCT Ha noBumiaBane 2% #Ha [U/kg tenecHo Terio nmpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nmukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy KUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 32 MoydeHus oT miazMa daktop VIII, koiTo nMa enMMHHAITHOHCH
MOTY>KUBOT NpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU HapaMeTpy IpH
KOGENATE Bayer 3a 6onyc umxekius ca: cpeatno speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKN HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA /1032 (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYMHUIA OCTPH U/wiu nogocTpu Tokcuunu edextu nmpu KOGENATE Bayer npu
1abopaTOpHU )KUBOTHH (MUIIIKH, TUTBXOBE, 3alIIN U Ky4eTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYIHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIH.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreniuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTeHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. PAPMAIIEBTUYHU JTAHHHA

6.1 CnuchbK Ha NIOMOIIHUTE BEelECTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexkapcTBeH MPOAYKT He TPSAOBaA J1a ce CMeCcBa C APYTH JIEKaPCTBEHH MPOAYKTH, C H3KITFOUEHUE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
ycTpoiicTBO Bio-Set, mpenBapuTeTHO HAITBJIHEHA CIIPUHIIOBKA, ChABPIKAIIA pa3TBOPUTEN B HAOOp 3a
BEHEMYHKIINA), Thif KATO MOXKE J]a UMa HeyCIeX Ha JICYeHHETO, BCIIeICTBHE Ha ajfcoponnsaTa Ha
YOBEIIKHUS PEKOMOMHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpeIIHaTa MOBLPXHOCT Ha HIKOU
rH(Y3UOHHU CHCTEMH.

6.3 Cpok Ha roaHoCT

30 mecera.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIeTHA TOYKa, MPOJAYKTHT TPSOBA Jla ce M3IM0JI3BA BEHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPeOUTEII.

Ipu in vitro u3nuTBaHus 00ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/IA Ha U3IIOI3BAHE €
nmokazaHa 3a 24 gaca ipu 30 °C B PVC cakose 3a HenpexbcHaTa uHOy3us. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3uUecKa CTa0MIHOCT B IIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca mpH in Vvitro
W3IUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BUsI HA ChXpPaHEHHE

Ja ce cpxpansiBa B xnagmiHuk (2 - 8 °C). Jla He ce 3ampa3sBa. DIIakOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA J1a CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETIIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHsBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH NepUoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JaTaTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTBIH Mo-paHo. HoBUSIT cpok Ha
TOIHOCT TpsIOBa 11a Ob/ie 0TOEIA3aH BbPXY BTOPHYHATA OTIAKOBKA.

3a ycroBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI TPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u CbABPKAHHUEC HA OIMMAKOBKATA U CIICHHUAJTHHA l'lpl/lCl'IO(!OﬁJ'leHlHl 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILUVIAHTHPAHE

Besika onakoska KOGENATE Bayer coabpaxa:

e enuH QurakoH mrroc Bio-Set ycTpoiicTBo, chabprkamo Jmodumuzupad npax (10 ml 6esneTeH
CTBKJIEH (hJITaKOH THI | ChC CHBa XallOTE€HOOYTHIIOBA TYMEHA 3aITyIraika 0e3 JJaTeKe U TpaHChepHO
YCTPOMCTBO ChC 3alIuTHA 0OKaTKa [Bio-Set])

® ¢/[Ha MIPE/IBAPUTEITHO HaIlblIHEHA cipUHIIOBKa ¢ 5,0 ml pa3rBopuTen (CTHKIICH HWIHHABD TUI | che
cUBU OpOMOYTHIIOBH KaydyKOBH 3aITyIIaiKH, He-ChIbPKAIIH JaTEKC)

e OyTaso 3a CIPUHITOBKA

e ¢/TMH HA0Op 32 BEHEMYHKITUS

e J[Ba aJIKOXOJIHH TAMIIOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU MPH U3XBBLPJIsiHE U padoTa

IIeman YKa3aHHs 3a pa3TBaApsAHE U IIPUIIOKCHHUE CE CbABPIKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBOpH ¢ IpeaocraBeHus pasrsopuren (5,0 ml Boga 3a
WHXKEKIIMH) B TIPEJIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA U HHTETPUPAHOTO TPAHCHEPHO YCTPOHCTBO
(Bio-Set). 3a nndy3us, IpoayKTHT TPpAOBa Ia ce IPUTOTBS IIPH aCENTHYHH YCIOBUSA. AKO HAKOH OT
KOMITOHCHTHTE Ha OIaKOBKaTa € paslieyaTaH WK MOBPEJICH, He TPSOBa Jia o M3IOJI3BaTe.

®D1akOHBT BHUMATETHO C€ BBPTH, JIOKATO MPaxbT C€ pa3TBOPH HABIHO. Clell pa3TBapsHe pa3TBOPHT
e ouctsp. llpenn npunokeHre napeHTepaIHUTe JIEKapCTBEHH MPOTyKTH TPsiOBa na Obaat
MPOBEPSBAHH BU3YaHO 32 HAIMYKE HA BUJIMMH YaCTHIIM B TSIX WIIH 32 IPOMEHU B I1BeTa. He
usnomseaiite KOGENATE Bayer, ako 3a0eie)xure BUANMU YaCTUIH MM [IOMBTHSBAHE.

Cren pa3TBapsiHe Pa3TBOPBT ce U3TerIs 00patHo B cupuHiiokata. KOGENATE Bayer tpsioBa na ce
Pa3TBOPH ¥ TIPUIIOXKH C TIOMOIIITA HA CHIBPKAIIUTE CE BHB BCSKA OMTAKOBKA KOMIIOHEHTH.

[penn npunoxeHne pa3TBOPEHUAT MPOIYKT TPpIOBa Aa ce GUITPYBa 32 OTCTPAHSIBAHE HA €BEHTYaTHU
TBBPJU YaCTHIH OT pa3TBopa. PUIATPYBaHETO MOXKE J]a C€ OCBILIECTBH, KaTO CIEBATE CTHIIKUTE 3a
IIPUTOTBSHE W/WIIK IPHJIOKEHHUE, ONIMCAHU B JINCTOBKATa, BKItoueHa B onakoBkata Ha KOGENATE
Bayer. IIpu npunokeHue e BaXXKHO /1a ce M3I10JI13Ba MPEAOCTAaBeHUS KbM IPOTyKTa HAOOp 3a
BCHEIYHKIINS, TOHEKE TOW BKIIIOYBA M IPOTOYEH (PHITHP.

AKXO KOHKpETHATa CUTyalusl He MTO3BOJISIBA U3IIOJI3BAHETO HAa MPHIIOKEHUS] HA0Op 32 BEHEIYHKINS
(Hamp. mpu BIIMBaHE B HAJIMYHA [IEHTPAHA WK nieprudepHa cuctema), TpsaOBa 1a ce M3Moa3Ba
otaened Guntep, chBMecTM ¢ KOGENATE Bayer. Te3u ceBmectumu utpu umar tum Luer-
ajlanTep MOJIMAKPUIICH KOPITYC C BIpaJieH MOJIHAMH/CH (GUITPHUPALL €IIEMEHT C TOJIEMHHA Ha TIOPUTE
5 — 20 mukpomeTpa.

[IpemocraBeHUAT KbM HIPOIYKTa HAOOD 3a BEHEIYHKIMS HE TPSAOBa /1a ce M3I0JI3Ba 3a B3eMaHe Ha
KPBB, IIOHEKE ChABPIKA MPOTOUEH GUITHP. AKO Tpeay BIMBaHE Ce Hajara B3eMaHe Ha KPbB,
U3M0J3BaiiTe HabOp 3a MpuiokeHue 6e3 GunTep U ciex Tosa nmkekTupaite KOGENATE Bayer
npe3 HHKEKIMOHEH (GriIThp.

Axo nMmate HskakBu Bbripocu oTHocHo KOGENATE Bayer v chBMECTUMHTE ¢ HETO CaMOCTOSTSITHH
¢untpu, ceppikere ce ¢ Bayer Pharma AG.
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Cawmo 3a emHOKpaTHA yrioTpeda. OcTaHANHAT clie]] IPUII0KEHUETO Pa3TBOP TPSOBa 1a ce U3XBBPIIH.

HewnznonsBanusT nexapcTBEH MPOAYKT MM OTIMAAbYHUTE MaTepUaIH OT HEro TPAOBa /1a ce U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3NCKBAHUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin

T'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/143/012

9. JATA HA I'bPBO PASPEIIABAHE/IIOJHOBSBAHE HA PASPELHLIEHUETO 3A
YIIOTPEBA

[Jara Ha mepBO pazpemanane: 04 asryct 2000 T.

Jara Ha mocnenno nmoguoBsiBane: 06 asryct 2010 1.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[TonpoOHa mHpOpManHs 3a TO3M JIEKAPCTBEH MPOAYKT € IpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHnus no Jekapcrsara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 250 1U npax u pa3TBOpHUTE 3a HHKXEKIIMOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprka HomuHamHO 250 U koarynarpones gaxrop VIII (okrokor anda) (INN:
octocog alfa).

Yoremkust koarynaruoneH gakrop VIII e nmponssenen upe3 pekomomaanTaa JJHK Texunomorust
(rDNA) B kj1eThYHA JTUHHUSA OT ObOpEK Ha HOBOPOEH XaMCTep, ChIbprKallla reHa Ha YOBEITKHS
thaxrop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTaB

Enna ml KOGENATE Bayer 250 1U csaspika npubmmsurenao 100 U (250 IU / 2,5 ml) yosentku
koarymnanuoreH ¢akrop VIII (INN: okrokor anda) cien pazrapsiae.

AxtuBHOCTTa (IU) € onpenenena upe3 eAHOETANICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, xoiiro e xanmmubpupan cpemry ctanaapT Ha C30 B mexayHapoanau eauauiy (1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporenH.

PazTBopuTen: Boga 3a MHKEKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH Pa3TBOP .

[Ipax: cyx 6571 10 01€10-KBIT Mpax.
PastBOpuTEN: BOMA 32 HHXKEKIIUH, OUCTHP, OE31BETEH pa3TBOP.

[IpuroTBeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa HA KPHBOUIIHUBH MTPH MAIUEHTH ¢ XeModuus A (BpoJieH neuiuT Ha
thakrop VIII).

Tosu nmpoaykt He chabpxa paxtopa Ha von Willebrand u ciieoBatento He e mokasas 3a JICUCHHE HA
6oxecrra Ha von Willebrand.

To3u NpoayKT € moKa3aH 3a Bb3paCcTHH, IOHOIIN U JIella OT BCUYKU Bb3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA NMPUJIOKEHUE

JledenueTo TpssOBa 1a ObIe IO KOHTPOJIA Ha JIeKap C OMUT MPH JIeYeHNEe Ha XeMO(rITusI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoanu eauauiu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha (akTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa Win B MPOIEHTH (110 OTHOIICHNE Ha HOpMaTHaTa YOBEIIKA TJIa3Ma) FIH B
MEXIYHApOIHH SIUHHUITH (TI0 OTHOIIIEHHE Ha MexxayHapoaeH ctanaapt 3a (hakrop VIII B rura3zma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
taxrop VIII B eqriH METWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynaponna equauiia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
thakrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTHBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma no3za (IU) = tenecHo termno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa ¥ MPOABHKUTESIIHOCTTA Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alys U CTENIEH Ha KPHBOWM3IIHBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0HIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieTIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HIIH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
[ToBTOpeTe nHby3UITa HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII nmpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yaii. [Ipu onpeneneau
00CTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3UUCICHUTE, 0COOEHO IMPH
onpezesaHe Ha HaYajHaTa J03a.

ITo Bpeme Ha JIeueHHETO ce TIPEeNophIBa ONpeaAcisTHe Ha HuBata Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat nHPy3uute. OcoOeHo B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 IbJDKUTEITHO MPEIH3HO MOHUTOPUPAHE Ha 3aMECTBAIOTO
JIeYeHIE Upe3 KoaryaarnoHeH anann3 (aktuBHOCT Ha (hakTop VIII B murazmata). UHIuBH Ty amHAST
oTroBOp KbM daktop VIII mpu oTaenHnTe MAIMEHTH MOJKE JIa Bapupa U T Ja MOKa3BaT pa3IndcH
eTMMUHAIIMOHEH TIOTYKUBOT M CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOIYYH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WM KaTo ce 3all0YHe OT CpeTHATA
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uH)Y3us (B [U/kg/h) = ximmpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha au-(2-
etunxekcmn)dranar (DEHP) ot matepuanure ot nmommBuamI xinopua (PVC). Tosa TpsaOBa xa ce nma
MIPEIBUJL TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpust A
obunyaitaute mo3u ca ot 20 IU mo 40 IlU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrienMaIHO TP TTO-MJTa U MAIMEeHTH, MOXe J]a ca HeOOXOMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacTu. JlaHHUTE ca MOIyYCHHU MPU KIMHUYIHU U3MUTBAHKS Ha 61 jera moj 6-roIuiiHa Bb3pacT u
[PU HEMHTEPBEHIIMOHAIHY U3MUTBAHMUS MIPHU JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, MIIH aKO KPBBOU3IHUBET HE CE
OBJIJISIBA C MOAXOIAINA /1032, TPsIOBA Jja ce M3BBPINU U3CIIEIBaHE, 32 JIa Ce ONPEeNId HAINIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HTHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHHSI OTTOBOP M MOHUTOPHUPAHETO Ha akTuBHOCTTA Ha hakTop VIIIL. [Ipu
MAIMEeHTH C BUCOK TUTHP Ha maXuOnTOopa Hax 10 BU nmu ¢ 1o0bp aHaMHECTHYIECH OTTOBOP TPsIOBa 1a
ce UMa IPEIBHI MIPIIIOKEHUETO Ha (aKTUBHPaAH) IpoTpoMONH KoMimieke koHneHTpaT (PCC) nmm
npenapatu Ha pekomOuHaHTHHS aktuBupaH daktop VII (rFVIla). Tosa nedenne TpsOBa xa Obae
HA3HAYEHO OT JIEKAPH C OMHT B TPHIKUTE 32 MAIIEHTH C XeMO]IITHSI.

Hauyun Ha npusioxeHue
MHTpaBEHO3HO MPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce OINPEIeNd OT ChCTOSIHUETO Ha MAalUeHTa (MaKCHMaJIHA CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ knmmppHC 3 ml/h/kg, HadamHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 IU/h/kg, 3a na ce momyun HuBO Ha paktop VIII ot 100%. 3a m3uucnssane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a n3uncnsIBaHE HA CKOPOCT Ha HEMpPeKbCHATa HH(Y3HUS Clie]] MbpBOHAYaIHA O0ITYyC
WHYKEKITHS:

Kenano mmazmeHo CkopocT Ha Ckopoct Ha uady3us mpu 75 kg
HuBo Ha FVIII uHpYy3USL narert ml/h
1U/h/kg

KnupsbHc: Konnentpanus va rFVIII pazrBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Ja € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHaYaTHATE 24 yaca Ha HeTpeKbcHATa HHQPY3USI KIUPHHCHT TpsiOBa na Obae
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CICTHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha uHpY3us/akTyamHo auBo Ha FVIIL

[Ipu HempexbcHaTa MHPY3USI WHY3UOHHUTE CaKOBE TPAOBA /1a C€ CMEHAT Ha BCeKH 24 yaca.

3a yKazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUYKA 6.6
Y JINCTOBKATa 3a MallieHTa.

4.3 IIporuBomoOKAa3aHMs

- CBpPBXUIYBCTBUTEIHOCT KbM JIEKAPCTBEHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIIHUTE
BeleCcTBa, n30poeHu B Touka 6.1.
- V3BecTHH alleprUYHU PEAKIIUH KbM MUK TIPOTEHH WK MIPOTEHH OT XaMCTep.

4.4 CneuuajHu npeaynpe:kIeHus U NpPeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakuy Ha CBPBbXYYBCTBUTEITHOCT OT JICPTHUYUEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapcTBEHUAT IPOAYKT ChIBPKA CIEAN OT MHUIITH MPOTEHH U MPOTCHH OT
xamcrep, pasimmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TarmenTure TpaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crpar yroTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaI JeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIIOUBAIIN YPTUKH, TaJIeHe, TeHEpAIN3UPaHa YPTUKAPHUS, CTATAHE B I'BPJIUTE,
XpUNTEHE, XUITOTOHUS U aHaduiakcus. B ciryyail Ha mok TpsOBa Jia ce U3BBPIIN CTaHAAPTHO
MEIUIUHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00yuHY 0T Kinac I1gG, nupekTHo HacodeHu cpenty (akrop VII mpokoarynmanTHaTa
aKTHBHOCT, KOUTO ca OIpeaesieHn KoinmdecTBeHo B bere3na enununnu (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢aktop VIII u reHeTnaHnTe HaKTOPH KATO TO3HM PHUCK
€ Hal-BUCOK B IrppBUTE 20 THM HA €KCIIO3HUIHS. PsIIko HHXHOUTOPUTE MOTaT Ja ce 00pa3yBar cien
mspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA NIOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIFOIaBaHU Clief] TPEMHUHABAHE OT
eanH mpoAykT ¢ ¢akrop VIII kbM Apyr npy peaBapuTETHO JIEKYBaHH ManneHTH ¢ moede oT 100 gam
Ha eKCIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOpH. [lopamu ToBa ce
MIPeTopbhYBa BHUMATEITHO MOHUTOPHPAHE Ha BCHYKH TTAIIMEHTH 3a MOsSBaTa Ha MHXUOUTOP Ciel
CMsHATa Ha BCEKH MPOAYKT.

Karo ms15m0, BcH4ky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ koarynannoHeH (axtop VIII tpsdBa na 6bnat
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nabopaTopHu U3CIeaBaHusA. AKO He OBbJaT MOCTUTHATH OYaKBaHUTE IJITA3MEHU HUBA HA aKTUBHOCT, Ha
thaxtop VIII unm ako He OBbe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/AINA 1032, TPSOBa 11a ce
HaIIpaBsAT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepanmsTa ¢ pakrop VIII xa He e ehexTBHA U TpsIOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BH3MOKHOCTH. [l0BeIeHNeTo Ipy TaKMBa MalieHTH TPsiOBa Jja ce PbKOBOAM OT
JIeKapy C OIHT B JICUYCHUETO Ha XeMODwns 1 ¢ mHXxuoOuTopute Ha daktop VIIIL.

Hemnpexbcaara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA MH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHiIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upaHo upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAaT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MM PUCKOBU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINUS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIAOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemobwmus. [Ipy chIecTBYBaINA CHPACIYHO-CHIOBH PUCKOBH (PaKTOpH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIe]l IPUIIOKEHHE, MOJKE /1a M3JIOKH TAalMeHTa Ha PHUCK OT 3alylIBaHe Ha KPHBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH WHPaAPKT, KaKTO IPH MOIyNanusaTa KoATo HaMa xemopmims. CiemnoBaTenHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEASBAHN 32 CHPACUYHN PUCKOBU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KateThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINY,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBat UMETO
Ha MaIFeHTa U TApTUAHUAT HOMEp Ha TPOAYKTa, 32 J1a MOXE J1a C€ OCUTYPH BPb3Ka MEX Ty MalieHTa
Y TIApTHU/IaTa OT JIEKAPCTBEHUS MPOTYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEeAa3Hi MEPKU C€ OTHACAT KaKTO 32 Bb3PAaCTHH, Taka U 3a JIela.
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45 B3aumojeiicTBue C APYrd JeKAPCTBEHN NPOAYKTH U Apyru popMu Ha B3auMojIeiicTBUe
Hsma cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru iekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BBPXY PENPOAYKIHMIATA IIPH KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkaTa 4ecToTa Ha XxeModuius A mpH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT ¥ kKbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa aa ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOTo MOKa3aH.

DepTunuTer
HsMa HaMyHM JaHHM 110 OTHOIICHHE Ha (PepTHIINTETA.

4.7 EdexTH BbPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHU
KOGENATE Bayer He nopiusiBa CriocoOHOCTTA 3a ImopupaHe Wik paboTa ¢ MallliHH.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

IIpu npunarane Ha IpoayKTH ¢ pekomOuHanTeH pakTop VIII ca HabmomaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIN AIEPTUIHH PEaKIIui (KOUTO MOTAT J1a BKIIOYBAT aHTHOEeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBsABaHE, TeHEPATN3NpaHa yPTHKAPHS,
rJ1aBO0OJINE, yPTUKAPHS, XUIIOTOHUS, JIETAPTHsL, Ta/leHe, HECTTOKOWCTBO, TAXUKAP/IHs, CTATaHE B
TbPIUTE, MpaBy4KaHe, MOBPBIIaHe, XPUITEHE), KOUTO B HAKOHM CITydau MPOTPECHUPAT O TEXKKA
aHadwmIakcus (BKIFOYUTENHO MOK). [lo-cienmanHo, KOKHNTE peaklny Cce MOsBABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IIAKCHS (BKIIOYUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TTarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAIH3UPAITH aHTUTeNa (MHXHOUTOPH) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAThUeH KIMHUYEH OTTOBOp. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOopuTus.

Crouchbk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BUL
[IpencraBenaTa 1mo-q0J1y TadJuila € B ChbOTBETCTBUE ChC CHCTEMHO-OpraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectu (>1/1 000 mo <1/100), penku (>1/10 000 xo <1/1 000), MHOTO peaKu
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HATMYHWUTE JaHHHM HE MOKE J1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xnmunnynam npoyusanuss KOGENATE Bayer ¢ u3nos3Ban 3a JiedeHHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nexuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JHU Ha €KCIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuenTun, tekyBanu ¢ KOGENATE
Bayer ca passminu naxuOUTOpH B pamkute Ha 20 qau excriosumus. O6mmo 9 ot 60 (15%) ca
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obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CIIC]] Kpasi Ha TIPOYYBAHETO.

[pu exHO 003epBAIMOHHO MPOYYBaHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIeKyBaHU MAIMEeHTH ¢ TexXKa xeModmnsa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npocienssane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuent (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpe6a,
BKJrouBany nosede ot 1 000 naunenTy e HabIOAaBaHO CiIeAHOTO: mo-Manko ot 0,2% PTP oOpa3sysat
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA M TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIMU TIPH JIella Ce 0YaKBa jJa Obaar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MIPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ U3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha pemo3upaHe ¢ peKoMOWHAHTEH KoaryianuoneH ¢gakrop VIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepaneBTUYHA TPyTa: aHTHXEMOpPAruyHy cpesicTBa, KoarynauoneH dakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznuunn dhuszuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIAEHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIicHHETO Ha TarueHTa. AKTUBUpaHuAIT daktop VIII
nericTBa KaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBPbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BhB (PHOPHH M MOXKE Ja ce 00pa3yBa ChCHpEK. XeMoHus A € CBbp3aHO ¢
110J1a, BPOJICHO HapyIIeHHE Ha KPhBOCHCUPBAHETO, IBIDKAIIO ce Ha HUCKHW HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIN B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes3 3amecTBaio jJedeHne mia3MeHnTe HiBa Ha (aKkTop
VIII ce moBumaBart, KaTo 1O TO3W HAYMH BPEMEHHO Ce KOpUTHpa AedUINTa Ha KOAryJIaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnoaorunuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHYKHU XeMouuiy. CTeneHTa u MpoabKUTETHOCTTa Ha HopManu3upade Ha aPTT, nabmonaBanu
cnen npuioxenrne Ha KOGENATE Bayer ca mogo0Hu Ha Te3H, MOCTUTHATH C TOJIYYCHHS OT IjIa3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHO, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepalyu (TIpe/id, 0 BpeMe Ha U CIIe/T OTIepaItusl).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JPYTH NPOIBIKUTEIIHA HHTPABEHO3HU HH(DY3HH, 32
npodmrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHPY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha MPOYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KITMHHYHO 3HAYNMU
TUTPH CPEILy CIESANUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTep, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa MpH HAKOM NPEPA3NOTI0KCHH MAIUEHTH CHIIECTBYBA Bb3MOXKHOCT 32 aJlepruIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIH POTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 maryueHTy 1
39 marueHTy ca OV BKIFOYEHH B €THO MTPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIMUPAHO OT
uscaenosarenute. Jlanaure nokassat, ue¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTy, Ipyu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeaoTBpaTsaBa uiu koutposupa kbpsene ¢ KOGENATE Bayer u naiueHTsT €
MOeIT Jia TIPOJIBIIKH MPOPUIIAKTHYHOTO JISYSHUE KATO MOJTbPIKAIIa TeparHsl.

5.2 dapMaKkoKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecho terio mpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy XKUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 32 MoydeHus oT miazMa daktop VIII, koifTo nMa enmMMHHAITHOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
kiupbHC okosto 160 ml/h. CpenHusT KIMPBHC HA U3XOAHO HUBO NP 14 BB3pacTHU MAI[HEHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITBTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA J103a (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYUHUIA OCTPH U/uiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaToOpHU )KUBOTHH (MHUIIIKH, TUTEXOBE, 3alIIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIH.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreriuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINIEBTUYHU JTAHHHA

6.1 CnuchbK Ha NIOMOIIHUTE BEeleCcTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPSIOBa J1a ce M3ITOI3BAT CaMO MpeocTaBeHUTe HabopH ((hiakoH ¢
Mpax, MpeIBAPUTENTHO HATBJIHEHA CIIPUHIIOBKA, ChABPIKaIa pa3TBOPUTEIN, aJantep 3a (prakoH u
Ha0Op 3a BEHEITyHKIH ), Thi KaTO MOXKE J]a IMa HEyCIleX Ha JICYEHHETO, BCIEACTBHE Ha aicopOonmsTa
Ha YOBEIIKHUS PEKOMOMHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpenrHaTa moBsPXHOCT Ha
HAKOW MH(QY3MOHHU CHCTEMH.

6.3 Cpok Ha roaHoOCT

30 mecena.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/THA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3IM0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPeOUTEII.

Ipu in vitro u3nuTBaHus 00ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/Ia Ha U3IIOI3BaHE €
nmokazaHa 3a 24 gaca ipu 30 °C B PVC cakose 3a HenpexbcHaTa uHOY3ws. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3uIecKa CTaOMIHOCT B IIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca IpH in vitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3sBa. DIIakOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA JIa CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETIIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHsBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE Jla ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH NepUoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycroBHsTa HA CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI TPOYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

o e (akon ¢ mpax (10 ml paakon oT 6e31BETHO CTHKIIO THI I ChC CHBa XaIoreHoOyTHIIOBA
TyMeHa 3amyIaika 0e3 JaTeKe U alyMHHHEeBa 00KaTKa)

® ¢/IHA IPEIBAPUTEIIHO HAITbIHEHA CIPUHIIOBKA ¢ 2,5 ml pa3TBopuTeN (CThKICH HUIMHABD 1-pH THII
ChC CUBH OpOMOYTHIIOBH KaydyKOBHU 3aITYIIAIKH, HE-ChIBPIKAIIH JIATSKC)

e OyTaso 3a CIPUHITOBKA

e aianrep 3a (prakoH

e ¢/TMH HA0Op 32 BEHEIYHKITUS

e J[BA aJTKOXOJTHH TAMITOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU MPH U3XBBLPJIsiHE U padoTa

TN YKa3aHHs 3a pa3dTBaApsAHEC U IIPUIIOKCHHUE CE CbABPKAT B JIMCTOBKATA, BKIIFOYEHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa ja ce pa3TBOpH ¢ IpeaocTaBeHus pasrsopuren (2,5 ml Boja 3a
WHKEKIINH) B TIPEABAPHUTEITHO HAITBJTHEHA CITPUHIIOBKA U aaanTtep 3a (iakoHa. 3a nHPy3us
NPOJYKTHT TPsIOBa Jia Ce MPUTOTBS MPH ACENITUYHU YCIOBHA. AKO HSIKOW OT KOMIIOHEHTHTE Ha
OIIaKOBKaTa € paslievaTaH WM MOBPEJICH, He TPsAOBa Ja IO M3I0JI3BaTe.

BrumarenHo BepTeTe (prrakoHa JIOKaTo MpaxbT ce pa3TBOPH HabIHO. Clie]| pa3TBapsiHe pa3TBOPHT €
ouctep. [Ipenn npuiarane mapeHTepaTHATE JIEKAPCTBEHH MIPOYKTH TPIOBa Aa ObAaT MPOBEPEHU
BU3YyaJTHO 32 HAIWYHE HAa BUIMMU YacTUIH B TSX HIIU 32 MPOMEHH B 1iBeTa. He n3non3saiite
KOGENATE Bayer, ako 3a0eyie:KiuTe BUIUMH YaCTHIIA WA IOMbTHSIBAHE.

Cren pa3TBapsiHe, pa3TBOPBT ce u3Terst oopaTHo B cupuniioBkata. KOGENATE Bayer tpsiosa aa ce
Pa3TBOPHU M MPHIIOXKH C TIOMOIIITA HA TIPUIOKEHUTE BHB BCAKA OMAKOBKA KOMIIOHEHTH.

[Ipenu mpunarane pa3TBOPEHUSIT MPOIYKT TPOBA Ja ce PUITPYBa 33 OTCTPAHSIBAHE HA CBCHTYAaTHU
TBBPJIM YaCTHUIIH OT pa3TBopa. GUNTPYBaHETO Ce OCHINECTBSIBA UpE3 M3MOI3BAHE HA a/IalTep 3a
(hakoHa.

Camo 3a emHOKpaTHA yrorpedba. OCTaHAIMAT ciel MPUIIOKEHHUETO pa3TBOP TPsIOBa Ja ce N3XBBPIIH.
Heunsnon3BaHuAT IeKapCTBEH MPOAYKT WIH OTHAIBUYHUTE MAaTEpPHAaIH OT HETO TPSOBA Ja ce U3XBBPIISIT
B CbOTBETCTBHE C MECTHUTE M3UCKBaHUSI.

7. MNPUTEXATEJ HA PABPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin
T'epmanus

78



8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/143/007

9. JATA HA IBPBO PASPEIIABAHE/TTIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Jata Ha mepBo pazpemasane: 04 asryct 2000 T.

JlaTa Ha mocieHO MTOAHOBSIBAHE Ha pa3peneHneTo 3a yrmorpeda: 06 apryct 2010 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[TonpoOHa mHpOpManHs 3a TO3M JIEKAPCTBEH MPOAYKT € IpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHITus 10 JieKapcTBara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 500 1U npax 1 pa3TBOPHUTEN 3a HH)KEKIIMOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprka HomuHaHO 500 U koarynarones gaxrop VIII (okrokor anda) (INN:
octocog alfa).

Yosemkust koarynaruoneH gakrop VIII e nmponssenen upe3 pekomomaanTaa JJHK Texunomorus
(rDNA) B kj1eThYHA JTUHHUSA OT ObOpEK Ha HOBOPOEH XaMCTep, ChIbprKallla reHa Ha YOBEIITKAS
thaxrop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTaB

Enna ml KOGENATE Bayer 500 1U csaspika npubmmsurenao 200 U (500 IU / 2,5 ml) yoseniku
koarymnanuoreH ¢akrop VIII (INN: okroxor anda) cien pazrapsie.

AxtuBHOCTTa (IU) € onpenenena 4pe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, xoiito e kanmubpupan cperiy cranaapt Ha C30 B mexayHnapoaau eaunaunu (IU).
Crneruduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporenH.

PazTBopuTen: Boga 3a MHKEKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKINOHEH Pa3TBOP .

[Ipax: cyx 0571 10 01€10-KBIT Mpax.
PastBOpuTEN: BOJA 32 HHXKEKIIUH, OUCTHP, OE31BETEH pa3TBOP.

[IpuroTBeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jleduenue u mpouIaKTHKa HA KPHBOU3IHUBH MTPH MAIUEHTH ¢ XeModunus A (BpojieH neduiuT Ha
thakrop VIII).

To3u nmpoaykt He chabpxa paxtopa Ha von Willebrand u ciieroBatento He e mokasaH 3a JICUCHHE Ha
6oxecrra Ha von Willebrand.

To3u NpoayKT € moKa3aH 3a Bb3pacTHH, IOHOIIN U JIella OT BCUYKU Bb3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JledenueTo TpssOBa 1a O'bIe IO KOHTPOJIA Ha JIeKap C OMUT MPH JIeYeHNE Ha XeMO]ITHsI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHapT 3a npoAykTu Ha dakTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa WiH B MPOIEHTH (II0 OTHOIICHNE Ha HOpMaHaTa YOBEIIKA TJIa3Ma) WIH B
MEXIYHApOIHH SIUHUITA (TI0 OTHOIIIEHHE Ha MexkayHapoaeH ctagaapt 3a hakrop VIII B rura3zma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA Ha KOJTUISCTBOTO Ha
taxrop VIII B eqriH METWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynapoana equauia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
thakrop VIII ¢ 1,5% mo 2,5% ot HOpManmHaTa akTHBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma no3za (IU) = tenecHo termno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa ¥ MPOABHKUTESIIHOCTTA Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HYXKIHUTE Ha ManyeHTa (TEIEeCHO TEerJo, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).
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Crenpaiata Ta0JIHIa IPEIOCTaBs PbKOBOJACTBO 3a MUHUMAIHKUTE HUBa Ha ¢akrop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBIIaJIee WITH Ce TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
ITHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpATe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.

82




KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHH ¢ KIMHUYHATA e(DeKTUBHOCT IIPH BCEKH OTACCH ciaydait. [Tpu onpenencHu
00CcTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMIECTBA OT U3YUCICHUTE, 0COOEHO P
omnpezeisaHe Ha HayajHaTa J103a.

ITo Bpeme Ha JIeUeHUETO ce TIPEeNophIBa ONpeAeiTHe Ha HuBarta Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat nHPy3uute. OcoOeHo B cirydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 IbJDKUTEITHO MPEIH3HO MOHUTOPUPaHe Ha 3aMECTBAaIOTO
JIeYeHIE Upe3 KoaryaarnoHeH anann3 (aktuBHoCT Ha (hakTop VIII B murazmara). UHIuBH Iy amHAST
oTroBOp KbM daktop VIII mpu oTaenHnTe MAMEeHTH MOJKE JIa Bapupa U T€ Ja MMOKa3BaT pa3IndcH
eIMMHHAIIMOHEH TIOTYKHBOT M CTENIEHN Ha Bh3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOIYYH upe3
oTIpeJieIIsiHeE, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasmajl WM KaTo ce 3all0YHe OT Cpe/IHaTa
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uHOY3us (B [U/kg/h) = ximmpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUYIHATA U N VItr0 CTaOMIIHOCT ca TOKa3aHH C MOMOIITa Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha au-(2-
erunxekcmn)dramar (DEHP) ot matepuanure ot nmommuamI xiopua (PVC). Tosa TpsOBa xa ce nma
MIPEIBUJL TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpust A
obunyaitaute mo3u ca ot 20 IU mo 40 IlU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrienMaIHO TP TTO-MJTa U MAIMEHTH, MOXe J]a ca HeOOXOMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehpukacnocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH J€la OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHH MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera 1moj| 6-rouiiHa Bb3pacT u
IPU HEMHTEPBEHIMOHAIHYU W3MUTBAHMUS MIPHU JICI[d OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[ManuenTrTe TPsIOBA 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry daktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIJISIBA C MOAXOIAINA /1032, TPsIOBA Ja ce M3BBPINU U3CIEIBAHE, 32 JIa Ce ONPEeNId HATNIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU oT 10 betesna
enuuuim (BU)/ml, nprnokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaIu3upa MHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHISI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha hakTop VIIL. [Ipu
MAIAEHTH C BUCOK TUTHP Ha maXuOnuTOopa Hax 10 BU nmm ¢ 1o0bp aHaMHECTHYICH OTTOBOP TPsIOBa 1a
ce UMa IPEIBHI TPIIIOKEHUETO Ha (aKTUBHPaH) MpoTpoMOnH kKoMmimieke koHneHTpaT (PCC) nmm
npenapaTt Ha pekomOuHaHTHUS aktuBHpaH dakTop VII (rFVIla). ToBa nedenne TpsOBa 1a Obae
Ha3HA4YeHO OT JIEKapH C OMUT B TPIDKUTE 3a MAIUEHTH C XeMODUITHS.

Hauyun Ha npuiioxKeHue
MHTpaBEHO3HO NPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce OINPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HHy3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ M3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ kmmppHC 3 ml/h/kg, HadamHaTa HHPY3HOHHA CKOPOCT IIe ObIe
3 IU/h/kg, 3a na ce momyun HuBO Ha daktop VIII ot 100%. 3a m3uucnsasane Ha ml/h ce ymHOXaBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a n3uncnsIBaHE HA CKOPOCT Ha HEMPEeKbCHATa HH(Y3HUS Clie]] TbpBOHAaYaIHA O0ITyC
WHYKEKITHS:

Kenano mmazmeHo CkopocT Ha Ckopoct Ha undpy3us mpu 75 kg
HuBo Ha FVIII uHpYy3USL narert ml/h
1U/h/kg

KnupsbHc: Konnentpanus va rFVIII pazrBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Ja € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpeMe Ha XUPYPrUYHU
WHTEPBEHINH.

Cren mppBOHaYaTHATE 24 yaca Ha HeTpeKbcHATa HHQPY3USI KIUPHHCHT TpsiOBa na Obae
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHAY3UA, TOCPEICTBOM CICTHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha uHpY3us/akTyamHo auBo Ha FVIIL

[Ipn HenmpexbcHaTa HHOY3HST MH(Y3UOHHUTE CAKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKkH 24 daca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUYKA 6.6
¥ JINCTOBKATA 32 MAIMEHTA.

4.3 IlporuBomoOKAa3aHHS

- CBpPBXUIyBCTBUTEIHOCT KbM JIEKAPCTBECHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHUTE
BeIleCTBa, U30poeHH B Touka 6.1.
- VI3BeCcTHH alleprUYHU PEAKIIUK KbM MUK TIPOTEHH WK MPOTEHH OT XaMCTep.

4.4 ChneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPbXYYBCTBUTEITHOCT OT QJICPTUYEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapcTBEHUAT IPOAYKT ChIBPKA CIEAN OT MHUIITH MPOTEHH ¥ MPOTCHH OT
xamcrep, pasimmyaan ot ¢paxtop VI (Bx. Touka 5.1).

[TanmenTure TpsaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHUMIITOMH Ha CBPBHXIYBCTBUTEIHOCT Ja
crpar yrnoTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIll JIeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIIOUBAIIN YPTUKH, TaJIeHe, TeHEpAIN3UPaHa YPTUKAPHS, CTATAHE B I'BPJIUTE,
XpUNTEHE, XUITOTOHUS U aHaduiakcus. B cirydaii Ha mok TpsOBa Jia ce U3BBPIIN CTaHAAPTHO
MEJUIUHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHEeTO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICICHUETO Ha Jiuia ¢ xemodwmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00ymrHY 0T Kinac 1gG, nupekTHo HacodeHu cpenty (pakrop VII npokoarynmanTHaTa
aKTHBHOCT, KOWUTO ca ompeaelieHn KoinmaecTBeHo B bere3na enuannm (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTe HaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B ppBUTE 20 THM HA €KCIIO3HUIHS. PsIKo HHXHOMTOPUTE MOTaT Ja ce 00pa3yBar ciel
mspBuTe 100 THU HA €KCITO3UITHS.

Cryyan Ha TOBTOPHA MIOSIBA HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIIOIaBaHU Cliel] TPEMIHABAHE OT
eanH mpoAykt ¢ ¢akrop VIII kbM ApyT npy peaBapuUTETHO JIEKYBaHH ManneHTH ¢ mosede oT 100 gam
Ha eKCIO3WIINA, KOUTO NMAaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOopH. [lopamu ToBa ce
MPernophYBa BHUMATEITHO MOHUTOPHPAHE Ha BCUYKH TIAIIMEHTH 32 I0SBaTa Ha MHXUOUTOP CIies
CMsIHaTa Ha BCEKH MPOAYKT.

Karo ms15m0, BCH9Ky manueHTH, JeKyBaHH ¢ TPOAYKTH ¢ KoarynanuoHeH (axtop VIII tpsdBa na 6baaT
BHHUMATEIIHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHU M3CIeaBaHusA. AKO He OBAAaT MOCTUTHATH OYaKBaHUTE IUTA3MEHU HUBA HA aKTUBHOCT, HA
¢axrop VIII nim ako He OB/I€ MOCTUTHAT KOHTPOI BHPXY KBPBEHETO C MOAXOIAIIA 1032, TPsiOBa 1a ce
HaIlpaBsAT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKH HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepanmsTa ¢ pakrop VIII xa vHe e epexTBHA U TpssOBa 1@ c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BB3MOKHOCTH. [l0BeIeHNeTo Ipy TaKMBa MaieHTH TPsiOBa Jja ce PHKOBOAM OT
JIeKapH C OIHT B JICYCHUETO Ha XeMOowns 1 ¢ maxuouTopute Ha daktop VIII.

Hemnpexbcaara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA MH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HsI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUI
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upaHo upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAT ChPJIEYHO-CHJOBH 3a00JISIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINUS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemodwus. [Ipy chIecTBYBaINA CHPACIYHO-CHIOBH PUCKOBH (PaKTOpH, MOBUIIaBaHe HUBaTa Ha FVIII
CJIel IPUIIOKEHHE, MOJKE /Ia M3JIOKH TAaleHTa Ha PUCK OT 3alylIBaHe Ha KPHbBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH NHPaPKT, KaKTO MPH MOIyNauATa KoATo HaMa Xxemopmmms. CiemnoBaTenHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEASBAHN 32 CHPACUYHN PUCKOBHU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KateThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPeJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JOKAITHA HHEKIINY,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBat uMETO
Ha MaIFeHTa U TapTUAHUAT HOMEP Ha TPOAYKTa, 32 J1a MOXE J1a C€ OCUTYPH BPb3Ka MEX Ty MalieHTa
Y TIApTU/IaTa OT JIEKAPCTBEHUS MPOTYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.
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45 B3aumojeiicTBue C APYrd JeKAPCTBEHN NPOAYKTH U Apyru popMu Ha B3auMojIeiicTBUe
Hsama cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ npyru jekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMIATA IIPH KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkaTa 4ecToTa Ha XxeModuius A mpH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT U kKbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOTo MOKa3aH.

DepTunuTer
HsMa HaMyHM JaHHM 110 OTHOIICHHE Ha (PepTHIINTETA.

4.7 EdexTH BPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHU
KOGENATE Bayer He nopiusiBa criocoOHOCTTA 3a 1opupane wid pabora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

[Ipu npunarane Ha IpoayKTH ¢ pekomOuHanTeH Gakrop VIII ca HaOmogaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIN AIEPTUYHH PEAKIIU (KOUTO MOTAT J1a BKIIOYBAT aHTHOEeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epPBABaHE, TeHEpATN3UpaHa yPTHKAPHUS,
rJ1aBo0OJNEe, yPTUKAPHS, XUITOTOHUS, JIETAPTHsL, Ta/leHe, HECTTOKOWCTBO, TAXUKAP/IHs, CTATaHE B
TbPIUTE, MpaBy4KaHe, MOBPBIIaHe, XPUITEHE), KOUTO B HAKOHM CITy4daH MPOTPECHUPAT O TEXKKA
aHadwmrakcus (BKIFOYUTENHO MOK). [lo-ciennanHo, KOKHNTE peaklny ce MOsBSABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IAKCHS (BKIIOUUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TTarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAIH3UPAITH aHTUTeNa (MHXHOUTOPH) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSIBA C HEIOCTAaThUeH KIMHUYIEH OTTOBOpP. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOpHITHs.

Crouchbk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BUL
[IpencraBenaTa 1mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIMS: MHOTO YectH (>1/10), yecTn
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HATMYHWUTE JaHHHM HE MOKE J1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHwst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO MTAIUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nenuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JIHU Ha €KCIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuenTn, tekyBanu ¢ KOGENATE
Bayer ca passminu naxuOUTOpH B pamkute Ha 20 qau excriozumus. O0mo 9 ot 60 (15%) ca
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obpasyBanu nHXuOUTOpH. ENVH manmueHT e 01 3aryoeH 3a mpociiensBaHe U ¢IUH MAIlUCHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu enHO 003epBAMOHHO POYYBAHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIeKyBaHU MAIMEHTH ¢ TexXKa xeModmusa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuent (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HEe € HabI0JaBaHoO

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKutouBamm mosede ot 1 000 manyenTH e HabmogaBaHO citeqHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAIMCTH CE€ M3UCKBA JIa ChOOIaBaT BCsAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha pemo3upaHe ¢ peKoMOWHAHTEH KoaryianuoneH ¢gakrop VIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepalreBTUYHA TPyTa: aHTUXEMOPAruyHH cpeicTBa, KoarynauoneH dakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznmuunn dhusuonorngau ¢yHkimu. Koraro ce na(py3upa Ha MAIUEHT C XeMO(HITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHusIT dpaktop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPeBpbINa MPOTpoMOUHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BBB (DHOPHH M MOXKE Ja ce 00pa3yBa ChcHpEK. XeMOoHus A € CBBP3aHO ¢
110J1a, BPOJICHO HapyIIeHHE Ha KPhBOCHCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH UJIN B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes3 3amecTBaiio JedeHne mia3MeHnTe HABa Ha (GakTop
VIII ce moBumaBart, KaTo 1O TO3W HAYMH BPEMEHHO Ce KOpUTHpa AedUINTa Ha KOAryJIaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnoaorunuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHYKH XeMouuiy. CTerneHTa U MpoAbDKUTETHOCTTa Ha HopMann3upane Ha aPTT, nabmogaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BB3PACTHU MAIUCHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMU
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHO, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepaiyu (TIpein, o BpeMe Ha U IS/ OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO Ha MHPY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CISAUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTeP, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npy HAKOH MPEPA3NOI0KCHH MAIUEHTH CHIIECTBYBA BE3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIHA MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyipane Ha umyHeH Toseparc (Immune Tolerance Induction, ITI

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 ManyueHTy u
39 marueHTy ca OV BKIFOYEHH B €THO MTPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIMUPAHO OT
uscaenosarenute. Jlanaure nokassat, ue¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTy, Ipyu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeaoTBpaTsaBa uiu koutposupa kbpsene ¢ KOGENATE Bayer u nanueHTsT €
MOYKEIT Jia TIPOJIBIIKH POPUIIAKTHYHOTO JISYSHUE KATO MOTbPIKAIIa TeparHs.

5.2 dapMaKkoKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecno Terno nmpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Cnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy XKUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 3a MoydeHus oT miazMa dakrop VIII, koifTo nMa enMMHHAITHOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKN HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA /1032 (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYMHUIA OCTPH KU/WiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaToOpHU )KUBOTHH (MHUIIIKH, TUTEXOBE, 3alIIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH NMPOTEHHH MPU BCHYKH BUIOBE OO3aiHHUIIN.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreniuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINEBTUYHU JTAHHHA

6.1 CnuchbK Ha NOMOIIHUTE BEelecTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa /1a Ce CMeCBa C APYTH JIEKAPCTBEHH MPOAYKTH, C U3KITFOUEHUE
Ha TIOCOYEHHUTE B TOUKa 6.6.

3a pa3TBapsiHE U MPIIOKEHUE TPIOBa J1a ce M3ITOI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
pax, MpeIBAPUTENTHO HAIbJIHEHA CIIPUHIIOBKA, ChABPIKaIa pa3TBOPUTEIN, aJanTep 3a (prakoH u
Ha0Op 3a BEHETyHKIHS ), ThIA KaTO MOXKE J]a IMa HEeyCIleX Ha JICUeHHETO, BCIeICTBHE Ha aacoponusara
Ha JOBEIIKHUS PEKOMOWHAHTEH KoarynanuoHeH ¢aktop VIII BbpXy BeTpenHaTa moBsEPXHOCT Ha
HAKOW MH(QY3MOHHU CHCTEMH.

6.3 Cpok Ha roaHoOCT

30 mecera.

Cren pasztBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/IHA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3I0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTOo U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPeOUTEII.

Ipu in vitro u3nuTBaHus 0b6ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/Ia Ha U3IIOI3BaHE €
nmokazaHa 3a 24 gaca npu 30 °C 8 PVC cakose 3a HenpexbcHaTa uHOY3ws. Ciex pa3TBapsHe,
XMMHYecKaTa M (PU3uUecKa CTa0MIHOCT B IIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca mpH in Vvitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

Ja ce chxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DIakOHBT U IPEIBAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA JIa CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETJIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHsiBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH NeprUoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycrnoBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

o e (hakon ¢ mpax (10 ml paakon or 6e31BETHO CTHKIIO THI I ChC CHBa XaIOreHoOyTHIIOBA
TyMeHa 3amyIaika 0e3 JaTeKe U alyMHHHEeBa 00KaTKa)

® ¢/IHA IPEIBAPUTEIIHO HAITbIHEHA CIPUHIIOBKA ¢ 2,5 ml pa3TBopuTeN (CTHKICH HUIMHIBD 1-pH THII
ChC CUBU OpOMOYTHIIOBH KaydyKOBHU 3aITYIIAIKH, HE-ChIBPIKAIIH JIATSKC)

e OyTaso 3a CIPUHITOBKA

e aanrep 3a (prakoH

e ¢/TMH HA0Op 32 BEHEIYHKITUS

e J[BA aJTKOXOJTHH TAMITOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU MPH U3XBBLPJIsiHE U padoTa

TN YKa3aHus 3a pa3TBaApsAHE U IIPUIIOKCHHUE C€ CbABPXKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa ja ce pa3TBOpH ¢ IpeaocTaBeHus pasrsopuren (2,5 ml Boja 3a
WHKEKIINH) B TIPEABAPHUTEITHO HAITBJTHEHA CITPUHIIOBKA U ajanTtep 3a (iakoHa. 3a nHPy3us
NPOJYKTHT TPsIOBa Jia Ce MPUTOTBS MPH ACENITUYHU YCIOBHSA. AKO HSIKOW OT KOMIIOHEHTHTE Ha
OIIaKOBKaTa € paslievaTaH UM MOBPEJICH, He TPsAOBa Ja IO M3I0JI3BaTe.

BuumarenHo BepTeTe (prrakoHa JIOKaTo MpaxbT ce pa3TBOPH HamrbHO. Ciie]| pa3TBapsiHe pa3TBOPHT €
ouctbp. [Ipeu npunarane napeHTEPaTHUTE JIEKAPCTBEHU MIPOIYKTH TPSOBA J1a ObJIaT MPOBEPEHU
BU3YyaJTHO 32 HAIMYHE HAa BUJIMMU YacTUIH B TSX MITU 32 MPOMEHH B 11BeTa. He m3non3saiite
KOGENATE Bayer, ako 3a0eiie:KuTe BUIUMH YaCTHIIA WA IOMBbTHSIBAHE.

Cren pa3TBapsiHe, pa3TBOPBT ce u3Terist oopaTHo B cupuniioBkata. KOGENATE Bayer tpsiosa aa ce
Pa3TBOPHU M MPHIIOXKH C TIOMOIIITA HA TIPUIOKEHUTE BHB BCAKA OMAKOBKA KOMIIOHEHTH.

[Ipenu mpunarane pa3TBOPEHUSIT MPOIYKT TPSOBA Ja ce PUITPYBa 3a OTCTPAHSBAaHE HA CBCHTYATHU
TBBPJIM YaCTHUIIH OT pa3TBopa. GUITPYBaHETO ce OCHINECTBSIBA UPE3 M3MOJI3BAHE HA a/IamnTep 3a
(hakoHa.

Camo 3a emHOKpaTHA yrorpedba. OCTaHAIMAT ciel MPUIIOKEHHUETO pa3TBOP TPsIOBa Ja ce N3XBBPIIH.
Heunsnon3BaHuAT IeKapCTBEH MPOAYKT WIH OTHAIBYHUTE MATEPHAIH OT HETO TPSOBA Jja ce U3XBBPIISIT
B CbOTBETCTBHE C MECTHUTE M3UCKBaHUSI.

7. NPUTEXATEJ HA PASBPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin
T'epmanus
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8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/143/008

9. JATA HA IBPBO PASPEIIABAHE/TIOJHOBSIBAHE HA PASPELIEHUETO 3A
YIHOTPEBA

Jata Ha mepBo pazpemaBane: 04 asryct 2000 T.

JlaTa Ha mocieHO MTOAHOBSIBAHE Ha pa3peneHneTo 3a yrmorpeda: 06 apryct 2010 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

ITonpoOHa wH(pOpManHs 3a TO3H JEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHITus 10 JieKapcTBara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 1000 IU mpax u pa3TBOpUTEII 32 HHXEKIIHOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprka HomuHaiHo 1000 IU koarynaimonen daxrop VIII (okTokor anda) (INN:
octocog alfa).

YoemkusaT koarymnamuoneH ¢akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHOomOTHSA
(rDNA) B kj1eThUHA JHHHUSA OT ObOpEK Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxTop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTaB

Enna ml KOGENATE Bayer 1000 1U csaspika npubmusurento 400 U (1000 1U / 2,5 ml) woBemkn
koarymnannoreH ¢akrop VIII (INN: okrokor anda) cien pazrapsine.

AxtuBrOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cperry Mera craHapT Ha
FDA, xoiito e kanmbpupasn cpemnry ctanaapT Ha C30 B MexayHapoaau eauauiy (1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporenH.

PazTBopuTen: Boga 3a MHKCKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[pax 1 pa3TBOpHUTEN 32 MHXKEKIIMOHEH Pa3TBOP .

[Ipax: cyx 641 10 01€10-KBIT Mpax.
PastBOpuTEN: Boga 32 HHXKEKIUH, OUCTHp, O€31BETEH Pa3TBOP.

[IpuroTBEeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa Ha KPHBOUIIHUBH MTPH MAIUEHTH ¢ XeMoumus A (BpoJieH neuIuT Ha
thakrop VIII).

Tosu nmpoaykt He chabpxa paktopa Ha von Willebrand u ciieroBatento He e mokasaH 3a JicueHHE Ha
6oxecrra Ha von Willebrand.

To3n NpoIyKT € moKa3aH 3a Bb3pacTHH, IOHOIIN U JIella OT BCUYKU Bb3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JleaenueTo TpsOBa 1a ObIe IO KOHTPOJIA Ha JIEKap C OIUT MPH JIeYeHNE Ha XeMO(IITHsI.
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Jo3upoBka

[Ipunoxxenust opoii equnuiy pakrop VIII ce u3passisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha (akTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa Win B MPOIEHTH (110 OTHOIICHNE Ha HOpMaTHaTa YOBEIIKA TJIa3Ma) FIH B
MEXIyHApOIHH STUHUITH (TI0 OTHOIIIEHUE Ha MexmyHapoaeH ctaaaapt 3a ¢aktop VIII B miazma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
taxrop VIII B eqriH METMINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHoBaBa Ha eMIMpHUYHATa HAXOKa, e 1
Mexaynaponna equauiia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
thakrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTuBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE POPMYITH:

L. Heobxomuma noza (IU) = tenecHo terno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenmecHo terio (kg)

Jlo3aTa, gecToTaTa ¥ MPOABHKUTESIIHOCTTA Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKAJU3alns U CTETIeH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0HIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 vyaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
Xupypruauu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n Ce TIOSIBH aJICKBAaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJaJrHa 00JTyC MHPY3HUSI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KomuuecTBoTO, KOETO TpsiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKEHHE TPsIOBa BUHArU a3 ObaaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yait. [Ipu onpeneneau
00cTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3YUCICHUTE, 0COOEHO P
onpezeisHe Ha HayajHaTa J03a.

ITo Bpeme Ha IeUeHNETO ce TPEenophIBa ONpeaAciTHe Ha HuBata Ha dakTop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce mpuiarat nHPy3uute. OcoOeHo B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33 JbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAaIOTO
JIeYeHNE Upe3 KoaryaarnoHeH anann3 (aktuBHocT Ha (hakTop VIII B murazmata). UHIUBH Ty amHAST
oTroBOp KbM daktop VIII mpu oTaenHUTE MAMEHTH MOJKE JIa Bapupa U T Ja MOKa3BaT pa3IndcH
eTMMHHAIIMOHEH TIOTYKHBOT M CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAIIHATA CKOPOCT Ha MH(QY3UsI, KIMPHHCHT MOXKE JIa c€ TIOJIYYH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WM KaTo ce 3all0YHe OT CpeTHATA
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uH)Y3us (B [U/kg/h) = ximmpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3Us, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha Ju-(2-
etunxekcmn)dranar (DEHP) ot matepuanure ot nmommBuamI xinopua (PVC). Tosa TpsaOBa xa ce nma
MIPEIBUJL TIPU TIPHIIOKESHUETO Ype3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovna NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpIust A
obunyaitaute mo3u ca ot 20 IU mo 40 IU KOGENATE Bayer Ha kg TeiiecHO TerJIo Ha HHTEPBaId OT 2
10 3 mHU.

B HskoM cityyau, CrienMaIHO TP TTO-MJTa U MAIIMEHTH, MOXe J]a ca HeOOXOAMMH IO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIH TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHH MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera 1moj| 6-rouiiHa Bb3pacT u
IPU HEMHTEPBEHIIMOHAIHYU W3MUTBAHMUS MIPHU JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIJISIBA C MOAXOIAINA /1032, TPsIOBa Ja ce M3BBPIIN M3CIEIBAHE, 32 J1a Ce ONPE/eNId HATNIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HMHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuune Ha HHXHOUTOP HEOOXOIUMHUTE 03U Bapupar U TpsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHISI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha (hakTop VIIL. [Ipu
MAIAEHTH C BUCOK TUTHP Ha mHXuOnUTOpa Hax 10 BU nmu ¢ 1o0bp aHaMHECTHYIEH OTIOBOP TPsIOBa 1a
ce UMa IPEIBHI MTPIIIOKEHUETO Ha (aKTUBHPaH) IPpOoTpoMONH KoMimieke koHneHTpaT (PCC) nmm
nmpenapatu Ha pekomOuHaHTHHS akTuBHupaH daktop VII (rFVIla). Tosa nedenne TpsoOBa 1a Obae
HA3HAYEHO OT JIEKAPH C ONHT B TPHIKUTE 32 MAIIEHTH C XeMO]IITHSI.

Hauyun Ha npuioxeHue
MHTpaBEeHO3HO MPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBA Jla ce OMPEeeNId OT ChCTOSHHUETO Ha MalMeHTa (MaKCHMaTHA CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

Ipumep: 3a manuenT ¢ terio 75 kg ¢ kmupwsHc 3 ml/h/Kg, nauannaTa nHy3HOHHA CKOPOCT I OBIE
3 IU/h/kg, 3a na ce momyun HuBO Ha paktop VIII ot 100%. 3a m3uucnssane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.1/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a M3unCIsIBaHE HA CKOPOCT Ha HEMPEeKbCcHATa HH(Y3MS Clie]] MbpBOHAYAIHA O0ITyC
WHYKEKITHS:

Kenano mmazmeHo CkopocT Ha Ckopoct Ha uady3us mpu 75 kg
HuBo Ha FVIII uHpYy3USL narert ml/h
1U/h/kg

KnupsbHc: Konnentpanus va rFVIII pazrBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Aa € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC M0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHaYaTHATE 24 yaca Ha HeTpeKbcHATa HHQPY3USI KIUPHHCHT TpsiOBa na Obae
MIPEN3UNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C M3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CICTHOTO PAaBEHCTBOTO:

KmmpwHC = ckopoct Ha uHpY3us/akTyanmno auBo Ha FVIIL

[Ipu HenmpexbcHaTa HHOY3HST MH(Y3UOHHUTE CAKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKkH 24 daca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUKA 6.6
Y JINCTOBKATA 32 MalieHTa.

4.3 IIporuBomOKAa3aHMSA

- CBpPBXUIyBCTBUTEIHOCT KbM JIEKAPCTBCHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHUTE
BeIlleCcTBa, U30poeHH B Touka 6.1.
- VI3BeCcTHH aleprU9HU PEAKIIUK KbM MUK TIPOTEHH WK MIPOTEHH OT XaMCTep.

4.4 CneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPbXYYBCTBUTEITHOCT OT QJICPTUYEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapcTBEHUAT IPOAYKT ChIBPKA CIEAN OT MHUIITH MPOTEHH ¥ MPOTCHH OT
xamcrep, pasimmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TarmenTure TpaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crmpar yroTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBAaIll JeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIIOUBAIIN YPTUKH, TaJIleHe, TeHEpAIN3UPaHa YPTUKAPHUS, CTATAHE B I'BPJIUTE,
XpUNTEHE, XUITOTOHUS U aHaduakcus. B cirydaii Ha mok TpsOBa Jia ce U3BBPIIN CTAHAAPTHO
MEJUIUHCKO JISYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00yuHY 0T Kinac 1gG, mupektHo HacodeHu cpenty (akrop VII npokoarymanTHaTa
aKTHBHOCT, KOUTO ca OIpeaesieHn KoinmdecTBeHo B bere3na enununnu (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢pakTop VIII u reHeTnannTe HhaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B ibpBUTE 20 THM HA eKCIO3UIHs. PsiKko MHHXHOMTOPUTE MOTaT Aa ce 00pa3yBar ciex
mspBuTe 100 THU HA €KCITO3UITHS.

Cryyan Ha TOBTOPHA MOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIFOIaBaHU Clie]] TPEMHHABAHE OT
eaunH mpoAykt ¢ ¢akrop VIII kbM Apyr npu IpeaBapuUTETHO JIEKYBaHH ManyeHTH ¢ mosede oT 100 gau
Ha eKCIO3WIINA, KONTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTopu. [lopamu ToBa ce
MPerophYBa BHUMATEITHO MOHUTOPHPAHE Ha BCUYKH TTAIIMEHTH 32 M0sSBaTa Ha WHXUOUTOP Clies
CMsHATa Ha BCEKH MPOAYKT.

Karo ms15mo, Bcniky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ KoarynannoHeH (axtop VIII tpsdBa na 6paaT
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu U3CIeaBaHusA. AKO He OBbJaT MOCTUTHATH OYaKBaHUTE ITA3MEHU HUBA HA aKTUBHOCT, HA
¢axrop VIII nim ako He OB/I€ MOCTUTHAT KOHTPOI BHPXY KBPBEHETO C MOAXOIAIIA 1032, TpsiOBa 1a ce
HaIIpaBsT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepammsTa ¢ paktop VIII ma He e edhekTrBHA U TpsIOBA 1A C€ OOMUCIAT
JIPYTH TEPareBTUIHN BB3MOKHOCTH. [l0BeIeHNeTo py TakuBa MaueHTH TPsiOBa Jja ce PHKOBOAM OT
JIeKapy C OITHT B JICYCHUETO Ha XeMOowins 1 ¢ maxuouTopute Ha daktop VIII.

Hemnpexbcaara nady3us

B knmMHUYHO MpoyYBaHe 32 M3MOJI3BAHETO Ha HETPEKbCHATA WH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHiIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUI
To3u JIeKapCTBEH MPOAYKT ChABbPIKA IO-MaJIKO 0T 1 mmol Hatpwii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIbpIKA HATPHH.

ChbpeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upaHo upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAT ChPJIEYHO-CHJOBH 3a00JIIBaHMUS MM PUCKOBU (PaKTOpH, MOTaT Ja ObAaT U3JI0KEHHN Ha
CBINUS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIAOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemobwmus. [Ipy chIecTBYBaINA CHPACIYHO-CHIOBH PUCKOBH (PaKTOpH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIel IPUJIOKEHHE, MOJKE /Ia M3JIOKH TTAaleHTa Ha PUCK OT 3alyIIBaHe Ha KPHbBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH WHPaAPKT, KaKTO IPH MOIyNanusaTa KoATo HaMa xemopmims. CiemnoBaTenHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEASBAHN 32 CHPACUYHN PUCKOBU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ HeoO0X0IUM IICHTpaJIeH BeHO3eH KateThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINY,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBat uMETO
Ha MaIFeHTa U TApTUAHUAT HOMEP Ha TPOAYKTa, 32 J1a MOXKE J1a C€ OCUTYPH BPb3Ka MEX Ty MaIlieHTa
Y TIApTHU/IaTa OT JIEKAPCTBEHUS MPOTYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPeAa3Hl MEPKU C€ OTHACAT KaKTO 32 Bb3PAaCTHH, Taka U 3a Jela.
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45 B3aumojeiicTBue C APYrd JeKAPCTBEHN NPOAYKTH U Apyru popMu Ha B3auMojIeiicTBUe
Hsma cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru iekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMIATA ITPH KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkaTa 4ecToTa Ha XxeModuius A mpH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT U kKbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOTo MOKa3aH.

DepTunuTer
HsMa HaMyHM JaHHM 110 OTHOIICHHE Ha (PepTHIINTETA.

4.7 EdexTH BbPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHU
KOGENATE Bayer He nopiusiBa criocoOHOCTTa 3a I1opupane wid padbora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

IIpu npunarane Ha IpoayKTH ¢ pekomOuHanTeH pakTop VIII ca HabmomaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIN AIEPTUIHH PEaKIIui (KOUTO MOTAT J1a BKIIOYBAT aHTHOEeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBsIBaHe, TeHEpATN3upaHa yPTHKAPHUS,
rJ1aBo0OJNEe, yPTUKAPHS, XUIIOTOHUS, JIETAPTHsL, Ta/leHe, HECTTOKOWCTBO, TAXUKAP/Hs, CTATaHE B
TbpIUTE, MpaBy4KaHe, OBPBIIaHe, XPUITEHE), KOUTO B HAKOHM CITydaH MPOTPECHUPAT O TEXKKA
aHadmIakcus (BKIFOYUTENHO MOK). [lo-ciennanHo, KOKHNTE peaklny Ce MOsBSABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IIAKCHS (BKIIOUYUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TTarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAIH3UPAITH aHTUTeNa (MHXHOUTOPH) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSIBA C HEIOCTAaThUeH KIMHUYIEH OTTOBOpP. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOopuTus.

Crouchbk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BUL
[IpencraBenaTa 1mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (Cuctemuo-opraneH kiac u IIpenmountano HUBO Ha TEPMUH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HAJTMYHWUTE JaHHHM HE MOKE 1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xnunnynan npoyusanuss KOGENATE Bayer ¢ usnosn3Ban 3a JiedeHUE Ha €MU301 HAa KbPBEHE MIPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nexuatpuanu nanuenty (MTPs, onpenenenn kato TakuBa ¢ <4 JHU Ha €KCIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca passmiu naxuOUTOpH B pamkute Ha 20 qau excriozumus. O6mo 9 ot 60 (15%) ca
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obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP 110 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu exHO 003epBAIMOHHO MPOYYBaHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIeKyBaHU MAIMEeHTH ¢ TexXKa xeModmnsa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pu 73 npeaBapuTelHo JiekyBanu manuentn (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOAbIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpe6a,
BKurtouBamm rmosede ot 1 000 manpenTH e HabmogaBaHO ciieHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIEKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ M3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha mpeao3upane ¢ peKoMOMHAHTEH KoarynaruoneH ¢akrop VIII.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepaneBTUYHA TPyTa: aHTHXEMOpPAruyHy cpesicTBa, KoarynauoneH dakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommnekerst pakrop VIII/dpaxrop mHa von Willebrand (vWF) ce cecTon oT aBe MoeKyau (haxTop
VIII u vWF) ¢ paznuunn dhuszuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIAEHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHusIT dpaktop VIII
nericTBa kaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBpbINa MPOTpoMONHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BhB (PHOPHH M MOXKE Ja ce 00pa3yBa ChcHpEeK. XeMoHus A € CBBP3aHO ¢
110J1a, BPOJICHO HapyIIeHNE Ha KPhbBOCKCUPBAHETO, IBIDKAIIO ce Ha HUCKHM HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH WJIN B PE3yJTaT
Ha CITydaiiHa WM XUpyprudecka TpaBma. Upes 3amecTBaiio JedeHne mia3MeHnTe HABa Ha pakTop
VIII ce moBumasart, KaTo MO TO3W HAYHH BPEMEHHO Ce KOpHUTHpa AedUIINTa HA KOaryJIaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINUATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnoaorunuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHUKH XeMouuiy. CTerneHTa u MpoabKUTETHOCTTa Ha HopMann3upade Ha aPTT, HabmonaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHO, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepaly (TIpe/in, Mo BpeMe Ha U CIIeT OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH MMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHIHO 3HAYNMU
TUTPH CPEILy CIESANUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTep, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa MpH HAKOM NPEPA3NOTI0KCHH MAIUEHTH CHIIECTBYBA Bb3MOXKHOCT 32 aJlepruIHA
peaKIMy KbM ChCTABKUTE HA Tperapara, HanpuMep CIIeJN OT MUIIH POTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwim naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 MaryueHTy 1
39 marueHTy ca OWIM BKITFOYEHH B €IHO MTPOCTIEKTUBHO KIMHUYHO MPOYYBaHE, HHUIIUUPAHO OT
uscaenosarenute. Janaure nokassat, u¢ KOGENATE Bayer e 6t u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTH, Ipyu KOUTO € OUIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeA0TBpaTsBa uin koutposupa kbpeHe ¢ KOGENATE Bayer u naiueHTsT €
MOeIT Jia TIPOJIBIIKH MPOPUIIAKTHYHOTO JISYSHUE KATO MOJTbPIKAIIa TeparHsl.

5.2 dapMaKOKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecho terio mpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

Pasnpenenenue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy XKUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 32 MoydeHus oT miazMa daktop VIII, koifTo nMa enmMMHHAITMOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3paCTHH MMAIMEHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHATa KIMHUYHA J103a (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYMHUIIA OCTPH U/wiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaToOpHU )KUBOTHH (MUIIIKH, TUTBXOBE, 3alIN U Ky4eTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPWIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYIHOCT, XPOHUYHA TOKCUYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIH.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreniuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecrsamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINIEBTUYHU JTAHHHA

6.1 CnucbK Ha NIOMOIIHUTE BELIECTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nakeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
Mpax, MpeIBAPUTENTHO HAITbJIHEHA CIIPUHIIOBKA, ChABPIKaIa pa3TBOPUTEIN, afantep 3a (prakoH u
Ha0Op 3a BEHEITyHKIH ), Thi KaTO MOXKE J]a IMa HEyCIleX Ha JICYEHHETO, BCIEACTBHE Ha aicopOonmsTa
Ha YOBEIIKHUS PEKOMOMHAHTEH KoarynanuoHeH daktop VIII BbpXy BeTpeniHaTa moBsPXHOCT Ha
HAKOW MH(QY3MOHHH CHCTEMH.

6.3 Cpok Ha rogHOCT

30 mecera.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIeIHA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3I0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPeOUTEII.

Ipu in vitro u3nuTBaHus 00ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/Ia Ha U3IIOI3BAHE €
nmokazaHa 3a 24 gaca ipu 30 °C B PVC caxkose 3a HenpexkbcHaTa uHOy3ust. Crex pa3TBapsHe,
XMMHYecKaTa B (pU3uUecKa CTaOMIHOCT B TIEpHOa Ha M3IIOI3BaHe € JoKa3aHa 3a 3 yaca mpu in Vvitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CnenuajHu ycJoBHSI HA CbXpaHeHUe

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3sBa. DIakOHBT U IPEABAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA J1a CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETIIMHA.

IMpe3 memns cpok Ha rogHoCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChbXpaHsiBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH epUoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MecedeH Mmepruo
WM Ha AataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTBIH Mo-paHo. HoBUMST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycroBHsTa HAa ChXPAaHEHHUE CIIe]] pa3TBApsIHE Ha JIKAPCTBEHUS MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABbPKAaHHUEC HA OIMMAKOBKATa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUE UJIH UMILVIAHTHPAHE

Besika onakoska KOGENATE Bayer chabpaxa:

o e (axon ¢ mpax (10 ml paakon or 6e31BETHO CTHKIIO THI I ChC CHBa XaI0reHoOyTHIIOBA
TyMeHa 3aIyIaika 0e3 JaTeKe U alyMHHHEeBa 00KaTKa)

® ¢/IHA IPEIBAPUTEIIHO HAITbIHEHA CIPUHIIOBKA ¢ 2,5 ml pa3TBopuTeN (CThKICH HUIMHABD 1-pH THII
ChC CUBU OpOMOYTHIIOBH KaydyKOBHU 3aITYIIAIKH, HE-ChIBPIKAIIHN JIATSKC)

e OyTaso 3a CIPUHITOBKA

e aanrep 3a (prakoH

e ¢/TMH HA0Op 32 BEHEIYHKITUS

e J[Ba aJTKOXOJTHH TAMITOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu Npeana3Hu MepKHU NMPU U3XBBLPJIsiHE U padoTa

TN YKa3aHus 3a pa3dTBaApsAHE U IIPUIIOKCHHUE CE€ CbABPIKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBOpH ¢ IpeaocTaBeHus pasreopuren (2,5 ml Boga 3a
WHKEKIINH) B IPEABAPHUTEITHO HAITBJIHEHA CITPUHIIOBKA U ajanTep 3a (iakoHa. 3a nHPy3us
MPOJYKTHT TPsIOBa Jia Ce MPUTOTBS MPH ACENITUYHH YCIOBHS. AKO HSIKOW OT KOMIIOHEHTHTE Ha
OIMaKOBKaTa € paslievaTaH WM MOBPEJICH, He TPsAOBA Ja TO M3I0JI3BaTe.

BuumarenHo BepTeTe (priakoHa JIOKATo MpaxbT e pa3TBOPH HabIHO. Ciie] pa3TBapsiHe pa3TBOPHT €
ouctbp. [Ipeu npunarane napeHTePATHUTE JIEKAPCTBEHU MIPOIYKTH TPSOBA J1a ObJIaT MPOBEPEHH
BU3YyaJTHO 32 HAIMYHE HAa BUJIMMU YaCTUIH B TSX WIIU 32 MPOMEHU B 1BeTa. He n3non3gaiite
KOGENATE Bayer, ako 3a0eyie:uTe BUIUMH YaCTHIIA HWIIA IOMBbTHSIBAHE.

Cren pa3TBapsiHe, pa3TBOPBT ce u3Terst oopaTHo B cupuniioBkata. KOGENATE Bayer tpsiosa aa ce
Pa3TBOPHU M MPHIIOXKH C TIOMOIIITA HA TIPUJIOKEHUTE BHB BCSAKA ONMAKOBKA KOMIIOHEHTH.

[Ipenu nmpunarane pa3TBOPEHUST NPOIYKT TPSOBA Ja ce PUITPYBA 32 OTCTPAHSIBAHE HA CBCHTYaTHU
TBBP/IM YaCTHUIIH OT pa3TBopa. GUITPYBaHETO ce OCHINECTBSIBA UPE3 M3MOJI3BAHE HA aIamnTep 3a
(dhmakoHa.

Camo 3a enHOKpaTHa yrorpedba. OCTaHAMHMAT ciel MPUIIOKEHHUETO Pa3TBOP TPsIOBa Ja ce N3XBBPIIH.
Heunsnon3BaHuAT IeKapCTBEH MPOAYKT WIH OTHAIBYHUTE MATEPHAIH OT HETO TPAOBA Ja ce U3XBBPIISIT
B CbOTBETCTBHE C MECTHUTE M3UCKBaHUSI.

7. MNPUTEXATEJ HA PASBPEHIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin
T'epmanus
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8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/143/009

9. JATA HA IBPBO PASPEIIABAHE/TTIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Jata Ha mepBo pazpemasane: 04 asryct 2000 T.

JlaTa Ha mOCJIeIHO MMOAHOBSABAHE Ha paspenieHreTo 3a yrnorpeoda: 06 asryct 2010 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[TonpoOHa mHpOpManHs 3a TO3M JIEKAPCTBEH MPOAYKT € IpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHITus 10 JieKapcTBara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 2000 IU mpax u pa3TBOpUTEII 38 HHXEKIMOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprka HomuHaiHo 2000 IU koarynaimonen ¢daxrop VIII (okTokor anda) (INN:
octocog alfa).

YoemkusaT koarymnamnuoneH ¢akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHomoTHs
(rDNA) B kj1eThUHA JHHHUSA OT ObOpEK Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxTtop VIIIL.

2.2 KadecTBeH U KOJIMYeCTBEH CHCTAB

Enna ml KOGENATE Bayer 2000 1U csaspika npubmmusurento 400 U (2000 1U / 5,0 ml) woBemkn
koarymnanuoreH ¢akrop VIII (INN: okroxor anda) cien pazrapsine.

AxtuBaOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, xoiito e xanmbpupan cpemry ctanaapT Ha C30 B MmexayHapoaau exuauiy (1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporeuH.

PasTBopuTen: Boga 3a MHKEKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[Ipax 1 pa3TBOpHUTEN 32 MHXKEKINOHEH PA3TBOP .

[Ipax: cyx 6471 10 01€10-KBIT Mpax.
PastBOpuTEN: BOMA 32 HHXKEKIINH, OUCTHp, OE31BETEH pa3TBOP.

[IpuroTBeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledaenue u mpoduIaKTHKa Ha KPHBOU3IIHUBH MTPH MAIUEHTH ¢ XeMopuus A (BpoJieH neuIuT Ha
thakrop VIII).

Tosu nmpoxaykt He chabpxka paktopa Ha von Willebrand u ciietoBarento He e mokasas 3a JieueHne Ha
6oxectra Ha von Willebrand.

To3u NpoIyKT € MmoKa3aH 3a Bb3pacTHH, IOHOIIN U JIella OT BCUUKU Bb3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA NMPUJIOKEHUE

JleaenueTo TpsAOBa 1a ObIe IO KOHTPOJIA Ha JIEKap C OIUT MPH JIeYeHNE Ha XeMO]IITHsI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChBPEMEHEH CTaHIapT 3a npoAykTu Ha (akTop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa WiH B MPOIEHTH (10 OTHOIICHNE Ha HOpMaHaTa YOBEIIKa TJIa3Ma) HIH B
MEXIYHApOIHH SIUHUITH (TI0 OTHOIIEHHE Ha MexkayHapoaeH cTagaapt 3a hakrop VIII B rura3zma).

Enna mexaynapoana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
taxrop VIII B eqriH METMINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmupHUYHATA HAXOAKa, e 1
Mexaynaponna equauiia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
takrop VIII ¢ 1,5% mo 2,5% ot HOpMmanmHaTa akTuBHOCT. HeoOxoaumara f03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE (POPMYITH:

L. Heobxomuma noza (IU) = tenecHo termno (kg) x »xemano nosummasane Ha FVIII (% ot HopmaTa)
x 0,5

2 X npwioxenu [U

II.  OwuakBano nmosumasane Ha ¢gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa ¥ MPOABHKUTESIIHOCTTA Ha 3aMECTBAIIOTO JICUCHHE TPsIOBa 1a ObaaT ChOOpa3eHH C

HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0HIa IPeaOCTaBs PbKOBOACTBO 3a MUHUMaIHUTE HUBa Ha (pakTop VIII B kpbBTa. B
CiIy4ait Ha KpbBOM3IIHBH, PEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He Tpsi6Ba na O6b1€ 110-

HHUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmus
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3/IpaBsiBaHE HA paHATa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% mo 60% (1U/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKEeJIaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yaii. [Ipu onpeneneau
00CTOsATEICTBA MOKE JIa Ca HEOOXOIUMH TO-TOJIEMH KOJIMYECTBA OT U3YUCICHUTE, 0COOEHO IMPH
onpezeisHe Ha HaYajHaTa J03a.

ITo Bpeme Ha JTIeueHUETO ce MpenophiBa onpeeissHe Ha HuBata Ha (aktop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIIOKEHUE M YeCTOTaTa, ¢ KOATO TpsOBa 1a ce npuiarat napy3unte. OcoOeHo B ciydan
Ha TOJIEMH OIIEPATHBHU MHTEPBEHIINH € 33JbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAaIOTO
JIeYeHIE Upe3 KoaryaalnoHeH anann3 (aktuBHoCT Ha (hakTop VIII B mrazmata). UHIUBH Ty amHAST
oTroBOp KbM daktop VIII mpu oTAenHATE MAMEeHTH MOJKE JIa Bapupa U TE Ja IMOKa3BaT pa3IndcH
eIMMUHAIIMOHEH TIOTYKHBOT M CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOIYYH upe3
oTipeJieIIsiHe, TIPe/IN OlepaTUBHATA HaMeca, Ha KpUBa Ha pasmajl Wik KaTo ce 3all0YHe OT cpeiHaTa
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha ua)Y3us (B [U/kg/h) = ximpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITA Ha
amOymnaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIHs Ha Ju-(2-
etunxekcmn)dranar (DEHP) ot matepuanure ot nmomuuHmI xinopua (PVC). Tosa TpsOBa xa ce nma
TPEIBU TIPH MTPHIIOKESHUETO Upe3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovHa NpoQHUIaKTHKA Ha KPHBOW3IHMBHY TPH MAIUECHTH C TEXKKa GopMa Ha XeMOpust A
obunyaitaute mo3u ca ot 20 IU mo 40 IU KOGENATE Bayer Ha kg TeiiecHO TerJio Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrienMaIHO TP TTO-MJTa U MAIMEHTH, MOXe J]a ca HeOOXOMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaius

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JJaHHUTE ca MOyYCHH MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera 1moj| 6-rouiiHa Bb3pacT u
IPY HEMHTEPBEHIIMOHAIHY U3MUTBAHMUS MIPU JICI[a OT BCHYKU Bb3PACTH.

[anmenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, MIIH aKO KPBBOU3IUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBa Jja ce M3BBPINU M3CIEIBAHE, 32 JIa Ce ONPEeNId HAINIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuumnm (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaIu3upa MHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIUYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. IIpu Hanuure Ha HHXHOUTOpP HEOOXOAMMHUTE 103U Bapupar U TpsOBa jaa ce
KOPUTHPAT CIIOpE]] KITMHUIHISI OTTOBOP ¥ MOHUTOPHPAHETO Ha akTHBHOCTTA Ha dhakTop VIIL. [Ipu
MAIIEeHTH C BUCOK TUTHP Ha mHXuOnUTOopa Hax 10 BU nmm ¢ mo0bp aHaMHECTHYIESH OTTOBOP TPsIOBa 1a
ce UMa IPEeIBHI TPIIIOKEHUETO Ha (aKTUBHPAH) IPOTpoMONH kKoMmimieke koHneHTpaT (PCC) nmm
npenapaTt Ha pekoMOunHaHTHUS aktuBHpaH dakTop VII (rFVIla). ToBa nedenne TpsoBa 1a Obae
Ha3HA4YeHO OT JIEKapH C OMUT B TPIDKUTE 3a MAIUEHTH C XeMODIIIHS.

Hauyun Ha npuiioxkeHue
HHTpaBEHO3HO NMPUITOKEHNE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBA Jla ce OIPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

Hempexncaara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HAa KIIMPHHCA U JKEIIAaHOTO HUBO Ha ¢dakTop VIII.

IIpumep: 3a marnment ¢ Terao 75 kg ¢ knmuppHC 3 ml/h/kg, HadaaHaTa HHPY3HOHHA CKOPOCT IIe ObIe
3 IU/h/kg, 3a na ce monyun HuBO Ha daktop VIII ot 100%. 3a m3uucnsasane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpy3usa B [U/h/kg ¢ kg/T.17/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a M3uncnsIBaHE HA CKOPOCT HAa HEMPEeKbCHATa HH(PY3HUS Clie] TbpBOHAaYaIHA O0ITYyC
WHYKEKITHS:

Kenano mmazmeHo CkopocT Ha Ckopoct Ha uady3us mpu 75 kg
HuBo Ha FVIII uHpYy3USL narert ml/h
1U/h/kg

KnupsbHc: Konnentpanus va rFVIII pazrBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Ja € He0OXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC MO0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHavYaTHATE 24 yaca Ha HeTpeKbcHATa HH(PY3HUSI KIUPHHCHT TpsiOBa na Obe
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CICTHOTO PAaBEHCTBOTO:

KmmpwHC = ckopoct Ha uHpY3Us/akTyanmno HuBo Ha FVIIL

[Ipu HenmpexbcHaTa HHOY3HST MH(Y3UOHHUTE CAKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKkH 24 daca.

3a yKazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUKA 6.6
Y JINCTOBKATA 32 MalieHTa.

4.3 IIporuBomOKAa3aHMSA

- CBpPBXYIyBCTBUTEIHOCT KbM JIEKAPCTBEHOTO BEIIECTBO MM KbM HIKOE OT MOMOIIHUTE
BeIlleCcTBa, U30poeHH B Touka 6.1.
- V3BeCcTHH alleprU9IHU PEAKIIUKH KbM MHIIH TIPOTEHH WK MIPOTEUH OT XaMCTep.

4.4 CneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPBbXYyBCTBUTEITHOCT OT JICPTUYUEH THII ITPH U3MOJI3BAHETO HA
KOGENATE Bayer. JIekapcTBEHUAT IPOAYKT ChIBPKA CIEAN OT MHUIITH MPOTEHH ¥ MPOTCHH OT
xamcrep, pasimmyaan ot ¢paktop VI (Bx. Touka 5.1).

[TammenTure TpaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHMIITOMH Ha CBPBXYYBCTBUTEIHOCT Aa
crmpar yrnoTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIll JIeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIFOUBAIIN YPTUKH, TaJIeHe, TeHEpaAIN3UPaHa YPTUKAPHUS, CTATAHE B I'bPJIUTE,
XpUNTEHE, XUITOTOHUS U aHaduiakcus. B cirydaii Ha mok TpsOBa Jia ce U3BBPIIN CTAHAAPTHO
MEIUIUHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodwmiws A. Te3n nHXuOuTOpH 0OMKHOBEHO ca
UMyHOTJI00yrHHY 0T Kinac 1gG, mupekTHo HacodeHu cpenty (akrop VII npokoarynmanTHaTa
aKTHBHOCT, KOUTO ca OIpeaesieHn KoinmdecTBeHo B bere3na enununnu (Bethesda units, BU) 3a
MUJIHIUTHP TIa3Ma KaTo ce M3Moi3Ba MoauuInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTe HaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B IrppBUTE 20 THM HA €KCIIO3HUIHS. PsIIko HHXHOUTOPUTE MOTaT Ja ce 00pa3yBar cien
nspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA NIOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIIOIaBaHU clief] TPEMHHABAHE OT
eaunH mpoAykT ¢ ¢akrop VIII kbM Apyr npy peaBapuUTETHO JIEKYBaHH MannueHTH ¢ moede oT 100 gam
Ha eKCTIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOopu. [lopamu ToBa ce
MPETophYBa BHUMATETHO MOHUTOPHPAHE Ha BCUYKH TTAIIMEHTH 3a MOsSBaTa Ha MHXUOUTOP Cles
CMsHAaTa Ha BCEKH MPOAYKT.

Karo ms15mo, Bcnuky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ KoarynannoHeH daxtop VIII tpsdBa na 6baaT
BHUMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu U3CIeaBaHUA. AKO He OBbJaT MOCTUTHATH OYaKBaHUTE IJIA3MEHU HUBA HA aKTUBHOCT, Ha
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/SINA 1032, TPSOBa J1a ce
HaIIpaBsT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepanmsTa ¢ pakrop VIII xa He e ehexTBHA U TpsIOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BB3MOKHOCTH. [[0BeIeHNeTo py TakMBa MaueHTH TPpsiOBa Jja ce PbKOBOAM OT
JIeKapy C OIHT B JICYCHUETO Ha XeMOoDwns 1 ¢ maHXxuoOuTopute Ha daktop VIIIL.

Hemnpexbcaara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA MH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XEMapHH 3a MpopHIakTHKa Ha TpoMOO(hIeONT Ha MICTOTO HAa HH(DY3HsI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIIbpPIKA HATPHH.

ChbpeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upaHo upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAT ChPJIEYHO-CHJOBH 3a00JISIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINUS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIAOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemobwus. [Ipy chIecTBYBaIN CHPACIYHO-CHIOBH PUCKOBH (aKTOpH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIe]l IPUIIOKEHHE, MOJKE /Ia M3JIOKH TTaleHTa Ha PUCK OT 3alyIIBaHe Ha KPHbBOHOCEH ChJI WIIH MOSIBA
Ha MHOKap/eH WHPaAPKT, KaKTO IPH MOIyNanusaTa KoATo HaMa xemopmims. CiemnoBaTenHo,
MAIIEHTUTE TPsOBa J1a ObIaT MPOCIEAIBAHN 32 CHPACUYHN PUCKOBHU (haKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KateThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINY,
OakxTepueMus U TpoM0O03a B 00JacTTa Ha KaTeThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBat uMETO
Ha MaIFeHTa U TApTUAHUAT HOMEP Ha TPOAYKTa, 32 J1a MOXKE J1a C€ OCUTYPH BPb3Ka MEX Ty MaIlieHTa
Y TIApTHU/IaTa OT JIEKAPCTBEHUS MPOTYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.
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45 B3aumojeiicTBue C APYrd JeKAPCTBEHN NPOAYKTH U Apyru popMu Ha B3auMojIeiicTBUe
Hsama cpobinenus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru nekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BbPXY PENPOAYKIHMIATA IIPH KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkaTa 4ecToTa Ha XxeModuius A mpH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT ¥ KbpMeHe HaMa. CiaenoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOro MOKa3aH.

DepTunuTer
HsMa HaMyHM JaHHM 110 OTHOIICHHE Ha (PepTHIINTETA.

4.7 EdexTH BbPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHU
KOGENATE Bayer He nopiusiBa criocoOHOCTTa 3a I1opupane wid padbora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHre Ha npoduaa Ha 6€30MacHOCT

IIpu npunarane Ha IpoayKTH ¢ pekomOuHanTeH pakTop VIII ca HabmomaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WM AIEPTUIHH PEaKIIU (KOUTO MOTAT J1a BKIIOYBAT aHTHOEIeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBsIBaHe, TeHEpATN3NpaHa yPTHKAPHUS,
rJ1aBo0OJNEe, yPTUKAPHS, XUITOTOHUS, JIETAPTHsL, Ta/leHe, HECTTOKOWCTBO, TAXUKAP/Hs, CTATAHE B
TbpIUTE, MpaBy4KaHe, MOBPBIIaHEe, XPUITEHE), KOUTO B HAKOHM CITydau MPOTPECHUPAT O TEXKKA
aHadwmrakcus (BKIFOYUTENHO MOK). [lo-ciennanHo, KOKHNTE peaklny ce MOsBABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IIAKCHS (BKIIOUYUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TarueHTuTe ¢ XeMOUus A 1a pa3BUAT HEYTPAITH3UPAITH aHTUTeNa (MHXHOUTOPH ) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSBA C HEIOCTAThUeH KIMHUYECH OTIOBOp. B TaknBa
CIIy4ad ce IPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOopuTus.

CrouchK Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BUI
[IpencraBenaTa 1mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HATMYHWUTE JaHHHM HE MOKE J1a ObJie HalpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = jexyBaHu B MHHAJIOTO TAIIUCHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) 1 23 moroskenn Ha JieueHre B Majika CTEIEH
nexuatpuanu nanuenty (MTPs, onpenenenu kaTto TakuBa ¢ <4 JIHU Ha €KCIIO3UIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca passmiu naxuOUTOpH B pamkute Ha 20 qau excriozumus. O0mo 9 ot 60 (15%) ca
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obpasyBanu nHXHOUTOpH. ENVH manuenT e 01 3aryoeH 3a mpociiensBaHe U eIUH MAIlUCHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEME Ha MPOCIIEIBAHETO CJIC]] Kpasi Ha TIPOYYBAHETO.

[pu exHO 003epBAIMOHHO MPOYYBaHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIeKyBaHU MAIMEeHTH ¢ TexXKa xeModmnsa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHWYHA TpoydBaHus pH 73 npeaBapuTelHo JiekyBanu manuent (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOAbIDKeHNE Ha 4 TOAWHM, HE € HabI0JaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKutouBamm mosede ot 1 000 manyenTH e HabmogaBaHO citeqHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU PEaKIliy e pa3pellaBaHe 3a yrnorpeda Ha JIEKapCTBEHHS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ U3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha pemo3upaHe ¢ peKoMOWHAHTEH KoaryianuoneH ¢gakrop VIIL

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapmMakoTepaneBTHYHA TPyTa: aHTUXEMOpPAruyHH cpesicTBa, KoarynauoneH ¢akrop VIIL ATC xox
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekerst pakrop VIII/dpaxrop ua von Willebrand (vWF) ce cscTon oT aBe MoeKyau ((hakTop
VIII u vWF) ¢ paznmuunn dhusuonorngau GyHkiuu. Koraro ce nH(py3upa Ha MAIAESHT C XeMO(HITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHuAIT dpaktop VIII
nericTBa KaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPEeBPbINa MPOTpoMOUHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BhB (PHOPHH M MOXKE Ja ce 00pa3yBa ChcHpEeK. XeMoHus A € CBBp3aHO ¢
110J1a, BPOJICHO HapyIlIeHNE Ha KPhbBOCKCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gakrop VIII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BTPEITHH OpTaHH, CIOHTAHHH WJIN B PE3yJTaT
Ha CITydaifHa WM XUpyprudecka TpaBma. Upes 3amecTBaiio jJedeHne ia3MeHnTe HABa Ha GakTop
VIII ce moBumasart, KaTo MO TO3W HAYHH BPEMEHHO Ce KOpHUTHpa AedUIINTa HA KOaryJIaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINUATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnoaorunuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHYKH XeModuuiy. CTerneHTa 1 MpoAbDKUTETHOCTTa Ha HopManu3upane Ha aPTT, nabmogaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha T€3H, MOCTUTHATH C TOJIYYCHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHo, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepaiyu (TIpein, o BpeMe Ha U IS/ OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOO(IEOUT Ha MACTOTO HAa MHY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CISAUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTeP, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npu HAKOH MPEAPA3NOI0KCHH MAIUEHTH CHIIECTBYBA BE3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep CIIeJN OT MUIIHA MPOTEHH U TIPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopmIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTrBeH aHaim3 npu 40 ManyueHTy 1
39 marueHTy ca OV BKIIFOYEHH B €THO MTPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIMUPAHO OT
uscaenosarenute. Janaure nokassat, y¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy marenTy, Ipyu KOUTO € OWIT TIOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeA0TBpaTsBa niu koutpoirpa kepsene ¢ KOGENATE Bayer u naiueHTsT €
MOYEIT Jia TIPOJIBIIKH IPOPIIAKTHYHOTO JICYSHUE KATO MOTbPIKAIIa TeparHs.

5.2 dapMaKoOKHHETHYHHU CBOICTBA

AOGcopOrus
AHaATM3BT HAa BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH IIPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa CcToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecno terno mpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Crnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHmkaBa upe3

IBY(ha30BO €KCTIOHEHITNATHO pasrpakIaHe ¢ SIIMMHHAIIMOHCH MO KHUBOT 0KoJI0 15 waca. Ta3u
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 3a MoydeHus oT miazMa dakrop VIII, koifTo nMa enMMHHAITHOHEH
MOTY>KUBOT MpuOIM3uTeNnHO 13 waca. JlonpmHUTETHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc umxekius ca: cpeano speme Ha nmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITEITN TOJIEMH XUPYPTHUCSCKH HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koero
cporBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA /1032 (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYUHUIA OCTPH U/uiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
mabopaTOpHU )KUBOTHH (MHUIIIKH, TUTBXOBE, 3alIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYHOCT, XPOHUYHA TOKCHYHOCT M KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIN.

He ca u3BbpiiieHn nmpoyuBanust Bbpxy myrtarennus norenipai Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTEHIHAaI in Vivo u in vitro npu npeamecrsamus npoaykt Ha KOGENATE
Bayer.

6. DPAPMAINIEBTUYHU JTAHHHA

6.1 CnucbK Ha NIOMOIIHUTE BElIEeCTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH MPOAYKT He TPSAOBa J1a Ce CMecBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITFOUEHNE
Ha TIOCOYEHHUTE B TOUKA 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
Mpax, MpeIBAPUTENTHO HATBJIHEHA CIIPUHIIOBKA, ChABPIKaIa pa3TBOPUTEIN, aJantep 3a (prakoH u
Ha0OP 3a BEHEITyHKIH ), Thi KaTO MOXKE J]a IMa HEyCIleX Ha JICYEHHETO, BCIEACTBHE Ha aicopOonmsTa
Ha YOBEIIKHUS PEKOMOMHAHTEH KoarynanuoHeH daktop VIII BbpXy BeTpeniHaTa moBsPXHOCT Ha
HAKOW MH(QY3MOHHHU CHCTEMH.

6.3 Cpok Ha roaHoCT

30 mecera.

Cren pasztBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/THA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3I0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPEOUTEII.

Ipu in vitro u3nuTBaHus 0b6ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHO/Ia Ha U3IIOI3BaHE €
nmokazaHa 3a 24 gaca nipu 30 °C B PVC cakose 3a HenpexbcHaTa nHOy3us. Crex pa3TBapsHe,
XMMHYecKaTa M (PU3UUecKa CTaOMIHOCT B IIEpHOa Ha M3IIONI3BaHe € JoKa3aHa 3a 3 yaca mpH in Vvitro
M3MUTBAHUS.

Jla He ce cbXxpaHsBa B XJIQJIMITHUK CJIE]] pa3TBapsHe.

6.4 CrnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

Ja ce cpxpansiBa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DIakOHBT U IPEABAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA JIa CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3aIlIUTCHA OT CBETJIMHA.

IMpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHiBa B HETOBaTa BTOPUYHA
OITaKOBKa, TOW MOJXKE J]a ce ChXpaHsBa MMpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH Nepruoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BbPXY BTOPHYHATA OTIAKOBKA.

3a ycrnoBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OIMMAKOBKATAa U CIICHHUAJTHHA HpHCH0006J'IeHHH 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Besika onakoska KOGENATE Bayer coabpaxa:

o e (hakon ¢ mpax (10 ml paakon or 6e31BETHO CTHKIIO THI I ChC CHBa XaIOreHoOyTHIIOBA
TyMeHa 3amyIaika 0e3 JaTeKe U alyMHHHEeBa 00KaTKa)

® ¢/IHA IPEIBAPUTEIIHO HAMTbIHEHA crpuHIoBKa ¢ 5,0 ml pa3TBopuTes (CThKICH HUIMHABD 1-pH THII
ChC CUBH OpOMOYTHIIOBH KaydyKOBH 3aITYIIAIKH, HE-ChIBPIKAIIH JIATSKC)

e OyTaso 3a CIPUHITOBKA

e aanrep 3a (prakoH

e ¢/TMH HA0Op 32 BEHEIYHKITUS

e J[BA aJTKOXOJTHH TAMITOHA 32 eTHOKpaTHa ynorpeoa.

® J[BA CYX{ TaMIIOHA

e J[BA IJIACTUDA.

6.6 CnenuaJHu npeana3Hu MepKHU NMPH U3XBBLPJIsiHE U padoTa

TN YKa3aHus 3a pa3TBaApsAHE U IIPUIIOKCHHUE C€ CbABPXKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBopH ¢ IpeaocraBeHus pasrsopuren (5,0 ml Boga 3a
WHKEKIINH) B TIPEABAPHUTEITHO HAITBJTHEHA CITPUHIIOBKA U ajanTtep 3a (iakoHa. 3a nHPy3us
NPOJYKTHT TPsIOBa Jia Ce MPUTOTBS MPH ACENITUYHU YCIOBHSA. AKO HSIKOW OT KOMIIOHEHTHTE Ha
OIIaKOBKaTa € paslievaTaH UM MOBPEJICH, He TPsAOBa Ja IO M3I0JI3BaTe.

BuumarenHo BepTeTe (prrakoHa JIOKaTo MpaxbT e pa3TBOPH HabIHO. Clie]| pa3TBapsiHe pa3TBOPHT €
ouctbp. [Ipeu npunarane napeHTEPaTHUTE JIEKAPCTBEHU MIPOIYKTH TPSOBA J1a ObJIaT MPOBEPEHU
BU3YyaJTHO 32 HAIMYHE HAa BUJIMMU YacTUIH B TSX MITU 32 MPOMEHH B 11BeTa. He m3non3saiite
KOGENATE Bayer, ako 3a0eiie)uTe BUIUMH YaCTHIIA HWIIM IOMbTHSIBAHE.

Cren pa3TBapsiHe, pa3TBOPBT ce u3Terist oopaTHo B cupuniioBkata. KOGENATE Bayer tpsioBa aa ce
Pa3TBOPHU M MPHIIOXKH C TIOMOIIITA HA TIPUIOKEHUTE BHB BCAKA OMAKOBKA KOMIIOHEHTH.

[Ipenu mpunarane pa3TBOPEHUSIT MPOIYKT TPSOBA Ja ce PUITPYBa 32 OTCTPAHSIBAHE HA CBCHTYAaTHU
TBBPJIM YaCTHUIIH OT pa3TBopa. GUITPYBAHETO ce OCHINECTBSIBA UPE3 M3MOJI3BAHE HA aJIanTep 3a
(hakoHa.

Camo 3a emHOKpaTHa yrorpedba. OCTaHAIMAT ciel MPUIOKEHHUETO pa3TBOP TPsIOBa Ja ce N3XBBPIIH.
Heunsnon3BaHuAT IeKapCTBEH MPOAYKT WIH OTHAIBUYHUTE MATEPHAIH OT HETO TPSOBA Jja ce U3XBBPIISIT
B CbOTBETCTBHE C MECTHUTE M3UCKBaHUSI.

7. NPUTEXKATEJ HA PASBPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin
T'epmanus
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8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/143/011

9. JATA HA IBPBO PASPEIIABAHE/TTIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Jata Ha mepBo pazpemasane: 04 asryct 2000 T.

JlaTa Ha mocieHO MTOAHOBSIBAHE Ha pa3peneHneTo 3a yrmorpeda: 06 apryct 2010 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[TonpoOHa mHpOpManHs 3a TO3M JIEKAPCTBEH MPOAYKT € TpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHITus 10 JieKapcTBara http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 3000 IU mpax u pa3TBOpUTEII 32 HHXEKIIHOHEH Pa3TBOP

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

2.1 O6mo onucanue

Bceku duiakon cpabprxa HomuHaiHO 3000 IU koarynaimonen ¢dakrop VIII (okTokor anda) (INN:
octocog alfa).

YoemkusaT koarymnamuoneH ¢akrop VIII e mpomsBenen upe3 pekombrunanTHa JIHK TexHOomOTHSA
(rDNA) B kj1eThUHA JHHHUSA OT ObOpEK Ha HOBOPOJEH XaMCTep, ChIbprKallla reHa Ha YOBEITKAS
taxTtop VIIIL.

2.2 KayecTBeH U KOJIMYeCTBEH CHCTAB

Enua ml KOGENATE Bayer 3000 1U csaspska npubmmsurerto 600 U (3000 1U / 5,0 ml) woBemkn
koarymnanuoreH ¢akrop VIII (INN: okroxor anda) cien pazrapsiHe.

AxtuBaOCTTa (IU) € onpenenena upe3 eAHOETAIICH KOaryJIalliOHEeH METOJ] cpelry Mera craHnapT Ha
FDA, koiiTo e xamuOpupas cpemty crangapt Ha C30 B mexxayHaponaau equannd (1U).
Crnermuduunara aktusHocT Ha KOGENATE Bayer e npubnusurenno 4 000 [U/mg nporeuH.

PasTBopuTen: Boga 3a MHKEKIIHH.

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[Ipax 1 pa3TBOpHUTEN 32 MHXKEKINOHEH PA3TBOP .

[Ipax: cyx 6471 10 01€10-KBIT Mpax.
PastBOpuTEN: BOMA 32 MHXKEKIIUH, OUCTHP, OE31BETEH pa3TBOP.

[IpuroTBEeHUAT IEKAPCTBEH MIPOAYKT € OUCTHP U OE3LBETEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUA

Jledenue u mpoduIaKTHKa Ha KPHBOUIIHUBH MTPH MAIUEHTH ¢ XeMopumus A (BpoJieH neuIuT Ha
thakrop VIII).

Tosu nmpoxaykt He chabpxka (paktopa Ha von Willebrand u ciietoBarento He e mokasan 3a JieueHue Ha
6oxectra Ha von Willebrand.

To3u NpoIyKT € MoKa3aH 3a Bb3pacTHH, IOHOIIN U JIella OT BCUUKU Bb3PACTH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

JleaenueTo TpssOBa 1a O'bIe IO KOHTPOJIA Ha JIEKap C OIMUT MPH JIeYeHNE Ha XeMO(rITHsI.
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Jo3upoBka

[punoxxenust opoii equnuiy pakrop VIII ce uspassisa B mexxaynapoauu eauaniu (IU), kouto ca
CPaBHEHHU ChC ChbBPEMEHEH CTaHapT 3a npoAykTu Ha daktop VIII. AktuBHOCTTa Ha dakrop VIII B
TUIa3Mara e u3pa3eHa Win B MPOIEHTH (110 OTHOIICHNE Ha HOpMaTHaTa YOBEIIKA TJIa3Ma) FIH B
MEXIyHApOIHH STUHUITH (TI0 OTHOIIIEHUE Ha MexkmyHapoaeH ctagaapt 3a (akrop VIII B urazma).

Enna mexaynapomana equauia (IU) aktuBHOCT Ha daktop VIII e ekBuBajIeHTHA HA KOJTWISCTBOTO Ha
thaxrop VIII B eqriH MEUTWINTHP HOpMaJTHA YOBEITKA IJIa3Ma.

Jledyenue nmpu HEOO6XOIUMOCT

M3uncnsaBanero Ha HeoOxomumara fo3a ¢akrop VIII ce ocHOBaBa Ha eMmMpUYHATA HAXOAKa, e 1
Mexaynaponna equauiia (IU) daxrop VIII/kg TemecHo Terio moBuiaBa akTHBHOCTTA Ha TIa3MEHUS
thakrop VIII ¢ 1,5% mo 2,5% ot HOpManHaTa akTuBHOCT. HeoOxoaumara fo03a ce onpeaens KaTo ce
M3IIONI3BAT CIEIHUTE POPMYITH:

L. Heobxomuma noza (IU) = tenecHo termno (kg) x »xemano nosummaane Ha FVIII (% ot HopmaTa)
x0,5

2 X npwioxenu [U

II.  OwuaxBano mosumasane Ha gaxrtop VIII (% ot HOpMara) =
tenecHo Terio (kg)

Jlo3aTa, gecToTaTa M MPOABHKUTESIIHOCTTA HAa 3aMECTBAIOTO JICUCHHE TPsIOBa 1a ObaaT chOOpa3eHH ¢

HY>KIHUTE Ha ManyeHTa (TEIEeCHO TEerJio, TeXXeCT Ha HapylIeHHe Ha XeMOCTa3HaTa (hyHKITHS,
JIOKaJU3alns U CTENIEH Ha KPHBOW3IIHMBA, HATMINE HA HHXUOUTOPH U JKeJTaHOTO HKUBO Ha ¢aktop VIII).
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Crnenpaiata Ta0JIHIa IPeaOCTaBs PbKOBOACTBO 3a MHHUMaIHUTE HUBa Ha (hakTop VIII B kpbBTa. B
CiIy4ait Ha KphBOM3IIHBH, IPEJACTABEHU MO-10JTy, akTUBHOCTTA Ha (hakTop VIII He TpsiOBa na O6b1€ 110-

HUCKa OT OTIpe/ieNIeHO HUBO (B % OT HOpMaTa) 3a ChOTBETHHS TIEPHO;

Bun Ha kpbBoM3IUBa/
Bun xupypruyecka

Heo6xoanmMo HHBO Ha
¢daxTop VIII (%) (IU/d])

YecToTa HA NPUJIOKEHHE
(uacose)/

HHTEPBEHIUs IIpoabaKUTETHOCT HA
Jie4eHHeTo (JIHHU)
KpbBousaus IToBTOpeTe Beceku 12 mo 24

Panna xemaptpo3sa,

yaca. Hai-manko equH IcH,

MYCKYJICH KPbBOH3JIUB HITH 20-40 JIOKaTO, KaKTO IMOKa3Ba
KPBBOU3JIMB B YCTHATA 0oJkara, KPbBOUBIHBET CE
KyXWUHa OBJIIQJIee WITH CE TIOCTUTHE
03/IpaBsiBaHe
ITo-ronama xemapTpo3a, [ToBTOpeTe MHGY3UATA BCEKH
MYCKYJICH KPbBOH3JIUB HIIH 30-60 12-24 yaca 3a 3 - 4 nHU WK
XEMaTOM noBeve, JIokaTo OonkaTa u
WHBAJUJIM3UPAHETO OT3BYYAT
JKuBoTo3acTtpaiaBaniu [ToBTOpeTe MHGY3UATA BCEKH
KPBBOU3IUBHU (KaTo 8 1o 24 4gaca, 1okaTo
HUHTpaKpaHHaJICH 60 - 100 3amjiaxara He OT3By4YHd
KPBBOU3IINB, KPHBOU3JIHB B
TPBIHUS KO, TEXBK
KOpeMEH KPBBOU3IIUB)
XupypruaHu Bcexu 24 gyaca, Haii-Maiko
HHTEPBEHIINU €JIMH JIeH, TOKATO HE ce
Manku 30-60 MIOCTUTHE 037paBsSBaHE
BrutountenHo  eKcTpakmuys
Ha 3601
Tonemu a) Upes 6onyc uHdpy3un
IToBTOpeTe nHbY3UITA HA
80 - 100 BCcekH 8-24 yaca, OKaTo HE
(pen- n ce TIOSIBH aJICKBaTHO
MOCTOTIEPATHBHO) 3a3]lpaBsBaHE Ha paHAaTa,

CJIeIl TOBa MPOIBIKETE C
JIeYEHHE 3a Hal-MaJiko orie 7
JTHU, 32 J]a TIOAbpIKaTe
aktuBHOCT Ha (hakTop VIII
ot 30% 1o 60% (IU/dl).

0) Upes HenpekbpCcHaTA
nHpy3us

TloBumieTe akTUBHOCTTA Ha
thaxrop VIII mpemu
orepaTHBHATA UHTEPBEHIUS
¢ HaJyaJiHa 00JTyC MHQPY3HUI U
cien ToBa He3abaBHO
MPOABIDKETE C HETPeKbCcHATa
nnady3us (B [U/kg/h), kato
KOpHUTHpaTe /103aTa ChIIIACHO
JTHEBHUS KIUPHHC HA
MAIeHTa U JKeJITaHUTE HIBA
Ha ¢axtop VIII 3a Haii-
MaJIKO 7 JTHH.
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KosuuecTBoTO, KOETO TPsIiOBa Ja ce MPUJIOKHU M YeCTOTaTa Ha MPUIIOKCHHE TPsIOBa BUHArU aa ObIaT
CchOOpa3eHH ¢ KIMHMYHATA e(DEeKTUBHOCT IIPH BCEKH OTAECH ciay4yait. [Ipu onpeneneau
00cTOsATEICTBA MOKE JIa Ca HEOOXOIUMH O-TOJIEMU KOJIMYECTBA OT U3YUCICHUTE, 0COOEHO P
onpezeisHe Ha HayajHaTa J03a.

ITo Bpeme Ha JTeueHUETO ce MpenophUBa onpeeisHe Ha HuBata Ha (aktop VIII, 3a ma ce onpenenu
Jto3aTa 3a MPIWIOKEHUE M YeCTOTaTa, ¢ KOATO TpsiOBa na ce npuiarat nuHPy3uute. OcoOeHO B ciydan
Ha TOJIEMH OIIEPaTHBHU MHTEPBEHIINH € 33 IbJDKUTEITHO MPEIN3HO MOHUTOPUPAHE Ha 3aMECTBAI[OTO
JIeYeHHE Upe3 KoaryaarnoHeH anann3 (aktuBHOCT Ha (hakTop VIII B urazmata). UHIuBH Iy amHAST
oTroBOp KbM daktop VIII mpu oTaenHnTe MAIMEHTH MOJKE JIa Bapupa U T Ja MOKa3BaT pa3IndcH
eIMMHHAIIMOHEH TIOTYKHBOT U CTENIEHN Ha B3CTaHOBSBAHE.

HempexncHara nady3us

3a u3unciIsIBaHe Ha HAYAITHATA CKOPOCT Ha MH(Y3UsI, KIMPHHCHT MOXKE JIa c€ TIOJIYYH upe3
oTIpeJieIIsiHe, TIPE/IH OllepaTHBHATA HaMeca, Ha KpUBa Ha pasMajl WK KaTo ce 3all0YHe OT CpeTHATA
cToiHoCT 3a nomynanusata (3,0 - 3,5 ml/h/kg) u ciieq ToBa 1a ce KOpUrupa CbOTBETHO.

Cxkopoct Ha uH)Y3us (B [U/kg/h) = ximpwHC (B ml/h/kg) x xenano auBo Ha dakrop VIII (B IU/ml).

Ipu HenpekbcHaTa HHPY3UsI, KIMHUIHATA U N VItr0 CTaOMIIHOCT ca T0Ka3aHH C MOMOIITa Ha
amOynaropuu nomiu ¢ PVC peseproap. KOGENATE Bayer cbabprka HICKO HUBO OT mmosncop6ar-80
KaTO IMOMOIITHO BEIIECTBO, 32 KOSTO € M3BECTHO, Ye MOBUINIABA CKOPOCTTA HA EKCTPaKIMs Ha Ju-(2-
erunxekcmn)dranar (DEHP) ot matepuanure ot nonmuuamI xinopua (PVC). Tosa TpsoBa xa ce nma
TPEIBU TIPH MTPHIIOKESHUETO Upe3 HeNpeKbcHaTa HHY3HS.

[podunakrrka

3a aparocpovna Npo(HIaKTHKA Ha KPHBOW3IHMBHY PH MAIUECHTH C TEXKKa popMa Ha XeMOoprust A
obunyaitaute no3u ca ot 20 IU mo 40 IU KOGENATE Bayer Ha kg TeiieCHO TerJIo Ha HHTEPBaId OT 2
10 3 mHU.

B Hsikou cityyau, CrienMaIHO TP TTO-MJTa U MAIMEHTH, MOXe J]a ca HeOOXOMMH MO-KPaTKH
UHTEPBAIIN MEX]Ty JO3UTE WIN TI0-BHCOKH JIO3H.

[MennarpuyHa momysIaIs

bezonacHocrra n ehukacunocTra Ha KOGENATE Bayer ca ycTaHOBEHH IIPH Ji€lia OT BCHUKH
Bb3pacT. JlaHHUTE ca MOyYCHH MPH KIMHUYHN U3MUTBAaHKS Ha 61 jera 1moj| 6-rouiiHa Bb3pacT u
IPU HEMHTEPBEHIMOHAIHYU W3MUTBAHMUS MIPHU JICI[d OT BCHYKU Bb3PACTH.

[anuenTn ¢ THXUOUTOPU

[TanuenTrTe TPsIOBa 1a C€ MOHUTOPHUPAT 3a 00pa3yBaHe Ha HHXUOUTOPH cpeiry dhaktop VIII. Ako
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VIII He ca mOCTHTHATH, WIIH aKO KPBBOU3IHUBET HE CE
OBJIQJISIBA C MOAXOIAINA /1032, TPSIOBA Ja ce M3BBPINU U3CIEIBaHE, 32 JIa Ce ONPEeNId HATNIHETO Ha
naxuoutop kpM daktop VIIL [Ipu ycraHoBsBaHe Ha MHXUOUTOP ¢ HUBA MO-HUCKHU OoT 10 betesna
enuuuim (BU)/ml, npunokeHHeTo Ha TOIMBIHATEIHO KOJHUECTBO pekoMOuHanTeH daktop VIII moxe
Jla HeyTpaiu3upa HTHXUOUTOPA U 1a OCUTYPH MMO-HATATHITHO KIIMHIYHO €(DeKTHBHO JIEYCHHE C
KOGENATE Bayer. [Ipu Hajuuue Ha HHXHOUTOP HEOOXOIUMHUTE 03U BapUpaT U TPsOBa J1a ce
KOPUTHPAT CIIOpE]] KITMHUIHISI OTTOBOP M MOHUTOPHUPAHETO Ha akTHBHOCTTA Ha hakTop VIIL. [Ipu
MAIAEHTH C BUCOK TUTHP Ha mHXuOnUTOpa Hax 10 BU nmu ¢ 1o0bp aHaMHECTHYIECH OTTOBOP TPsIOBa 1a
ce UMa IPEIBHI TPIIIOKEHUETO Ha (aKTUBHPaH) IPOoTpoMONH KoMitieke koHneHTpaT (PCC) nmm
npenapat Ha pekomOuHaHTHHS akTuBHupaH daktop VII (rFVIla). Tosa nedenne TpsOBa 1a Obae
HA3HAYEHO OT JIEKAPH C ONHT B TPHIKUTE 32 MAIEHTH C XeMO(IITHSI.

Hauyun Ha npusioxkeHue
MHTpaBEHO3HO MPUITOKEHKE
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KOGENATE Bayer tpsi0Ba 1a ce HHXEKTHpa HHTPABEHO3HO 3a HAKOJKO MHUHYTH. CKOpPOCTTa Ha
NPUIIOKEHUE TPSIOBa Jla ce OINPeeNId OT ChCTOSHUETO Ha MarueHTa (MaKCHMaTHa CKOPOCT Ha
uadysus: 2 ml/min).

HempexbcHara nady3us

KOGENATE Bayer Mmosxe 1a ce mpujiara 4pe3 HenpekbcHata HH(y3us. CKopocTTa Ha HHY3HS
TpsIOBa Ja c€ U3YMCIH Bh3 OCHOBA HA KIIMPHHCA U JKEJIAaHOTO HUBO Ha dakTop VIII.

IIpumep: 3a marnuent ¢ Terao 75 kg ¢ knmmppHC 3 ml/h/kg, HadanHaTa HHPY3HOHHA CKOPOCT IIe OBIe
3 IU/h/kg, 3a na ce momyun HuBO Ha paktop VIII ot 100%. 3a m3uucnssane Ha ml/h ce ymHO)aBa
ckopoctrta Ha nHpYy3usa B [U/h/kg ¢ kg/T.17/koHTIeHTpanus Ha pazrsopa (IU/ml).

[Ipumep 3a n3uncIsIBaHE HA CKOPOCT Ha HEMPEeKbCHATa HH(PY3HUS Clie]] TbpBOHAaYaIHA O0ITyC
WH)KEKITHS:

Kenano mmazmeHo CkopocT Ha Ckopoct Ha uady3us mpu 75 kg
HuBo Ha FVIII uHpYy3USL narert ml/h
1U/h/kg

KnupsbHc: Konnentpanus va rFVIII pazrBop

3 mil/h/kg 100 1U/ml 200 1U/ml 400 1U/ml
100% (1 1U/ml) 3,0 2,25 1,125 0,56
60% (0,6 1U/ml) 18 1,35 0,68 0,34
40% (0,4 1U/ml) 1,2 0,9 0,45 0,225

[To-Brucoka ckopocT MOKe Aa € HeOOXOAMMa MPH CHCTOSHUS, CBbP3aHU C YCKOPEH KIMPBHC M0 BpeMe
Ha TOJIEMH KPHBOM3INBY MM MACHBHHU YBPEXKIaHUS HAa ThKAaHUTE 110 BpEMe Ha XUPYPrUIHU
WHTEPBEHINH.

Cren mppBOHaYaTHATE 24 yaca Ha HeTpeKbcHATa HHQPY3USI KIUPHHCHT TpsiOBa na Obae
MIPEU3YNCIISIBAH BCEKH JIEH C M3IIOJI3BAHETO HA CTAI[IOHAPHOTO ypaBHEHHE C U3MEPEHOTO HIUBO Ha
FVIII u ckopoctTa Ha HHGY3UA, TOCPEICTBOM CIIETHOTO PAaBEHCTBOTO:

KmmpwHc = ckopoct Ha uHpY3us/akTyamHo auBo Ha FVIIL

[Ipn HenmpexbcHaTa HHOY3HST MH(Y3UOHHUTE CAKOBE TPSIOBA J1a Ce€ CMEHST Ha BCeKkH 24 daca.

3a yKkazaHWsI OTHOCHO pa3TBapsHETO HA JIEKAPCTBEHUS MPOAYKT MPEIH MPIIOKEHNE BIDKTE TOUKA 6.6
¥ JINCTOBKATA 32 MalieHTa.

4.3 IlporuBomoOKAa3aHHs

- CBpPBXUIyBCTBUTEIHOCT KbM JIEKAPCTBECHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHUTE
BeIleCTBa, U30poeHH B Touka 6.1.
- VI3BeCcTHH alleprUYHU PEAKIIUK KbM MHIIH TIPOTEHH WK MPOTEHH OT XaMCTep.

4.4 CneuuajHu npeaynpe:XIeHus U NpeANa3Hu MePKH NPU ynorpeda

CBPBXYYBCTBUTEITHOCT

BB3MOXHY ca peakiy Ha CBPbXYYBCTBUTEITHOCT OT QJICPTUYEH THII ITPH U3IOI3BAHETO HA
KOGENATE Bayer. JIekapcTBEHUAT IPOAYKT ChIBPKA CIEAN OT MHUIITH MPOTEHH ¥ MPOTCHH OT
xamcrep, pasimmyaan ot ¢paxtop VI (Bx. Touka 5.1).

[TarmenTure TpaOBa 1a OBIAT MOCHBETBAHM IIPH MOSIBA HA CHMIITOMH Ha CBPHXIYBCTBUTEIHOCT Ja
crpar yrnoTrpebara Ha JIEKapCTBEHHS ITPOAYKT U He3a0aBHO /1a C€ CBBPIKAT C TEXHUS JIEKyBaIll JIeKap.

ITanmmentute TpsOBa na ObAAT HHPOPMUPAHN OTHOCHO PaHHUTE MPU3HAIM HA PEaKIINH Ha
CBPBXUYYBCTBUTEIHOCT, BKJIIOUBAIIN YPTUKH, TaJIleHe, TeHEpAIN3UPaHa YPTUKAPHUS, CTATAHE B I'BPJIUTE,
XpUNTEHE, XUITOTOHUS U aHaduiakcus. B cirydaii Ha mok TpsOBa Jia ce U3BBPIIN CTAHAAPTHO
MEIUIUHCKO JICYCHHUE 32 IIOK.
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Huxnburopu
O0pa3yBaHETO Ha HEyTpalIu3Hupaly anTuTeaa (MuxuouTopu) keM dakrop VIII e uzBectHO

YCIIOXKHEHHUE TIPH JICUCHUETO Ha Jiuia ¢ xemodmiwst A. Te3n HHXuOUTOpH OONKHOBEHO ca
UMyHOTJI00yuHY 0T Kinac 1gG, mupekTHo HacodeHu cpenty (pakrop VII npokoarynmanTHaTa
aKTHBHOCT, KOWUTO ca OIpeaesieHn KoinrmdecTBeHo B bere3na enuuaunu (Bethesda units, BU) 3a
MUJIHIUTHP TTa3Ma KaTo ce MU3Mo3Ba Moau(UIInpan aHan3. PUCKBT OT 00pa3yBaHe HA HHXHOUTOPH
€ CBBP3aH C IPOABJDKATETHOCTTA Ha iedeHne ¢ ¢paktop VIII u reHeTnaHnTE HaKTOPH KaTO TO3HM PUCK
€ Hal-BUCOK B IrppBUTE 20 THM HA €KCIIO3HUIHS. PsIIko HHXHOUTOPUTE MOTaT Ja ce 00pa3yBar cien
mspBuTe 100 THU HA €KCITO3UITHS.

Crnyyan Ha TOBTOPHA NIOSIBa HA MHXUOUTOPH (HUCHK TUTHP) ca HAOIIIOIaBaHU clief] TPEMHHABAHE OT
eaunH mpoAykt ¢ ¢akrop VIII kbM Apyr npy peaBapuTETHO JIEKYBaHH ManreHTH ¢ mosede oT 100 gam
Ha eKCIO3WIINA, KOUTO NMaT aHAMHECTUYHH JaHHU 3a o0pa3yBaHe Ha nHxuOuTOpH. [lopamu ToBa ce
MPETophYBa BHUMATETHO MOHUTOPHPAHE Ha BCUYKH TTAIIMEHTH 3a MOsSBaTa Ha MHXUOUTOP Cles
CMsHAaTa Ha BCEKH MPOAYKT.

Karo ms15mo, Bcnuky manueHTH, JeKyBaHH ¢ IPOAYKTH ¢ KoarynannoHeH daxtop VIII tpsdBa na 6baaT
BHHMATEITHO MOHUTOPHUPAHH 32 00pa3yBaHe Ha MHXHOUTOPH ChC CHOTBETHO KIIMHUYHO HAOIIOACHNE U
nmabopaTopHu U3CIeaBaHUA. AKO He OBbJaT MOCTUTHATH OYaKBaHUTE IJTA3MEHU HUBA HA aKTUBHOCT, HA
thaxtop VIII unm ako He Obe MOCTUTHAT KOHTPOJI BHPXY KBPBEHETO C TIOAXO/SINA 1032, TPSOBa J1a ce
HaIIpaBsT TECTOBE 3a HAIMYHOCT, Ha HHXHOHUTOP, Ha (hakTop VIII. Ilpn marmeHTH ¢ BUCOKM HUBA Ha
HHXUOHUTOP € Bb3MOXKHO TepanmsTa ¢ pakrop VIII xa He e ehexTBHA U TpsOBa 1a c€ OOMHUCTIAT
JIPYTH TEPaNeBTUYHN BB3MOKHOCTH. [[0BeIeHNeTo py TakMBa MaueHTH TPpsiOBa Jja ce PbKOBOAM OT
JIeKapy C OIHT B JICYCHUETO Ha XeMOoDwns 1 ¢ maHXxuoOuTopute Ha daktop VIIIL.

Hemnpexbcaara nady3us

B kmMHUYHO MpOoyYBaHe 32 M3MOJI3BAHETO Ha HETPeKbCHATA WH(Y3US TIPU XUPYPTUIHN HHTEPBEHIINN
€ M3II0JI3BaH XENapHH 3a MpopHiIakTHKa Ha TPoMOO(hIeONT Ha MICTOTO Ha HH(DY3HSI, KAKTO TIPH
BCUYKH JIPYTH NPOIBIDKUTEITHA HHTPABEHO3HN HHDY3HH.

CoappxaHue Ha HATPUH
To3u JIeKapCTBEH MPOAYKT ChAbPIKA MO-MaJIKo 0T 1 mmol Hatpuii (23 mg) 3a ¢uakoH, T.e.
NPaKTUIECKH HE ChIbpIKA HATPHH.

ChbpeyHO-Ch/IOBH CHOUTHS

Korato kxpbBOChCHpPBaHETO € HOpMau3upaHo upe3 Tepanus ¢ FVII, namuenture ¢ xemoduus,
KOUTO UMAT ChPJIEYHO-CHJOBH 3a00JISIBaHMUS MIIM PUCKOBU (PaKTOpH, MOTaT fa ObAaT U3JI0KEHHN Ha
CBINUS PHUCK 32 PA3BUTHE HA CHPJICYHO-CHIAOBU CHOUTHS, KAKTO MAIUEHTUTE KOUTO HSIMAT
xemodwmus. [Ipy chIecTBYBaIN CHPACIYHO-CHIOBH PUCKOBH (PaKTOpH, MOBHIIaBaHe HUBaTa Ha FVIII
CJIel IPUJIOKEHHE, MOJKE /Ia M3JIOKH TaleHTa Ha PUCK OT 3alylIBaHe Ha KPHbBOHOCEH Ch/I WIIH MOSIBA
Ha MHOKap/eH WHPaAPKT, KaKTO IPH MOIyNanusaTa KoATo HaMa xemopmims. CiemnoBaTenHo,
MAIIEHTUTE TPsIOBa 11a ObIaT MPOCIEASBAHN 32 CHPACUYHN PUCKOBU (aKTOPH.

YcioxHeHHs, CBbP3aHU C KATEThpa

AKo ¢ He0O0X0IUM IICHTpaJIeH BeHo3eH KateThp (central venous access device - CVAD), TpsiOBa 1a ce
uMa MPEJBHUJ PUCKBT OT YCIOKHEHUITa, cBhp3anu ¢ CVAD, BKIIOYHTEITHO JTOKAITHA HHEKIINY,
OakxTepueMus U TpoM0Oo03a B 00JIacTTa Ha KaTEThpa.

JoxymeHTHpane

HacroiiunBo ce npenopbuBa mpu Besko npuioxenue Ha KOGENATE Bayer na ce 3amucBat uMETO
Ha MaIFeHTa U TApTUAHUAT HOMEP Ha TPOAYKTa, 32 J1a MOXKE J1a C€ OCUTYPH BPb3Ka MEX Ty MaIlieHTa
Y TIApTHU/IaTa OT JIEKAPCTBEHUS MPOTYKT.

llenmarpudHa HoMyaIms
N30poenuTe npeaynpexaeHns U MPEAa3sHi MEPKU C€ OTHACAT KaKTo 3a Bb3PAaCTHH, TaKa U 3a JIeTa.
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45 B3aumojeiicTBHe C APYTU JeKAPCTBEHN MPOAYKTH U Apyru popMu Ha B3auMojieiicTBUe
Hsma cpobienus 3a B3aumoericteus Ha KOGENATE Bayer ¢ apyru jiekapcTea.

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

[IpoyuBaHus BBPXY PENPOAYKIMATA IIPH )KUBOTHHU He ca npoBekaanu ¢ KOGENATE Bayer.
BpeMEeHHOCT U KbpMEHE

Bb3 ocHOBa Ha psKkaTa 4ecToTa Ha XxeModuius A mpH xeHu, onut 3a ynotpeda Ha KOGENATE

Bayer o Bpeme Ha OpeMeHHOCT U kKbpMeHe HaMa. CienoBatenno KOGENATE Bayer tpsiOBa 1a ce
U3I10J13Ba 110 BpeMe Ha OPEMEHHOCT M KbPMEHE, CaMO aKO € CTPOTo MOKa3aH.

DepTunuTer
HsMa HaMyHM JaHHM 110 OTHOIICHHE Ha (PepTHIINTETA.

4.7 EdexTH BbPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHU
KOGENATE Bayer He nopiusiBa criocoOHOCTTa 3a I1opupane wid padbora ¢ MalliHu.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

O6o6uieHne Ha npoduaa Ha 6€30MacHOCT

IIpu npunarane Ha IpoayKTH ¢ pekomOuHanTeH pakTop VIII ca HabmomaBaHu peakiuy Ha
CBPBXYYBCTBUTEIHOCT WIIN AIEPTUIHH PEaKIIui (KOUTO MOTAT J1a BKIIOYBAT aHTHOEeM, TTapeHe U
OolkaHe Ha MICTOTO Ha MH(Y3UATa, BTpHCAHE, 3a4epBABaHE, TeHEpATN3UpaHa yPTHKAPHUS,
rJ1aBo0OJNEe, yPTUKAPHS, XUITOTOHUS, JIETAPTHsL, Ta/leHe, HECTTOKOWCTBO, TAXUKAP/Hs, CTATAHE B
TbPIUTE, MpaBy4KaHe, MOBPBIIaHe, XPUITEHE), KOUTO B HAKOHM CITy4daH MPOTPECHUPAT O TEXKKA
aHadwmIakcus (BKIFOYUTENHO MOK). [lo-cienmanHo, KOKHATE peaklny ce MOsBSABAT YeCTO, JOKATO
MIPOTPECUPAHETO IO TEXKA aHa(IAKCHS (BKIIOUYUTEITHO IIIOK), C€ CIUTA 3a PSIKOCT.

BB3M0XHO € TTarueHTUTe ¢ XeMOGUIus A 1a pa3BUAT HEYTPAITH3UPAITH aHTUTeNa (MHXHOUTOPH ) KbM
thaxTop VIII. ChcTOSHHETO MOXKE J1a CE TIPOSBSIBA C HEIOCTAaThUeH KIMHUYEH OTIOBOp. B TaknBa
CIIy4ad ce MPEenopbyuBa CBbP3BaHE ChC CIIENUATH3UPAH IEHTHP M0 XeMOopuITus.

Crouchbk Ha HEXKEJIAHUTE JICKAPCTBEHU PEAKITUN B TAOJIWUCH BUL
[IpencraBenaTa 1mo-a0J1y TadJuila € B ChOTBETCTBUE ChC CHCTEMHO-OPraHHATa Kilacu(UKaIus Ha

MedDRA (CuctemHo-opraneH kiac u [IpeamodyntaHo HUBO Ha TEPMHH).
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YecToTHTE Ca OLIEHEHH B ChOTBETCTBUE ChC ClIeHATA KOHBEHIU: MHOTO Yect (>1/10), yecTu
(>1/100 mo <1/10), meuectn (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000), MHOTO peaKH
(<1/10 000), ¢ HeusBecTHA YecTOTA (OT HAJTMYHHUTE JAHHHM HE MOKe J1a ObJie HallpaBeHa OICHKA).

MedDRA YecroTa
CrangapTaa | Muoro MHoro peaku /
Cucremo- 4eCcTH C Hen3BecTHA
YecTn Heuectn Penkn
OpraHHu 4ecToTa
KJIaCOBe
Hapymiennss | OGpasyBane O6pasyBaHe
HAa KpPbBTA M | Ha Ha UHXUOHUTOP
JuMpHaTa MHXUOUTOD na FVIII
cucTemMa Ha FVIII (cpobmeHn
(cpoOmenn mpu PTP B
npu PUP u KJIMHUYHU
MTP)* W3MUTBAHUS U
MOCTMapKETHH
TOBU
npoy4BaHus)*
Oo0mu Peaxnug na DdebOpuHa
HapyLIEeHUSs MSICTOTO Ha peaxuus,
U e)eKTH HA UHQY3Us CBBp3aHa ¢
MSICTOTO HA nH}py3uaTa
NPUIOKEHH e (mupekcus)
Hapymenns Peaknuu Ha Cucremun
HA HMYHHATA CBPBXUYYBCTBH peakuuu Ha
cucremMa TEJTHOCT, CBPBXUYYBCTB
CBBP3aHH C UTEITHOCT
KOJKaTa (BKIL.
(cbpOex, aHa(pWIaKTH
ypTUKApUs U YHa peakLus,
00puB) raJicHe,
aOHOPMHO
KPBHBHO
HaJIITaHe U
3amaiiBaHe)
Hapymenns Hucreysus
HA HEpBHATA
cucremMa

PUP (previously untreated patients) = HelleKyBaHM B MHUHAJIOTO MAITUCHTH
PTP (previously treated patients) = JeKyBaHH B MHHAJIOTO TallUEHTH
MTP (minimally treated patients) — MUHIMAITHO JIEKYBaHH TAIIMECHTH
* BIDKTE TIO-7I0ITy

Omnuncanne Ha N30paHy HEXKETAHU PEAKIINU

O0pa3yBane Ha HHXUOUTOPH

Nma croOimeHst 3a pa3BUTHE HA HHXUOUTOPH MPH HEJIEKYBAHU U JICKYBAaHH B MHHAJIOTO ITAITUCHTH

(PUP / PTP) (Bx. Touka 4.4).

B xknmunnynan npoyusanuss KOGENATE Bayer e usnosn3san 3a JiedeHUE Ha €MU301 HAa KbPBEHE MTPH
37 npenBapurento HenekyBanu marentd (PUP) u 23 momroskenn Ha JieueHre B Majlka CTENEH
nexuaTpuanu nanuenty (MTPs, onpenenenn kaTto TakuBa ¢ <4 JHU Ha €KCIO3HUIHSI) C OCTAThUCH
FVIII:C <2 TU/dL. TTer ot 37 (14%) PUP u 4 ot 23 (17%) MTP nanuentu, tekyBanu ¢ KOGENATE
Bayer ca passminu naxuOUTOpH B pamkute Ha 20 qau excrioumus. O0mo 9 ot 60 (15%) ca
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obpasyBanu nHXHOUTOpH. ENVH manueHT e OwmI1 3aryoeH 3a mpociiensBaHe U eIUH MAIlUSHT € Pa3BHII
WHXUOUTOP C HUCHK THTHP TI0 BpEMe Ha MPOCIIEIBAHETO CJIC] Kpasi Ha TIPOYYBAHETO.

[pu enHO 003epBAIMOHHO MPOYYBAHE YECTOTATA HA PA3BUTHETO HA HHXUOUTOPH MPH TIPEABAPUTEITHO
HEJIEKYBaHU MAIlMEeHTH ¢ TexXKa xeModmusa A e 6mma 64/183 (37,7%) nipu npunarase Ha
KOGENATE Bayer (npociensBane 10 75 IHH Cie €KCIIO3UIUATA).

B ximHIYHA TpoyuBaHus pu 73 npeaBapuTelHo JiekyBanu manuentu (PTP, onpenenenn kato
takuBa ¢ >100 THU Ha eKCITO3UIIHS ), IPOCIIEJICHH B MPOABIDKeHNE Ha 4 TOAWHM, HE € HabI0jaBaHo

de novo obpasyBaHe Ha HHXHOUTOPH.

B pazmupenn odcepparmonnu npoyusanus ¢ KOGENATE Bayer cien pazpemasane 3a ynotpeoa,
BKutouBamm mosede ot 1 000 manyenTH e HabmogaBaHO citeqHOTO: Mo-Manko oT 0,2% PTP obpazysar
de NOVO MHXUOUTOPH.

HeanatpuyHa monymaius

UecroraTa, THIIA B TEKECTTA HA HEXKENAHUTE JICKAPCTBEHHU PEaKIIMH TIPH JIella Ce 0YaKBa Jia ObJar
CBIUTE KAKTO MPU BCHYKH MOMYJIAUOHHH TPYITH € Pa3iINKa eJUHCTBEHO B 00pa3yBaHETO Ha
HHXUOUTOPH.

Cpo011aBane Ha MOI03UPAHN HEXKETIAHN PEAKITHN
Cp0o011aBaHEeTO Ha [MOJ03UPAHH HEKEJIaHU Peakiliu Cliel] pa3peliaBaHe 3a yrnoTpeda Ha JIEKapCTBEHHUS

MPOIYKT € BaxkHO. ToBa MO3BOJISIBA 12 TPOIBIKH HAOIIOICHHETO Ha CHOTHOIIIEHUETO TT0JI3a/PUCK 3a
JIEKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICITHAICTH CE€ M3UCKBA JIa ChOOIIaBaT BCAKa
[0I03UpaHa HeXKeIaHa Peakiys ype3 HallMOHalHA CHCTEMA 3a ChOOIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ilpeno3upane

He e crobmaBano 3a ciyuait Ha mpeno3upane ¢ peKoMOMHAHTEH KoaryiaruoneH (akrop VIII.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoanHAMUYHH CBOICTBA

®dapMakoTepaneBTUYHA TPyTa: aHTHXEMOpPAruyHy cpesicTBa, KoarynauoneH dakrop VIIL ATC xon
B02BD02

MexaHu3bM Ha JEHCTBUE

Kommaekcrst pakrop VIII/dpaxrop ma von Willebrand (VWF) ce cscTon ot aBe Moekyau (hakTop
VIII u vWF) ¢ paznmuunn dhuszuonorngau ¢yHkiuu. Koraro ce nH(py3upa Ha MAIAESHT C XeMODHITHS,
thaxrop VIII ce cebp3Ba ¢ VWF B kphBOOOpaIiecHHETO Ha TarueHTa. AKTUBUpaHuAIT dpaktop VIII
nericTBa KaTo KoakTop Ha akTuBHpaHus pakTop IX, kaTo yckopsaBa mpeBphiaHeTo Ha pakTop X B
akTuBUpaH pakTop X. AKTHBHPAHUAT (DaKTOp X MPeBpbINa MPOTpoMOUHA B TPOMOWH. TpoMOUHBT
npeBpbina GudpuHOreHa BhB (PHOPHH M MOXKE Ja ce 00pa3yBa ChcHpEeK. XeMoHus A € CBBp3aHO ¢
110J1a, BPOJICHO HapyIIeHNE Ha KPhbBOCKCUPBAHETO, IBIDKAIIO ce Ha HUCKHU HuBa Ha Gaktop VII:C u
BOJM 10 Ipo(y3HU KPHBOU3IHUBH B CTaBH, MyCKYJIM W BETPEITHH OpTaHH, CIOHTAHHH WJIN B PE3yJTaT
Ha CITydaifHa WM XUpyprudecka TpaBma. Upes3 3amecTBaiio JedeHne a3MeHnTe HABa Ha (GakTop
VIII ce moBumaBart, KaTo 10 TO3W HAYMH BPEMEHHO Ce KOpUTHpa AedUINTa Ha KOaryIaluOHHUS
(hakTOp M ce KOpUTHpa TEHACHINUATA 32 KPHBOURIUBH.
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PapMakoIMHAMUYHH e(PeKTH

OrnpeaensHeTo Ha aKTUBUPAHOTO MAPIHAIHO TpoMOoriacTuHOBO BpeMe (aPTT) e koHBeHITMOHAICH
in vitro meton 3a onpenensHe Ha OnonaorunuHara akTuBHOCT Ha (aktop VIII. APTT e yabDKeHO mpH
BCcHYKHU XeMouuiy. CTeneHTa u MpoabKUTETHOCTTa Ha HopManu3upade Ha aPTT, nabmonaBanu
cnen npuioxenre Ha KOGENATE Bayer ca mogo0Hu Ha Te3H, MOCTUTHATH C TOJIYYCHHUS OT Ij1a3Ma
thaxrop VIIIL.

HempexncHara nady3us

B knmMHUYHO MpOoyYBaHe NPU BBH3PACTHU MAIUEHTH ¢ XeMO(HIHs A, MOJIOKEHU Ha TOJIEMH
XUPYPrUYHU HHTEPBEHIMH, ¢ ycTaHoBeHO, ue KOGENATE Bayer moske 1a ce u3moii3ea 3a
HeTpeKbCcHATA WH(Y3HUS TI0 BpeMe Ha XUPYPIUIHHU OTiepaiyu (TIpein, o BpeMe Ha U IS/ OTIepaItusi).
B ToBa npoyuBaHe, KaKTO MPHU BCUYKHU JIPYTH MPOIBIKUTEITHA HHTPABEHO3HU HH(DY3HH, 32
npodrrakTHka Ha TPOMOOQIEOUT Ha MACTOTO HAa MHY3UATA € U3ITOJI3BAH XCTIapHH.

CBPBXYYBCTBUTEITHOCT

[To BpeMe Ha POYYBAHUATA, HUTO €/IMH IMAIUCHT He € 00pa3yBai aHTHTEIA C KIMHHYHO 3HAYNMU
TUTPH CPENLy CISAUTE OT MUIIHU MPOTEHH U MMPOTEHH OT XaMCTeP, KOUTO MPUCHCTBAT B TIpernapara.
BrIpeku ToBa npy HAKOH MPEPA3NOI0KCHH MAIUEHTH CHIIECTBYBA BE3MOXKHOCT 32 aJleprUIHA
peaKIny KbM ChCTABKUTE HA Mperapara, HanpuMep IS OT MUIIHA MPOTEHUH U TPOTEUH OT XaMCTep
(Bx. Touka 4.3 1 4.4).

Wunyiupane Ha uMyHeH Tojepanc (Immune Tolerance Induction, ITI)

JlaHHUTE OTHOCHO MHIyIIMPAHETO Ha UMYHEH TOJIEPAHC ca ChOPaHU MPH MAIMEHTH ¢ XeMOopwIns A,
KouTo ca paspwm naxuouropu Ha FVIIL [IpoBeneH e perpocnekTuBeH aHaim3 npu 40 ManyueHTy u
39 marueHTy ca OV BKIFOYEHH B €THO MTPOCTIEKTUBHO KIMHUYHO MTPOYYBaHE, HHUIIMUPAHO OT
uscaenosarenute. Jlanaure nokassat, ue¢ KOGENATE Bayer e 6wt u3moi3BaH 3a HHAYLUPaHE Ha
UMYHEH TojiepaHc. [Ipy mareHTy, Ipyu KOUTO € OWIT IOCTUTHAT UMYHEH TOJIEPAHC, OTHOBO € OMII0
BB3MOJXKHO J1a Ce MpeaoTBpaTsaBa uiu koutposupa kbpsene ¢ KOGENATE Bayer u naiueHTsT €
MOeIT Jia TIPOJIBIIKH MPOPUIIAKTHYHOTO JISYSHUE KATO MOJTbPIKAIIa TeparHsl.

5.2 dapMaKOKHHETHYHHU CBOICTBA

AOGcopOrus
AHATU3BT Ha BCHYKH JOKYMEHTHPAHHM iN ViVO BB3CTAHOBSIBAHMUS TIPH [IPEIBAPUTETHO JIEKYBAHN

MaIMEHTH J0Ka3Ba cpejiHa cToMHOCT Ha nosumiaBane 2% Ha [U/kg tenecho terio mpu KOGENATE
Bayer. To3u pe3ynrar e mogo0eH Ha TOKIaaBaHUTE CTOMHOCTH 3a dakTop VIII, momydeH ot qoBemka
TuIa3Mma.

PasnpeneneHue u enuMUHUpaHe
Cnen nmpunoxxenne Ha KOGENATE Bayer, nukoBaTa aktuBHOCT Ha (akrop VIII ce moHm»kaBa upe3

IBYy(ha30BO €KCTIOHCHIINATHO pasrpakIaHe ¢ STMMUHAIIMOHEH MOy XKUBOT OKoJIo 15 daca. Tazu
CTOMHOCT € OJIM3Ka 0 CTOMHOCTTA 3a MoydeHus oT miazMa dakrop VIII, koifTo nMa enMMHHAITHOHEH
MOTY>KUBOT MpuOIH3uTenHo 13 wyaca. JlonpmHUTENTHN (hapMaKOKHHETHYHU apaMeTpy IpH
KOGENATE Bayer 3a 6onyc nHxekius ca: cpeato speme Ha rmpectoit [MRT (0-48)] okoso 22 vaca u
KIIpbHC okojio 160 ml/h. CpenHuAT KIUPHHC HA U3XOAHO HUBO TIPH 14 BB3pacTHH MMAIMCHTH,
MIPETHPITETN TOJIEMH XUPYPTHUESCKN HHTEPBEHIINH ¢ HelpekbcHaTa nHpy3us ¢ 188 ml/h, koeto
cpotBeTcTBa Ha 3,0 ml/h/kg (rpanuim 1,6 — 4,6 ml/h/kg).

5.3 IlpeAkITHHUYHHU JaHHH 32 6€30MACHOCT
Jlopu 71034, HAKOJIKO ITHTH MO-BUCOKH OT MPENOphUBaHaTa KIMHUYHA J103a (OTHECEHA KbM TEJIECHOTO

TErJI0) HE ca MPUYUHUIA OCTPH U/uiH nmogocTpu Tokcuunu edextu npu KOGENATE Bayer npu
nmabopaToOpHU )KUBOTHH (MHUIIIKH, TUTEXOBE, 3alIIN U KyJeTa).
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He ca u3BbpIieHn KOHKPETHH MTPOYYBAHUS C MHOTOKPATHO MPHIaraHe, HalpuMep MpoydBaHe BbPXY
PENPOAYKTUBHATA TOKCUYIHOCT, XPOHUYHA TOKCUYHOCT U KaHIIEPOT€HHOCT C OKTOKOT ajda, mopaan
WMYHHUS OTTOBOP KbM XE€TEPOJIOKHH MPOTEHHH MPU BCHYKH BUI0BE OO3aiHHUIIH.

He ca u3BbpiiieHn mpoyuBanust Bbpxy myrtarennus noreniuan Ha KOGENATE Bayer, Thit kato He e
OTKPHUT MyTareHeH MOTeHIHAaI in Vivo u in vitro npu npeamecreamus npoaykt Ha KOGENATE
Bayer.

6. PAPMAINIEBTUYHU JTAHHHA

6.1 CnuchbK Ha NIOMOIIHUTE BEelECTBA

IIpax
T'mymun,

HATPHEB XJIOPH]I,
KaJIHueB XJIOPH/I,
XUCTHUJIVH,
nosmcopbar 80,
3axapo3a.

PaztBopuren
Bona 3a nrkeknun.

6.2 HecbBMecTHMOCTH

To3u nexkapcTBeH MPOAYKT He TPsAOBa /1a Ce CMeCBa C APYTH JIEKAPCTBEHH MPOAYKTH, C H3KITIOUECHNE
Ha TIOCOYEHHUTE B TOUYKa 6.6.

3a pa3TBapsiHE U MPIIIOKEHUE TPIOBa J1a ce M3ITOJI3BAT CaMO MpeocTaBeHUTe HabopH ((hi1akoH ¢
pax, MpeIBAPUTENTHO HATBJIHEHA CIIPUHIIOBKA, ChABPIKaIa pa3TBOPUTEIN, ajantep 3a (prakoH u
Ha0Op 32 BEHEITyHKIH ), ThI KaTO MOXKE J]a IMa HEyCIleX Ha JICYEHHETO, BCIEACTBHE Ha aicopOonmsTa
Ha YOBENIKHUS PEKOMOMHAHTEH KoarynanuoHeH daktop VIII BbpXy BeTpenHaTa moBsPXHOCT Ha
HAKOW MH(QY3MOHHU CHCTEMH.

6.3 Cpok Ha roaHoOCT

30 mecena.

Cren paszTBapsiHe, OT MUKpOOHOJIOTHYHA TJIe/THA TOYKa, MPOJAYKTHT TPSOBA J]a ce M3IM0JI3BA BEIHATA.
AKo He ce U3M0J3Ba Be[Hara, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE MPEU YIOTpeda ca OTTOBOPHOCT
Ha MTOTPeOUTEII.

Ipu in vitro u3nuTBanus 0O6ade, XMMHUUECKaTa U (PU3NUECKA CTAOMIHOCT B IIEPHOA Ha U3IIOI3BAHE €
nmokazaHa 3a 24 gaca ipu 30 °C B PVC cakose 3a HenpexbcHaTa nHOy3us. Crex pa3rBapsHe,
XMMHYecKaTa M (PU3uUecKa CTaOMIHOCT B IIEpHOa Ha M3IIOI3BaHeE € JoKa3aHa 3a 3 yaca mpH in Vitro
W3MUTBaHUS.

Jla He ce cbXxpaHsBa B XJIQJIWITHUK CJIE]] pa3TBapsHe.

6.4 ChnenuajJHM yCJI0BHsI HA ChXpPaHEHHe

Ja ce chxpansiBa B xnagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DIakOHBT U IPEABAPUTETHO
HaIbJTHEHATa CIPUHIIOBKA J1a CE ChXPAHABAT B OPUTMHAIIHATA OMAKOBKA, 3allIUTCHA OT CBETJIMHA.

[Mpe3 memns cpok Ha rogHOCT OT 30 Mecena, KOraTo MPOAYKTHT Ce ChXpaHsBa B HETOBAaTa BTOPUYHA
OITaKOBKa, TOW MOXKE J]a ce ChXpaHsBa MpH cTaiiHa Temrieparypa (1o 25 °C) 3a orpaHU4eH MepUoa OT
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BpeMe 10 12 Mecena. B To3u ciydait CpOKBT Ha TOJHOCT M3THYA B Kpas Ha TO3W 12-MeCcedeH Mmepruo
WM Ha JataTa, 0003HaueHa BbPXY (1akoHa — KOETO OT JIBETEe HACTHIH Mo-paHo. HoBUST cpok Ha
TOIHOCT TpsiOBa 11a Ob/ie 0TOEIA3aH BHPXY BTOPHYHATA OTIAKOBKA.

3a ycrnoBHsTa HAa CbXPAaHEHHUE CIIe] pa3TBapsIHE Ha JIEKAPCTBEHHSI MPOIYKT BIKTE TOUKa 6.3.

6.5 Bua u ChbABPKAaHHUEC HA OMMAKOBKATAa U CIICHHUAJTHHA l'lpPICl'lOCOﬁJ'leHPlﬂ 3a yn0Tpe6a,
NMPUJIOKCHUEC UJIH UMILVIAHTHPAHE

Bcesika onakoska KOGENATE Bayer coabpaxa:

o e (hakon ¢ mpax (10 ml paakon or 6e31BETHO CTHKIIO THI I ChC CHBa XaIOreHoOyTHIIOBA
TyMeHa 3ammymaika 0e3 JaTeke U alyMUHAeBa 00KaTKa)

® ¢/IHA IPEBAPUTEIIHO HAITbIHEHA cpuHIoBKa ¢ 5,0 ml pa3TBopuTes (CThKICH HUIMHABD 1-pH THII
ChC CUBU OpOMOYTHIIOBH KaydyKOBH 3aITyIIAIKH, HE-ChIBPIKAIIH JIATSKC)

e OyTaso 3a CIPUHITOBKA

e aanrep 3a (prakoH

e ¢/TMH HA0Op 32 BEHEYHKITUS

e J[BA aJTIKOXOJTHH TAMITOHA 32 eTHOKpaTHa ynorpeoa.

® J[Ba CYX{ TaMIIOHA

e J[BA IJIACTHUDA.

6.6 CnenuaJHu Npeana3Hu MepKHU MPU U3XBBLPJIsiHE U padoTa

IIbmHn YKa3aHus 3a pa3sTBapsAHEC U IIPUJIOKCHHUE CE€ CbABPXKAT B JIMCTOBKATA, BKIIFOYCHA B OITAKOBKATa
na KOGENATE Bayer.

KOGENATE Bayer npax TpsibBa aa ce pa3TBopH ¢ IpeaocraseHus pasrsopuren (5,0 ml Boga 3a
WHKEKIINH) B IPEABAPHUTEITHO HAITBJTHEHA CITPUHIIOBKA M ajanTtep 3a (iakoHa. 3a nHPy3us
NPOJYKTHT TPsIOBa Jia Ce MPUTOTBS MPH ACENITUYHU YCIOBHA. AKO HSIKOW OT KOMIIOHEHTHTE Ha
OIIaKOBKaTa € pasleyvaTaH UM MOBPEJICH, He TPSAOBA Ja IO M3I0JI3BATE.

BrumarenHo BepTeTe (prakoHa JIOKaTo MpaxbT ce pa3TBOpH HarbiHO. Clie]| pa3TBapsiHe pa3TBOPHT €
ouctbp. [Ipeu npunarane napeHTepaTHUTE JIEKAPCTBEHH MIPOIYKTH TPSOBA Jia ObJIaT MPOBEpEHH
BU3YyaJTHO 32 HAIMYHE HA BUJIMMU YacTUIIM B TSX WIIU 32 MPOMEHU B 1iBeTa. He m3non3gaiite
KOGENATE Bayer, ako 3a0eiiexuTe BUIUMH YaCTHIIA HUIIK IOMBbTHSIBAHE.

Cren pa3TBapsiHe, pa3TBOPBT ce u3Terist oopaTHo B cupuniioBkata. KOGENATE Bayer tpsiosa aa ce
Pa3TBOPHU M MPHIIOXKH C TIOMOIIITA HA TIPUIIOKEHHUTE BHB BCAKA OMAKOBKA KOMIOHEHTH.

[Ipenu mpunarane pa3TBOPEHUSIT MPOIYKT TPSOBA Ja ce PUITPYBa 32 OTCTPAHSIBAHE HA CBCHTYATHU
TBBPJIM YaCTHUIIH OT pa3TBopa. GUITPYBAHETO ce OCHINECTBSIBA UPE3 M3MOJI3BAHE HA aJIanTep 3a
(hrmakoHa.

Camo 3a emHOKpaTHa yrorpeda. OCTaHATMAT ciel MPUII0KEHHUETO Pa3TBOP TPsIOBa Ja ce N3XBBPIIH.
Hewnsnon3BaHuAT JeKapCTBEH MPOAYKT WIH OTHAIBYHUTE MATEPHAH OT HETO TPSAOBA Jja Ce U3XBBPIISIT
B ChOTBETCTBHE C MECTHUTE U3UCKBAHUSI.

7. HOPUTEXATEJ HA PABPEIIEHUETO 3A YIIOTPEBA:

Bayer Pharma AG

13342 Berlin
T'epmanus
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8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/143/013

9. JATA HA IBPBO PASPEIIABAHE/TTIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Jata Ha mepBo pazpemasane: 04 asryct 2000 T.

JlaTa Ha mocieHO MTOAHOBSIBAHE Ha pa3peneHneTo 3a yrmorpeda: 06 apryct 2010 1.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[TonpoOHa mHpOpManHs 3a TO3M JIEKAPCTBEH MPOAYKT € IpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHITus 10 JieKapcTBara http://www.ema.europa.eu.
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INPUJIOKEHMUE 11
IMPOU3BOJIUTEJ HA BUOJIOTHUYHO AKTUBHOTO
BEHIECTBO U ITIPOU3BOJUTEJI, OTTOBOPEH 3A
OCBOBOXJIABAHE HA ITAPTUIHN

YCJIOBHUSA NI OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIOBUS U UBUCKBAHUS HA
PA3SPEHIEHUETO 3A YIIOTPEBA

YCJIOBHUSA NI OTPAHUYEHUS 3A BE3OITACHA "
E®EKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

132



A.  NIPOU3BOJUTEJ HA BUOJIOI'MYHO AKTUBHOTO BEHIECTBO U
MNPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTUIN

Hme n aapecC Ha HDOI/I3BOZ[I/ITCJ'I$I(I/IT€) Ha OMOJOTMYHO aKTHBHOTO BCIICCTBO

Bayer Corporation (license holder)
Bayer HealthCare LLC

800 Dwight Way

Berkeley, CA 94710

CAIL]

Hme n aapeC HA IPOU3BOJMUTECIIA, OTTOBOPCH 3a OCBO60)KZ[aBaHC Ha NapTUAUTC

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Wranus

b. YCJIOBUA WU OI'PAHUYEHMUSA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT Ce€ OTIIyCKa M0 Jiekapcko npeanucanue (Bx. [lpunoxxenne I[: Kparka
XapaKTepUCTHKa Ha IPOAYKTa, Touka 4.2).

B. JPYI'U YCJOBUSA U UBNCKBAHUSA HA PASPELHLIEHUETO 3A YIIOTPEBA
. [epuoanynu aKTyaau3npaHu J0KIAAU 32 6e30MaACHOCT

[MpurexaTensaT Ha pa3pelieHHeTo 3a YIOoTpeda TpsOBa Ja MmojiaBa MepruoIUIHU aKTyaTH3upaHH
JIOKJIa/IM 32 6€30MacHOCT 3a TO3H MPOIYKT ChIIIACHO U3UCKBAHUSATA, TIOCOUCHH B CITUCHKA C
pedepentaute natu Ha EBpomneiickus cpio3 (EURD crnmchk), mpensuaeH B wi. 1078, air. 7 oT
HupextuBa 2001/83/EO u mybnukyBaH Ha €BpONEHCKUS yeOmopTa 3a IeKapcTBa.

. YCJI0BUA WU OI'PAHUYEHUSA 3A BE3OITACHA U EGEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. Ilinan 3a ynpasiaenue Ha pucka (ITYP)

IIPY Tpsa6Ba xa N3BBPIIBA N3UCKBAHUTE AEWHOCTH U JIEWCTBUS, CBBP3aHU C MPOCIeIIBaHe Ha
JeKapcTBeHaTa 0e30MmacHOCT, mocodeHu B onoopenus [IYP, npencrasen B Moyn 1.8.2 Ha
Paspemennero 3a ynorpeba, KakTo M IpY BCUYKH CIIEIBAIM ChIIIacyBaHu akTyann3anny Ha [TYP.

Axrtyanmmsupas [TYP tps6Ba nga ce mogasa:

. 0 McKaHe Ha EBporelickaTa areHuus o JIeKapcTBaTa;

. BUHArd, KOraTo ce U3MEHs CUCTeMaTa 3a yIIpaBJeHNE Ha PUCKA, OCOOCHO B pe3ynTaT Ha
NOJIy4aBaHe Ha HOBAa MH(pOpMauus, KOATO MOXeE Ja JOBEAE 10 3HAYUMH IPOMEHH B
CHOTHOILIEHHETO I10J13a/PUCK, UJIH CIIEe]] JOCTUTaHEe Ha BayKeH eTal (BbB BPb3Ka € IIpOCieIsiBaHe
Ha JIeKapCcTBeHaTa 0€30MacHOCT WM CBEXXJAHE Ha PUCKA 10 MUHUMYM).

Axo nogaBaneTo Ha [TA/Ib u aktyanmsupaneto Ha [IYP cpBnagar, Te Mmoxe fa ce mogaaar
€IHOBPEMEHHO.
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IMPUJIOKEHME II1

JAHHU BbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABbPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 250 1U npax u pa3TBOpPHTEN 3a HH)KEKIIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (oxkmoxoez arga)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 250 IU okrokor anda (100 IU/ml ciien pasrBapsiHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

e 1 ¢akoH ¢ Bio-Set ycTpoHCTBO ¢ Ipax 3a HHXKEKIIMOHEH Pa3TBOP

o | npeaBapHUTEIHO HAIMbIHEHA CIPHUHIIOBKA ¢ 2,5 ml Bozia 3a MHKEKIIUH C OTJEIIHO OyTao.
¢ |1 HaOOp 3a BEHEIYHKITUS

¢ 2 aTKOXOJTHU TaMIIOHA 3a €IHOKpaTHa yroTpeoa.

e 2 CyXH TaMITOHA

e 2 macTupa

5. HAYMH HA ITPUJIAT'AHE U ITbT(MIIA) HA BBBEKJIAHE

3a MHTPAaBEHO3HO NMPIIOKECHHE, CaMO 3a €HOKpAaTHA yrnoTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHWS, AKO E HEOBXOIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba ciesn Ta3u nata.

Moske fa ce chxpansiBa rnpu temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BhPXY €THKETA.

Ot6enesxere HOBHS CPOK HA TOJAHOCT BbPXY BTOpUYHATA onakoBka. Ciiell pa3TBapsHe, MPOJAYKTHT
TpsiOBa Jia ce U3MoJI3Ba B paMKuTe Ha 3 vaca. /la He ce ChbXpaHsIBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/004

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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15. YKA3AHMNA 3A YIIOTPEBA

[IpodereTe NucTOBKATA MPEIU YIOTPeOA.

P | [

16. HUH®OPMAIMS HA BPAII

KOGENATE Bayer 250
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BTMINA) HA BBBEXK/IAHE

KOGENATE Bayer 250 1U npax 1 pa3TBOPHUTEN 3a HH)KEKIIMOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

250 IU okroxor anda (100 IU/ml cien pa3TBapsite)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUVHUYHA
II'bPBUYHU OITAKOBKHA

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 2,5 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2,5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 500 1U npax u pa3TBOpHTEN 3a HH)KEKIIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (oxkmoxoez arga)

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 500 IU oxroxor anda (200 IU/ml ciieq pasrapsiHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

e 1 ¢akoH ¢ Bio-Set ycTpoHCTBO ¢ Ipax 3a HHXKEKIIMOHEH Pa3TBOP

e | mpenBapUTEITHO HAITBLIIHEHA CIIPUHIIOBKA ¢ 2,5 ml Boja 32 MHXKEKITUH € OT/ACITHO OyTallo.
¢ | HabOp 3a BEHEIYHKITUS

¢ 2 aTKOXOJTHU TaMIIOHA 3a €IHOKpaTHa yroTpeoa.

e 2 CyXH TaMITOHA

e 2 macTupa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MILIA) HA BBBEKJIAHE

3a MHTPAaBEHO3HO NMPIIOKECHHE, CaMO 3a €HOKpAaTHA yrnoTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHWS, AKO E HEOBXOIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba ciesn Ta3u nata.

Moske fa ce chxpassiBa npH temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BhPXY €THKETA.

Ot6enesxere HOBHS CPOK HA TOJAHOCT BbPXY BTOpUYHATA onakoBka. Ciiell pa3TBapsHe, MPOJAYKTHT
TpsiOBa J1a ce U3MoI3Ba B paMKuTe Ha 3 vaca. [la He ce chXpaHsBa B XJIAIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/005

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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15. YKA3AHMNA 3A YIIOTPEBA

[IpodereTe NMcTOBKATA MPETU YIOTPEOA.

P | [

16. HUH®OPMAIMS HA BPAII

KOGENATE Bayer 500
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BTMINA) HA BBBEXK/IAHE

KOGENATE Bayer 500 IU npax 1 pa3TBOPHUTEN 3a HH)KEKIIMOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

500 IU okroxor anda (200 IU/ml cien pa3TBapsite)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUVHUYHA
II'bPBUYHU OITAKOBKHA

HpeuBapnTeJmo HAIIbJ/JIHCHA CIPUHIIOBKA C 2,5 Ml Boga 3a MHKEKIIUHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2,5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 1000 U mpax # pa3TBOpUTEII 32 HHXEKIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (oxkmoxoez arga)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

1 dmakon: 1000 IU okrokor ajnda (400 IU/ml ciaen pasrBapsHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

¢ 1 dmakon ¢ Bio-Set ycTpo#icTBO ¢ Tpax 3a HEXKEKIIMOHEH Pa3TBOP

o | npeaBapHUTEIHO HAIbIHEHA CIPHUHIIOBKA ¢ 2,5 ml Bozia 3a MHKEKIIUH C OTEIHO OyTao.
¢ |1 HaOoOp 3a BEHEIYHKITUS

¢ 2 aTKOXOJTHU TaMIIOHA 3a €IHOKpaTHa yroTpeoa.

e 2 CyXH TaMITOHA

e 2 macTupa

5. HAYNH HA TTPUJIATAHE M ITbT(MIIIA) HA BBbBEX/IAHE

3a MHTPAaBEHO3HO NMPIIOKECHHE, CaMO 3a €HOKpAaTHA yrnoTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHWS, AKO E HEOBXOIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba ciesn Ta3u nata.

Moske fa ce chxpansiBa rnpH temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpoKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ort6ernexere HOBUSI CPOK HA TOJTHOCT BHPXY BTOpUYHATA OomakoBka. Ciiesl pa3TBapsiHe, MPOIYKTHT
TpsiOBa Jia ce U3MoJI3Ba B paMKHTe Ha 3 vaca. /la He ce ChXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/006

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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15. YKA3AHMNA 3A YIIOTPEBA

[IpouereTe NucTOBKATA MPEIU YHOTpeOA.

P | [

16. HUH®OPMAIMS HA BPAII

KOGENATE Bayer 1000

148



MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BTMINA) HA BBBEXK/IAHE

KOGENATE Bayer 1000 IU npax u pa3TBOpPHUTEI 32 HHKCKIIUOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

1000 IU okroxor anda (400 IU/ml cien pa3TBapsite)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUVHUYHA
II'bPBUYHU OITAKOBKHA

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 2,5 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2,5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 2000 U mpax # pa3TBOpUTEII 32 HHXEKIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (oxkmoxoez arga)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 2000 IU okrokor ajnda (400 IU/ml ciaen pasrBapsHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

e 1 ¢akoH ¢ Bio-Set ycTpoHCTBO ¢ Ipax 3a HHXKEKIIMOHEH Pa3TBOP

o | npeaBapuTEIHO HambIHEHA cupuHIIOBKa ¢ 5,0 ml Boza 3a MHKEKIIUH ¢ OTIEIHO OyTao.
¢ |1 HaOoOp 3a BEHEIYHKITUS

¢ 2 aTKOXOJTHU TaMIIOHA 3a €IHOKpaTHa yroTpeoa.

e 2 CyXH TaMITOHA

e 2 macTupa

5. HAYMH HA ITPUJIAT'AHE U ITbT(MIIIA) HA BBBEKJIAHE

3a MHTPAaBEHO3HO NMPIIOKECHHE, CaMO 3a €HOKpAaTHA yrnoTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHWS, AKO E HEOBXOIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba ciesn Ta3u nata.

Moske fa ce chxpansiBa pu temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpoKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ort6ernexere HOBUSI CPOK HA TOJTHOCT BHPXY BTOpUYHATA OomakoBka. Ciiesl pa3TBapsiHe, MPOIYKTHT
TpsiOBa Jia ce U3MoJI3Ba B paMKHTe Ha 3 vaca. [la He ce ChXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/010

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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15. YKA3AHMHA 3A YIIOTPEBA

[IpodereTe NucTOBKATA MPEIU YIOTpeOA.

P | [

16. HUH®OPMAIMS HA BPAII

KOGENATE Bayer 2000

153



MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 2000 IU npax u pa3TBOpPHUTEI 32 HHXCKIIUOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2000 IU oxrokor anda (400 IU/ml cien pa3tBapsiHe)

6. JPYIO

Bayer-Logo

154



MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUVHUYHA
II'bPBUYHU OITAKOBKHA

HpeuBapnTeﬂﬂo HAIbJIHCHA CIPUHIIOBKA C 5,0 ml Boja 32 MHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CBbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

5,0 ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 3000 U mpax # pa3TBOpUTEII 32 HHXEKIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (okmoxoez arga)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 3000 IU okrokor ajnda (600 IU/ml ciaen pasrBapstHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

e 1 ¢akoH ¢ Bio-Set ycTpoHCTBO ¢ Ipax 3a HHXKEKIIMOHEH Pa3TBOP

o | npeaBapuTEIHO HambIHEHA cupuHIIOBKa ¢ 5,0 ml Boza 3a MHKEKIIUH ¢ OTIEIHO OyTao.
¢ |1 HaOoOp 3a BEHEIYHKITUS

¢ 2 aTKOXOJTHU TaMIIOHA 3a €IHOKpaTHa yroTpeoa.

e 2 CyXH TaMITOHA

e 2 macTupa

5. HAYMH HA ITPUJIAT'AHE U ITbT(MIIA) HA BBBEKJIAHE

3a MHTPAaBEHO3HO NMPIIOKECHHE, CaMO 3a €HOKpAaTHA yrnoTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

156



‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba cien Ta3u nata.

Moske fa ce chxpassiBa rnpH temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ot6enesxere HOBHS CPOK HA TOJAHOCT BbPXY BTOpUYHATA onakoBka. Ciiell pa3TBapsHe, MPOJAYKTHT
TpsiOBa Jia ce U3MoJI3Ba B paMKHTe Ha 3 vaca. [la He ce ChXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPpEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA da CE€ ChbXpPaHABAT B OpUI'MHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/012

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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15. YKA3AHMNA 3A YIIOTPEBA

[IpodereTe NucTOBKATA MPEIU YIOTpeOA.

P | [

16. HUH®OPMAIMS HA BPAII

KOGENATE Bayer 3000
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 3000 IU npax u pa3TBOpHUTEI 32 HHKCKIIUOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

3000 IU oxrokor anda (600 IU/ml ciien pa3tBapsiHe)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUVHUYHA
II'bPBUYHU OITAKOBKHA

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 5,0 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

5,0 ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 250 1U npax u pa3TBOpPHTEN 3a HH)KEKIIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (okmoxoe arga)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 250 IU okroxor anda (100 IU/ml ciieq pasrBapsiHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

o | uakoH ¢ mpax 3a HHXEKIIMOHEH Pa3TBOP

¢ | nIpeaBapHUTEIHO HAITbIHEHA CIIPUHIIOBKA ¢ 2,5 ml Boja 3a MHKEKIIUHU C OTACIHO OyTalio
e 1 amanrep 3a aakoH

¢ | HaOOp 3a BEHEIYHKITUS

e 2 aNKOXOJHHU TaMIIOHA

e 2 CyXW TaMIlOHa

e 2 macTupa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MIIIA) HA BBBEKJIAHE

3a HHTPAaBEHO3HO PIIIOKCHHE, CaMO 3a €HOKpAaTHA yroTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIELTA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
Jla He ce M3nomn3Ba ciesn Ta3u naTa.

Moske fa ce chxpassiBa rnpH temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ot6enesxere HOBHS CPOK HA TOJAHOCT BbPXY BTOpUYHATA onakoBka. Ciiell pa3TBapsHe, MPOJAYKTHT
TpsiOBa Jia ce U3MoI3Ba B paMKuTe Ha 3 vaca. /la He ce chXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/007

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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| 15. YKA3AHMNS 3A YIIOTPEBA

[IpouereTe BHUMATENIHO JIUCTOBKATA NIPEU YIOTpeoa.

1
-~
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| 16. MH®OPMAIUS HA BPATLI

KOGENATE Bayer 250
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 250 IU npax 1 pa3TBOPHUTEN 3a HH)KEKIIMOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

250 IU okroxor anda (100 IU/ml cien pa3TBapsite)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKH

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 2,5 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2,5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 500 1U npax u pa3TBOpHTEN 3a HH)KEKIIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (okmoxoez argpa)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 500 IU oxroxor anda (200 IU/ml ciieq pasrapsiHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

o | uakoH ¢ mpax 3a HHXEKIIMOHEH Pa3TBOP

¢ | nIpeaBapHUTEIHO HAITbIHEHA CIIPUHIIOBKA ¢ 2,5 ml Boja 3a MHKEKIIUHU C OTACIHO OyTalio
e 1 amanrep 3a aakoH

¢ | HaOOp 3a BEHEIYHKITUS

e 2 aNKOXOJHHU TaMIIOHA

e 2 CyXW TaMIlOHa

e 2 macTupa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MIIIA) HA BBBEKJIAHE

3a HHTPAaBEHO3HO PIIIOKCHHE, CaMO 3a €HOKpAaTHA yroTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba cie Ta3u nata.

Moske fa ce chxpassiBa rpu temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ort6ernexere HOBUSI CPOK HA TOJTHOCT BHPXY BTOpUYHATA OomakoBka. Ciiesl pa3TBapsiHe, MPOIYKTHT
TpsiOBa Jia ce U3MoiI3Ba B paMKuTe Ha 3 vaca. [la He ce ChXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/008

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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| 15. YKA3AHMNS 3A YIIOTPEBA

[IpouereTe BHUMATENIHO JIUCTOBKATA NIPEU YIOTpeoa.

1
-~

| 8

B { \
Wy ' -\":.:'\-MZM 1

| 16. MH®OPMAIUS HA BPATLI

KOGENATE Bayer 500
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 500 IU npax 1 pa3TBOPHTEN 3a HH)KEKIIMOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

500 IU okroxor anda (200 IU/ml cien pa3TBapsite)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 2,5 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2,5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 1000 U mpax # pa3TBOpUTEII 32 HHXEKIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (okmoxoe angpa)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 1000 IU okrokor ajnda (400 IU/ml ciaen pasrBapsHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

o | uakoH ¢ mpax 3a HHXEKIIMOHEH Pa3TBOP

¢ | nIpeaBapHUTEIHO HAITbIHEHA CIIPUHIIOBKA ¢ 2,5 ml Boja 3a MHKEKIIUHU C OTACIHO OyTalio
e 1 amanrep 3a aakoH

¢ | HaOOp 3a BEHEIYHKITUS

e 2 aNKOXOJHHU TaMIIOHA

e 2 CyXW TaMIlOHa

e 2 macTupa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MIIIA) HA BBBEKJIAHE

3a HHTPAaBEHO3HO PIIIOKCHHE, CaMO 3a €HOKpAaTHA yroTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba cie Ta3u nata.

Moske fa ce chxpassiBa rpu temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ort6ernexere HOBUSI CPOK HA TOJTHOCT BHPXY BTOpUYHATA OomakoBka. Ciiesl pa3TBapsiHe, MPOIYKTHT
TpsiOBa Jia ce U3MoiI3Ba B paMKuTe Ha 3 vaca. [la He ce ChXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/009

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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| 15. YKA3AHMNS 3A YIIOTPEBA

[IpouereTe BHUMATENIHO JIUCTOBKATA NIPEU YIOTpeoa.
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| 16. MH®OPMAIUS HA BPATLI

KOGENATE Bayer 1000
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 1000 IU npax u pa3TBOpPHUTEI 32 HHKCKIIUOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

1000 IU okroxor anda (400 IU/ml cien pa3TBapsite)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKH

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 2,5 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2,5ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 2000 U mpax # pa3TBOpUTEII 32 HHXEKIMOHEH Pa3TBOP

PexombunanTeH koarynaiuoner ¢axrop VIII (okmoxoe arga)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 2000 IU okrokor ajnda (400 IU/ml ciaen pasrBapsHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

o | uakoH ¢ mpax 3a HHXEKIIMOHEH Pa3TBOP

¢ | npeaBapuUTEIHO HambHEHA crpuHIIOBKa ¢ 5,0 ml Boa 3a MHKEKIIMHU ¢ OTACIHO OyTalio
e 1 amanrep 3a aakoH

¢ | HaOOp 3a BEHEIYHKITUS

e 2 aNKOXOJHHU TaMIIOHA

e 2 CyXW TaMIlOHa

e 2 macTupa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MIIIA) HA BBBEKJIAHE

3a HHTPAaBEHO3HO PIIIOKCHHE, CaMO 3a €HOKpAaTHA yroTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIELTA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce M3nomn3Ba cien Ta3u nata.

Moske fa ce chxpansiBa npH temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpOKa Ha TOJHOCT,
oTOeIsI3aH BhPXY €THKETA.

Ot6enesxere HOBHS CPOK HA TOJAHOCT BbPXY BTOpUYHATA onakoBka. Ciiell pa3TBapsHe, MPOJAYKTHT
TpsiOBa Jia ce U3MoJI3Ba B paMKuTe Ha 3 vaca. [la He ce chbXpaHsIBa B XJIQJIMITHUK CIIE]] pa3TBapsHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3allIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/011

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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| 15. YKA3AHMNS 3A YIIOTPEBA

[IpouereTe BHUMATENIHO JIUCTOBKATA NIPEU YIOTpeoa.
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| 16. MH®OPMAIUS HA BPATLI

KOGENATE Bayer 2000
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 2000 IU npax u pa3TBOpPHUTEI 32 HHXCKIIUOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

2000 IU oxrokor anda (400 IU/ml cien pa3tBapsiHe)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKH

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 5,0 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CBbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

5,0 ml

6. JPYIO
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUSA

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

KOGENATE Bayer 3000 U mpax # pa3TBOpUTEII 32 HHXEKIMOHEH Pa3TBOP

PexombunanTeH koarynauoner ¢axrop VIII (okmoxoez argpa)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 dmakon: 3000 IU okrokor ajnda (600 IU/ml ciaen pasrBapstHe)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIHIECTBA

I'munve, HaTpUEB XJIOPH/I, KAIITUEB XJIOPHI, XUCTHINH, Tofrcopbat 80, 3axapo3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

o | uakoH ¢ mpax 3a HHXEKIIMOHEH Pa3TBOP

¢ | npeaBapuUTEIHO HambHEHA crpuHIIOBKa ¢ 5,0 ml Boa 3a MHKEKIIMHU ¢ OTACIHO OyTalio
e 1 amanrep 3a aakoH

¢ | HaOOp 3a BEHEIYHKITUS

e 2 aNKOXOJHHU TaMIIOHA

e 2 CyXW TaMIlOHa

e 2 macTupa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MIIIA) HA BBBEKJIAHE

3a HHTPAaBEHO3HO PIIIOKCHHE, CaMO 3a €HOKpAaTHA yroTpeoa.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B IOCEI'A HA JIELTA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU ITPEAYTIPEXIEHUS, AKO E HEOBXOJIUMO

181



‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
Tonen 1o (kpas Ha 12-MeceueH Mepro/I, aKo Ce ChbXpaHsBa IIPH CTaiiHa TeMIIepaTypa):
[la He ce m3nomn3Ba ciesn Ta3u nata.

Moske fa ce chxpansiBa pu temieparypu a0 25 °C 1o 12 mecenia B paMKHTE Ha CpoKa Ha TOJHOCT,
oTOeIsI3aH BbPXY €THKETA.

Ort6ernexere HOBUSI CPOK HA TOJTHOCT BHPXY BTOpUYHATA OomakoBka. Ciiesl pa3TBapsiHe, MPOIYKTHT
TpsiOBa Jia ce U3MoJI3Ba B paMKHTe Ha 3 vaca. [/la He ce chXpaHsBa B XJIQJIMITHUK CIIE]] pa3TBapsiHe.

‘ 9. CIIEMAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B xnagmiHuk (2 - 8 °C). Jla He ce 3aMpa3ssBa.

®1aKoOHBT U MPEABAPUTECIIHO HAITbJIHCHATA CIIPUHIIOBKA a C€ ChbXPaHABAT B OpUIMHAJIHATA OIIaKOBKa,
3alIuTCHa OT CBCTIIMHA.

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

Bcesiko HEen3mon3BaHoO KOJIMYECTBO Pa3TBOP TPsiOBa Ja ce U3XBBPIIH.

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer Pharma AG
13342 Berlin
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/00/143/013

13. TMAPTHUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKAPCKO MpeIrCaHue.
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| 15. YKA3AHMNS 3A YIIOTPEBA

[IpouereTe BHUMATENIHO JIUCTOBKATA NIPEU YIOTpeoa.
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| 16. MH®OPMAIUS HA BPATLI

KOGENATE Bayer 3000
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

Dj1aKoH ¢ Mmpax 3a HHXKCKIIMOHCH pa3TBoOp

| 1. HUME HA JIEKAPCTBEHUA NPOAYKT U I'BT(MINA) HA BBBEXK/IAHE

KOGENATE Bayer 3000 IU npax u pa3TBOpHUTEI 32 HHKCKIIUOHEH Pa3TBOP
PexombunanTen koarynaruorer daxrop VI (okmoxoz argha)

MHTpaBEHO3HO NPUITOKEHNE

| 2. HAYMH HA TIPUJIATAHE

[Ipenu ynotpebda npoyeTere TUCTOBKATA.

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

3000 IU oxrokor anda (600 IU/ml ciien pa3tBapsiHe)

6. JPYIO

Bayer-Logo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKH

HpeuBapnTem{o HAIIbJ/JIHCHA CIPUHIIOBKA C 5,0 ml Boja 32 HHKEKIIMHU

1. HUME HA JIEKAPCTBEHUA NIPOAYKT U I'BT(MIIA) HA BbBEXK/IAHE

Bopa 3a nmxexmnu

‘ 2. HAYMH HA ITPUJIATAHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

| 5. CbABPKAHUE KATO MACA, OBEM WIH EJUHUIIA

5,0 ml

6. JPYIO
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b. JMCTOBKA
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 250 IU npax 1 pa3TBopuTeJI 32 HHKEKIIHOHEH Pa3TBop
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 3a Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH Ja I POYETETe OTHORBO.

- AKO UMate HAKAaKBHU JTOMBIHUTEIHHN BBIIPOCH, TONUTaiTe Bammst nexap nin papmariesT.

- ToBa ekapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyrH
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
karo Bamwure.

- AKO TIONTy4YHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaKIlny, yBeaoMeTe Bamms nexap nimm
(hapmamneBt. ToBa BKITI0OYBA 1 BCHUKH BH3MOKHU HEXKEJIAHH PEAKIUH, HEOTHCAHU B Ta3H
mucToBKa. BrmxTe Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 250 IU u 3a kakBoO ce U3I0JI3Ba
Kakso Tps0Ba na 3Haere, npeau na usnoiazsare KOGENATE Bayer 250 1U
Kak na nznomseare KOGENATE Bayer 250 1U

BB3MOKHU HEKEIIAaHH PEaKIini

Kak na cexpanssate KOGENATE Bayer 250 1U

ChIbpikaHKe Ha OMIAKOBKAaTa M AOIBJIHUTEIHA HHOpMAIIHSL.

ok wdE

1. Kaxkso npencraBassa KOGENATE Bayer 250 1U u 3a kakBo ce n3noj3Ba

KOGENATE Bayer 250 1U cbabpika aKTUBHOTO BEIIECTBO, YOBEIIKH PEKOMOMHAHTCH
koarymnannosneH (¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jedeHue 1 NpoQHIakTHKa Ha KPhbBOU3IUBH MTPU BH3PACTHH,
FOHOIIIH U JIeTIa OT BCHYKH BB3pacT ¢ xemodunust A (BpoaeH nedunut Ha dakrop VIII).

To3u nmpoayKT He ChIbpiKa dakTopa Ha GpoH Bunedpans u ciemoBaTellHO HE TPAOBA /1a e M3MO0I3Ba
3a nedeHue Ha OonecTTa Ha oH Buebpan.

Bceska omakoBka KOGENATE Bayer cpabppika ¢aaxon ¢ Bio Set TpancdepHO ycTpoicTBO 1
MIpeIBapUTETHO HAITBJIHEHA CIIPUHIIOBKA C OTJEITHO OyTajio, KakTo M Habop 3a BeHEMyHKIHS (3a
WHKEKIHS BbB BEHA), 1BA aJIKOXOJHH TAMIIOHA, JIBA CyXH TaAMIIOHA U JIBA TUIACTUPA.

®nakoHBT ChABPKA CYX, OsUT 10 0710 KBIT Mpax. [IpeBapuTeTHO HaBbIHEHATa CIPUHIIOBKA
ChIbprKa BOJIA 32 MHKEKIIUH, KOSATO CE M3II0JI3Ba 33 Pa3TBApsHE HA ChABPKAHUETO Ha (IIaKOHA.

@DakoHBT € TPax 3a HHXKEKIUOHEH pa3TBop cbabpxka 250 [U okxrokor anda (IU ca MmexayHapoaHu
enunauim). Cien pa3TBapsHe ¢ BOjaTa 3a HH)KEKIMH, BCEKH (DIIaKOH ChIbprka OKTOKOT aida
100 1U/ml.

2. Kakso Tps6Ba na 3naere, npeau aa usnonazsate KOGENATE Bayer 250 U

He m3nomsBaiite KOGENATE Bayer 250 1U
®  aKO CTe aJIePTUYHH KbM OKTOKOT ayiha MM KbM HAKOS OT OCTaHAIINTE ChCTAaBKH Ha TOBA
JIeKapCTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePrUYHH KbM MHIIH OCNTHIN WIN OSNTHIH OT XaMCTep.
AKo0 He CTe CHTYpHH 32 TOBa, KOHCYATHpaiiTe ce ¢ Bamms gekap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
I'oBopere ¢ Baius nekap unu ¢apmanest, npeau na usnoinzsare KOGENATE Bayer 250 1U.

O0bpHeTe cienuajIHO BHUMaHue npu ynorpeoara na KOGENATE Bayer 250 1U

e AKko uMmare cTAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumansisa, uim nojiydaBarte
3aMaifBaHe IpH U3IpaBsiHe, Bue Moke 1a nMaTe aneprudHa peaknus KbM TOBa JIEKapCTBO.
AKO Te3u OIUTAKBAHUS C€ TOSIBST, BeIHAra crpeTe NMPUJI0KeHUEeTO Ha MPOAYKTA 1
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammsr jexap Moke Aa Bu HampaBu n3cnenBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIIATA /1032
OT TOBa JIEKapCTBO OCUTYpsIBa aneKBaTHU HUBa Ha (Gakrop VIIL.

e AKO KpHBOM3IIUBHT Bu He ce oBiamsiBa ¢ 0OMJaifHaTa /1032 OT TOBA JICKAPCTBO, He3abaBHO ce
KOHCyJATHpaiiTe ¢ Bamms nexap. Bue moxe ma cte o6paszyBanmu naxubutopu k6M (akrop VIII
n Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a TOTBHpAX ToBa. HXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTA, KOUTO OJIOKMpAT M3noii3BaHusa ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €()eKTHBEH 3a MPO(MUIAKTHKA ¥ KOHTPOJ Ha KPHBOMBIIUBA.

e Axo mpeau cte oOpaszyBanu nHXHOUTOP KM (haktop VIII u mpemuHeTe HAa qPyTH IPOAYKTH,
ceabpkany ¢akrop VIII, Moxke ma cTe M370KEeH Ha PUCK OT ITOBTOPHA MTOSIBA HA WHXHOUTOD.

e Ako ca Bu xa3Banu, ue mmaTe 3a00JsIBaHE HA CHPIIETO, WM Y€ MMAaTe PUCK 3a 3a00JIsIBaHE Ha
cwpreTo, nHbopMupalite Bamms nexap wim papmanesT.

e Ako 3a npunoxenneto Ha KOGENATE Bayer umare Hyx/a OT IleHTpaJieH BEHO3EH KaTeThp
(central venous access device - CVAD), Bammwsr jtekap TpsOBa 1a MMa TIPEaBUL PHCKA OT
YCIIO)KHEHUsTa, cBhp3aHu ¢ CVAD, BKITIOYNTETHO JTOKaTHN HH()EKINH, TIOTIaJjaHe Ha
OakTepuu B KpbBTa (6aKTepuemMusi) 1 00pa3yBaHETO HA KPBBEH ChCUPEK B KPHBOHOCHHS Ch
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 250 1U

B3aumopeiicTBus ¢ ApyTy JIeKapcTBa HE ca M3BECTHH. Brnpexu ToBa nHpopMupaiite Bammms nexkap
i (hapMarieBT, ako mpuemMare, HaCKopo CTe IMPUEMAITH WIIA € Bb3MOXKHO Jla IPHeMeTe APYTH
JIEKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

BpeMenHocT, KbpMeHe U GepTHIANTET

Onurt BBB Bpb3Ka ¢ GepruimTera i nznonzpanero Ha KOGENATE Bayer o Bpeme Ha OpeMEHHOCT
U KbpMeHe HiaMa. ClieoBaTeIHO, ako cTe OpeMEeHHa WK KbPMUTE, CMATATe, 4€ MOXE Ja CTe
OpeMeHHa Wi TTaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpedara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBaHo BIHsHUE BHPXY CIIOCOOHOCTTA /1a ce modupa win paboTH ¢ MaIluHU.

KOGENATE Bayer 250 IU cbabp:xa HaTpwmii

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpHii Ha (JIaKOH, T.€. MPAKTUIECKH HE
ChAbPIKA HATPUA.
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3. Kaxk na manonzeare KOGENATE Bayer 250 1U

o Bunaru n3no3BaiiTe ToBa JIEKapCTBO TOYHO KAaKTO € OMMCAHO B Ta3H JUCTOBKA WM KakTo Bu
e kazay Bammst nekap wim gapmareBT. AKO HE CTE€ CUTYPHH B HEIIO, TonuTaniTe Bamms
JieKap Wik gpapmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPUIIOKEHHE U TpsIOBa Jia ce
npuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) IO BpeMe Ha
pasTBapsiHe 1 puiioxeHue. Jla ce M3Mmoa3BaT caMo MEANIUHCKATE U3Aenus (PIakoH ¢ mpax ¢
Bio-Set TpaHchepHO YCTPOKWCTBO, MPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA, ChIbPIKaIlla
pasTBopuTEN M HAOOp 3a BEHEMYHKIIMS) 32 pa3TBapsiHe U MPHUIIOKEHHE, TTPEIOCTABEHHU C BCSIKA
OTIAKOBKA Ha TOBA JIEKapCTBO. AKO T€3W KOMIIOHEHTH HE MOTaT Jla Ce U3IOJI3BaT, CBHPIKETE Ce
¢ Bamms nexap. AKo HIKOW OT KOMIOHEHTHTE Ha OMAKOBKATa € pasliedaTaH WK OBPECH,
HE 'O U3M0J3BaiiTe.

o [penu nmpunoxenue TpsidBa 1a GUITPyBaTe pa3TBOPECHUS MPOJYKT 32 OTCTPAHSBAHE HA
EBEHTYaJTHH TBBPJIM YACTHIIU OT pa3TBopa. DuiTpyBaHeTo MOXKeE Jia c€ OCHIIECTBH, KaTO
clie/iBaTe CTHIIKUTE 32 MPUTOTBSHE W/MIIA PWIOKEHHE, OMTUCAHU 1M0-1011y. 3non3Baiite
TIPHIIOKEHHUS HaOOp 3a BEHEIYHKIINS, ITOHEKE TOH BKIIFOUBA M MTPOTOYCH PIITHP. AKO HE €
BBH3MOKHO JIa M3M0JI3BATE TPUIIOKEHHS HA0Op 32 BEHEYHKIHS, U3TOI3BANTE OT/IEICH
¢untep, chBMecTM ¢ KOGENATE Bayer. Te3u cbBMecTiMu GuaTpu umat tan Luer-
aJianTep MoJIMaKPHIICH KOPITYC C BIPaJIeH MOHaMUJIeH (pUITpHpAIll eIEMEHT C ToJIeMUHA Ha
mopute 5 — 20 MUKpOMETpa.

o He u3non3BaiiTe mpuioxeHwust KbM MPOAYKTa HAOOp 32 BEHEMyHKIIHUA 32 B3eMaHe Ha KPbBHA
mpo0a, MOHEeXKe TOH ChIbpKa MPOTOUYeH GUITHP. AKO ce Hajara npeau nH]py3usaTa a1a ce
B3eMe KphBHA ITpoda, U3MoIi3BaiTe Habopa 3a mpmiIokeHue 0e3 QUITHP U clie]] TOBa
unmxektupaiite KOGENATE Bayer mpe3 urkeKInoHeH GUIThp. AKO HMaTe HAKAKBH
Boipocu otHocHo KOGENATE Bayer u ¢cbBMECTHUMHUTE ¢ HEr'O CaMOCTOSTEIHH (DHITPH,
CBBpIKETE ce ¢ Bamus nexap.

. ToBa nexapcTBo He TpsOBa 1a ce cMecBa ¢ Apyru nH(py3noHHH pa3TBopH. CrasBaiite cTporo
yKa3aHusATa Ha Baims iekap 1 3MoJI3BaiiTe yKa3aHHUATA MMO-I0Jy KaTo PHKOBOJICTBO:

PasTBapsiHe 1 npriiokeHue

A B C D

-

- —

| ot
rad

1. WzmuiiTe ppleTe cu IPUKIIMBO ChC CaIlyH M ToIa Bojxa. Pa3TBopbT TpsiOBa na Oble
MIPUTOTBEH Ha YUCTA U CyXa MOBBPXHOCT.
2. 3arormiere 3aTBOpeHUs (PIaKOH M CHPUHIIOBKATA C pa3TBOPHUTENsI BbB BamuTe pblie, J0KaTo

IMMOYYBCTBATEC, Y€ Ca 3aTOIJICHU KOJIKOTO PBIETC Bu. MaTepI/IaJ'I’BT HE TpH6Ba Ja 6’BL[6 10~
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10.

11.

12.

13.
14.

15.

16.

TOI'BJI OT TeJIecHa Temmeparypa (1a He npepumasa 37 °C). [loacymmasa ce eBEHTyaTHO
HaJMYHATa Biara ot (iaakoHa.

MaxHere KanadeTo oT (akoHa ¢ THOQHUIN3UPAH MPax Ype3 BHUMATEITHO JBIKEHUE, KOCTO
ce U3BBPIIBA HAKOJIKO ITBTH, JOKATO B CHIIOTO BpEMe ce AbpIia Harope. MaxHere
3aIymianKara, IpuKpereHa KbM OsilaTa Karauka Ha CpuHIoBKaTa (A).

BHuMaTeHOo MocTaBeTe CIpUHIIOBKATa KbM (riakoHa ¢ mpax (B).

[TocTaBete ¢urakoHa M3MPaBeH HAa TBHP/A, HE-XJIB3TaBa MOBBPXHOCT U IPHKTE BHUMATETHO C
pbka. Cieq ToBa HATHCHETE CHITHO 3alIUTHATA IUI0YKA 10 BbpXa HA CIIPUHIIOBKATA, KATO
M3MOJI3BaTe Bammms majelrl 1 nokasaner (C), qokaTo Ts gompe kpas Ha Bio-set. ToBa mokasBa,
4e cucreMara e akruBupana (D).

ITocTaBeTe OyTanoTo Ha CHPUHIIOBKATA C BHPTEINBO JIBIDKCHNE B TyMeHaTa MeMOpaHa Ha
cnpunrokata (E).

NmxexTupaiite pa3TBOpUTENS BHB (hJIaKOHA ¢ TIpaxa upe3 0aBHO HATHUCKaHE Ha OyTaIo0TO
Hanoiy. (F).

JInounmsnpaHuAT Mpax ce pa3TBaps ¢ BHUMATEIHO BEPTEIINBO IBIDKCHNE HA (rakoHa. [la
He ce paskiamia rpyoo! TpsOBa fga cre curypHu, 4e mpaxbT € pa3TBOPEH HAITBIHO TIPETH
yrorpeba. [Ipenu nprokeHre mpoBepeTe BU3yalTHo 3a HAJMYHE Ha BUIMMHU YaCTHIN WX 32
NpOMEHH B 1BeTa. [la He ce M3MONI3BaT Pa3TBOPH, ChABPKALIM BUIMMHU YaCTUIIN HIIH Ca
MbTHH. (G).

OO6bpHeTe (hakoHa/CIPUHIIOBKA U TIPEXBBPIIETE Pa3TBOPA Ype3 BHUMATEIHO U IJIABHO
n3rerisiHe Ha OyTtanoro (H). Tpsa6Ba ma cte curypHH, 4e IAI0TO KOTUIECTBO Pa3TBOP €
M3TETJICHO B CIIPHHIIOBKATA.

IlocraBere TypHHKeT. Onpenenere MACTOTO 3a BEHEMYHKIAA U 00padoTeTe aHTUCENTHIHO
WHXEKIHMOHHOTO MACTO, KakTo Bu e mocbBeTBan Bamusat nekap. [lynktupaiite BeHaTa u
obe3omaceTe MICTOTO Ha BEHEITYHKIHUATA C TUIACTHUP.

Ortnenere cripunioBkara ot ¢uiakona (1).

[Ipukpenere cprHIIOBKAaTa KbM HaOOpa 3a BEHEIyHKIHS Ype3 3aBbpPTAHE 0 TIOCOKa Ha
JaCOBHUKOBATa CTpeiika. YOeaeTe ce, 4e HaMa KpbB B clipuHIoBKaTa (J).

CBanere TypHUKETA.

WmxexTupaiite pa3rBopa HHTPaBEHO3HO B MPOIBIDKEHHE HAa HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpATe BU3yaHO MO3UIMATA Ha Urinata. CKOpoCTTa Ha MPUIIOKEHHE TPAOBa 1a ce
0a3upa Ha ChCTOSIHHETO Ha MAaIMeHTa, HO He TpsiOBa aa Ob/e mo-Brcoka ot 2 ml/min
(MakcuMalTHa CKOPOCT Ha HHPY3HS).

Axo e HeoOX0MMa JOBITHUTETHA 1033, MaXHETe Mpa3HaTa CIPHHIIOBKA ChC 3aBbPTaHE
00paTHO Ha YaCOBHHKOBATa CTPENKa. Pa3TBOpeTe KeIaHOTO KOIMYECTBO OT MPOIYKTa,
HOBTAPSIMKN CTBIIKK 2. — 9, KaTO U3MOJI3BATEe HOBA CIIPUHIIOBKA U S CBBP)KETE KbM CHCTEMAaTa
32 BEHEIyHKLIHSL.

Axo He e HeoOXoMMa Jpyra J03a, OTCTPAHETe CUCTeMAaTa 3a BEHEIYHKIIMS M CIIPHHIIOBKATA.
JlpBiKTe BHUMATEIIHO TaMITIOHA HaJl MHKEKIIMOHHOTO MSCTO BBPXY OITbHATAaTa phKa 3a
npubm3nTenHo 2 MUHYTH. Ha Kpas mocraBeTe Majika KOMIIPECHBHA IIPEBPB3Ka BBPXY
HHXEKIIMOHHOTO MSCTO.

Jleuenne Ha KPHBOTCUCHUE

Konaxo KOGENATE Bayer 250 IU tpsi0Ba 1a U31o13BaTe M KOJIKO Y4ECTO TPsIOBa J1a IO U3I10J13BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Bamrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe MHXUOUTOPH M KAKBO € KOJTUYECTBOTO Ha
uHXuoUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOETO MMaTe HyX/Ia.

BamusT nekap mie u34rcau 103aTa OT TOBa JIEKAPCTBO M KOJIKO 4eCTO TPsiOBa a s MmojrydaBaTte, 3a 1a
MOCTUTHETE HEOOXOAMMOTO HUBO Ha akTUBHOCT Ha (akTop VIII B kpbBTa. TOI/TS TpsiOBA BUHATH J1a
oTIpeziesisi KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPsIOBa Jja ce MPHJIIOKH, M YecToTara Ha
npuiioKeHue criopen Bammre nanuBuayaran Hyxau. [Ipu onpenenenu o0CTosATEICTBA MOXKE J1a ca
HEOOXOMMH IO-TOJIEMH KOJIHYECTBa OT H3UHUCICHUTE, 0COOEHO 3a HadalHaTa /103a.
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HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznonzsare KOGENATE Bayer 250 IU 3a nmpenoTBpaTsiBaHe Ha KPbBOM3JIUBY (MPO(HIAKTHKA),
Bammst nekap e u3duciu qo3ata 3a Bac. O6ukHOoBeHO 1mie 0b4¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM cydau, CICIIHAIHO TIPH
TI0-MJIaIM TTAIIMEHTH, MOJKE JIa ca HEOOXOJUMH TIO-KPATKU HHTEPBAIM WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeIBaHMU

CHWITHO ce TIpenophYBa J1a Ce U3BHPIIBAT ChOTBETHH JIA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO U MOUIHPXKAHETO Ha IOCTAThYHN HUBA HA
thaxTop VIII. OcobeHo B cirydaii Ha TOJIEMH OTIEPAaTUBHA WHTEPBEHITNH € 3aTBJDKATEITHO JIa Ce
NpoBeJIe BHUMATEITHO MPOCie/BaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KPpHBOTEUYEHHETO HE CE OBIAJISBA

Axo HuBOTO Ha paktop VIII BBB Bamrara miazMa He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HITA aKO
KPBHBOM3IIMBBT HE C€ OBJAISIBA C J03a, KOSTO M3IIIekKAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuouropu cpenty dakrop VII. ToBa TpsOBa 1a ce onmpenesy ot JeKap CICITHATIHCT.

AKO uMare 9yBCTBO, Ue e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH WJIM MHOTO cJiab, TOBOpETE C
Bamug nexysary jiekap.

IlanmenTy ¢ HHEXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysainu uaxuoutopu KsM ¢pakrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIEMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
Axo Ta3u 103a He oBiaAsBa Bamusa kpbBou3nuB, Bamusar gekap Moxe 1a Bu gaze 1OMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIeHTpaT Wi (aKTHBHPaH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApH - CIICIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. ['oBopete ¢ Bamus nekap, ako OMXTe HCKalW JONMBIHUTETHA HHPOpMAaIHA 3a TOBA.
He noBumaga mo3ara ekapcTBO, KOSITO M3MOI3BaTeE, 3a /1a KOHTpoiupare Bamrero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bammst nexap.

CKopocT Ha PUIIOKEHHE

ToBa JiekapcTBO TPAOBA Jla ce MHIKEKTHPA HHTPABEHO3HO B TIPOJIBIKCHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ ONPEETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMamHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxxe KOJIKO 9eCTO M Ha KaKBU HHTEPBAJIM TPsOBA /1a Ce TIpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHO 3amecTBaioTo Jiedenne ¢ KOGENATE Bayer 250 IU e 3a 11511 5KMBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 103a KOGENATE Bayer 250 1U

He ca cpo0mienn ciny4an Ha ipefo3upaHe ¢ peKoMOWHAHTHHA KoarynannoneH dakrop VIIIL.

Ako cTe u3mon3Baiy noeeve ot Heooxoaumara no3a KOGENATE Bayer 250 U, yeenomere Bamust
neKap.

Ako cte nponycHanu aa uznoazsare KOGENATE Bayer 250 1U

o ITocraBere Bamiara cienBaria /103a BeHara v NpoAbDKETE Ha PEAOBHU HHTEPBAIH, CTIOPET
Ha3HaueHueTo Ha Bammus nekap.
. He npunaraiite 1BoiiHa A03a 32 KOMIIEHCUPAaHE HA MPOMyCHATa A03a.

Ako cte cnipeau ynorpedata na KOGENATE Bayer 250 1U
He cninpaiite na m3nomsare KOGENATE Bayer 250 U 6e3 na ce koHcynTupate ¢ Bamms nexap win
(hapMareBT.
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JlokymeHTarms
IIpenopbuBa ce Bceku muT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO UMaTe HIKAKBU JIOTBIHATEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, MOMHTaiTe
Bammst nekap v dpapmarienT.

4, Bb3MoKHU HesKeJTaHU pPeaKkuuu

Kakrto Bcuuku JIEKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPEAU3BHUKA HEXKCIIAHU PEAKIIUN, BBIIPEKHU Y€ HE
BCCKU T'Y IIOJTy4aBa.

Haii- Te:kkuTe HEXXellaH! JIEKAPCTBEHH PEAKI[UH ca XMNEePTOHMYHH PeaKIUuu Wi aHa(huIaKTHIeH
IOK (psAIKa HEe)KeTIaHa PEeaKITHs).

B ciyuaif ue ce pa3BusT aNepruvHA WK aHAPWIAKTHYHY PEaKITuH, HHXEKTHpaHeTo/nHPy3usITa
TpsiOBa 1a cpat Beanara. MoJisi KOHCYJITHpaiiTe ce BeqHara ¢ Bamus Jekap.

OO0u1 cIMCBK HA Bb3MOKHUTE HEKEJAHHU JIEKAPCTBEHU PeaKIlum:

MHoro 4yecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marmueHTH

. o0Opa3yBaHe Ha HeyTpaitu3upamny anturena kM Gaktop VI (mHxubUTOpM) NMpH HETEKyBaHHA U
JIEKyBaHW B MUHAJIOTO TAIIHEHTH

YecTH:

Morar jaa 3acertar 1o 1 Ha 10 manueHTu

o 00puB/cHpOsIIT 0OpUB

° JIOKAQJTHU PeaKIUX TaM, KbJETO CTe HHKEKTUPAJIH JIEKaPCTBOTO (HAIp. YyBCTBO Ha MapeHe,
BPEMEHHO 3a4epBSIBAHE)

HeuecTn:

Morar fa 3acersar f0 1 Ha 100 manuenTn

. oOpa3yBane Ha HeyTpaiu3upamy antutena KM pakrop VIII (mExuburopn) mpu nekyBaHH
MalUeHTH

Penku:

morar fa 3acersar 1o | Ha 1 000 marmenTn

J pEaKIiK Ha CBPbXYYBCTBUTEIHOCT, BKIIIOUBAIIH TE)KKA BHE3AITHA aJIeprUYHA PEakIys (KOsTo
MO’K€ J1a BKJIIOYBA KOIIPUBHA TPECKa, TaJIeHe, YPTUKAPHs, aHTHOEIeM, BTPHCAHe, 3a4epBsIBaHE,
r71aBo00IIHe, CHHIMBOCT, XPUIITEHE WM 3aTPYAHEHO JHIIaHe, 0€3CIIOKOWCTBO, TAXUKAPIHS,
MpaByYKaHe WU aHa(hUIaKTUYeH MIOK (Hamp. cTAraHe B I'bpANTe/ YyBCTBO Ha 000
HEpasIoJIoKEHUE, CBETOBBPTEXK U raJicHe, U JIEKO OHIKEHO KPBBHO HAIATAHE, OT KOCTO MOXKE
na Bu npumanee npu n3npassiae)

J MOBHIIICHA TEMITEpaTypa

C Heu3BeCTHA YeCTOTA:

OT HAJTMYHUTE JaHHHU HE MOXe /1a ObJle HalmpaBeHa OlleHKa Ha YecToTaTa
. M3BpAaIlleHNe Ha BKyca
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AKo 3a0elexHuTe HIKOH OT CICOHUTC CUMIITOMU 11O BpEMEC Ha I/IH)KCKTI/IDaHe/I/IHd)VSI/IH:

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

. JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXKe 1a Bu mpuManee npu
W3MIPABSHE)

. rajeHe

Tosa Moke J1a 03HAYaBa PaHHO MPEIYTIPEIKICHUE 32 CBPHXUYBCTBUTEITHOCT ¥ aHAMUIAKTHIHU

peaKIum.

AKO ce TIOSIBAT aJIeprUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPy3usiTa TpsOBa na
cnpart BeaHara. MoJis KOHCYJITUpaiiTe ce BeiHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTo Ha HEyTpadu3upamu anturena KbM daktop VI (MHXUOUTOPH) € U3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Mosxe j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIO/ICHNE Ha Pa3BUTHETO HA HHXHOUTOPH.

ITo BpeMe Ha KIIMHUYHY TIPOYYBAHUS HATO €UH MAllMEHT HE € 00pa3yBal KIMHUYHO 3HAYNMHU
KOJIMYECTBA aHTUTEIA CPEILy CICTUTE OT MUK OENTHK U OETITHK OT XaMCTep, ChIbPIKAIIIH Ce B
npoaykra. ChIecTByBa Bb3MOKHOCT OT aJIEPTHYHA PEAKIINH KbM BEIIECTBa, KOUTO CEe ChAbPIKAT B
TOBa JIEKAPCTBO, HATIP. CJIEAN OT MUIIHA OENTHK M OEITHK OT XaMCTep, PH ONPEIEIeHN
MPeIPa3NOI0KEHH MAIUEHTH.

Cpo0maBaHe Ha He)KeJIaHU pPeakuuu

AKO TIONTyuHTe HAKAKBU HEXKEJIaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenne V. Karo crobmaBaTe HeXxXeNaHN peakIny, MOXETE J]a 1aJleTe CBOsS IMPUHOC 32
NoJy4aBaHe Ha moBede HH(OpMAaIHs OTHOCHO 0€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansBate KOGENATE Bayer 250 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIIa.

Ja ce chxpansiBa B xnagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamkwuTe Ha cpoka Ha rOJTHOCT, 0003HAYCH BHPXY €THKETA, MOXKETE JIa ChXpaHsIBaTEe TOBA JICKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HaueHa BhPXY (hirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOEeIIe)KNUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAaKOBKA.

He cpxpaHsBaiiTe B XJTaAWIIHUK clie]] pa3TBapsiHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa c€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHA yroTpeba. Besiko Hen3mom3BaHo

KOJIMYECTBO TPsiOBa Jja c€ YHHUIIIOKH.

He n3non3BaiiTe TOBa JIEKApPCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETA U KapTOHEHATa
onakoBKka. CpOKBT Ha TOJHOCT OTIOBapsl Ha MOCIIEIHHS JCH OT IIOCOYCHUS MECEIl.

He m3non3BaiiTe TOBa JIEKAPCTBO, aKO 3a0€TeKUTE YaCTUIN HITH PA3TBOPHT € MBTEH.
He m3xBBpIIAliTE JIeKapcTBaTa B KaHATU3AIUATa WM B KOHTEIHEpa 3a TOMAIIH! OTHaIbIIH.

[Tonwuraiite Bamms apmaneBT kak 1a U3XBBPIIATE JEKapCcTBaTa, KOUTO BeUue HE u3nonseare. Te3u
MEPKH 11 CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpefa.
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6. Cun,pmalme Ha OIIAKOBKATa M N0IIbJHUTEC/IHA PlH(l)OpMaIlPlﬂ

Kakepo ceabp:ka KOGENATE Bayer 250 1U

IIpax:

AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upe3
pexkomOuHanTHa JIHK TexHOMOTHS.

Jlpyrure chCTaBKH ca INIAIWH, HATPUEB XJIOPH, KAIINEB XJIOPUA, XUCTUAMH, TToaucopoat 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PastBopuren:
Bona 3a HHXeKIy, CTeprI3upana.

Kaxk m3rnexxna KOGENATE Bayer 250 1U u kakBo ¢hABbpka OaKOBKaTa

KOGENATE Bayer ce npesiara KaTo pax 1 pa3TBOPUTEN 3a HH)KEKIIMOHEH Pa3TBOP U € CyX Osi1 10
0J1e10 JKBIT Ipax WK KoMmmakTHa Maca. Ciex pa3TBapsHe pa3TBOPBT € OUCTHP. MeauITmHCKH
U3JIENHS 33 Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBsT ¢ Besika onmakoBka KOGENATE Bayer 250 1U.

le/lTe)KaTeJ'l Ha pa3peuieHueTo 3a ynmpeﬁa U IMIPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 32 ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoaure

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonbIHATENHA HH(GOPMAIIHS OTHOCHO TOBA JISKAPCTBO, MOJIS, CBEPIKETE CE C JIOKATHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIsI Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapcrBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTe st

KOGENATE Bayer 500 IU npax 1 pa3TBopuTeJI 32 HHKEKIIHOHEH Pa3TBoOp
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 32 Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe Jla ce HAIOXKH Jia I POYEeTeTe OTHORO.

- AKO mMate HIKaKBHU JTOIMBIHUTEIHN BBIIPOCH, TONUTaiTe Bamms nexap nin papmariesT.

- ToBa IeKapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyrH
xopa. To Moke 1a IM HaBpeIr, He3aBUCHMO Y€ IPHU3HALNTE Ha TAXHOTO 3a00JISIBaHE ca CHIINUTE
kaTto Bamure.

- AKO TIONTyuYHTe HAKaKBU HEXKEIaHU JIEKApCTBEHHU PEaklny, yBeaoMeTe Bamms nexap nmm
(hapmaneBt. ToBa BKITIOYBA 1 BCHYKH BH3MOKHU HEXKEJIAHH PEAKIUH, HEOTIHCAHU B Ta3H
mucToBKa. BrkTe Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kakso npencrasisiea KOGENATE Bayer 500 IU u 3a kakBoO ce U3I0JI3Ba
Kakso Tpsi0Ba na 3Haere, npeau na usnoiazsare KOGENATE Bayer 500 1U
Kak na nznomseare KOGENATE Bayer 500 1U

BB3MOKHU HEKEITAaHH PEaKIinu

Kak na cexpanssate KOGENATE Bayer 500 1U

ChIbpikaHre Ha OMTAKOBKATa M JAOMBJIHUTEIHA HHOpMAIIHSL.

SoukrwdE

1. Kaxkgo npencraBassa KOGENATE Bayer 500 1U u 3a kakBo ce n3noj3Ba

KOGENATE Bayer 500 U cbabpika akTUBHOTO BEIIECTBO, YOBEIIKH PEKOMOMHAHTECH
koarymnannoneH (¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jieueHre 1 NpoQpuiIakTHKa Ha KPhbBOU3IUBH MPU BH3PACTHH,
FOHOIIIH U JIeTIa OT BCHYKH BB3pacTu ¢ xemodunust A (BpoaeH nedurut Ha dakrop VIII).

To3u nmpoayKT He ChIbpiKa dakTopa Ha GpoH Bunedpans u ciegoBaTeIHO HE TPSAOBa /1a ce M3M0I3Ba
3a nedeHue Ha Oonectra Ha poH Bunebpan.

Bceska omakoBka KOGENATE Bayer cpabspika ¢iaxon ¢ Bio Set TpancdepHO yCTpoicTBO 1
MIpeIBapUTETHO HAITBJIHEHA CIIPUHIIOBKA C OTJEITHO OyTajio, KakTo M HabOop 3a BeHEMyHKIHS (3a
WHKEKIIHS BbB BEHA), 1BA aJIKOXOJHH TAMIIOHA, JIBA CyXH TAMIIOHA U JIBA TUIACTUPA.

®nakoHBT ChABPKA CYX, OsUT 10 0710 KBIT Mpax. [IpeBapuTeHO HaTBbIHEHATa CIPUHIIOBKA
ChIbprKa BOJIA 32 MHKEKIIMH, KOSATO CE M3II0JI3Ba 3a Pa3TBApsIHE HA ChABPKAHUETO Ha (hIIaKOHA.

@DakoHBT ¢ Mpax 3a HHKEKIHOHeH pa3TBop cbabpka 500 U okxroxor anda (IU ca mexayHapoaHu
eqmanny). Criesr pa3TBapsiHe ¢ BOJATa 3a MHYKEKIINH, BCEKH ()IIAaKOH ChIBPKa OKTOKOT ajda
200 1U/ml.

2. Kakso Tps6Ba na 3naete, mpean aa uznosBare KOGENATE Bayer 500 1U

He uznoassaiite KOGENATE Bayer 500 1U
®  aKO CTE aJIePTUYHH KbM OKTOKOT ayiha WM KbM HAKOS OT OCTaHAIINTE ChCTAaBKH Ha TOBA
JIeKapCTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePTUYHH KbM MHIIH OCNTHIN WIN OCNTHIH OT XaMCcTep.
AKO He CTe CHTYpHH 32 TOBa, KOHCYITHpaiiTe ce ¢ Bamms nekap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢apmanest, npeau na usnoinzsare KOGENATE Bayer 500 1U.

O0bpHeTe cienuajIHo BHUMaHue npu ynorpeoara na KOGENATE Bayer 500 1U

e AKxo uMmare cTAraHe B I'bpAUTE, 3aMaiiBane, ragu Bu ce win Bu npumansisa, uim nojiydaBarte
3aMaifBaHe IpH U3IpaBsHe, Bue Moke 1a nMaTe ajnepriudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBaHUS C€ TOSIBST, BeIHAra crpeTe MPUJI0KEHUETO HA MPOAYKTA 1
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammsr jexap Moxke Aa Bu HampaBu n3cneaBaHus, KOUTO 12 MOTBBP/AAT, Y€ HACTOSIIATA 1032
OT TOBa JIEKapCTBO OCUTYpsIBa aneKBaTHU HUBa Ha (Gakrop VIIL.

e AKO KpHBOM3IIUBHT Bu He ce oBamsiBa ¢ 0OMJaifHaTa 1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyATHpaiiTe ¢ Bamms nexap. Bue moxe ma cte o0pasyBanmu naxubutopu k6M (akrop VIII
n Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a TOTBHpAX ToBa. HXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTa, KOUTO OJOKMpAT M3moi3BaHusa ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(MUIAKTHKA ¥ KOHTPOJ HAa KPHBOMBIINBA.

e Axo mpeau cte oOpasyBanu nHXuOUTOP KM (haktop VIII u mpemuHeTe HAa qPyTH IPOAYKTH,
ceabpkany ¢akrop VIII, Moxke ma cTe M310’KEeH Ha PUCK OT ITOBTOPHA MTOSBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ue uMaTe 3a00sIBaHE Ha CHPIIETO, UITK Y€ MMaTe PHCK 3a 3a00JIsIBaHe Ha
cwpreTo, nHbopmupaiite Bamms nexap wim papmaresrT.

o Axo 3a npuinoxkennero Ha KOGENATE Bayer umare HyX/1a OT LIECHTpaJICH BEHO3CH KaTeThP
(central venous access device - CVAD), Bammwsr jtekap TpsOBa 1a MMa TIPEaBUL PHCKA OT
YCIIO)KHEHUsTa, cBhp3aHu ¢ CVAD, BKITIOUNTETHO JTOKaTHN HH()EKINH, TIOTIaJjaHe Ha
OakTepnu B KpbBTa (6aKTepuemMusi) 1 00pa3yBaHETO HA KPBBEH ChCUPEK B KPHBOHOCHHS ChJ
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 500 1U

BzaumopeiicTBus ¢ ApyTy JIekapcTBa HE ca M3BECTHH. Brrpeku ToBa nHpopMupaiite Bammms nexap
i (hapMarieBT, ako mpuemMare, HaCKopo CTe IMPUEMAITH WK € Bb3MOXKHO Jla IPHeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

BpeMenHocT, KbpMeHe U GepTHIANTET

Onur BBB Bpb3Ka ¢ (epruimTera i n3nonzpanero Ha KOGENATE Bayer o Bpeme Ha OpeMEHHOCT
U KbpMeHe HiaMa. ClieoBaTeHo, ako cTe OpeMeHHa WM KbPMUTE, CMATATe, 4€ MOXE Ja CTe
OpeMeHHa Wi TIaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap rnpenn yrmorpedara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e rabnromaBano BIUsHUE BBPXY CIIOCOOHOCTTA /1a ce modupa win paboTH ¢ MaIluHU.

KOGENATE Bayer 500 IU cbabp:xa HaTpwmii

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJKO OT 23 mg HaTpwii Ha (IIaKOH, T.€. MPAKTUIECKH HE
ChIbPKA HATPUIA.
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3. Kaxk na manonzeare KOGENATE Bayer 500 1U

o Bunaru n3no3BaiiTe ToBa JIEKapCTBO TOYHO KAaKTO € OMMCAHO B Ta3H JUCTOBKA WM KakTo Bu
¢ kazay Bammst nexap wnm papmaneBT. AKO HE CTE€ CUTYPHH B HEIIO, TonuTaniTe Bamms
JIieKap Wik papmarieBT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPWIIOKEHHE U TpsIOBa Jia ce
npuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONM3BATE ACENITHYHHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) IO BpeMe Ha
pasTBapsiHe 1 puiioxeHue. Jla ce M3Mmoa3BaT caMo MeANIUHCKATE U3Aenus (PIakoH ¢ mpax ¢
Bio-Set TpaHcdepHO YCTpOKWCTBO, IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA, ChIbPIKaIla
pasTBopuTEN M HAOOp 3a BEHENYHKIIWS) 32 pa3TBapsiHe U MPHUIIOKEHHE, TTPEIOCTABEHHU C BCSIKA
OITaKOBKa Ha TOBA JIEKApPCTBO. AKO T€3W KOMITOHEHTH HE MOTAT Jla Ce U3I0JI3BAT, CBBPKETE Ce
¢ Bamms nexap. Ako HIKOW OT KOMIIOHEHTHTE Ha OMAKOBKATa € paslevyaTraH WIH OBPECH,
HE I'0 U3M0J3BaiiTe.

o [penu npunoxenue TpsidBa 1a GUITPyBaTe pa3TBOPESHUS MPOYKT 32 OTCTPAHSABAHE HA
EBEHTYaJTHH TBBPJU YACTHIIU OT pa3TBopa. DUiTpyBaHETO MOXKE Jia C€ OCHIIECTBH, KATO
Clie/iBaTe CTHIIKUTE 32 IIPUTOTBSHE /WA PWIOKEHHE, OMTUCAHU 10-1011y. 3mon3Baiite
TIPUIIOKEHHUS HAOOp 3a BEHEIYHKIINS, ITOHEKE TOH BKIIFOYBA M MMPOTOYCH PMITHP. AKO HE €
BB3MOIKHO JIa M3M0JI3BATE TPUIIOKEHHS HA0Op 32 BEHEYHKIHSI, U3TIOI3BANTE OT/IEICH
¢untep, chBMecTM ¢ KOGENATE Bayer. Te3u chBmecTiMu GuaTpu umat tan Luer-
aJianTep MoJIMaKPHIICH KOPITYC C BIPaJICH MOIHaMUJICH (PUIATPHUpAIIl eIEMEHT C FOJIeMUHA Ha
mopute 5 — 20 MUKpOMETpA.

o He u3non3Baiite mpriioxeHust KbM MPOAYKTa HAOOp 32 BEHEMyHKIIHA 32 B3eMaHe Ha KPbBHA
mpo0a, MoHeXke TOH ChIbpKa MPOTOUYeH GUITHP. AKO ce Hajara npeau naH}py3nsara aa ce
B3eMe KphBHA ITpoda, M3MoIi3BaiTe Habopa 3a mpmiIokeHue 0e3 GIITHP U clie] TOBa
umxektupaiite KOGENATE Bayer mpe3 uHkeKInoHeH GUIThP. AKO HMaTe HAKAKBU
Boipocu otHocHo KOGENATE Bayer v ¢cbBMECTHUMHUTE C HErO CaMOCTOSTEIHH (DHITPH,
CBBbpIKeTe ce ¢ Bamus nekap.

. Toa nexapcTBo He TpsIOBa 1a ce cMecBa ¢ Apyru HH(Ppy3noHHH pa3TBopH. Cra3BaiiTe cTporo
yKa3aHusATa Ha Bamms Jiekap 1 U3MoJI3BaiiTe yKa3aHHUATA MO-I0Jy KaTo PbKOBOJICTRBO:

PasTBapsiHe 1 npriiokeHue

A B C D

-

- —

| ot
rad

1. WzmuiiTe ppLeTe cu IPUKIIMBO ChC CaIlyH M ToIa Bojaa. Pa3TBopbT TpsiOBa na Oble
MIPUTOTBEH Ha YUCTA U CyXa MOBBPXHOCT.
2. 3arormiere 3aTBOpeHUs (PIaKOH M CHPUHIIOBKATA C pa3TBOPHUTENsI BbB BamuTe poiie, J0KaTo

IMMOYYBCTBATEC, Y€ Ca 3aTOIJICHU KOJIKOTO PBIETC Bu. MaTepI/IaJ'I’BT HE TpH6Ba Ja 6’BL[6 10~
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o &

10.

11.

12.

13.
14.

15.

16.

TOI'BJI OT TeJIecHa Temmeparypa (1a He npepumasa 37 °C). [loacymmasa ce eBEHTyaTHO
HaJIMYHATa Bjara oT (hJlaKoHa.

MaxHeTe KanaueTo oT (JiakoHa ¢ JHO(QMWIN3HUPAH pax Ype3 BHUMATEIHO JIBU)KEHUE, KOETO
Ce U3BBPIIBA HAKOJIKO ITbTH, JOKATO B CHIIOTO BpEMe ce Ibplla Harope. MaxHere
3aIymanKara, IpuKpereHa KbM OsilaTa Karauka Ha CrpuHIoBKaTa (A).

BHuMaTeIHO MocTaBeTe CIpUHIIOBKATa KbM (iakoHa ¢ mpax (B).

ITocraBete (1akoHa U3IIPaBeH HAa TBbPAA, HE-XJIb3raBa MOBBPXHOCT U APBKTE BHUMATEIIHO C
pbka. Ciieq ToBa HATHCHETE CHJIHO 3allMTHATA IJI0YKA IO BbpXa Ha CIPUHIIOBKATA, KaTo
M3MOJI3BaTe Bammms majerl 1 nokasaner (C), qokaTo Ts gompe kpas Ha Bio-set. ToBa moka3sBa,
4e cucreMara e akruBupana (D).

[TocraBete OyTanoTO Ha CHPUHIIOBKATA C BPTEIUBO ABWKEHHUE B TyMEHaTa MEeMOpaHa Ha
cnpunroskarta (E).

HNmxexTupaiite pa3TBOpUTENS BHB (hJIaKOHA ¢ TIpaxa upe3 0aBHO HATHUCKaHE Ha OyTaIo0TO
Hanoiy. (F).

JInodunnzupaHuT npax ce pa3TBaps ¢ BHUMATEIHO BbPTEINBO ABIKEHHE Ha (hiaakoHa. [la
He ce paskiamia rpyoo! TpsOBa ga cre curypHu, 4e mpaxbT € pa3TBOPEH HAITBIHO TIPETH
ynotpeba. [Ipenu nproxeHue npoBepeTe BU3yalHo 3a HAJIMYUE Ha BUJUMHU YaCTHLIU HIIH 32
IIPOMEHU B LiBeTa. Jla He ce M3MoJI3BaT pa3TBOPH, ChIbPIKALIY BUANMHU YAaCTHULU WM ca
MbTHH. (G).

OO6bpHeTe (hmakoHa/CIPUHIIOBKA U TIPEXBBPIIETE Pa3TBOPa Ype3 BHUMATEIHO H IJIABHO
n3rerisiHe Ha Oytanoro (H). Tpsa6Ba ma cte curypHH, 9e IAI0TO KOJTUIECTBO Pa3TBOP €
W3TETJICHO B CIPUHIIOBKATA.

IlocraBere TypHHKeT. Onpenenere MACTOTO 32 BEHEMYHKIIAA U 00padoTeTe aHTUCENTHIHO
MHXEKIHOHHOTO MACTO, KakTo Bu e mocbBeTBan Bamwusat nekap. [lynktupaiite BeHaTa u
o0e3omaceTe MSICTOTO HAa BEHEITYHKLUATA C IJIACTHUD.

Ortnenere cripunioBkara ot ¢uiakona (1).

[Tpukpenere criprHIOBKAaTa KbM HaOOpa 3a BEHEMYHKLMS Ype3 3aBbPTAHE 110 MOCOKa Ha
JaCOBHUKOBATa CTpeika. YOeaeTe ce, 4e HaMa KpbB B clpHHIOBKaTa (J).

CBanere TypHUKETA.

WmxekTupaiiTe pa3TBOpa HHTPABEHO3HO B NPOIBIDKEHUE HA HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpaTe BU3YAIHO MO3ULUATA Ha uriaTa. CKopocTTa Ha PUIIOKEeHHE TpsiOBa aa ce
0a3upa Ha ChCTOSHHETO Ha MAIMeHTa, HO He TpsiOBa aa Obje mo-Brucoka ot 2 ml/min
(MakcuMaltHa CKOPOCT Ha HHPY3HSA).

AKo e HeoO0XoauMa JOIBIHUTENHA 1033, MaXHEeTe Ipa3HaTa CIPUHLIOBKA ChC 3aBbPTaHE
00paTHO Ha YaCOBHMKOBATa CTpeJIKa. Pa3TBopeTe KenaHOTO KOJIMYECTBO OT MPOAYKTa,
MOBTapsANRKU CTBIKH 2. — 9, KaTo U3MOI3BaTe HOBA CIPUHLIOBKA U 51 CBBPKETE KbM CHCTEMaTa
32 BEHEIyHKIIHS.

AKko He e HeoOxouMa Ipyra J103a, OTCTpPaHEeTe CUCTeMaTa 3a BEHEIyHKIHS U CIIPUHIOBKATA.
JpBXTe BHUMATEIHO TaMIIOHA HaJ HHXEKLIMOHHOTO MSICTO BbPXY OITbHATaTa PbKa 3a
npubau3uTenHo 2 MuHyTH. Ha Kkpast mocTaBeTe Manka KOMIPECHBHA NPEBPBH3Ka BbPXY
MH)XEKLIUOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Konaxo KOGENATE Bayer 500 IU tpsi0Ba 1a U31o13BaTe U KOJIKO 4ECTO TPsIOBa J1a IO U3I10J13BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe MHXUOUTOPH M KaKBO € KOJTMYECTBOTO Ha
uHXuoUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/a.

BamusT nekap mie u34rcau 103aTa OT TOBa JIEKAPCTBO M KOJIKO 4eCTOo TPsiOBa fa s MmoirydaBaTe, 3a 1a
MOCTUTHETE HEOOXOAMMOTO HUBO Ha akTUBHOCT Ha (akTop VIII B kpbBTa. TO/TS TpsiOBa BUHATH J1a
oTpeziesisi KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPsIOBa Jja ce MPHUIIOKH, M YecToTara Ha
npuiIoKeHue criopes Bammre nanuBuayaran Hyxau. [Ipu onpenenenu o6CTosATeICTBA MOXKE J1a ca
HEOOXOIMMH IMO-TOJIEMH KOJIMYECTBA OT H3UHCICHNUTE, 0COOEHO 3a HayajiHaTa J103a.
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HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznonzsare KOGENATE Bayer 500 IU 3a nmpenoTBpaTsiBaHe Ha KPbBOM3JIUBH (MPOPHIAKTHKA),
Bammst nekap e w3guciu go3ata 3a Bac. O6ukHOBeHO 1mie 0b4¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM cydau, CICIIHAIHO TIPH
TI0-MJIaIM TTAIMEHTH, MOKE JIa ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeIBaHMU

CHWITHO ce TIpenophyBa Jia ce U3BHPIIBAT CHhOTBETHU J1A00pATOPHHU M3clieIBaHus Ha Bamara ruiazma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO U MOUIHPKAHETO HA IOCTAThYHN HUBA HA
taxTop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHU MHTEPBEHITUH € 3aIBJDKATEITHO JIa Ce
NpOoBeJIe BHUMATEITHO MPOCIe/BaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KPpHBOTEUYEHHETO HE CE OBIAJISBA

Axo HuBOTO Ha paktop VIII BBB Bamrara miazMa He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IIMBBT HE C€ OBIAISIBA C J03a, KOSTO M3IJIekKAa JOCTaThuHA, MOXKeE J1a cTe 00pa3yBaiiu
uaxuouropu cpenty dpakrop VIII. ToBa TpsOBa ga ce onpemeny ot JeKap CICITHAHCT.

AKO uMare 9yBCTBO, 4e e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO clab, TOBOpPETE C
Bamusg nexysary jiekap.

IlanmenTy ¢ HHEXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysainu uaxuoutopu KsM ¢pakrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIEMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKxo Ta3u 103a He oBiaAsBa Bamus kpbBou3nuB, Bamusar nekap Moxe 1a Bu gaze JOMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIeHTpaT Wi (aKTHBHPaH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Te3u neuenns TpsiOBa Aa OBAAT HA3HAYEHH OT JIEKApH - CIICIIHATIICTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. I'oBopete ¢ Bamus nekap, ako OMXTe HCKalM OIMBIHUTETHA HHPOpMAaIHA 3a TOBA.
He noBumaga mo3ata ekapcTBO, KOSITO M3MOJI3BaTeE, 3a /1a KOHTpoiupare Bamrero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bammst nexap.

CKopocT Ha PUIIOKEHHE

ToBa JiekapcTBO TPAOBA JIa e MHKEKTHPA HHTPABEHO3HO B TIPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ ONPENETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKcuMaaHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxxe KOJIKO 4eCTO M Ha KaKBU HHTEPBAJIM TPsAOBA /1a Ce Tpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHO 3amecTBaioTo Jiedenne ¢ KOGENATE Bayer 500 IU e 3a 11511 5KMBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 500 1U

He ca cpobmienn cinyyan Ha ipeo3upaHe ¢ peKoMOWHAHTHHS KoarynanroHeH (aktop VIIL

Axko cTe u3moi3Baiy noseve ot Heooxoaumara o3a KOGENATE Bayer 500 IU, yeenomere Bamus
neKap.

Ako cte nponycnanu aa usnoazsare KOGENATE Bayer 500 1U

o ITocraBere Bamara cienBaria /103a BegHara v NpoAbDKETE Ha PEAOBHU HHTEPBAIIN, CTIOPET
Ha3HaueHueTo Ha Bammus nekap.
. He npunaraiite 1BoiiHa A03a 32 KOMIIEHCUPAaHE HA MPOIMYyCHATa J403a.

Ako cte cnipeau ynorpedata Ha KOGENATE Bayer 500 1U
He cninpaiire na m3nomsare KOGENATE Bayer 500 U 6e3 na ce koHCcynTupate ¢ Bamms nexap win
(hapMareBT.
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JlokymeHTarms
IIpenopbuBa ce Bceku muT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO UMaTe HIKAKBU JIOTBIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, MOMHTaiTe
Bammst nekap v dpapmarienT.

4, Bb3MoKHU HesKeJTaHU pPeaKkuuu

Kakro Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKU T'Y IIOJTy4aBa.

Haii- Te:kkuTe HEXXellaH! JIEKAPCTBEHH PEAKIUH ca XMNEePTOHMYHH PeaKIUuu Wi aHa(huIaKTHIeH
IOK (psAIKa HEe)KeTIaHa PEeaKITHs).

B cnyuaif ue ce pa3BusT aJepruvHN WK aHADIIAKTHYHY PEaKIuH, NHKXEKTHpaHeTo/HHPY3usITa
TpsiOBa a cmpat Begnara. MoJisi KOHCYJITHpaiiTe ce BeqHara ¢ Bamus Jekap.

OO0u1 cIMCBK HA Bb3MOKHUTE HEKEJAHHU JIEKAPCTBEHU PeaKIlum:

MHoro 4yecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marmueHTH

. oOpa3yBaHe Ha HeyTpaitu3upany anturena kM Gakrop VI (mHxubUTOpH) PN HENEKyBaHHA U
JIEKyBaHW B MUHAJIOTO TAIIHEHTH

YecTH:

Morar jaa 3acertar 1o 1 Ha 10 manueHTu

o 00puB/cHpOsIIT 0OpUB

° JIOKAQJTHU PeaKIUX TaM, KbJETO CTe HHKEKTUPAJIH JIEKaPCTBOTO (HAIp. YyBCTBO Ha MapeHe,
BPEMEHHO 3a4epBSIBAHE)

HeuecTn:

Mmorar aa 3acersHat 1o 1 Ha 100 manuenTH

. oOpa3yBaHe Ha HeyTpaiIu3upaiiy antutena KM pakrop VIII (maxuburopn) npu 1ekyBaHU
HalUeHTH

Penkn:

morar fa 3acersar 1o | Ha 1 000 marmenTn

J pEaKINK Ha CBPHXYYBCTBUTEIHOCT, BKIIFOUBAIIH TEKKA BHE3AITHA aJIeprUUHa PeakIys (KOsITo
MOJKe JIa BKJIIOYBA KOIIPUBHA TPECKa, TaJIeHe, ypTUKApHs, aHTHOeIeM, BTPHCaHe, 3a4epBsIBaHe,
ri1aBoOoJINe, CHHINBOCT, XPUIITECHE WIIH 3aTPYAHEHO TUIIaHe, O€3CIIOKOMCTBO, TaXUKapaAns,
MpaByYKaHe WU aHa(hUIaKTUYEH MIOK (Hamp. cTAraHe B I'bpANTE/ YyBCTBO Ha 000
HEpasIoJIoKEHUE, CBETOBBPTEXK U raJieHe, U JIEKO OHIKEHO KPEBHO HAIATAaHE, OT KOETO MOXKE
na Bu mpumanee npu u3IpassiHe)

J MOBHIIICHA TEMITEpaTypa

C Heu3BeCTHA YeCTOTA:

OT HATMYHUTE JaHHH HE MOXe /1a ObJle HalmpaBeHa OlleHKa Ha YecToTaTa
. M3BpaIlleHre Ha BKyca
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AKo 3a0elexHuTe HIKOH OT CICOHUTC CUMIITOMU 11O BpEMEC Ha I/IH)KCKTI/IDaHe/I/IHd)VSI/IH:

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

. JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXKe 1a Bu mpuManee npu
W3TIPABSHE)

. rajeHe

Topa MOke J1a O3HAaYaBa paHHO IPEIYIPESIKICHUE 32 CBPhXUYBCTBUTEIIHOCT U aHA(DUIIAKTHYHH

peaKIHH.

AKO ce TIOSIBAT aJIepTUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHETO/MHPY3usITa TPsOBa na
crnpart BeaHara. MoJist KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIu3upaIu antuTena KM daktop VI (MHXUOUTOPH) € U3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO HA NAIMEHTH ¢ XeMopuius A. Bamust nekap Mosxe j1a oucka jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHNE Ha Pa3BUTHETO HA HHXHOUTOPH.

ITo Bpeme Ha KIIMHUYHY TIPOYYBAHUS HATO €UH MAllMEHT HE € 00pa3yBal KIMHUYIHO 3HAYNMHU
KOJIMYECTBA aHTUTEIA CPEILy CIETUTE OT MUIIH OENTHK U OETNTHK OT XaMCTep, ChIbPIKAIIIH Ce B
npoaykra. ChIecTByBa Bb3MOXKHOCT OT aJIEPTHYHH PEAKIINH KbM BEIIeCTBa, KOUTO Ce ChAbPIKAT B
TOBA JIEKaPCTBO, HATIP. CJIEAN OT MUIIHA OENTHK M OEITHK OT XaMCTep, MPH ONPEIEIeHN
MIPeIPa3NOI0KEHH MaIlUEHTH.

Cpo0maBaHe Ha HeXKeJIaHU Peakuuu

AKO TIONTyuHnTe HAKAKBU HEXKEJIaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKH BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknui. MoxKeTe ChINOo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenne V. Karo cho0miaBaTe He)XENaHN PEAKIMH, MOXKETE J1a aJeTe CBOSI IPUHOC 32
NoJy4aBaHe Ha moBede HH(OpMAaIHs OTHOCHO 0€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansBate KOGENATE Bayer 500 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIIa.

Ja ce chxpansiBa B xnagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMIAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYCH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBAaTE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpy cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuom ot 12
Mecena. B To3u cirydait cpokbhT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HadeHa BhPXY (hirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOeINeKNUTE HOBHS CPOK HA TOJTHOCT BBPXY KaPTOHEHATA OMIAKOBKA.

He cpxpaHsBaiiTe B XJTaAWIIHUK clie]] pa3TBapsiHe. [ 0TOBHAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHa yrmoTpeda. Besko Hen3moim3BaHo

KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKAPCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
omakoBKka. CpOKBT Ha TOJAHOCT OTIOBaps Ha MOCIEHHS JACH OT IIOCOYCHUS MECeIl.

He m3non3BaiiTe TOBa JIEKAPCTBO, aKO 320€TEKUTE HaCTUIN HITH PA3TBOPHT € MBTEH.
He m3xBBpIIsiiTe JIeKapcTBaTa B KaHATH3AIMATa WM B KOHTEIHEpa 3a TOMAIIHU OTHaIbIIH.

[Tonwmratite Bamms dapmaneBT Kak 1a U3XBBPIIATE JEKapCcTBaTa, KOUTO BeUue HE u3nonsBare. Te3u
MEPKH 11 CIIOMOTHAT 3a OIla3BaHEe Ha OKOJIHATA Cpefa.
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6. Cun,pmalme Ha OIIAKOBKATa M N0IIbJHUTEC/IHA PlH(l)OpMaIlPlﬂ

Kakepo ceabp:ka KOGENATE Bayer 500 1U

IIpax:

AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upe3
pexkomOuHanTHa JIHK TexHOMOTHS.

Jlpyrure chCTaBKH ca INIMIWH, HATPUEB XJIOPH, KAIINEB XJIOPUA, XUCTUAMH, TToaucopoat 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PastBopuren:
Bona 3a nHKeKIuy, CTeprIn3upana.

Kaxk m3rnexxna KOGENATE Bayer 500 IU u kakBO ¢hbABbpka OnaKoOBKaTa

KOGENATE Bayer ce npejiara KaTo npax 1 pa3TBOPUTEN 3a HHXKEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e10 JKBIT Ipax WM KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPBT € OUCThP. MeauITmHCKH
U3JENHS 3a pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika onmakoBka KOGENATE Bayer 500 1U.

le/lTe)KaTeJ'l Ha paspeiecHueTo 3a yHOTpeﬁa U IIPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoaureJ

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonmbIHATENHA HH(OPMAIIHS OTHOCHO TOBA JISKAPCTBO, MOJIS, CBBPIKETE €€ C JIOKATHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPe0CTaBeHa Ha yeOcaiiTa Ha EBponeiickara areHIus
1o JiekapcrBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 1000 IU npax 1 pa3TBOpPHTEJI 32 HH:KEKIIHOHEH Pa3TBOP
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 32 Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe Jla ce HAIOXKH Jia I POYEeTeTe OTHORO.

- AKO UMate HAKaKBHU JTOMBIHUTEIHH BBIIPOCH, TONUTaiTe Bammst nexap nin papmariesT.

- ToBa ekapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyTrU
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
kato Bammure.

- AKO TIONTyuHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaKlny, yBeaoMeTe Bamms nexap wimm
(hapmarneBt. ToBa BKITIOYBA 1 BCHYKH BH3MOKHU HEXKEJIAHH PEAKIUH, HEOTHCAHU B Ta3H
TucToBKa. BrmkTe Touka 4.

KakBo cbabpika Ta3u JINCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 1000 IU u 3a kakBO ce U3I10J13Ba
Kakso Tps0Ba na 3uaere, npeau na usnoiazsare KOGENATE Bayer 1000 1U
Kak na uznomseare KOGENATE Bayer 1000 1U

BB3MOKHU HEKEIIAaHH PEaKInu

Kak na cexpanssate KOGENATE Bayer 1000 1U

ChIbpikaHKe Ha OMAKOBKATa M JAOIBJIHUTEIHA HH)OpMAIIHSL.

AN

1. Kaxkgo npencraBassa KOGENATE Bayer 1000 U u 3a kakBo ce u3noJizBa

KOGENATE Bayer 1000 IU cbabpika akTHBHOTO BELIECTBO, YOBEIIKHA PEKOMOMHAHTEH
koarymnanuoneH ¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:x3sa 3a jiedeHre 1 NpoQpuIakTHKa Ha KPhbBOU3IUBH MTPU BH3PACTHH,
FOHOIIH U JIeTIa OT BCHYKH BB3pacT ¢ xemoduust A (BpoaeH nedurut Ha dakrop VIII).

To3u nmpoayKT He ChIbpiKa dakTopa Ha GpoH Bunedpans u ciegoBaTellHO HE TPAOBA /1a e M3M0I3Ba
3a nedeHue Ha OonecTTa Ha oH Bunebpan.

Bceskxa omakoBka KOGENATE Bayer ceabspika ¢axon ¢ Bio Set TpancdepHO ycTpoicTBO 1
MIpeIBapUTETHO HAITBJIHEHA CIIPUHIIOBKA C OTJEITHO OyTajio, KakTo M Habop 3a BeHEMyHKIHS (3a
WHKEKIHS BbB BEHA), 1BA aJIKOXOJHH TAMIIOHA, JIBA CyXH TaAMIIOHA U JIBA TUIACTUPA.

®nakoHBT ChABPKA CYX, OsUT 10 0710 KBIT Mpax. [IpeBapuTeTHO HaBbIHEHATa CIPUHIIOBKA
ChIbprKa BOJIA 32 MHKEKIIUH, KOSATO CE M3II0JI3Ba 33 Pa3TBApsHE HA ChABPKAHUETO Ha (IIaKOHA.

@DakoHBT € Mpax 3a HHKEKIHOHeH pa3TBop cbabprka 1000 [U okrokor anda (IU ca mexmxyrapomau
enunauim). Cien pa3TBapsHe ¢ BOjaTa 3a HH)KEKIMH, BCEKH (DIIaKOH ChIbprka OKTOKOT aida
400 1U/ml.

2. Kakso TpsOBa na 3naere, npeau aa uznoassate KOGENATE Bayer 1000 1U

He m3nomBaiite KOGENATE Bayer 1000 1U
®  aKO CTe aJIePTUYHH KbM OKTOKOT ayiha MM KbM HAKOS OT OCTaHAIINTE ChCTAaBKH Ha TOBA
JeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePrUYHH KbM MHIIH OCNTHIN WIN OSNTHIH OT XaMCTep.
AKoO He CTe CHTYpHH 32 TOBa, KOHCYITHpaiiTe ce ¢ Bamms nekap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢papmanest, npeau aa usnoiazsate KOGENATE Bayer 1000 1U.

O0bpHeTe cienuaaHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer 1000 1U

e Axo uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumansisa, uim nojiydaBarte
3amaiiBaHe IpH U3IpaBsiHe, Bue Moke 1a nMaTe anepriudHa peaknus KbM TOBa JIEKapCTBO.
AKO Te3u OIUTAKBAHUS C€ TOSIBST, BeIHAra crpeTe NMPUJI0KeHUeTo Ha MPOAYKTA 1
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammwsr nexap Moke Aa Bu HampaBu n3cienBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIATA /1032
OT TOBA JIEKapCTBO OCUTYpsIBa aneKkBaTHU HUBa Ha (akrop VIIL.

e AKO KpHBOM3IIUBHT Bu He ce oBamsiBa ¢ 00OMJaifHaTa 1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJATHpaiiTe ¢ Bamms nexap. Bue moxe ma cte o6paszyBanmu naxubutopu k6M (akrop VIII
u Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a TOTBHpAK ToBa. HXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTA, KOUTO OJIOKMpAT M3moii3BaHusa ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(UIAKTHKA ¥ KOHTPOJ HAa KPHBOM3INBA.

e Axo mpeau cte oOpazyBanu nHXHOUTOP KM (haktop VIII u mpemuHeTe Ha OpyTH IPOAYKTH,
ceappkany ¢akrop VIII, Moxke ma cTe M310KEeH Ha PUCK OT ITOBTOPHA MTOSIBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ue mmaTe 3a00JsIBaHE HA CHPIIETO, WIIM Y€ MMATE PUCK 3a 3a00JIsIBaHE Ha
cwpreTo, nHbopmupaiite Bamms nexap wim papmaresr.

e Ako 3a npunoxenneto Ha KOGENATE Bayer umare Hyx/a OT IIeHTpaJIeH BEHO3EH KaTeThp
(central venous access device - CVAD), Bamiwsr stekap TpsOBa 1a MMa TIPEIBUL PUCKA OT
YCIIO)KHEHUsTa, cBhp3aHu ¢ CVAD, BKITIOYNTETHO JTOKaTHI HH()EKINH, TIOTIaJjaHe Ha
OaxTepuu B KpbBTa (0akTepuemusi) 1 00pa3yBaHETO Ha KPbBEH ChCHPEK B KPHBOHOCHHS ChJI
(TpoMO03a) Ha MACTOTO, Ha KOETO € IIOCTABEH KaTeThpa.

Jpyru nexapcrBa u KOGENATE Bayer 1000 1U

BzaumopeiicTBus ¢ Apyry IekapcTBa HE ca M3BECTHH. Brnpeku ToBa nHpopmupaiite Bammms nexkap
i (hapMareBT, ako MpuemMare, HaCKOpo CTe IMPUEMAITH WK € Bb3MOXKHO Jla PHeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JeKapcTBa 0e3 perenTa.

BbpeMeHHoOCT, KbpMeHe U GepTHINTET

Onur BBB Bpb3Ka ¢ Geprunmtera i uznonzsanero Ha KOGENATE Bayer o Bpeme Ha OpeMEHHOCT
U KbpMeHe HiMa. Clie1oBaTeIHO, ako cTe OpeMEeHHa WK KbPMUTE, CMATATe, 4€ MOXKE Ja CTe
OpeMeHHa Wi TTaHupaTe OpeMEeHHOCT, TTOChBETBalTe ce ¢ Bamms nexap npenu yrmorpedara Ha TOBa
JIEKapCTBO.

ITopupane u padora ¢ MaIIMHU
He e mabnromaBaHo BIUsSHUE BBPXY CIIOCOOHOCTTA /1a ce modupa win paboTh ¢ MaIluHH.

KOGENATE Bayer 1000 IU cbabpxa HaTpuid
To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpuid Ha (JIaKOH, T.€. MPAKTUIECKH HE
ChAbPKA HATPUMA.
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3. Kak na uznonseare KOGENATE Bayer 1000 1U

o Bunaru n3no3BaiiTe ToBa JIEKapCTBO TOYHO KAaKTO € OMMCAHO B Ta3H JUCTOBKA WM KakTo Bu
¢ kazay Bammst nekap wim GpapmaneBT. AKO HE CTE€ CUTYPHH B HEIIO, IonuTaniTe Bamms
JieKap Wik papmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPUIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONM3BATE ACENITHYHHU YCIOBUS (03HAYaBa YMCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHE U puiioxkeHue. Jla ce M3Mmoa3BaT caMo MEANIUHCKATE U3Aenus (PIakoH ¢ mpax ¢
Bio-Set TpaHchepHO YCTPOKWCTBO, MPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA, ChIbPIKaIlla
pasTBopuTEN 1 HAOOp 3a BEHEMYHKIIMS) 32 pa3TBapsHe U MPHUIIOKEHHE, TTPEIOCTABEHHU C BCSIKA
OTIAKOBKA Ha TOBA JIEKapCTBO. AKO T€3W KOMIIOHEHTH HE MOTaT JIa Ce U3IOJI3BaT, CBHPIKETE Ce
¢ Bamms nexap. AKo HAKOW OT KOMIIOHEHTHTE Ha OMAKOBKATa € pasliedaTaH WK OBPECH,
HE 'O U3M0J3BaiiTe.

o [penu nmpunoxenue TpsidBa 1a GUITPyBaTe pa3TBOPECHUS MPOJYKT 32 OTCTPAHSABAHE HA
EBEHTYaJTHH TBBPJIM YACTHIIU OT pa3TBopa. DUiTpyBaHETO MOXKE Jia C€ OCHIIECTBH, KATO
clie/iBaTe CTHIIKUTE 32 MPUTOTBSHE W/MIIA PWIOKEHHE, OMTUCAHU 1M0-1011y. 3non3Baiite
TIPHIIOKEHHUS HAOOp 3a BEHEIYHKIINS, ITOHE)KE TOH BKIIFOUBA M MTPOTOYCH PIITHP. AKO HE €
BBH3MOXKHO JIa M3M0JI3BATE TPUIIOKEHHS HA0Op 32 BEHEMYHKIHS, U3TOI3BANTE OT/IEICH
¢untep, coBMecTM ¢ KOGENATE Bayer. Te3u cbBMecTiMu GuaTpu umat tan Luer-
aJianTep MoJIMaKPHIICH KOPITYC C BIPaJIeH MOHaMUJIeH (pUITpHpAIll eIEMEHT C ToJIeMUHA Ha
mopute 5 — 20 MUKpOMETpa.

o He u3non3BaiitTe mpuioxeHwnst KbM MPOAYKTa HAOOp 32 BEHEMYHKIINA 32 B3eMaHe Ha KPbBHA
mpo0a, MOHEeXKe TOH ChIbpKa MPOTOUYeH GUITHP. AKO ce Hajara npeau nH}py3usaTa a1a ce
B3eMe KphBHA ITpoda, U3MoIi3BaiTe Habopa 3a mpmiIokeHue 0e3 QUITHP U clie]] TOBa
umxektupaiite KOGENATE Bayer mpe3 nHkeKInoHeH GUIThP. AKO HMaTe HAKAKBH
Boipocu otHocHo KOGENATE Bayer u ¢cbBMECTHUMHUTE ¢ HEr'O CaMOCTOSTEIHH (DHITPH,
CBBpIKETE ce ¢ Bamus nexap.

. ToBa nexapcTBo He TpsOBa 1a ce cMecBa ¢ Apyru nH(py3noHHH pa3TBopH. CrasBaiite cTporo
yKa3aHusATa Ha Baims Jiekap 1 U3MoJI3BaiiTe yKa3aHHUATA MMO-I0JIy KaTo PHKOBOJICTBO:

PasTBapsiHe 1 npriiokeHue

A B C D

-

- —

| ot
rad

1. WzmuiiTe ppleTe cu IPUKIIMBO ChC CaIlyH M ToIa Bojxa. Pa3TBopbT TpsiOBa na Oble
MIPUTOTBEH Ha YUCTA U CyXa MOBBPXHOCT.
2. 3arormiere 3aTBOpeHUs (PIaKOH M COPUHIIOBKATA C pa3TBOPHUTENsI BbB BammuTe phiie, J0KaTo

IMMOYYBCTBATEC, Y€ Ca 3aTOIJICHU KOJIKOTO PBIETC Bu. MaTepI/IaJ'I’BT HE TpH6Ba Ja 6’5)_'[6 10~
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10.

11.

12.

13.
14.

15.

16.

TOI'BJI OT TeJIecHa Temmeparypa (1a He npepumasa 37 °C). [loacymmasa ce eBEHTyaTHO
HaJIMYHATa Bjara oT (hJlaKoHa.

MaxHeTe KanaueTo oT (JlakoHa ¢ JHO(QWIN3HUPAH Ipax Ype3 BHUMATEIHO JIBUKEHUE, KOETO
Ce U3BBPIIBA HAKOJIKO IIbTH, JOKATO B CHIIOTO BpEMe ce Ibplla Harope. MaxHere
3aIymanKara, IpuKpereHa KbM OsilaTa Karauka Ha CrpuHIoBKaTa (A).

BHuMareHO MocTaBeTe CIpUHIIOBKATa KbM (riakoHa ¢ mpax (B).

IlocraBete (1akoHa U3IIPaBEH HAa TBbPAA, HE-XJIb3raBa MOBBPXHOCT U APBKTE BHUMATEIIHO C
pbka. Ciieq; ToBa HATHCHETE CHJIHO 3allMTHATA IJI0YKA IO BbpXa Ha CIPUHIIOBKATA, KaTo
M3MOJI3BaTe Bammms majelrl 1 nokasanuer (C), qokaTo Ts gompe kpas Ha Bio-set. ToBa mokasBa,
4e cucreMara e akruBupana (D).

[TocraBete OyTanoTO Ha CHPUHIIOBKATA C BPTEIUBO ABWKEHHUE B TyMEHaTa MEeMOpaHa Ha
cnpunroskarta (E).

HNmxexTupaiite pa3TBOpUTENS BHB (hJIaKOHA ¢ TIpaxa upe3 0aBHO HATHUCKaHE Ha OyTaIo0TO
Hanoiy. (F).

JInodunnsupaHuT npax ce pa3TBaps ¢ BHUMATEIHO BbPTEINBO ABIKEHHE Ha (hiiakoHa. [la
He ce paskiamia rpyoo! TpsOBa ga cre curypHu, 4e mpaxbT € pa3TBOPEH HAITBIHO TIPETH
ynotpeba. [Ipenu nproxeHue npoBepeTe BU3yalHo 3a HAJIMYUE Ha BUJUMHU YaCTHLIU HIIH 32
IIPOMEHU B LiBeTa. J[a He ce U3MoJI3BaT pa3TBOPH, ChIbPIKALIM BUANMHU YAaCTULU WM ca
MbTHH. (G).

OO6bpHeTe (hmakoHa/CIPUHIIOBKA U TIPEXBBPIIETE Pa3TBOPa Ype3 BHUMATEIHO H IJIABHO
n3rerisiHe Ha Oytanoro (H). Tpsa6Ba ma cte curypHH, 9e IAI0TO KOJTUIECTBO Pa3TBOP €
W3TETJICHO B CIPUHIIOBKATA.

IlocraBere TypHHKeT. Onpenenere MACTOTO 3a BEHEMYHKIAA U 00padoTeTe aHTUCENTHIHO
HMHXEKIHMOHHOTO MACTO, KakTo Bu e mocbBeTBan Bamwusat nekap. [lynktupaiite BeHaTa u
o0e3omaceTe MSCTOTO Ha BEHEITYHKLUATA C IJIACTHUD.

Ortnenere cripunioBkara ot ¢uiakona (1).

[Tpukpenere cprHIOBKAaTa KbM HaOOpa 3a BEHEMYHKIHS Ype3 3aBbPTAHE 110 MOCOKa Ha
JaCOBHUKOBATa cTpeika. YOeneTe ce, 4e HaMa KpbB B clpHHI0BKaTa (J).

CBanere TypHUKETA.

WmxekTupaiiTe pa3TBOpa HHTPABEHO3HO B NPOIBIDKEHUE HA HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpATe BU3YAIHO MO3ULUATA Ha urinaTta. CkopocTTa Ha MPUIIOKEHKE TPsiOBa aa ce
0a3upa Ha ChCTOSHHETO Ha MAIMeHTa, HO He TpsiOBa aa Obje mo-Brucoka ot 2 ml/min
(MakcuMaltHa CKOPOCT Ha HHPY3HSA).

AKo e HeoO0XoauMa JOIBIHUTENHA 1033, MaXHEeTe Ipa3HaTa CIPUHLIOBKA ChC 3aBbPTaHE
00paTHO Ha YaCOBHMKOBATa CTpeJIKa. Pa3TBopeTe KenaHOTO KOJIMYECTBO OT MPOAYKTa,
MOBTapsANRKU CTBIKH 2. — 9, KaTo U3MOI3BaTe HOBA CIPUHLIOBKA U 51 CBBPKETE KbM CUCTEMATa
32 BEHEIyHKIIHS.

AKko He e Heo0xoauMa Ipyra J103a, OTCTPAHEeTe CUCTEMAaTa 3a BEHEIYHKIHS U CIIPUHIIOBKATA.
JpBKxTe BHUIMATEIHO TaMIIOHA HAJ HH)XEKLIMOHHOTO MSICTO BbPXY OIbHATATa PbKa 3a
npubnu3uTenHo 2 MuHyTH. Ha Kkpast moctaBeTe Manka KOMIPECHBHA NIPEBPH3Ka BBPXY
WH)XEKLHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koaxo KOGENATE Bayer 1000 IU TpsiOBa fa u3mon3BaTe U KOJKO YeCTO TPSOBA Jla IO M3II0JI3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Bamrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe HHXUOUTOPH M KAKBO € KOJTMYECTBOTO Ha
uHXuOUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/Ia.

BamusT nekap mie u34rcau 103aTa OT TOBa JIEKAPCTBO M KOJIKO 4ecTo TpsiOBa a s MmoirydaBaTe, 3a 1a
MOCTUTHETE HEOOXOAMMOTO HUBO Ha akTUBHOCT Ha (akTop VIII B kpbBTa. TO/TS TpsiOBA BUHATH J1a
oTpeziesisi KOJIMYeCTBOTO OT TOBA JIEKAPCTBO, KOETO TPsIOBa Jja ce MPHUIIOKH, M YecToTara Ha
npuiIoKeHue criopes Bammre nanuBuayaran Hyxau. [Ipu onpenenenu o0CTosATeICTBA MOXKE J1a ca
HEOOXOIMMH IMO-TOJIEMH KOJIHYECTBA OT H3UHCICHUTE, 0COOEHO 3a HayajHaTa J103a.
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HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 1000 IU 3a npeforsparsBaHe Ha KpbBOU3IUBH (ITPO(UIAKTHKA),
Bammst nekap e w3guciu go3ata 3a Bac. O6ukHOBeHO 1mie 0b4¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM cydau, CICIIHAIHO TIPH
TI0-MJIaIM TTAIIMEHTH, MOKE JIa ca HEOOXOJUMH TIO-KPATKU HHTSPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeIBaHMU

CHWITHO ce TIpenophYBa J1a Ce U3BHPIIBAT ChOTBETHH JIA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO U MOUIHPXKAHETO Ha IOCTAThYHN HUBA HA
thaxTop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHA WHTEPBEHITUH € 3aIBJDKATEITHO J1a Ce
NpoBeJIe BHUMATEITHO MPOCie/BaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KPpHBOTEUYEHHETO HE CE OBIAJISBA

Axo HuBOTO Ha paktop VIII BBB Bamrara miazma He JOCTHTHE OYaKBAaHUTE CTOWHOCTH HITA aKO
KPBHBOM3IIMBBT HE C€ OBJA/ISIBA C J03a, KOSTO M3IMJIekKAAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuouropu cpenty dakrop VIII. ToBa TpsOBa ga ce onmpenesy ot JeKap CICITHAIHCT.

AKO uMare 9yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH WJIM MHOTO clab, TOBOpPETE C
Bamusg nexysary jiekap.

IlanmenTy ¢ HHEXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysainu uaxuoutopu KsM ¢pakrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIEMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKo Ta3u J103a He oBiaAsBa Baiusa kpbBou3nuB, Bamuar nekap Moxe na Bu gane JoOmbJIHUTETHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIeHTpaT Wi (aKTHBHPaH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApH - CIISIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. I'oBopete ¢ Bamus nekap, ako OMXTe HCKalM OIMBIHUTETHA HHPOpMAaIHA 3a TOBA.
He noBumaga mo3ara ekapcTBO, KOSITO M3MOI3BaTeE, 3a /1a KOHTpoiupare Bamrero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bammst nexap.

CKopocT Ha PUIIOKEHHE

ToBa JiekapcTBO TPAOBA JIa e MHIKEKTHPA HHTPABEHO3HO B TPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ ONPEETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMamHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxxe KOJKO 4eCTO ¥ Ha KaKBU HHTEPBAJIM TPAOBA /1a Ce TIpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHo 3amectBaioto Jedenne ¢ KOGENATE Bayer 1000 IU e 3a 151 )HBOT.

AKO cTe H3M0JI3BAJIH NoBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 1000 1U

He ca cpobmienn ciny4an Ha ipefjo3upaHe ¢ peKOMOWHAHTHHA KoarynannoneH dakrop VIIIL.

Axko cTe u3mo3Baiy noseve ot HeoOxoumara 1o3a KOGENATE Bayer 1000 IU, yBenomete Bamvs
neKap.

Ako cte nponycnanu aa usnoazsare KOGENATE Bayer 1000 1U

o ITocraBere Bamara cienBaria /103a BegHara v IpoAbDKETe Ha PEAOBHU HHTEPBANIN, CTIOPET
Ha3HaueHueTo Ha Bammus jekap.
. He npunaraiite 1BoiiHa 103a 32 KOMIIEHCUpaHE HA MPOMYCHATa J03a.

Ako cte cripeau ynorpedata na KOGENATE Bayer 1000 1U
He cnimpaiite na m3nomsare KOGENATE Bayer 1000 IU 6e3 na ce koHcynTupare ¢ Barms jiekap
WIH (hapMarieBT.
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JlokymeHTarms
IIpenopbuBa ce Bceku muT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO UMaTe HIKAKBU JIOTBIHATEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, MOMHTaiTe
Bammst nekap v dpapmarienT.

4, Bb3MoKHU HesKeJTaHU pPeaKkuuu

Kakro Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKU T'Y IIOJTy4aBa.

Haii- Te:kkuTe HEXXellaH! JIEKAPCTBEHH PEAKI[UH ca XMNEePTOHMYHH PeaKIUuu Wi aHa(huIaKTHIeH
IOK (psAIKa HEe)KeTIaHa PEeaKITHs).

B cnyuaii ue ce pa3BusT aNepruvHA WK aHADWIAKTHYHY PEaKIui, NHXEKTHpaHeTo/nH(y3usITa
TpsiOBa a cmpat Begnara. MoJisi KOHCYJITHpaiiTe ce BeqHara ¢ Bamus Jekap.

OO0u1 cIMCBK HA Bb3MOKHUTE HEKEJAHHU JIEKAPCTBEHU PeaKIlum:

MHoro 4yecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marmueHTH

. oOpa3yBaHe Ha HeyTpaitu3upamny anturena kM Gaktop VI (mHxXuOUTOpH) PN HETIEKYBaHHA U
JIEKyBaHW B MUHAIIOTO TAIIUEHTH

YecTu:

Morar jaa 3acertar 10 1 Ha 10 manueHTn

o 00puB/CHpOSIT 0OpUB

° JIOKAJTHU PeaKIUy TaM, KbJETO CTe HHKXEKTUPAJIH JIEKaPCTBOTO (HAIp. YyBCTBO Ha MMapeHe,
BPEMEHHO 3a4ePBSIBAHE)

HeuecTn:

Mmorar aa 3acersHat 1o 1 Ha 100 manuenTH

o oOpa3yBaHe Ha HeyTpaiIu3upamy antutena KM pakrop VIII (maxuburopn) npu 1eKyBaHI
HalUeHTH

Penkn:

morar fa 3acersar 1o | Ha 1 000 marmenTn

J pEaKIiK Ha CBPHXYYBCTBUTEITHOCT, BKITIOUBAIIH TE)KKA BHE3AITHA aJIePTUYHA PeakIys (KOsTo
MO’K€ J1a BKJIIOYBA KOIIPUBHA TPECKa, raJIeHe, ypTUKapHs, aHTHOeIeM, BTPHCaHe, 3a4epBsBaHe,
ri1aBoOoINe, CHHINBOCT, XPUIITECHE WIIH 3aTPYAHEHO THUIIaHe, 0€3CIOKOMCTBO, TaXUKapaAus,
MpaByYKaHe WU aHa(hUIaKTUYEH IIOK (Hamp. cTAraHe B I'bpANTE/ YyBCTBO HA 000
HEpasIoJIoKEHUE, CBETOBBPTEXK U raJicHe, U JIEKO HOHIKEHO KPFBHO HAIATAHE, OT KOETO MOXKE
na Bu mpumanee npu u3IpassiHe)

J MOBHIIICHA TEMITEpaTypa

C Heu3BeCTHA YeCTOTA:

OT HATMYHUTE JaHHHU HE MOXe /1a ObJle HalmpaBeHa OlleHKa Ha YecToTaTa
. M3BpAaIlleHNE Ha BKyca
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AKo 3a0elexHuTe HIKOH OT CICOHUTC CUMIITOMU 11O BpEMEC Ha I/IH)KCKTI/IDaHe/I/IHd)VSI/IH:

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

. JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXKe 1a Bu mpuManee npu
W3MIPABSHE)

. rajeHe

Topa MOke J1a O3HaYaBa paHHO IPEIYIPESIKICHUE 32 CBPbXUYBCTBUTEIIHOCT U aHA(DUIIAKTHYHH

peaKIum.

AKO ce TIOSIBAT aJIeprUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPy3usiTa TpsOBa na
cnpart BeaHara. MoJis KOHCYJITUpaiiTe ce BeiHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIu3upamu antuTena KM daktop VIII (MHXUOUTOPH) € N3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Mosxe j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIO/ICHNE Ha Pa3BUTHETO HA HHXHOUTOPH.

ITo BpeMe Ha KIIMHUYHA TIPOYYBAHUS HATO €UH MAlMEHT HE € 00pa3yBal KIMHUYIHO 3HAYNMHU
KOJIMYECTBA aHTUTEIA CPEILy CICTUTE OT MUK OENTHK U OETITHK OT XaMCTep, ChIbPIKAIIIH Ce B
npoaykra. ChIecTByBa Bb3MOKHOCT OT aJIEPTHYHA PEAKIINH KbM BEIIECTBa, KOUTO CEe ChAbPIKAT B
TOBa JIEKaPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, PH ONPEIEIeHN
MPeIPa3NOI0KEHH MaIUEHTH.

Cpo0maBaHe Ha He)KeJIaAHU Peakuuu

AKO TIONTyuHTe HAKAKBU HEXKEJIaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOInTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenne V. Karo crobmaBaTe HeXxXeNaHN peakIny, MOXETE J]a 1aJleTe CBOsS IMPUHOC 32
NoJy4aBaHe Ha moBede HH(OpMAaIHs OTHOCHO 0€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate KOGENATE Bayer 1000 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIIa.

Ja ce chxpansiBa B xnagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYECH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBATE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HadeHa BhPXY (hirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOEINIeKUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAKOBKA.

He cpxpaHsBaiiTe B XJTaAWIIHUK clie]] pa3TBapsiHe. [ 0TOBHAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHa ynoTpeba. Besiko Hen3moim3BaHo

KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKAPCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
onakoBka. CpOKBT Ha TOJAHOCT OTIOBaps Ha MOCIEHUS JACH OT IIOCOYCHUS MECEIl.

He m3non3BaiiTe TOBa JIEKAPCTBO, aKO 320€TeKUTE HaCTUIN HITH PA3TBOPHT € MBTEH.
He m3xBbpIIsiiTe JIekapcTBaTa B KaHATU3aIUATa WM B KOHTEITHEpa 3a JTOMAIIHN OTMa bIIH.

[Tonwmratite Bamms apmaneBT Kak 1a U3XBBPIIATE JeKapCcTBaTa, KOUTO BeUe HE U3noisBare. Te3u
MEPKH 1II€ CIIOMOTHAT 3a OIla3BaHEe Ha OKOJHATA Cpela.
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6. Cun,pmalme Ha OIIAKOBKATa M N0IIbJHUTEC/IHA PlH(l)OpMaIlPlﬂ

Kakspo ceabp:ka KOGENATE Bayer 1000 1U

IIpax:

AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upe3
pexkomOuHanTHa JIHK TexHOMOTHS.

Jlpyrure chCTaBKH ca INIMIWH, HATPUEB XJIOPH, KAIINEB XJIOPUA, XUCTUAMH, TToaucopoat 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PastBopuren:
Bona 3a HHXeKIy, CTeprI3upana.

Kaxk m3rne:xxna KOGENATE Bayer 1000 IU u kakBo chIbp:Ka ONaKOBKAaTAa

KOGENATE Bayer ce npejiara KaTo npax 1 pa3TBOPUTEN 3a HHXKEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e1o JKBIT Ipax WK KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPBT € OMCThP. MeauITmHCKH
U3JICNNS 33 Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBAaT ¢ Besika omakoBka KOGENATE Bayer 1000 1U.

le/lTe)KaTeJ'l Ha paspeimeHueTo 3a yHOTpeﬁa U IMIPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoaureJ

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonbIHATENHA HH(GOPMAIIHS OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBEPIKETE CE C JIOKATHHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapcrBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 2000 IU npax 1 pa3TBOpPHTEJI 32 HH:KEKIHOHEH Pa3TBOP
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeAH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 3a Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH Ja I POYETETe OTHORBO.

- AKO UMate HAKAaKBHU JTOMBIHUTEIHHN BBIIPOCH, TONUTaiTe Bammst nexap nin papmariesT.

- ToBa ekapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyTrd
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
karo Bamwure.

- AKO TIONTy4YHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaKIlny, yBeaoMeTe Bamms nexap nimm
(hapmarneBt. ToBa BKITIOYBA 1 BCHYKH BB3MOKHU HEXKEJIAHH PEAKIUH, HEOTIHCAHU B Ta3H
mucToBKa. BrmxTe Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 2000 IU u 3a kakBo ce U3I10J13Ba
Kakso Tps0Ba na 3uaere, npeau na usnoiazsare KOGENATE Bayer 2000 1U
Kak na nzmomseare KOGENATE Bayer 2000 1U

BB3MOKHU HEKEITAaHH PEaKIinu

Kak na cexpanssate KOGENATE Bayer 2000 1U

ChIbpikaHKe Ha OMAKOBKATa M JAOIBJIHUTEIHA HHOpMAIIHUSL.

ok owdE

1. Kaxkgo npencraBassa KOGENATE Bayer 2000 U u 3a kakBo ce u3moJizBa

KOGENATE Bayer 2000 IU cbabpika akTHBHOTO BELIECTBO, YOBEIIKHA PEKOMOMHAHTEH
koarymnanuoneH (akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jeueHre 1 NpoQpiIakTHKa Ha KPhbBOU3IUBH MPU BH3PACTHH,
FOHOIIIX U JIeTIa OT BCHYKH BB3pacT ¢ xemohumus A (BpoaeH nedurur Ha dakrop VIII).

To3u nmpoayKT He ChIbpiKa dakTopa Ha GpoH Bunedpans u ciegoBaTellHO HE TPAOBA /1a e M3MO0I3Ba
3a nedeHue Ha OonecTra Ha oH Buiebpan.

Bceska omakoBka KOGENATE Bayer cpabspika ¢iaxon ¢ Bio Set TpancdepHO yCTpoicTBO 1
MIpeIBapUTETHO HAITBJIHEHA CIIPUHIIOBKA C OTJEITHO OyTajio, KakTo M Habop 3a BeHEMyHKIHs (3a
WHKEKIIHS BbB BEHA), 1BA aJIKOXOJHH TAMIIOHA, JIBA CyXH TAMIIOHA U JIBA TUIACTUPA.

®nakoHBT ChABPKA CYX, OsUT 10 0710 KBIT Mpax. [IpeBapuTeHO HaTBbIHEHATa CIPUHIIOBKA
ChIbprKa BOJIA 32 MHXKEKIIMH, KOSATO CE M3II0JI3Ba 33 Pa3TBApsHE HA ChABPKAHUETO Ha (hIIaKOHA.

@DakoHBT ¢ Tpax 3a HHKeKnuoHeH pa3TBop chbabpxka 2000 IU okrokor anda (IU ca mexaynapogan
eqmannn). Criesr pa3TBapsiHe ¢ BOJATa 3a HMHXKEKIIUY, BCEKH (IIaKOH ChIBPKa OKTOKOT ajda
400 1U/ml.

2. Kakso TpsoBa na 3naete, mpeau aa uznoassare KOGENATE Bayer 2000 1U

He m3nomBaiite KOGENATE Bayer 2000 1U
®  aKO CTE aJIePTUYHH KbM OKTOKOT ayiha MIIM KbM HAKOS OT OCTaHAINTE ChCTAaBKH Ha TOBA
JeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePrUYHH KbM MHIIH OCNTHIN WIN OSNTHIH OT XaMCTep.
AKo0 He CTe CHTYpHH 32 TOBa, KOHCYITHpaiiTe ce ¢ Bamms nekap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢papmanest, npeau aa usnoinzsare KOGENATE Bayer 2000 1U.

O0bpHeTe cienuaaHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer 2000 1U

e AKxo uMmare cTAraHe B I'bpAUTE, 3aMaiiBane, ragu Bu ce win Bu npumaiisiBa, uim nojiydaBarte
3amaifBaHe IpH U3IpaBsiHe, Bue Moke 1a nmaTe ajnepriudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBaHUS C€ TOSIBST, BeAHAra crpeTe MPUJI0KEeHUEeTO Ha MPOAYKTA 1
MOTHPCETE JIEKapCcKa MOMOIII.

e  Bammsr jexap Moke Aa Bu HampaBu n3cnenBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIIATA /1032
OT TOBA JIEKapCTBO OCUTYpPsIBa afeKBaTHU HUBa Ha akrop VIIL

e AKO KpHBOM3IIUBHT Bu He ce oBiamsiBa ¢ 0OMJaifHaTa ;1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCynTHpaiiTe ¢ Bamms nexap. Bue moxe ma cte obpasyBanmu naxuoutopu k6M akrop VIII
u Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a NOTBHpAX ToBa. HXMOUTOpHTE
KkbM (aktop VIII ca anTHTENa B KpBBTa, KOUTO OJIOKMpAT M3noii3BaHusa ot Bac ¢pakrop VIII u
TO MPABST MO-MaJIKO €(hEeKTHBEH 3a MPO(MUITAKTHKA M KOHTPOJI Ha KPHBOMBIUBA.

e Axo mpeau cte oOpaszyBanu nHXuOUTOP KM (haktop VIII u mpemuHeTe HAa qPyTH TPOAYKTH,
ceabpkany dakrop VIII, Moxke ma cTe M37I0KEeH Ha PUCK OT ITOBTOPHA MTOsIBa HA WHXHOUTOD.

e Ako ca Bu xa3Banu, ue umaTe 3a00JsIBaHE HA CHPIIETO, WM Y€ MMATE PUCK 3a 3a00JIsIBaHE Ha
cwpreTo, nHbopmupaiite Bamms nexap wim papmaresT.

e Axo 3a npunokennero Ha KOGENATE Bayer umare HyX/1a OT IICHTpaJICH BEHO3CH KaTeThP
(central venous access device - CVAD), Bammusr tekap TpsOBa 1a MMa TIPEABUL PHCKA OT
YCIIO)KHEHUsTa, cBhp3aHu ¢ CVAD, BKITIOUNTETHO JTOKaTHI HH()EKINH, TIOTIaJjaHe Ha
OakTepuu B KpbBTa (6aKTepuemMusi) 1 00pa3yBaHETO HA KPBBEH CHCUPEK B KPHBOHOCHHS ChJ
(TpoM003a) Ha MACTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 2000 1U

B3aumopeiicTBus ¢ ApyTH JIekapcTBa HE ca M3BECTHH. Brnpeku ToBa nHpopmupaiite Bammms nexkap
i (hapMarieBT, ako MpuemMare, HaCKOpo CTe IMPUEMAITH WK € B3MOXKHO Jla IPUEMeTe APYTH
JIEKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

BpeMenHocTt, KbpMeHe U GepTHIANTET

Onurt BBB Bpb3Ka ¢ GepruimTera i n3nonzpanero Ha KOGENATE Bayer o Bpeme Ha OpeMEHHOCT
U KbpMeHe HiaMa. ClieoBaTeIHO, ako cTe OpeMEeHHa WK KbPMUTE, CMATATe, 4€ MOXE Ja CTe
OpeMeHHa WU TTaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpebara Ha TOBa
JIEKapCTBO.

Ilo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIusHUE BHPXY CIIOCOOHOCTTA /2 ce modupa win paboT ¢ MaIIuHU.

KOGENATE Bayer 2000 IU cbabp:xa HaTpuid
To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJKO OT 23 mg HaTpHii Ha (IIaKOH, T.€. MPAKTUIECKH HE
ChIbPKA HATPUIA.
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3. Kaxk na u3nonseare KOGENATE Bayer 2000 1U

o Bunaru n3no3BaiiTe ToBa JIEKapCTBO TOYHO KAaKTO € OMMCAHO B Ta3H JUCTOBKA WM KakTo Bu
¢ kazay Bammst nekap wnm papmaneBT. AKO HE CTE€ CUTYPHH B HEIIO, onuTanTe Bamms
JieKap Wik papmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPWIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHE 1 puiioxeHue. Jla ce M3Mmoa3BaT caMo MeANIUHCKATE M3Aenus (PakoH ¢ mpax ¢
Bio-Set TpaHchepHO YCTPOKWCTBO, IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA, ChIbPIKaIlla
pasTBopuTEN M HAOOp 3a BEHEMYHKIIWS) 32 pa3TBapsiHe U MPHUIIOKEHHE, TTPEIOCTABEHHU C BCSIKA
OITaKOBKa Ha TOBA JIEKApPCTBO. AKO Te3W KOMITOHEHTH HE MOTAT Jla ce U3I0JI3BAT, CBBPKETE Ce
¢ Bammms nexap. Ako HAKOW OT KOMIIOHEHTHTE Ha OMAKOBKATa € pasliedaTaH WK IOBPECH,
HE I'0 U3M0J3BaiiTe.

o [penu npunoxenue TpsidBa 1a GUITPyBaTe pa3TBOPESHUS MPOYKT 32 OTCTPAHSABAHE HA
EBEHTYaJTHH TBBPJU YACTHIIU OT pa3TBopa. DUiTpyBaHETO MOXKE Jia C€ OCHIIECTBH, KATO
Clie/iBaTe CTHIIKUTE 32 MPUTOTBSHE W/MIIA PWIOKEHHE, OMTUCAHU 10-1011y. M3mon3Baiite
TIPUIIOKEHHUS HAOOp 3a BEHEIYHKIIHS, ITOHEKE TOH BKIIFOUBA M MMPOTOYCH PMITHP. AKO HE €
BB3MOKHO JIa M3M0JI3BATE TPUIIOKEHHS HA0Op 32 BEHEIYHKIHS, U3TIOI3BANTE OT/IEICH
¢untep, chBMecTM ¢ KOGENATE Bayer. Te3u cbBmecTiMu GuaTpu uMmat tan Luer-
aJianTep MoJIMaKPHIICH KOPITYC C BIPaJICH MOIHaMUJICH (PUIATPHUpAIIl eIEMEHT C FOJIeMUHA Ha
mopute 5 — 20 MUKpOMETpA.

o He u3non3Baiite mpriioxeHust KbM MPOAYKTa HAOOp 32 BEHEMyHKIIHA 32 B3eMaHe Ha KPbBHA
mpo0a, MoHeXke TOH ChIbpKa MPOTOUYeH GUITHP. AKO ce Hajara npeau nH}py3nsara a1a ce
B3eMe KphBHA ITpoda, U3MoIi3BaiTe Habopa 3a mpmiIokeHue 0e3 GIITHP U clie] TOBa
umxektupaiite KOGENATE Bayer mpe3 nHkeKInoHeH GUIThP. AKO HMaTe HAKAKBU
Boipocu otHocHo KOGENATE Bayer u ¢cbBMECTHUMHUTE C HErO CaMOCTOSTEIHH (DHITPH,
CBBbpIKeTe ce ¢ Bamus nekap.

. ToBa nexapcTBo He TpsOBa 1a ce cMecBa ¢ Apyru HH(Ppy3noHHH pa3TBopH. Cra3BaiiTe cTporo
yKa3aHusATa Ha Baims iekap 1 U3MoJI3BaiTe yKa3aHHUATA MMO-I0JTy KaTo PHKOBOJICTBO:

PasTBapsiHe 1 npriiokeHue

A B C D

-

- —

| ot
rad

1. WzmuiiTe ppleTe cu IPUKIIMBO ChC CaIlyH M ToIa Bojxa. Pa3TBopbT TpsiOBa na Oble
MIPUTOTBEH Ha YUCTA U CyXa MOBBPXHOCT.
2. 3aroriere 3aTBOpeHUs (PIaKOH M CHPUHIIOBKATA C pa3TBOPHUTENs BbB BamuTe pblie, J0KaTo

IMMOYYBCTBATEC, Y€ Ca 3aTOIJICHU KOJIKOTO PBIETC Bu. MaTepI/IaJTBT HE Tp}l6Ba Ja 6’BI[6 10~
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10.

11.

12.

13.
14.

15.

16.

TOI'BJI OT TeJIecHa Temmeparypa (1a He npepumasa 37 °C). [loacymmasa ce eBEHTyaTHO
HaJIMYHATa Bjara oT (hJlaKoHa.

MaxHeTe KanaueTo oT (JiakoHa ¢ JHO(QMWIN3HUPAH pax Ype3 BHUMATEIHO JIBU)KEHUE, KOETO
C€ U3BBPIIBA HAKOJIKO IIbTH, JOKATO B CBHIIOTO BpEME ce Ibplla Harope. MaxHere
3aIymanKara, IpuKpereHa KbM OsilaTa Karauka Ha CrpuHIoBKaTa (A).

BHuMaTeIHO MocTaBeTe CIpUHIIOBKATa KbM (iakoHa ¢ mpax (B).

ITocraBete (1akoHa U3IIPaBeH HAa TBbPAA, HE-XJIb3raBa MOBBPXHOCT U APBKTE BHUMATEIIHO C
pbka. Cieq ToBa HATHCHETE CHJIHO 3allMTHATA IJI0YKA IO BbpXa Ha CIPUHIIOBKATA, KaTo
M3MOJI3BaTe Bammms majelrl 1 nokasanuer (C), qokaTo Ts gompe kpas Ha Bio-set. ToBa mokasBa,
4e cucreMara e akruBupana (D).

[TocraBete OyTanoTO Ha CHPUHIIOBKATA C BPTEINBO ABWKEHUE B T'yMeHAaTa MeMOpaHa Ha
cnpunrokata (E).

HNmxexTupaiite pa3TBOpUTENS BHB (hJIaKOHA ¢ TIpaxa upe3 0aBHO HATHUCKaHE Ha OyTaIo0TO
Hanoiy. (F).

JInodunnzupaHuT npax ce pa3TBaps ¢ BHUMATEIHO BbPTEINBO ABIKEHHE Ha (hiaakoHa. [la
He ce paskiarnia rpyoo! TpsbOBa qa cre curypHu, 4e mpaxbT € pa3TBOPEH HAITBIHO TIPETU
ynotpeba. [Ipenu npuoxeHue npoBepeTe BU3yalHo 3a HaJIMYUE Ha BUJUMHU YaCTHLIU HIIH 32
IIPOMEHU B LiBeTa. Jla He ce M3MoJI3BaT pa3TBOPH, ChIbPIKALIY BUANMHU YAaCTHULU WM ca
MbTHH. (G).

OO6bpHeTe (hmakoHa/CIPUHIIOBKA U TIPEXBBPIIETE Pa3TBOPa Ype3 BHUMATEIHO U IJIABHO
n3rerisiHe Ha OyTtanoro (H). Tpsa6Ba ma cte curypHH, 9e IAI0TO KOJTUIECTBO Pa3TBOP €
W3TETJICHO B CIPUHIIOBKATA.

IlocraBere TypHHKeT. Onpenenere MACTOTO 32 BEHEMYHKIIAA U 00padoTeTe aHTUCENTHIHO
HMHXEKIHOHHOTO MACTO, KakTo Bu e mocbBeTBan Bammst nekap. [lynktupaiite BeHaTa u
o0e3omaceTe MSICTOTO HAa BEHEITYHKLUATA C IJIACTHUD.

Ortnenere cripunioBkara ot ¢uiakona (1).

[Tpukpenere criprHIOBKAaTa KbM HaOOpa 3a BEHEMYHKLMS Ype3 3aBbPTAHE 110 MOCOKa Ha
JaCOBHUKOBATa CTpeika. YOeneTe ce, 4e HaMa KpbB B clipHHI0BKaTa (J).

CBanere TypHUKETA.

WmxekTupaiiTe pa3TBOpa HHTPABEHO3HO B NPOIBIDKEHUE HA HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpaTe BU3YAIHO MO3ULUATA Ha uriaTa. CKopocTTa Ha PUIIOKEeHHE TpsiOBa aa ce
0a3upa Ha ChCTOSHHETO Ha TaIMeHTa, HO He TpsiOBa ja Ob/e mo-Brucoka ot 2 ml/min
(MakcuMaltHa CKOPOCT Ha HHPY3HSA).

AKo e HeoO0XoauMa JOIBIHUTENHA 1033, MaXHEeTe Ipa3HaTa CIPUHLIOBKA ChC 3aBbPTaHE
00paTHO Ha YaCOBHMKOBATa CTpeJIKa. Pa3TBopeTe KenaHOTO KOJIMYECTBO OT MPOAYKTa,
MOBTapsANRKU CTBIKH 2. — 9, KaTo U3MOI3BaTe HOBA CIPUHLIOBKA U 51 CBBPKETE KbM CHCTEMaTa
32 BEHEIyHKIIHS.

AKko He e HeoOxouMa Jpyra J103a, OTCTpPaHEeTe CUCTeMaTa 3a BEHEIyHKIHS U CIIPUHIOBKATA.
JpBKxTe BHUIMATEIHO TaMIIOHA HAJ HH)XEKLIMOHHOTO MSICTO BbPXY OIbHATATa PbKa 3a
npubnu3uTenHo 2 MuHyTH. Ha kpast moctaBeTe Manka KOMIPECHBHA NPEBPH3Ka BBPXY
WH)XEKLHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Konaxo KOGENATE Bayer 2000 IU TpsiOBa fa u3mo3BaTe U KOJKO Y€CTO TPSOBA Jla IO M3II0JI3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe HHXUOUTOPH M KaKBO € KOJTMYECTBOTO Ha
uHXuoUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/a.

BamusT nekap e u34rcau 103aTa OT TOBa JIEKAPCTBO M KOJIKO 4eCTOo TPsiOBa a s MmoirydaBaTe, 3a 1a
MOCTUTHETE HEOOXOAMMOTO HUBO Ha akTUBHOCT Ha (akTop VIII B kpbBTa. TO/TS TpsiOBA BUHATH J1a
oTpeziesisi KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPsIOBa Jja ce MPHUIIOKH, M YecToTara Ha
npuiIoKeHue criopes Bammre nanuBuayaran Hyxau. [Ipu onpenenenu o6CTosATEICTBA MOXKE J1a ca
HEOOXOIMMH IMO-TOJIEMH KOJIMYECTBA OT H3YHCICHUTE, 0COOEHO 3a HayajiHaTa J103a.
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HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 2000 IU 3a npeforsparsBaHe Ha KpbBOU3IUBH (ITPO(UIAKTHKA),
Bammst nekap e uw3guciu go3ata 3a Bac. O6ukHoBeHO 1mie 0b4¢ B rpanuiute ot 20 [U mo 40 1U
okTokor anda/kg TemecHo Terio, mpruiiarasa Ha Bceku 2 10 3 THU. B HAKOM ciydau, CIICIIHAIHO TIPH
TI0-MJIaIM TTAIMEHTH, MOJKE JIa ca HEOOXOJUMH TI0-KPATKU HHTSPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeIBaHMU

CHITHO ce TIpenophyBa Jia ce U3BHPIIBAT ChOTBETHU JTA0OpATOPHHU M3CIieIBaHus Ha BamaTa ruiazma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO U MOUIHPXKAHETO Ha IOCTAThYHN HUBA HA
thaxtop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHU MHTEPBEHITUH € 3aIBJDKATEITHO J1a Ce
NpoBeJIe BHUMATEITHO MPOCie/BaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KPpHBOTEUYEHHETO HE CE OBIAJISBA

Axo HuBOTO Ha paktop VIII BBB Bamrara miazMa He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IMBBT HE CE€ OBIA/ISABA C J03a, KOSTO U3IJIEXKAa JOCTaThuHA, MOXKE J]a CTe 00pa3yBan
uaxuouropu cpenty dakrop VII. ToBa TpsOBa 1a ce onmpenesy ot JeKap CICITHATIHCT.

AKO uMare 9yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO cJlab, TOBOpPETE C
Bamug nexysary jiekap.

IlanmenTy ¢ HHEXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysaiu uHxuoutopu ksM ¢akrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIEMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKxo Ta3u 103a He oBiaAsBa Bamus kpbBou3nuB, Bamusar nekap Moxe 1a Bu gaze JOMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIeHTpaT Wi (aKTHBHPaH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApH - CIICIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. I'oBopete ¢ Bamus nekap, ako OMXTe HCKalM OIMBIHUTETHA HHPOpMAaIHA 3a TOBA.
He noBumaga no3ata ekapcTBO, KOSITO M3MOI3BaTeE, 32 /1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bammst nexap.

CKopocT Ha PUIIOKEHHE

ToBa JiekapcTBO TPAOBA JIa e MHKEKTHPA HHTPABEHO3HO B TIPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA 1a ¢ OMPEISTN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCHuMamHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxxe KOJIKO 4eCTO M Ha KaKBU HHTEPBAJIM TPsAOBA /1a Ce Tpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHO 3amectBaioro Jedenne ¢ KOGENATE Bayer 2000 IU e 3a 1151 )KHUBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 2000 1U

He ca cpo0mienn ciny4an Ha ipeo3upaHe ¢ peKoMOWHAHTHHS KoarynannoHeH (axtop VIIL

Axko cTe u3mo3Baiy noseve ot HeoOxoqumara 1o3a KOGENATE Bayer 2000 IU, ysenomete Banvs
neKap.

Ako cte nponycHanu aa usnoazsare KOGENATE Bayer 2000 1U

o ITocraBere Bamara cienBaria /103a BegHara v IpoAbDKETe Ha PEAOBHU HHTEPBANIN, CTIOPET
Ha3HaueHueTo Ha Bamus jekap.
. He npunaraiite 1BoiiHa 103a 32 KOMIIEHCUPAaHE HA MPOIMYyCHATa J403a.

Ako cte cripeau ynorpedara na KOGENATE Bayer 2000 1U
He cnmpaiite na m3nomare KOGENATE Bayer 2000 U 6e3 1a ce koHcynTupare ¢ Bamms siekap
WIH (hapMarieBT.
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JlokymeHTarms
IIpenopbuBa ce Bceku muT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO MMaTe HIKAKBU JIOITBIIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, MOMHTaiTe
Bammst nekap v dpapmarienT.

4, BBb3MoKHU HesKeJTaHU pPeaKknuu

Kakro Bcuuku JIEKApCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAU3BHUKA HEXKCIIAHU PEAKIUN, BBIIPEKHU Y€ HE
BCCKH T'U ITIOJTy4aBa.

Haii- Te:kkuTe HEXXellaH! JIEKAPCTBEHH PEAKI[UH ca XMNEePTOHMYHH PeaKIUuu Wi aHa(huIaKTHIeH
IIOK (psAIKa HEeXKeTIaHa PEeaKITHs).

B ciyuaii ue ce pa3BusT aNepruvHA WK aHAPWIAKTHYHY PEaKIIuH, NHXEKTHpaHeTo/nHPY3usITa
TpsiOBa a cmpat Begnara. MoJisi KOHCYJITHpaiiTe ce BeqHara ¢ Bamus Jekap.

OO0u1 cIMCBK HA Bb3MOKHUTE HEKEJAHHU JIEKAPCTBEHU PeaKIlum:

MHoro 4yecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marmueHTH

. oOpa3yBaHe Ha HeyTpaitu3upany anturena kM Gakrop VI (mHxubUTOpH) PN HENEKyBaHHA U
JIEKyBaHW B MUHAJIOTO TAIIHEHTH

YecTH:

Morar jaa 3acertar 1o 1 Ha 10 manueHTu

o 00puB/cHpOsIIT 0OpUB

° JIOKAQJTHU PeaKIUX TaM, KbJETO CTe HHKEKTUPAJIH JIEKaPCTBOTO (HAIp. YyBCTBO Ha MapeHe,
BPEMEHHO 3a4epBSIBAHE)

HeuecTn:

Mmorar aa 3acersHat 1o 1 Ha 100 manuenTH

. oOpa3yBaHe Ha HeyTpaiu3upaiiy antutena KM pakrop VIII (maxuburopn) npu 1eKyBaHU
HalUeHTH

Penkn:

morar fa 3acersar 1o | Ha 1 000 marmenTn

J pEaKINK Ha CBPHXYYBCTBUTEIHOCT, BKIIFOUBAIIH TEKKA BHE3AITHA aJIeprUUHa PeakIys (KOsITo
MOJKe J1a BKJIIOYBA KOIIPUBHA TPECKa, TaJIeHe, YPTUKAPHs, aHTHOEIeM, BTPHCAHe, 3a4epBsIBaHE,
ri1aBoOoIINe, CHHIMBOCT, XPUIITECHE WIIH 3aTPYAHEHO THUIIaHe, 0€3CIOKOMCTBO, TaXUKapaAus,
MpaByYKaHe WU aHa(hUIaKTUYEH MIOK (Hamp. cTAraHe B I'bpANTE/ YyBCTBO Ha 000
HEpasIoJIoKEHUE, CBETOBBPTEXK U raJicHe, U JIEKO OHIKEHO KPEBHO HAIATAaHE, OT KOETO MOXKE
na Bu mpumanee npu u3IpassiHe)

J MOBHIIICHA TEMITEpaTypa

C Heu3BeCTHA YeCTOTA:

OT HATMYHUTE JaHHHU HE MOXe /1a ObJle HalmpaBeHa OlleHKa Ha YecToTaTa
. M3BpAaIlleHNE Ha BKyca

219



AKo 3a0elexHuTe HIKOH OT CICOHUTC CUMIITOMU 11O BpEMEC Ha I/IH)KCKTI/IDaHe/I/IHd)VSI/IH:

° CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IIOJIOKECHUE

. 3aMaiiBaHe

° JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXKe 1a Bu mpuManee npu
W3MIPABSHE)

. rajJicHe

ToBa MOXke Jla 03HaYaBa PaHHO MPEAYIPEKICHIE 32 CBPHXIYBCTBUTEIHOCT M aHA(DHIAKTHIHH
peaxiuu.

AKO ce TIOSIBAT aJIepTUYHHU WU aHAPUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPy3usITa TpsOBa na
crnpart BeaHara. MoJis KOHCYJITUpaiiTe ce BeHara ¢ Bammus aexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIu3upaIu antuTena KM daktop VI (MHXUOUTOPH) € U3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Mosxe j1a oucka Jjia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIO/ICHNE Ha Pa3BUTHETO HA HHXHOUTOPH.

ITo BpeMe Ha KIIMHUYHA IPOYYBAHUS HATO €UH MAllMEHT HE € 00pa3yBal KIMHUYIHO 3HAYNMHU
KOJIMYECTBA aHTUTEIA CPEILy CICTUTE OT MUK OENTHK U OETITHK OT XaMCTep, ChIbPKAIIH CE B
npoaykra. ChIecTByBa Bb3MOKHOCT OT aJIEPTHYHA PEAKIINH KbM BEIIeCTBa, KOUTO Ce ChAbPIKAT B
TOBA JIEKaPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, MPH ONPE/eIeHN
MPeIPa3NOI0KEHH MAIlUEHTH.

Cpo0maBaHe Ha He)KeJIaHU pPeakiuu

AKO TIONTyuHTe HAKAKBU HEXKEJIaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenne V. Karo crobmaBaTe He)XeNaHn peakIny, MOXETE J]a 1aJleTe CBOs IMPUHOC 32
NoJy4aBaHe Ha moBede HH(OpMAaIHs OTHOCHO 0€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate KOGENATE Bayer 2000 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIIa.

Ja ce chxpansisa B ximagmiHuk (2 - 8 °C). Jla He ce 3ampassBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYCH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBAaTE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTMaKOBKa IMpy cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JISKAPCTBO U3THYA B Kpas HA TO3U 12-MecedeH
TIEPHUO/I WK Ha J1aTaTa, 0003HaueHa BhpXy (pirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOeINeKNUTE HOBHS CPOK HA TOJTHOCT BhPXY KapTOHEHATa OMaKOBKA.

He cpxpansBaiiTe B XJIAIWITHUK ciiel pa3TBapsHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHA yrmoTpeba. Besko Hen3mom3BaHo

KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He u3znon3gaiite TOBa IeKapCcTBO CIIE CPOKA HA TOAHOCT, OTOECISI3aH BbPXY €TUKETA U KApTOHEHATA
omakoBKka. CpOKBT Ha TOJAHOCT OTrOBaps Ha MOCJIEHUS JACH OT IIOCOYCHUS MECell.

He n3non3BaiiTe ToBa 1€KapcTBO, aKO 3a0€IeKNUTE YACTHIN WIH Pa3TBOPHT € MBTEH.
He m3xBBpisiiTe TekapcTBaTa B KaHAIM3AIMITA WIIM B KOHTEHHEpa 32 IOMAIITHU OTHaIBITH.

[Tonwmratite Bamms hapmaneBT Kak 1a U3XBBPIIATE JeKapCcTBaTa, KOUTO BeUe HE U3noisBare. Te3u
MEPKH 1II€ CIIOMOTHAT 3a OIla3BaHEe Ha OKOJIHATA Cpela.

220



6. Cun,pmalme Ha OIIAKOBKATa M N0IIbJHUTEC/IHA PlH(l)OpMaIlPlﬂ

Kakspo ceabp:ka KOGENATE Bayer 2000 1U

IIpax:

AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upe3
pexkomOuHanTHa JIHK TexHOMOTHS.

Jlpyrure chCTaBKH ca INIMIWH, HATPUEB XJIOPH, KAIINEB XJIOPUA, XUCTUAMH, TToaucopoat 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PastBopuren:
Bona 3a HHXeKIy, CTeprI3upana.

Kaxk m3rne:xxna KOGENATE Bayer 2000 IU 1 kakBo chIbp:Ka ONaKOBKAaTA

KOGENATE Bayer ce npejiara KaTo Ipax 1 pa3TBOPUTEN 3a HHXKEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e/10 JKBJIT Mpax Wik KoMIakTHa Maca. Cliesr pa3TBapsiHe pa3TBOPHT € OUCTHpP. MeUInHCKI
U3JIENNS 3a Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika omakoBka KOGENATE Bayer 2000 1U.

le/lTe)KaTeJ'l Ha paspeiecHueTo 3a yHOTpeﬁa U IIPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoaureJ

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonmbIHATENHA HH(OPMAIIHS OTHOCHO TOBA JISKAPCTBO, MOJIS, CBBPIKETE €€ C JIOKATHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriexaane Ha Jucroskarta {MM/I'TTT}

ITonpo6Ha mHGOpMaIHsI 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapcrBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 3000 IU npax 4 pa3TBOpPHTEJI 32 HH:KEKIIHOHEH Pa3TBOP
PexombOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe Ja U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 32 Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe Jla ce HAIOXKH Jia I TPOYeTeTe OTHORO.

- AKO mMate HIKaKBHU JTOIBITHUTEITHH BBIIPOCH, MONUTaiTe Bamms nexap nin papmariesT.

- ToBa IeKapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyrH
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIINTE
kaTto Bamwure.

- AKO TIONTyuHTe HAKaKBU HEXKEIaHU JIEKApCTBEHHU PEaklny, yBeaoMeTe Bamms nexap nimm
(hapmamneBt. ToBa BKIII0OYBA 1 BCHYKH BB3MOKHU HEXKEJIAHH PEAKIUH, HEOTIHCAHU B Ta3H
mucToBKa. BrxTe Touka 4.

KakBo cbabpika Ta3u JIMCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 3000 IU u 3a kakBO ce U3I10J13Ba
Kakso Tpsi0Ba na 3Haere, npeau na usnoiazsare KOGENATE Bayer 3000 1U
Kak na uzmomseare KOGENATE Bayer 3000 1U

BB3MOKHU HEKEIIAaHH PEaKIini

Kak na cexpanssate KOGENATE Bayer 3000 1U

ChIbpikaHKe Ha OMTAKOBKATa M JAOMBJIHUTEIHA HHOpMAIIHSL.

ok wdE

1. Kaxkso npencraBassa KOGENATE Bayer 3000 U u 3a kakBo ce u3moJizBa

KOGENATE Bayer 3000 IU cbabpka akTHBHOTO BELIECTBO, YOBEIKHA PEKOMOMHAHTEH
koarynanuoHeH (axtop VIII (okrokor anda).

KOGENATE Bayer ce u3no:3sa 3a jiedeHue 1 NpoQiIakTHKa Ha KPhbBOU3IUBH MTPU BH3PACTHH,
FOHOIIIM U JIeTIa OT BCHYKH BB3pacT ¢ xemoduust A (BpoaeH nedurnut Ha dakrop VIII).

To3u nmpoayKT He ChIbpKa dakTopa Ha GpoH Bunedpan u ciemoBaTellHO HE TPAOBa /1a e M3M0I3Ba
3a nedeHue Ha Oonectra Ha oH Bunebpan.

Bcesika omakoBka KOGENATE Bayer cpabspika ¢aakon ¢ Bio Set TpancdepHO yCTpoicTBO H
MIPeIBapUTETHO HAITBJIHEHA CIIPUHIIOBKA C OTJEITHO OyTajio, KakTo M HabOop 3a BeHEMyHKIHS (3a
WHKEKIMS BbB BEHA), 1BA AJIKOXOJHH TAMIIOHA, J{BA CyXH TAMIIOHA U JIBA TUIACTUPA.

®nakoHBT ChABPKA CYX, OsUT 10 0710 KBIT Mpax. [IpeBapuTeTHO HaTBbIHEHATa CIPUHIIOBKA
ChIbprKa BOJIA 32 MHXKEKIIMH, KOSATO CE M3II0JI3Ba 33 Pa3TBAapsHE HA ChABPKAHUETO Ha (hIIaKOHA.

@DakoHBT ¢ Tpax 3a HHKeKIuoHeH pa3TBop chabpxka 3000 IU okrokor anda (IU ca mexayrapogan
enunanim). Cien pa3TBapsHe ¢ BOjaTa 3a HH)KEKIMH, BCEKH (DIaKOH ChIbprka OKTOKOT anda
600 IU/ml.

2. Kakso TpsOBa na 3naete, npeau aa uznoazsate KOGENATE Bayer 3000 1U

He m3nomsBaiite KOGENATE Bayer 3000 1U
®  aKO CTE aJIePTUYHH KbM OKTOKOT ayiha MM KbM HAKOS OT OCTaHAIINTE ChCTAaBKH Ha TOBA
JeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePTUYHH KbM MHIIH OCNTHIU WIN OSNTHIH OT XaMCTep.
AKo0 He CTe CHTYpHH 32 TOBa, KOHCYITHpaiiTe ce ¢ Bamms gekap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢papmanest, npeau aa usnoiazsare KOGENATE Bayer 3000 1U.

O0bpHeTe cienuaaHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer 3000 1U

e AKko uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumasisa, uim nojiyyaBarte
3aMaiiBaHe IpH U3IpaBsiHe, Bue Moke 1a nMaTe ajnepriudHa peaknus KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBaHUS C€ TOSIBST, BeIHAra crpeTe NMPUJI0KEeHUEeTO HA MPOAYKTA 1
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammsr jexap Moke Aa Bu HampaBu n3cnenBaHus, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIIATA /1032
OT TOBA JIEKapCTBO OCUTYpsIBa aneKBaTHU HUBa Ha (akrop VIIL.

e AKO KpHBOM3IIUBHT Bu He ce oBiamsBa ¢ 0OMJaifHaTa 103a OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJATHpaiiTe ¢ Bamms nexap. Bue moxe ma cte oOpaszyBanmu naxubutopu k6M (akrop VIII
n Bammsar nexap mosxe na Bu HanpaBu m3cienBaHus, 3a 1a TOTBHpAU ToBa. HXMOUTOpHTE
kbM (aktop VIII ca anTHTENa B KpBBTA, KOUTO OJIOKMpAT m3moii3BaHust ot Bac ¢akrop VIII u
TO MPABST MMO-MaIKO €()eKTHBEH 3a MPO(HITAKTHKA ¥ KOHTPOJI Ha KPHBOMBIIUBA.

e Axo mpeau cte oOpaszyBanu nHXuOUTOP KM (haktop VIII u mpemuHeTe HAa qPyTH TPOAYKTH,
ceabpkany ¢akrop VIII, Moxke ma cTe M370KEeH Ha PUCK OT ITOBTOPHA MTOSIBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ue mmaTe 3a00JsIBaHE HA CHPIIETO, WM Y€ MMATe PHUCK 32 3a00JIsIBaHE Ha
cwpreTo, nHbopmupaiite Bamms nexap wim papmaresT.

e Axo 3a npuiokennero Ha KOGENATE Bayer umare HyX/1a OT LIECHTpAJICH BEHO3CH KaTeThP
(central venous access device - CVAD), Bammwsr jtekap TpsOBa 1a MMa TIPEABUL PHCKA OT
YCIIO)KHEHUsTa, cBhp3aHu ¢ CVAD, BKITIOUNTETHO JTOKaTHI HH()EKINH, TIOTIaJjaHe Ha
OakTepuu B KpbBTa (6akTepuemMusi) 1 00pa3yBaHETO HA KPBBEH CHCUPEK B KPHBOHOCHHS Ch
(TpoM003a) Ha MACTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 3000 1U

B3aumopeiicTBus ¢ ApyTy JIekapcTBa HE ca U3BECTHH. Brrpexn ToBa nHpopmupaiite Bamms nexkap
i (hapMareBT, ako mpuemMare, HaCKOpo CTe MPUEMAITH WK € Bb3MOXKHO Jla IPUeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

BpeMenHocT, KbpMeHe U GepTHIANTET

Onur BBB Bpb3Ka ¢ (epruimTera i n3nonzpanero Ha KOGENATE Bayer o Bpeme Ha OpeMEHHOCT
U KbpMeHe HiaMa. ClieoBaTeIHO, ako cTe OpeMeHHa WM KbPMUTE, CMATAaTe, 4€ MOXKE Ja CTe
OpeMeHHa Wi TIaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap rnpenn yrmorpedara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIHsHNE BBPXY COCOOHOCTTA Aa ce modupa Wik padboTH ¢ MAIIHHH.

KOGENATE Bayer 3000 IU cbabpixa HaTpuid
To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJKO OT 23 mg HaTpHii Ha (IIaKOH, T.€. MPAKTUIECKH HE
ChIbPKA HATPUIA.
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3. Kak na uznonseare KOGENATE Bayer 3000 1U

o Bunaru n3no3BaiiTe ToBa JIEKapCTBO TOYHO KAaKTO € OMMCAHO B Ta3H JUCTOBKA WM KakTo Bu
¢ kazay Bammst nekap wnm papmaneBT. AKO HE CTE€ CUTYPHH B HEIIO, onuTanTe Bamms
JieKap Wik papmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPWIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACEITHYHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHE U puiioxeHue. Jla ce M3Mmoa3BaT caMo MeANIUHCKATE U3Aenus (PrakoH ¢ mpax ¢
Bio-Set TpaHchepHO YCTPOKWCTBO, IIPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA, ChIbPIKaIlla
pasTBopuTeN 1 HAOOp 3a BEHEMYHKIIMS) 32 pa3TBapsiHe U MPHUIIOKEHHE, TTPEIOCTABEHHU C BCSIKA
OITaKOBKa Ha TOBA JIEKAPCTBO. AKO Te3W KOMITOHEHTH HE MOTAaT Jla Ce U3I0JI3BAT, CBBPKETE Ce
¢ Bamms nexap. AKo HIKOW OT KOMIIOHEHTHTE Ha OMAKOBKATa € pasledaTaH WM IOBPECH,
HE I'0 U3M0J3BaiiTe.

o [penu nmpunoxenue TpsdBa 1a GUITPyBaTE pa3TBOPECHUS MPOJYKT 32 OTCTPAHSBAHE HA
EBEHTYAJTHH TBBPJU YACTHIIU OT pa3TBopa. OuiTpyBaHeTo MOXKeE Jia ce OCHIIECTBH, KATO
Cclie/iBaTe CTHIIKUTE 32 MPUTOTBSHE W/MIIA PWIOKEHHE, OMTUCAHU 1M0-1011y. 3non3Baiite
TIPUIIOKEHHUS HAaOOp 3a BEHEIYHKIINS, ITOHEKE TOH BKIIFOUBA M MMPOTOYCH PMITHP. AKO HE €
BBH3MOKHO JIa M3M0JI3BATE TPUIIOKEHHS HA0Op 32 BEHEYHKIHS, U3TIOI3BANTE OT/IEICH
¢untep, chBMecTM ¢ KOGENATE Bayer. Te3u chBmecTiMu GuaTpu umat tan Luer-
aJianTep MoJIMaKPHIICH KOPITYC C BIPaJICH MOIHaMUJICH (PUIATPHpAIIl eIEMEHT C FoJIeMUHA Ha
mopute 5 — 20 MUKpOMETpA.

o He u3non3Baiite mpuioxeHwst KbM MPOAYKTa HAOOp 32 BEHEMyHKIIHA 32 B3eMaHe Ha KPbBHA
mpo0a, MOHEeXKe TOH ChIbpKa MPOTOUYeH GUITHP. AKO ce Hajara npeau nH}py3usarTa a1a ce
B3eMe KphBHA ITpoda, U3MoI3BaiTe Habopa 3a mpmiIokeHue 0e3 GIITHP U clie]] TOBa
umxektupaiite KOGENATE Bayer mpe3 uHkeKnoHeH GUiIThp. AKO HMaTe HAKAKBU
Boipocu otHocHo KOGENATE Bayer u ¢cbBMECTHUMHUTE C HEr'O CaMOCTOSTEIHH (DHITPH,
CBBbpIKeTe ce ¢ Bamus nekap.

. ToBa nexapcTBo He TpsOBa 1a ce cMecBa ¢ Apyru HH(py3noHHH pa3TBopH. CrasBaiiTe cTporo
yKa3aHusATa Ha Bamms Jiekap 1 U3MoJi3BaiiTe yKa3aHHUATA MMO-I0JIy KaTo PHKOBOJICTBO:

PasTBapsiHe 1 npriiokeHue

A B C D

-

- —

| ot
rad

1. WzmuiiTe ppleTe cu IPUKIIMBO ChC CaIlyH M ToIa Bojxa. Pa3TBopbT TpsiOBa na Oble
MIPUTOTBEH Ha YUCTA U CyXa MOBBPXHOCT.
2. 3aroriere 3aTBOpeHUs (PIaKOH M CHPUHIIOBKATA C pa3TBOPHUTENs BbB BamuTe pblie, J0KaTo

IMMOYYBCTBATEC, Y€ Ca 3aTOIJICHU KOJIKOTO PBIETC Bu. MaTepI/IaJ'I’BT HE TpH6Ba Ja 6’BL[6 10~
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10.

11.

12.

13.
14.

15.

16.

TOI'BJI OT TeJIecHa Temmeparypa (na He npepumasa 37 °C). [loacymmasa ce eBEHTyaTHO
HaJIMYHATa Bjara oT (hJlaKoHa.

MaxHeTe KanaueTo oT (JiakoHa ¢ JHO(QMWIN3HUPAH pax Ype3 BHUMATEIHO JIBU)KEHUE, KOETO
Ce U3BBPIIBA HAKOJIKO IIbTH, JOKATO B CHIIOTO BpEMe ce Ibplla Harope. MaxHere
3aIymanKara, IpuKpereHa KbM OsilaTa Karauka Ha CrpuHIoBKaTa (A).

BHuMareHo MmocTaBeTe CIpUHIIOBKATa KbM (iakoHa ¢ mpax (B).

IlocraBete (1akoHa U3IIPaBEH HAa TBbPAA, HE-XJIb3raBa MOBBPXHOCT U APBKTE BHUMATEIIHO C
pbka. Ciieq; ToBa HATHCHETE CHJIHO 3allMTHATA IJI0YKA IO BbpXa Ha CIPUHIIOBKATA, KaTo
M3M0JI3BaTe Bammms majerl 1 nokaszanuerr (C), qokaTo Ts gompe kpas Ha Bio-set. ToBa moka3sBa,
4e cucreMara e akruBupana (D).

[TocraBete OyTanoTO Ha CHPUHIIOBKATA C BPTEIMBO ABWKEHHUE B TyMEHaTa MEeMOpaHa Ha
cnpunroskarta (E).

NmxexTupaiite pa3TBOpUTENS BHB (hJIaKOHA ¢ TIpaxa upe3 0aBHO HATHUCKaHE Ha OyTaIoTO
Hanoiy. (F).

JInodunuzupaHuT npax ce pa3TBaps ¢ BHUMATEIHO BbPTEINBO ABIKEHHE Ha (hiakoHa. [la
He ce paskiarmia rpyoo! TpsOBa ga cte curypHu, 4e mpaxbT € pa3TBOPEH HAITBIHO TIPETH
ynotpeba. [Ipenu nproxeHue npoBepeTe BU3yalHo 3a HaJIMYUE HAa BUJUMHU YaCTHLIU HIIH 32
IIPOMEHU B LiBeTa. Jla He ce U3MoJI3BaT pa3TBOPH, ChIbPIKALIY BUANMHU YAaCTHULU WM ca
MbTHH. (G).

OO6bpHeTe (hakoHa/CIPUHIIOBKA U TIPEXBBPIIETE Pa3TBOPa Ype3 BHUMATEIHO H IJIABHO
n3rerisiHe Ha OyTtanoro (H). Tps6Ba ma cte curypHH, 9e IAI0TO KOJTUIECTBO Pa3TBOp €
W3TETJICHO B CIPUHIIOBKATA.

IlocraBere TypHHKeT. Onpenenere MACTOTO 3a BEHENMYHKIIAA U 00padoTeTe aHTUCENTHIHO
HMHXEKIMOHHOTO MACTO, KakTo Bu e mocbBeTBan Bammusat nekap. [lynktupaiite BeHaTa u
o0e3omaceTe MSICTOTO Ha BEHEITYHKLUATA C IJIACTHUD.

Ortnenere cipuHioBkara ot ¢uiakona (1).

[Tpukpenere criprHIOBKAaTa KbM HaOOpa 3a BEHEMYHKLMS Ype3 3aBbPTAHE 110 MOCOKa Ha
JaCOBHUKOBATa CTpeika. YOeaeTe ce, 4e HaMa KpbB B clpHHIOBKaTa (J).

CBanere TypHUKETA.

WmxekTupaiite pa3rBoOpa MHTPABEHO3HO B NPOIBIDKEHUE HA HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpaTe BU3YAIHO MO3ULUATA Ha uriaTa. CKopocTTa Ha PUIIOKEeHHE TpsiOBa aa ce
0a3upa Ha ChCTOSHHETO Ha MAIMeHTa, HO He TpsiOBa aa Obje mo-Brucoka ot 2 ml/min
(MakcuMaltHa CKOPOCT Ha HHPY3HSA).

AKo e HeoO0XoauMa JOIBIHHUTENHA 1033, MaXHEeTe Ipa3HaTa CIPUHILIOBKA ChC 3aBbPTaHE
00paTHO Ha YaCOBHMKOBATa CTpeJIKa. Pa3TBopeTe enaHOTO KOJMYECTBO OT MPOAYKTa,
MOBTapsANRKU CTBIKH 2. — 9, KaTo U3MOI3BaTe HOBA CIPUHLIOBKA U 51 CBBPKETE KbM CUCTEMaTa
32 BEHEIyHKIIHS.

AKko He e HeoOxouMa Jpyra J103a, OTCTPAaHEeTe CUCTeMaTa 3a BEHEIYHKIMS U CIIPUHIOBKATA.
JpBxTe BHUMATEIHO TaMIIOHA HaJ HH)XEKLIMOHHOTO MSICTO BbPXY OITbHATATa PbKa 3a
npubnu3uTenHo 2 MuHyTH. Ha Kkpast moctaBeTe Manka KOMIPECHBHA NIPEBPH3Ka BBPXY
MHXEKLIHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koaxo KOGENATE Bayer 3000 IU TpsiOBa fa u3mon3BaTe U KOJKO YeCTO TPSOBA Jla IO M3II0JI3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe HHXUOUTOPH M KaKBO € KOJTMYECTBOTO Ha
uHXuOUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/a.

BamusT nekap mie u34rcau 103aTa OT TOBa JIEKAPCTBO M KOJIKO 4eCTo TpsiOBa a s MmojrydaBaTte, 3a 1a
MOCTUTHETE HEOOXOAMMOTO HUBO Ha akTUBHOCT Ha (akTop VIII B kpbBTa. TO/TS TpsiOBA BUHATH J1a
orpeJielisi KOJMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPSAOBA Ja ce MPHUIIOXKH, U YeCTOTaTa Ha
npuiIoKeHue criopes Bammre nanuBuayaran Hyxau. [Ipu onpenenenu o6CTosATeICTBA MOXKE J1a ca
HEOOXOIMMH IMO-TOJIEMH KOJIMYECTBA OT H3YHCICHUTE, 0COOEHO 3a HayajiHaTa J103a.
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HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 3000 IU 3a npeforsparsBaHe Ha KpbBOU3IUBH (ITPO(UIAKTHKA),
Bammst nekap e w3guciu go3ata 3a Bac. O6ukHOBeHO 1mie 0b4¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM ciydau, CIICIIHAIHO TIPH
MO-MJIa/IM TIAIIMEHTH, MOKE JIa ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeIBaHMU

CHWITHO ce TIpenophYBa J1a Ce U3BHPIIBAT ChOTBETHH JIA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO ¥ MOUIHPKAHETO Ha IOCTAThYHU HUBA HA
thaxtop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHU MHTEPBEHITUH € 3aIBJDKATEITHO J1a Ce
NpoBeJIe BHUMATEITHO MPOCie/BaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KPpHBOTEUYEHHETO HE CE OBIAJISBA

Axo HuBOTO Ha aktop VIII BHB Bamrara miazMa He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IIMBBT HE C€ OBIAISIBA C J03a, KOSTO M3IJIekKAa JOCTaThuHA, MOXKeE J1a cTe 00pa3yBaiiu
uaxuouropu cpenty pakrop VII. ToBa TpsOBa ga ce onmpeney ot JeKap CICITHAIHCT.

AKO uMare 9yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO clab, TOBOpETE C
Bamusg nexyBary jiekap.

IlanmenTy ¢ HHEXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysainu uaxuoutopu KsM ¢pakrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIEMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKxo Ta3u 103a He oBiaAsBa Bamus kpbBou3nuB, Bamusar nekap Moxe 1a Bu gaze JOMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIeHTpaT Wi (aKTHBHPaH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Te3u neuenns TpsiOBa ga OBAAT HA3HAYEHH OT JIEKAPH - CIICTIMATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. ['oBopete ¢ Bammus nekap, ako OMXTe HCKallK JOIBIHUTETHA HHPOpPMAIHA 32 TOBA.
He noBumaga mo3ata ekapcTBO, KOSITO M3MOI3BaTeE, 32 /1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCyJTanus ¢ Bamms nexap.

CKopocT Ha PUIIOKEHHE

ToBa JiekapcTBO TPAOBA JIa e MHKEKTHPA HHTPABEHO3HO B TIPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ ONPEETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMamHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxxe KOJIKO 4eCTO M Ha KaKBU HHTEPBAJIM TPsAOBA /1a Ce Tpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHo 3amectBaioro Jedenne ¢ KOGENATE Bayer 3000 IU e 3a 1151 )KHBOT.

AKO cTe H3M0JI3BAJIH NoBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 3000 1U

He ca cpo0mienn ciny4an Ha ipefjo3upaHe ¢ peKOMOWHAHTHAA KoarynannoneH ¢akrop VIIIL.

Axko cTe u3mo3Baiy noseve ot HeoOxoumara 1o3a KOGENATE Bayer 3000 IU, ysenomete Bamvs
neKap.

Ako cte nponycnanu aa usnoazsare KOGENATE Bayer 3000 1U

o ITocraBere Bamara cienBaria /103a BegHara v IpoAbDKETE Ha PEAOBHU HHTEPBAIIH, CTIOPET
Ha3HaueHueTo Ha Bamus jekap.
. He npunaraiite 1BoiiHa 103a 32 KOMIIEHCUPAaHE HA MPOIMYyCHATa J403a.

Ako cte cripenu ynorpedara na KOGENATE Bayer 3000 U
He cnimpaiite na m3nomssare KOGENATE Bayer 3000 IU 6e3 na ce koHcynTupare ¢ Bamms exap
WA (hapMarieBT.
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JlokymeHTarms
IIpenopbuBa ce Bceku muT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO UMaTe HIKAKBU JIOTBIHATEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, MOMHTaiTe
Bammst nekap v dpapmarienT.

4, Bb3MoKHU HesKeJTaHU pPeaKkuuu

Kakro Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKU T'Y IIOJTy4aBa.

Haii- Te:kkuTe HEXXellaH! JIEKAPCTBEHH PEAKI[UH ca XMNEePTOHMYHH PeaKIUuu Wi aHa(huIaKTHIeH
IOK (psAIKa HEe)KeTIaHa PEaKITHs).

B cnyuaif ue ce pa3BusT aJepruvHN WK aHADIIAKTHYHY PEaKIuH, NHKXEKTHpaHeTo/HHPY3usITa
TpsiOBa a cmpat Begnara. MoJisi KOHCYJITHpaiiTe ce BeqHara ¢ Bamus Jekap.

OO0u1 cIMCBK HA Bb3MOKHUTE HEKEJAHHU JIEKAPCTBEHU PeaKIlum:

MHoro 4yecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 mamueHTH

. o0Opa3yBaHe Ha HeyTpaitu3upany anturena kM Gakrop VI (maxubuTopn) npu HEIEKyBaHH U
JIEKyBaHW B MUHAIIOTO TAIIUEHTH

YecTu:

Morar jaa 3acertar 10 1 Ha 10 manueHTn

o 00puB/cHpOsIIT 00pUB

° JIOKAJTHU PeaKIUX TaM, KbJETO CTe HHKXEKTUPAJH JIEKAPCTBOTO (HAIp. YyBCTBO Ha MMapeHe,
BPEMEHHO 3a4epBSIBAHE)

HeuecTn:

Mmorar aa 3acersHat 1o 1 Ha 100 manueHTH

. oOpa3yBaHe Ha HeyTpaiIu3upaiiy antutena KM pakrop VIII (maxuburopn) npu 1ekyBaHH
HalUeHTH

Penkmu:

morar fa 3acersar 1o | Ha 1 000 marmenTn

J pEaKINK Ha CBPbXYYBCTBUTEIHOCT, BKIIFOUBAIIH TEKKA BHE3AITHA aJIepTUYHA PeakIys (KOsTo
MOJKe J1a BKJIIOYBA KOIIPUBHA TPECKa, TaJIeHe, ypTUKapHs, aHTHOeIeM, BTPHCaHe, 3a4epBsIBaHe,
r71aBoOoJINe, CHHIMBOCT, XPUIITCHE WIIH 3aTPYAHEHO THUIIaHe, 0€3CIIOKOMCTBO, TaXUKapaAus,
MpaByYKaHe WU aHa(UIaKTUYeH MIOK (Hamp. cTAraHe B I'bpANTE/ YyBCTBO Ha 00O
HEpasIoJIoKEeHUE, CBETOBBPTEXK U raJieHe, U JIEKO OHIKEHO KPBBHO HAIATAaHE, OT KOETO MOXKE
na Bu mpumanee npu u3IpassiHe)

J MOBHIIICHA TEMITEpaTypa

C Heu3BeCTHA YeCTOTA:

OT HATMYHUTE JaHHHU HE MOXe /1a ObJle HalmpaBeHa OIleHKa Ha YecToTaTa
. M3BpAaIlleHNE Ha BKyca
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AKo 3a0elexHuTe HIKOH OT CICOHUTC CUMIITOMU 11O BpEMEC Ha I/IH)KCKTI/IDaHe/I/IHd)VSI/IH:

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

. JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXKe 1a Bu mpuManee npu
W3MIPABSHE)

. rajeHe

Topa MOke J1a O3HAaYaBa paHHO IPEIYIPESIKICHUE 32 CBPbXUYBCTBUTCIIHOCT U aHA(DUIIAKTHYHH

peaKIum.

AKO ce TIOSIBAT aJIeprUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPy3usiTa TpsOBa na
cnpart BeaHara. MoJis KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIu3upaIu antuTena KM daktop VI (MHXUOUTOPH) € U3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Mosxe j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHE HAa Pa3BUTHETO HA HHXHOUTOPH.

ITo Bpeme Ha KIIMHUYHY TIPOYYBAHUS HATO €UH MAllMEHT HE € 00pa3yBal KIMHUYIHO 3HAYNMHU
KOJIMYECTBA aHTUTEIA CPEILy CIETUTE OT MUIIH OENTHK U OETNTHK OT XaMCTep, ChIbPIKAIIIH Ce B
npoaykra. ChiecTByBa Bb3MOKHOCT OT aJIEPTUYHA PEAKIINH KbM BEIIeCTBa, KOUTO CEe ChABPIKAT B
TOBA JIEKaPCTBO, HATIP. CJIEAN OT MUIIHA OENTHK M OEITHK OT XaMCTep, MPH ONPEIEIeHN
MIPeIPa3NOI0KEHH MaIlUEHTH.

Cpo0maBaHe Ha HeXKeJIaHU Peakuuu

AKO TIONTyuHTe HAKAKBU HEXKEJIaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxkenne V. Karo crobmaBaTe HeXxXeNaHN peakIny, MOXETE J]a 1aJleTe CBOsS IMPUHOC 32
NoJy4aBaHe Ha moBede HH(OpMAIHs OTHOCHO 0€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate KOGENATE Bayer 3000 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIIa.

Ja ce chxpansiBa B xnagmiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OTIAKOBKA, 32 JIa CE MPEe/a3sT OT CBETIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYCH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBAaTE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HadeHa BhPXY (hirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOEINIeKUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAKOBKA.

He cpxpaHsBaiiTe B XJTaAWIIHUK clie]] pa3TBapsiHe. [ 0TOBHAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHa yrmoTpeda. Besko Hen3moim3BaHo

KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKAPCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
omakoBka. CpOKBT Ha TOJAHOCT OTIOBapsl Ha MOCIEHHS JACH OT IIOCOYCHUS MECEIl.

He m3non3BaiiTe TOBa JIEKAPCTBO, aKO 320€TEKUTE HACTUIN HITH PA3TBOPHT € MBTEH.
He m3xBBpIIsiiTe JIeKapcTBaTa B KaHATN3aIUATa WM B KOHTEITHEpa 3a JTOMAIIHN OTMaTbIIH.

[Tonwmratite Bamms apmaneBT kak 1a U3XBBPIISATE JIeKapCcTBaTa, KOUTO Beue He u3onsBare. Te3u
MEPKH 1II€ CIIOMOTHAT 3a OIla3BaHEe Ha OKOJIHATA Cpela.
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6. Cun,pmalme Ha OIIAKOBKATa M N0IIbJHUTEC/IHA PlH(l)OpMaIlPlﬂ

Kakspo cpabp:ka KOGENATE Bayer 3000 1U

IIpax:

AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upe3
pexkomOuHanTHa JIHK TexHOMOTHS.

Jlpyrure chCTaBKH ca INIMIWH, HATPUEB XJIOPH, KAIINEB XJIOPUA, XUCTUAMH, TToaucopoat 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PastBopuren:
Bona 3a HHXeKIy, CTeprI3upana.

Kaxk msrne:xxna KOGENATE Bayer 3000 IU 1 kakBo chIbp:Ka ONaAKOBKAaTA

KOGENATE Bayer ce npejiara KaTo Ipax 1 pa3TBOPUTEN 3a HHXKEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e1o JKBIT Ipax WK KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPBT € OMCThP. MeauITmHCKH
U3JICNNS 3a Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika ornnakoBka KOGENATE Bayer 3000 1U.

le/lTe)KaTeJ'l Ha paspeiecHueTo 3a yHOTpeﬁa U IIPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoaureJ

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonmbIHATENHA HH(OPMAIIHS OTHOCHO TOBA JISKAPCTBO, MOJIS, CBBPIKETE €€ C JIOKATHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapcrBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 250 IU npax 1 pa3TBopuTeJI 32 HHKEKIIHOHEH Pa3TBop
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO SJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 3a Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH Ja I POYETETe OTHORBO.

- AKO UMate HAKAaKBHU TOMBIHUTEIHN BBIIPOCH, MONUTaiTe Bammst nexap nin papmariesT.

- ToBa ekapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyrH
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
karo Bamwure.

- AKO TIONTy4YHTe HAKAKBU HEXKEIaHU JICKApCTBEHHU Peakllny, yBeaoMeTe Bamms nexap ninm
(hapmamneBt. ToBa BKITI0OYBA 1 BCHUKH BH3MOKHU HEXKEJIAHH PEAKIUH, HEOTHCAHU B Ta3H
mucToBKa. BrmxTe Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 250 IU u 3a kakBoO ce U3I0JI3Ba
Kakso Tps0Ba na 3Haere, npeau na usnoiazsare KOGENATE Bayer 250 1U
Kak na nznomseare KOGENATE Bayer 250 1U

BB3MOKHU HEKEIIAaHH PEaKIini

Kak na cexpanssate KOGENATE Bayer 250 1U

ChIbpikaHKe Ha OMIAKOBKATa M JAOIBJIHUTEIHA HHOpMAIIHUSL.

ok wdE

1. Kaxkso npencraBassa KOGENATE Bayer 250 1U u 3a kakBo ce n3noj3Ba

KOGENATE Bayer 250 1U cbabpika aKTUBHOTO BEIIECTBO, YOBEIIKH PEKOMOMHAHTECH
koarymnannoneH (¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jieueHre 1 NpoQpuiIakTHKa Ha KPhbBOU3IUBH MPU BH3PACTHH,
FOHOIIIH U JIeTIa OT BCHYKH BB3pacT ¢ xemoduust A (BpoaeH nedunut Ha dakrop VIII).

To3u nmpoayKT He ChIbpiKa dakTopa Ha GpoH Bunedpans u ciegoBaTellHO HE TPAOBA /1a e M3MO0I3Ba
3a nedeHue Ha Oonectra Ha poH Bunebpan.

Bceska omakoBka KOGENATE Bayer cpabppika (i1akoH 1 IpeABapUTEITHO HAITBITHEHA CIIPUHIIOBKA C
oT/IeTHO OyTalo, aaanTop 3a (JaKoHa, KaKTo ¥ Ha0OP 32 BEHEMYHKITNS (32 WHKEKIUS BbB BeHa), J1Ba
QJIKOXOJTHU TaMITOHA, JIBAa CYXU TaMITOHA M JIBa IIACTHPA.

®nakoHBT CHABPKA CYX, OsUT 10 OO HKBIT MPaxX WM KOMIIAKTHA Maca.

@DakoHBT € MPax 3a HHXKEKIHOHEeH pa3TBop chabpika 250 U okroxkor anda (IU ca MmexayHapoaau
eqmannn). Crie pa3TBapsiHe ¢ BOJaTa 3a HMHXKEKIINN, BCEKH (IIaKOH ChIBPKa OKTOKOT ajda

100 1U/ml.

2. Kakso Tps6Ba na 3naete, mpean aa uznoassate KOGENATE Bayer 250 1U

He uznoassaiite KOGENATE Bayer 250 1U
®  aKO CTE aJIePTUYHH KbM OKTOKOT ayiha WM KbM HAKOS OT OCTaHAINTE ChCTAaBKH Ha TOBA
JeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePrUYHH KbM MHIIH OCNTHIHN WIN OSNTHIH OT XaMCTep.
AKoO He CTe CHTYpHH 32 TOBa, KOHCYATHpaiiTe ce ¢ Bamms nexap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢apmanest, npeau na usnoinzsare KOGENATE Bayer 250 [U.

O0bpHeTe cienuaIHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer

e Axo uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumanssa, wim nojiydaBarte
3amaiiBaHe IpH U3IpaBsiHe, Bue Moke 1a nmaTe ajnepriudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBAHUS C€ TOSIBST, BeIHAra clpeTe MPUJI0KEHUETO Ha MPOAYKTA U
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammwsr nexap Moke Aa Bu HampaBu n3cienBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIATA 1032
OT TOBA JIEKapCTBO OCUTYpsIBa anekBaTHU HUBa Ha (akrop VIIL

e AKO KpBBOM3IIMBHT Bu He ce oBamsBa ¢ 0OMJaifHaTa 1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJITHpaiTe ¢ Bamms tekap. Bue moxe na cre o0pazyBany uaxudutopu kKeM ¢aktrop VIII
u Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a NOTBHpAU ToBa. MHXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTa, KOUTO OJIOKHpAT m3moi3BaHust ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(MUITAKTHKA ¥ KOHTPOJ Ha KPHBOMBIIUBA.

e AKko mpeau cte 00pazyBany HHXHOUTOP KbM daktop VIII 1 mpemMuHeTe Ha IPYTH IPOAYKTH,
ceappkany ¢akrop VIII, Moxke ma cTe M310KEeH Ha PUCK OT ITOBTOPHA MTOSBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ye nmare 3a00/1sBaHe Ha ChPIIETO, MM Y€ MMATE PUCK 3a 3a00JIIBaHE Ha
chprero, mHbopMupaiiTe Bamms nekap win hapMarieBT

e Axo 3a npunoxkennero Ha KOGENATE Bayer umare HyX/1a OT LIEHTpaJICH BEHO3¢H KaTeThP
(central venous access device - CVAD), Bammusr jtekap TpsOBa 1a MMa IIPEIBUL PHCKA OT
YCIOXHEHUATA, CBBp3aHu ¢ CVAD, BKIFOUHTEITHO JIOKATHH WHGEKITHH, IToTagaHe Ha
OakTepnu B KpbBTa (6akTepuemMusi) 1 00pa3yBaHETO HA KPBBEH ChCUPEK B KPHBOHOCHHS ChJ
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 250 1U

BzaumopeiicTBus ¢ ApyTy JIeKapcTBa HE ca M3BECTHH. Brrpexu ToBa nHpopmupaiite Bammms nexkap
i (hapMareBT, ako MpuemMare, HaCKOpo CTe IMPUEMAITH WK € Bb3MOXKHO Jla IPUeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

bpemenHocT, KkbpMeHe U PepTHIUTET

OnuT BBB Bpb3Ka ¢ peprunurera win u3noiazsaneto Ha KOGENATE Bayer mo BpeMe Ha OpeMEeHHOCT
1 KbpMeHe HsaMma. CrieJoBaTeNHo, ako CTe OpeMeHHa WM KbPMHTE, CMsITaTe, 9€ MOXE J1a CTe
OpeMeHHa WU TIaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpedara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIusHNE BBPXY CIOCOOHOCTTA Aa ce modupa Wik paboTH ¢ MaIlIWHU.

KOGENATE Bayer 250 IU cbabp:xa HaTpwmii

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpwii Ha (IaKOH, T.€. MPAKTUIECKH HE
ChIbPIKA HATPUIA.
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3. Kaxk na manonzeare KOGENATE Bayer 250 1U

o Bunaru n3non3BaiiTe ToBa JIEKAPCTBO TOYHO KAKTO € OMUCAHO B Ta3H JUCTOBKA WM KakTo Bu
¢ ka3ay Bammst nexap wnm gapmaneBT. AKO HE CTE€ CHTYPHH B HEIIO, TonuTanTe Bamms
JieKap Wik gpapmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPUIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clieJl pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHE U puiioxeHue. Jla ce M3moa3BaT caMo MEAUIMHCKATE M3AETus (aganTep 3a
(haxoHa, mpeaBapUTETHO HAITBIHEHA CIIPUHIIOBKA, ChBPIKAIA Pa3TBOPUTEN U HAOOP 3a
BEHEITYHKIIHS) 32 pa3TBapsHe U MPUIOKEHNE, PEAOCTABEHH C BCAKA OMTAKOBKA HA TOBA
nekapcTBo. ToBa MEAUIIMHCKO W3/IETHE 1a HE C€ M3IO0JI3Ba, aKO OMAaKOBKATa € OTBOPEHA WITH
yBpeneHa. AKO Te3u KOMIIOHEHTH He MOTarT Jia ce U3I0JI3BaT, CBhpPXKETe ce ¢ Bamms nexap.
AKO HSIKO¥M OT KOMITOHEHTHTE Ha OTIAKOBKaTa € pa3ledaTaH WiH IMOBPEeH, HE TO
M3M0J13BalTe.

o [Ipenn npunoxxenue TpsdBa qa GUITpyBaTe pa3TBOPEHUS MPOAYKT 3a OTCTPaHsSBaHE Ha
€BEHTYATHH TBBPIU YACTHIIH OT pa3TBopa. @UJATPYBaHETO ce 0ChIeCTBABA Ype3

HU3II0JI3BAHE Ha aJamnTep 3a (l)J'IaKOHa.

. ToBa nexapcTBo He TpsIOBa /1a ce cMecBa ¢ Apyru HH(Ppy3noHHH pa3TBopH. Cra3Baiite cTporo
yKa3aHusTa Ha Bamms iekap 1 u3Mosi3BaiTe yKa3aHHUATa MO-70J1y KaTo PbKOBOJICTBO:

PasTBapsHe 1 npriiokeHue

SN
=

ey
| ?ﬁf‘ ‘
N

1. M3muiiTe pblieTe TPUKIIMBO ChC CAallyH U TOIJIA BOJA.

2. 3arorurere 3aTBOpeHMs (PIIAKOH ¥ CIIPUHIIOBKATA C PA3TBOPUTEIN BHB BAIIMTE PBIIE 0 TeJIECHa
TeMriepatypa (m1a ue npesumana 37 °C).

3. MaxHeTe 3aIuTHOTO Karade oT (pirakona ¢ auodmmsupan mpax (A), cliesl KOeTO MMOYNCTETe
TyMeHaTa 3amyIIajka ChbC CTePHIIEH TaMITOH (WIIA U3ITOJI3BalTe CTEPUIICH CIpeit).

4, BraumMarenHo mocTaBeTe MpoAyKTa Ha TBBPAA, He-XJrb3ralia ce moBspxHocT. OTienere

XapTHUEHHs Kalak Ha IylacTMacoBaTa KyTHs Ha afanrtepa Ha (hnakona. He m3Baxmaiite
ajzlanrepa oT IacTMacoBaTa KyTus. KaTo gppkure miactmMacoBarta KyTHs, IOCTaBETe sl HaJ
MPOAYKTa ¥ CHITHO HaTHCHeTe Hanoy (B). AnanTepsT mie mpakHe Hal KaraykaTa Ha
(bmakoHna. He maxaiiTe KyTusaTa Ha aganTepa Ha TO3HW €Tall.

5. JppxTe mpenBapuTeTHO HATBIIHEHATA CITPUHIIOBKA CHC CTEPHUITHA BOJA 38 HHKEKITUU
M3IIpaBeHa, XBaHEeTe OyTaIOTO M TO MPHUKPETIETe Ype3 3aBbpTaHe 10 TIOCOKa Ha
JaCOBHUKOBATA CTPEJIKa 10 IbJIeH KOHTaKT. (C)

6. JlpBxTe CIIpUHITOBKATA 32 TSIOTO M MaxHeTe KamadeTo oT Bepxa (D). He mokocsaiite Brpxa
Ha CTIPUHIIOBKATA C BalllaTa phKa WIH Jpyra MOBbpXHOCT. OCTaBeTe CIIPUHIIOBKATA HACTPAHH
3a MMo-HATaThIIHA YyIOTpeoOa.

7. Cera MaxHeTe U YHUIIOXKeTe KyTHsATa Ha agantepa (D).
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8. [Ipukpenere npenBapuTEIIHO HAITBITHEHATA CIIPUHIIOBKA KbM pe3baTa Ha ajanrtepa upe3
3aBBPTAHE 10 TIOCOKA Ha YacoBHUKOBaTa ctpeinka. (F).

9. HmkekTupaiTe pa3TBOPUTEI Upe3 6aBHO HaTHCKaHe Ha OyTamoTo Hamoy (G).

10. 3aBBpTETE BHUMATEITHO (hJIaKOHA, TIOKATO ISIUAT MaTepra € HarrbIHo paztBopeH (H).
[Ipenu nmpuIoKeHNE MPOBEPETe BU3YATHO 33 HAJIMYKE HA BUJIMMU YACTHIIU HIIH 33 IPOMEHU B
nBeta. Ja He ce M3MON3BaT Pa3TBOPH, ChABPKAIINA BUIAMH YaCTUIIH UIIK Ca MBTHHU.

11. Jpobxre prakoHa HaKpas Ham aganTepa u crupuHnoBkata (1). HambmHere cipuHIOBKaTa 9pes3
M3TETJIsTHE Ha OyTasioTo 0aBHO M riaako. TpsOBa qa cTe CHTYpHU, Y€ ISUTOTO KOJTUIECTBO
pa3TBOP € M3TETIICHO B CIIPHHIIOBKATA.

12. ITocTaBeTe TypHHKET.

13. Ormpenernere MICTOTO 32 BEHEIYHKITHS M 00paboTeTe aHTHCETITHYHO.

14. IIyakTupaiiTe BeHaTa U 00e301aceTe MICTOTO Ha BEHEITYHKIIAATA C TIACTH.

15. Karo nepxute OyTranoro Ha MSCTO, OTAENETe CIPUHIIOBKATA OT afanTtepa Ha GIaKkoHa

(mocmemHUAT TpsiOBa J1a OcTaHe MPUKpeIeH KbM (pirakona). [IpukpeneTe cipuHIIOBKAaTa KbM
Habopa 3a BEeHEMyHKIHs. Y 0eieTe ce, ue HiMa HaBIsI3a KPbB B CIIpUHIIOBKATA (J).

16. CpajsieTe TypHHUKETA.

17. WnxekTupaiite pa3TBOpa HHTPABEHO3HO B MPOABIDKEHHE Ha HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpATe BU3YATHO MO3UIUATA Ha uriaTa. CKOpocTTa Ha MPHIIOKEHHE TPsiOBa j1a ce
OIPE/IEIH OT ChCTOSHHETO Ha MAI[MeHTa (MaKCHMalTHa CKOPOCT Ha uHDy3us: 2 ml/min).

18. AKo e HeoO0X01MMa JTOTBIIHUTEITHA /1032, H3M0I3BaliTe HOBA CIIPUHIIOBKA C MTPOIYKT,
pPa3TBOPEH CHOPE ] HAMMCAHOTO IO-TOPE.
19. AKo He e HeoOXouMa JIpyTa J103a, OTCTPaHeTe CICTeMaTa 3a BEHEIyHKITUS 1 CIIPHHIIOBKATA.

HppxTe 31paBo TaMIIOHA Ha/l MHXKEKIIIOHHOTO MSCTO BBPXY OITbHATATa phKa 3a
npuOIM3uTeNnHO 2 MUHYTH. Ha Kpas mocraBeTe Maika KOMIPECHBHA MTPEBPB3KA BHPXY
WH)XEKITHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koiako KOGENATE Bayer 250 IU tpsi0Ba 1a U3oa3BaTe ¥ KOJIKO YECTO 5 TPSAOBa J1a TO M3I0I3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe HHXUOUTOPH M KaKBO € KOJTMYECTBOTO Ha
uHXuOUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/Ia.

Bammwsr siekap 1ie u34mcin 103aTa OT TOBa JIEKAPCTBO U KOJIKO YeCTO TPsOBa Jia MoydaBare J103ara,
3a Jla IOCTUTHETE HEOOX0IMMOTO HMBO Ha akTHBHOCT Ha (aktop VIII B kpbBTa. Toit/Ts TpsiOBa
BUHATH Ja OTpeiesisl KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPSIOBA JIa ce TIPUIIOKH, U YeCTOTaTa Ha
npuiIokeHue criopen Bamure naansuayanau Hyxau. [Ipu onpenieneHn 00CTOATENCTBA MOXKE J1a ca
HEOOXOTUMH TIO-TOJIEMH KOJIMYECTBA OT U3YHCIICHUTE, OCOOCHO 32 HavaHaTa J103a.

HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 250 IU 3a npenoTBpaTsiBaHeHa KPbBOU3IUBH (IIPOQHIAKTHKA),
Bammst nekap e u3duciu go3ata 3a Bac. O6ukHOBeHO 1mie 064¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM ciydau, CICIIHAIHO TIPH
M0-MJIaIM TTAIIMEHTH, MOKE J1a ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH [TO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeBaHMU

CHWITHO ce TIpenopbyBa Jia Ce U3BHPIIBAT ChOTBETHH JTA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO U MOUIHP)KAHETO HA IOCTAThYHN HUBA HA
thaxTop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHU MHTEPBEHITUH € 3aIBJDKATEITHO JIa Ce
NpoBeJIe BHUMATEIHO MPOCie/siBaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KpHBOTEUYEHHETO HE CE OBIAJIBA

Axo HuBOTO Ha aktop VIII BBB Bamrara mia3Ma He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HITH aKO
KPBHBOM3IIMBBT HE C€ OBJA/ISIBA C J03a, KOSTO M3IMIIekKAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuoutopu cpenty dakrop VII. ToBa TpsOBa ga ce onmpeney ot JeKap CICITHAIHCT.
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AKO uMare 4yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO ciab, TOBOpPETE C
Bamusa nexysary jiexkap.

IlanmenTH ¢ HHXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysaiu uaxuoutopu KsM ¢akrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIeMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
Axo Ta3u 103a He oBiaAsBa Bamus kpbBou3nuB, Bamusar nekap Moxe 1a Bu gaze JOMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIeHTpaT Wi (aKTHBHPaAH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa Aa 0BT HA3HAYEHU OT JIEKApPH - CIICIIHATIICTH B JICUSHUETO HA MAIlUEHTH C
xemoumust A. I'oBopete ¢ Bamus nekap, ako OuXTe HCKaK JONBIHUTETHA HHPOpMAaIHA 32 TOBA.
He noBumaga mo3ata iekapcTBO, KOSITO M3MOI3BaTeE, 3a J1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bamms nexap.

CKopocT Ha PUIIoKEeHHE

ToBa JiekapcTBO TPAOBA JIa e MHKEKTHPA HHTPABEHO3HO B TIPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ OMPENETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMaHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BamusT nexap me Bu kaxe KOJIKO 4eCTO ¥ Ha KaKBU HHTEPBAJIM TPsAOBa /1a ce Ipuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHO 3amecTBaioTo Jiedenne ¢ KOGENATE Bayer 250 IU e 3a 11511 5KMBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 103a KOGENATE Bayer 250 1U

He ca cpobmienn cinyyan Ha ipeo3upaHe ¢ peKoMOMHAHTHHA KoaryrnanroHeH daktop VIIL

Axko cTe u3mo3Baiy noseve ot Heooxoaumara o3a KOGENATE Bayer 250 U, yeenomere Bamus
neKap.

Ako cte nponycuanu aa usnoazsare KOGENATE Bayer 250 1U

o ITocraBere Bamara cienBaria /103a BeHara v IpoAbDKETe Ha PEAOBHU HHTEPBANIN, CTIOPET
Ha3HaueHueTo Ha Bammus nekap.
. He npunaraiite 1BoiiHa A03a 32 KOMIIEHCUPAaHE HA MPOIMYyCHATa 403a.

Ako cte cnipeau ynorpedata na KOGENATE Bayer 250 1U
He cnnpaiire na m3nomare KOGENATE Bayer 250 U 6e3 na ce koHcynTupate ¢ Bamms nekap wim
(dhapmarienT.

AOKYMCHTagI/IH

IIpenopbuBa ce Bceku mbT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO MMaTe HIKAKBU JIOTBIIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JICKapCTBO, IMOMHTAiTe
Bammist nekap niu dpapmarienT.
4, Bb3MOKHN HeKeJIaHU peakiuu

Kakrto Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKH T'Y IIOJTy4daBa.

Haii-TeskkuTe HEXENaHU JIEKAPCTBEHH PEAKIIMH Ca XHNEPTOHUYHY PeaKINH WM aHAQUIIAKTHYCH
IIOK (psAIKa HEeXKeTIaHa PEeaKITHs).
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B ciydaii ue ce pa3BuAT ajJepruYHU WM aHADUIAKTHYHH PEAKIINU, HHXEKTHPaHETO/MHPy3usITa
TpsiOBa Jia cipaTt BeaHara. MoJisi KOHCYJITHpaiiTe ce BegHara ¢ Bammus nekap.

OO0 cMUChbK HA BL3MOKHUTE HesKeJIaHH JICKAPCTBCHU PCAKIIMM:

MHoro 4ecTu:

MOTar Jia 3acerHat noseue oT 1 Ha 10 marueHTH

. obOpasyBaHe Ha HeyTpaau3upamm anturenaa KsM daktop VI (MEXuOUTOPH) MpH HENEKyBaHU U
JIEKyBaHW B MUHAIIOTO TAIIHEHTH

YecTu:

Morar jaa 3acersar 10 1 Ha 10 manueHTun

. 00puB/CHPOSIT 0OpPHUB

° JIOKAJTHU PEaKITNU TaM, KbJIETO CTE HMHXKEKTHUPAIN JICKAPCTBOTO (HAIp. IYyBCTBO HA MapeHe,
BPEMEHHO 3a4YepBIBaHE)

HeuecTn:

Morar fa 3acersat g0 1 va 100 marueHTH

. oOpa3yBaHe Ha HeyTpaiIu3upamy antutena KM pakrop VIII (mExuburopn) mpu 1ekyBaHI
MAIUeHTH

Penxn:

Morar jaa 3acerHat jio 1 Ha 1 000 maruenT!

. peaKiiy Ha CBPHXYYBCTBUTEITHOCT, BKJIFOUBAIIN TEXKKa BHE3aITHA alleprUvHa peakius (KOsITo
MOJKe JIa BKJIFOUBA KONIPUBHA TPECKa, TajieHe, YPTUKApUsl, aHTHOEIeM, BTPUCAHE, 3a4epBsBaHe,
r1aBo0oIHe, CHHIMBOCT, XPHUIITEHE WITH 3aTPYAHEHO JHIIaHe, 0€3CTIOKONCTBO, TAXUKAPIVS,
MpaByYKaHe WU aHa(UIaKTUYeH [IOK HAMp. CTATaHe B IbPAUTe/ YyBCTBO Ha 000
HEPa3IMoJIOKEHNE, CBETOBBPTEXK U TaJICHE, U JIEKO MOHMKCHO KPHBHO HAJSITAHE, OT KOETO MOXKE
na Bu mpumasiee mpy U3NpaBsHE)

. MOBHIIICHA TeMIlepaTypa

C Heu3BeCTHA YeCTOTA:
OT HAJIMYHUTE JaHHH HE MOXKE 1a ObJic HalmpaBeHa OILCHKA Ha YecToTaTa

° H3Bpall€HUE Ha BKYyCa

AKoO 3a0€JIeXXNATE HIKOU OT CJIEIHUTE CUMIITOMHU IO BPEME HA UHKEKTUpaHe/HHBY3US.

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

° JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXe 1a Bu mpuMmanee npu
W3TIPABSHE)

° rajeHe

Topa MOke Jla 03HAaYaBa paHHO HPEAYIPEIKICHHE 32 CBPhXUYBCTBUTCIIHOCT U aHA(PHIAKTHIHH

peaKIuH.

AKO ce TIOSIBAT aJIeprUYHU WU aHAPUIAKTHYHH PEaKIINy, NHXEKTHPaHETO/MHPY3usaTa TpsOBa na
cnpart BeaHara. MoJjis KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIU3upaIu antuTena KM daktop VI (MEXUOUTOPH) € U3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Moske j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHNE HAa Pa3BUTHETO HA HHXHOUTOPH.

ITlo BpEMEC Ha KIIMHUYHU IPOYYBAHUA HUTO €IUH MALIUCHT HEC € o6pa3yBaJ1 KIIMHUYHO 3HAYUMH
KOJIMYECTBA aHTUTEIIA CPEUTY CIACAUTE OT MULIN OCATHK U OEITHK OT XaMCTEpP, ChAbpIKAIIN CE B
IIPOAYKTA. CTJH_ICCTByBa BB3MOXHOCT OT aJICPIUYHU PEAKIIUN KbM BEIIECTBA, KOUTO CE ChABPKAT B
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TOBA JIEKaPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, MPH ONPEIEIeHN
MPeIPa3NoI0KEHH MalUEHTH.

Cpo0maBaHe Ha HeXKeJIaHU Peakiuu

AKO TIONTyuYHTe HAKAKBU HEXKEJIaHU JIEKapCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxxenne V. Karo crobmaBaTe HeXxeNaHN peakIny, MOXETE J]a aJleTe CBOsS MPUHOC 32
MoJTyyaBaHe Ha MoBeue MHPOPMAIHI OTHOCHO 0e301MacHOCTTa Ha TOBA JIEKapPCTRO.

5. Kak na cexpansBate KOGENATE Bayer 250 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIia.

Ja ce chxpansiBa B xnagmwiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYECH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBATE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JISKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HadeHa BhPXY (pirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOeINeKNUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAKOBKA.

He cpxpansBaiiTe B XJIaIWITHUK Ciiel pa3TBapsHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa ce M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHa yrmoTpeda. Besko Hen3moim3BaHo
KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKapCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
onakoBKka. CpOKBT Ha TOJAHOCT OTIOBaps Ha MOCIEHUS JACH OT IIOCOYCHUS MECeIl.

He nznon3Baiite TOBa JIEKapCTBO, aKO 3a0€NIEKNUTE YACTULM WK Pa3TBOPHT € MBTEH.

He n3xBbpiisiiTe JekapcTBaTa B KaHAIM3aLUATA WIN B KOHTEHHEpa 3a JOMAIIHN OTHaIbIIH.
[Tonwmratite Bamms hapmaneBT Kak 1a U3XBBPIIATE JIEKapCcTBaTa, KOUTO BeUe HE U3Io3Bare. Te3u
MEPKH 11 CIIOMOTHAT 3a OIla3BaHEe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue HA ONAKOBKATA U IONMbJHUTEIHA HHpOpMALHA

Kakso cpabpixka KOGENATE Bayer 250 1U

Ipax:
AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upes3

pexkomOuHanTHa JIHK TexHOMOTHS.
Jlpyrure chCTaBKH ca IIMIMH, HATPUEB XJIOPUJI, KJIIUEB XJIOPHJ, XUCTHINH, ioircopoar 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PaztBopuren:
Bona 3a HHKeKIy, CTeprIn3upana.
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Kak m3raexna KOGENATE Bayer 250 IU u kakBo ¢hIbpkKa OaKOBKAaTa

KOGENATE Bayer ce npeiara KaTo Ipax 1 pa3TBOPUTEN 3a HHXKEKIIMOHESH Pa3TBOP U € CyX OsiI 10
0J1e10 JKBIT Ipax WK KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPHT € OUCTHP. MeAUITMHCKA
U3JIENHS 33 Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika onmakoBka KOGENATE Bayer 250 1U.

IpuTexaTes HA pa3pelIeHHETO 32 YNOTPeda U MPOU3BOAUTEN

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoauTe

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Hranus

239



3a gonmbIHATENHA HH(OPMAIIHS OTHOCHO TOBA JISKAPCTBO, MOJIS, CBBPIKETE €€ C JIOKATHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapceTBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 500 IU npax 1 pa3TBopuTeJI 32 HHKEKIIHOHEH Pa3TBoOp
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 3a Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH Ja I POYETETe OTHORBO.

- AKO UMate HAKAaKBHU JTOMBIHUTEIHHN BBIIPOCH, TONUTaiTe Bammst nexap nin papmariesT.

- ToBa ekapCTBO € MPEANNCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyrH
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
karo Bamwure.

- AKO TIONTy4YHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaKIlny, yBeaoMeTe Bamms nexap nimm
(hapmamneBt. ToBa BKITIOYBA 1 BCHUKH BB3MOKHU HEXKEJIAHH PEAKIH, HEOTHCAHU B Ta3H
mucToBKa. BrmxTe Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 500 IU u 3a kakBo ce U3I0JI3Ba
Kakso Tps0Ba na 3Haere, npeau na usnoiazsare KOGENATE Bayer 500 1U
Kak na nznomseare KOGENATE Bayer 500 1U

BB3MOKHU HEKEIIAaHH PEaKIini

Kak na cexpanssate KOGENATE Bayer 500 1U

ChIbpikaHKe Ha OMIAKOBKATa M JAOIBJIHUTEIHA HHOpMAIIHUSL.

ok wdE

1. Kaxkgo npencraBassa KOGENATE Bayer 500 1U u 3a kakBo ce n3noj3Ba

KOGENATE Bayer 500 U cbabpika aKTUBHOTO BEIIECTBO, YOBEIIKH PEKOMOMHAHTECH
koarymnannoneH (¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jieueHre 1 NpoQpuiIakTHKa Ha KPhbBOU3IUBH MPU BH3PACTHH,
FOHOIIIH U JIeTIa OT BCHYKH BB3pacT ¢ xemoduusa A (Bpoaer nedurnut Ha dakrop VIII).

To3u npoayKT He ChabpKa dakTopa Ha GpoH Bunedpans u ciemoBaTelHO HE TPAOBA /1a e M3MO03Ba
3a nedeHue Ha OonecTTa Ha oH Bunebpanm.

Bceska omakoBka KOGENATE Bayer cpabppika (hi1akoH 1 IpeBapUTEITHO HAITBIHEHA CIIPUHIIOBKA C
oTnIeTHO OyTalo, aaanTop 3a (JIaKoHa, KaKTO ¥ Ha0OP 32 BEHEMYHKITUS (32 WHKEKIUS BbB BeHa), J1Ba
QJIKOXOJITHU TaMITOHA, JIBAa CYXU TaMITOHA M JIBa IIACTHPA.

®nakoHBT CHABPKA CYX, OsUT 10 OO HKBIT MPaxX WM KOMIIAKTHA Maca.

@DakoHBT € Tpax 3a HHKEKIHOHeH pa3TBop cbabprka 500 U okxroxor anda (IU ca MmexayHapoaHu
eqnanny). Crie pa3TBapsiHe ¢ BOJaTa 3a HMHXKEKIINH, BCEKH (IIaKOH ChIBPKa OKTOKOT ajda

200 1U/ml.

2. Kakso TpsoBa na 3naete, mpean aa uznoassare KOGENATE Bayer 500 1U

He uznoassaiite KOGENATE Bayer 500 1U
®  aKO CTE aJIeprUYHH KbM OKTOKOT ayiha WM KbM HAKOS OT OCTaHAINTE ChCTAaBKH Ha TOBA
JeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIePrUYHH KbM MHIIH OCNTHIHN WIN OSNTHIH OT XaMCTep.
AKoO He CTe CHTYpHH 32 TOBa, KOHCYATHpaiiTe ce ¢ Bamms nexap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢apmanest, npeau na usnoinzsare KOGENATE Bayer 500 1U.

O0bpHeTe cienuaIHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer

e Axo uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumanssa, wim nojiydaBarte
3amaiiBaHe IpH U3IpaBsiHe, Bue Moke 1a nMaTe ajnepriudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBAHUS C€ TIOSIBST, BeIHAra clpeTe MPUJI0KEHUETO Ha MPOAYKTA U
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammwsr nexap Moke Aa Bu HampaBu n3cienBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIATA 1032
OT TOBA JIEKapCTBO OCUTYpsIBa aneKBaTHU HUBa Ha (akrop VIIL.

e AKO KpBBOM3IIMBHT BU He ce oBamsBa ¢ 0OMJaifHaTa 1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJITHpaiTe ¢ Bamms tekap. Bue Mmoxe na cre o0pasyBanu uaxudutopu KeM ¢akrop VIII
n Bammsr nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a MOTBBpAU ToBa. MHXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTA, KOUTO OJIOKHpAT m3mo3BaHust ot Bac dakrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(UIAKTHKA ¥ KOHTPOJ Ha KPHBOM3IUBA.

e AKko mpeau cte 00pazyBany HHXHOUTOP KbM daktop VIII 1 mpemMuHeTe Ha IPYTH IPOAYKTH,
ceabpkany ¢akrop VIII, Moxke ma cTe M310’KEeH Ha PUCK OT ITOBTOPHA MTOSBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ye nmarte 3a001sBaHe Ha CHPIIETO, MM Y€ MMATE PUCK 3a 3a00JIIBaHE Ha
chprero, mHbopMupaiiTe Bamms nekap win hapMarieBT

e Axo 3a npuinoxkennero Ha KOGENATE Bayer umare HyX/1a OT IIEHTpaJICH BEHO3¢H KaTeThP
(central venous access device - CVAD), Bammusr jtekap TpsOBa 1a MMa IIPEaBUL PHCKA OT
YCIIOXHEHUATA, CBBp3aHu ¢ CVAD, BKIFOUUTEITHO JIOKATHH WHGEKITHH, IToTagaHe Ha
OaxTepny B KpbBTa (6aKTepuemMus) 1 00pa3yBaHETO HA KPBBEH ChCUPEK B KPHBOHOCHHS Ch
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 500 1U

BzaumopeiicTBus ¢ ApyTy JIekapcTBa HE ca U3BECTHH. Brrpexu ToBa nHpopmupaiite Bammms nexkap
i (hapMareBT, ako MpuemMare, HaCKOpo CTe IMPUEMAITH WK € Bb3MOXKHO Jla IPUeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

bpemenHocT, KkbpMeHe U PepPTHIUTET

OnuT BBB Bpb3Ka ¢ peprunurera win u3noiazsaneto Ha KOGENATE Bayer mo BpeMe Ha OpeMEeHHOCT
U KbpMeHe Hsama. CrieIoBaTeNHo, aKo CTe OpeMeHHa MM KbPMHTE, CMSITaTe, 9€ MOXE J1a CTe
OpeMeHHa WU TTaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpebara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIusHUE BBPXY CIIOCOOHOCTTA /1a ce modupa win paboTH ¢ MaIIuHU.

KOGENATE Bayer 500 IU cbabp:xa HaTpwmii

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpwii Ha (JIaKOH, T.€. MPAKTUIECKH HE
ChAbPIKA HATPHIA.
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3. Kaxk na manonzeare KOGENATE Bayer 500 1U

o Bunaru n3no3BaiiTe ToBa JIEKAPCTBO TOYHO KAKTO € OMUCAHO B Ta3M JIUCTOBKA WM KakTo Bu
¢ kazay Bammst nexap wnm papmaneBT. AKO HE CTE€ CUTYPHH B HEIIO, TonuTaniTe Bamms
JIieKap Wik papmarieBT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPUIIOKEHHE U TpsIOBa Jia ce
npuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHHU YCIOBUS (03HAYaBa YMCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHE U npuiioxeHue. Jla ce M3moa3BaT caMo MEAUIMHCKATE M3AETus (aganTep 3a
(haxoHa, mpeaBapUTETHO HAITBIHEHA CIIPUHIIOBKA, ChBPIKAIA Pa3TBOPUTEN U HAOOP 3a
BEHEITYHKIIH) 32 pa3TBapsHe U MPHIOKEHNE, PEAOCTABEHH C BCAKA OMTAKOBKA HAa TOBA
nekapcTBo. ToBa MEIUIIMHCKO W3/IETHE 1a HE Ce M3IO0JI3Ba, aKO OMAaKOBKAaTa € OTBOPEHA WITH
yBpeneHa. AKO Te3u KOMIIOHEHTH He MOTarT Jia ce U3I0JI3BaT, CBhpPXKETe ce ¢ Bamms nexap.
AKO HSIKO¥M OT KOMITOHEHTHTE Ha OTIAaKOBKaTa € pa3ledaTaH WiH IMOBPEeH, HE TO
M3M0J3BaiTe.

o [Ipenn npunoxxenue TpsdBa qa GUITpyBaTe pa3TBOPEHUS MPOAYKT 3a OTCTPaHsABaHE Ha
€BEHTYAIHH TBBPIU YACTHIIH OT pa3TBopa. @UJATPYBaHETO ce OChIecTBABA Ype3

HU3II0JA3BAHE HAa aJamnTep 3a (l)J'IaKOHa.

. Toa nexapcTBo He TpsOBa 1a ce cMecBa ¢ Apyru nH(py3noHHN pa3TBOpH. Cria3Baiite CTporo
yKa3zaHHsTa Ha Bamms Jiekap 1 U3Moyi3BaiTe yKa3aHHUATA MO-I0JIy KaTo PHKOBOJICTBO:

PasTBapsHe 1 npriiokeHue

SN
=

ey
| ?ﬁf‘ ‘
N

1. M3muiiTe pblieTe TPUKIIMBO ChC CAallyH U TOIJIA BOJA.

2. 3arorurere 3aTBOpEHM (PIIAKOH ¥ CIIPUHIIOBKATA C PA3TBOPUTEIN BHB BAaIIMTE PhIIE 0 TeIECHA
TeMriepatypa (m1a ue npesumana 37 °C).

3. MaxHeTe 3aIuTHOTO Karade oT (pirakona ¢ auodmmsupan mpax (A), cliesl KOeTO MMOYNCTETe
TyMeHaTa 3amyIIajka ChbC CTePHIIEH TaMITOH (WIIA U3ITOJI3BalTe CTEPUIICH CIpeit).

4, BraunmMarenHo mocTaBeTe MpoAyKTa Ha TBBPAA, He-XJrb3raiia ce moBspxHocT. OTienere

XapTHUEHHs Kalak Ha IylacTMacoBaTa KyTHs Ha afanrtepa Ha (hnakona. He m3Baxmaiite
ajzlanrepa oT IacTMacoBaTa KyTus. KaTo gppkure miactmMacoBarta KyTHs, TIOCTaBETe sl HaJ
MPOAYKTa ¥ CHITHO HaTHCHeTe Hanoy (B). AmanTepsT mie mpakHe HaJl KaraykaTa Ha
(bmakona. He maxaiiTe KyTusaTa Ha aganTepa Ha TO3HW €Tall.

5. JppxTe mpenBapuTeTHO HATBIIHEHATA CITPUHIIOBKA CHC CTEPHUITHA BOJA 38 HHKEKITUU
M3IIpaBeHa, XBaHEeTe OyTaIOTO M T'O MPHUKPETIETE Ype3 3aBbpTaHe 10 TTOCOKa Ha
JaCOBHUKOBATA CTPEJIKa 10 IbJIeH KOHTaKT. (C)

6. JlpBxTe CIIpUHITOBKATA 32 TSIOTO M MaxHeTe KamadeTo oT Bepxa (D). He mokocsaiite Brpxa
Ha CTIPUHIIOBKATA C BalllaTa phKa WIH Jpyra MOBbpXHOCT. OCTaBeTe CIIPUHIIOBKATA HACTPAHH
3a MMo-HATaThIITHA YIOTpeoOa.

7. Cera MaxHeTe U yHUIIOXKeTe KyTHATa Ha agantepa (D).
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8. [Ipukpenere npenBapuTEIIHO HAITBITHEHATA CIIPUHIIOBKA KbM pe3baTa Ha ajanrtepa upe3
3aBBPTAHE 10 TIOCOKA Ha YacoBHUKOBaTa ctpeinka. (F).

9. HmkekTupaite pa3TBOpPUTENS Upe3 6aBHO HaTHCKaHe Ha OyTamoTo Hamoy (G).

10. 3aBBpTETE BHUMATEITHO (hJIaKOHA, TIOKATO ISIUAT MaTepual € HarrbIHo paztBopeH (H).
[Ipenu nmpuokeHNe MPOBEPeTe BU3YAITHO 33 HAJMYKE HA BUJIMMHU YaCTHIIU HIIH 33 TIPOMEHU B
nBera. J{a He ce M3MON3BaT Pa3TBOPHU, ChABPKAIINA BUIAMH YaCTUIIH UIIK Ca MBTHHU.

11. Hpbxre hrakoHa HaKpas Haj agantepa u cnpunmnoBkata (I). HamemHeTe cipuHIOBKaTa Upe3
U3TerJIsTHE Ha OyTayioTo 0aBHO M raaako. TpsOBa qa cTe CHTYypHH, Y€ MSUTOTO KOJTUIECTBO
pa3TBOP € M3TETIICHO B CIIPHHI[OBKATA.

12. ITocTaBeTe TypHHKET.

13. Ompexenere MACTOTO 3a BEHEIYHKITHS M 00paboTeTe aHTHCETITHYHO.

14. [lyaxTHpaiiTe BeHaTa 1 00e30maceTe MSICTOTO Ha BEHEITyHKITHATA C TUIACTHP.

15. Karo nepxute OyTranoro Ha MSCTO, OTAENETe CIPUHIIOBKATA OT ajanTtepa Ha GIaKkoHa

(mocmemHUAT TpsIOBa J1a OCTaHe MPUKpereH KbM (prrakona). [IpukpeneTe cipuHIIOBKAaTa KbM
Habopa 3a BeHEMyHKIHs. Y 0e/ieTe ce, 4e HiMa HaBIs3Ja KPbB B CIIpUHIIOBKATA (J).

16. CpajsieTe TypHHUKETA.

17. WuxekTupaiite pa3TBOpa HHTPABEHO3HO B MPOABIDKEHHE Ha HAKOJIKO MUHYTH, KaTO
KOHTPOJIMpATe BU3YATHO MO3UIUATA Ha uriaTa. CKOpoCTTa Ha MPHIIOKEHHE TPsiOBa J1a ce
OIPE/IEIH OT ChCTOSHUETO Ha MAIlMEeHTa (MaKCHMalTHa CKOPOCT Ha uHDy3us: 2 ml/min).

18. AKo e HeoO0X0IMMa JTOMBIIHUTEITHA /1032, U3M0I3BaliTe HOBA CIIPUHIIOBKA C MTPOIYKT,
pPa3TBOPEH CHOPE ] HAMMCAHOTO ITO-TOPE.
19. AKo He e HeoOXouMa JIpyTa 71033, OTCTPaHeTe CUCTeMaTa 3a BEHEIYHKIIUS 1 CIIPHHIIOBKATA.

HppxTe 31paBo TaMIIOHA Ha/T MHXKEKIIMOHHOTO MSCTO BBPXY OITbHATATa phKa 3a
npuOIm3uTeNnHO 2 MUHYTH. Ha Kpas mocraBeTe Maika KOMIPECHBHA MIPEBPB3KA BBPXY
WH)XEKITHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koiaxo KOGENATE Bayer 500 IU tpsi0Ba 1a U31oa3BaTe ¥ KOJIKO YECTO 5 TPSAOBA J1a TO M3I0JI3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmiero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPUO3HO, AalTM IMAaTe MHXUOUTOPH M KAKBO € KOJTMIECTBOTO Ha
uHXuOUTOpUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/a.

Bammwsr siekap 1ie u34mcin 103aTa OT TOBa JIEKAPCTBO U KOJIKO YeCTO TPsOBa Jia MoydaBare J103ara,
3a Jla IOCTUTHETE HEOOX0IMMOTO HMBO Ha akTHBHOCT Ha (aktop VIII B kpbBTa. Toit/Ts TpsiOBa
BUHATH Ja OTIpeiesisl KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPSIOBA JIa ce TPUIIOKH, U YeCTOTaTa Ha
npuiIoKeHue criopen Bamure naansuayanau Hyxau. [Ipu onpeiesnieHn 00CTOATENCTBA MOXKE J1a ca
HEOOXOIUMH TIO-TOJIEMH KOJIMYECTBA OT U3UHCIICHUTE, OCOOCHO 32 HavaJ HaTa J1034.

HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 500 IU 3a npenoTBpaTsiBaHeHa KPbBOU3IUBH (IIPOQHIAKTHKA),
Bammst nekap e u3guciu go3ata 3a Bac. O6ukHOoBeHO 1mie 064¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM ciydau, CICIIHAIHO TIPH
M0-MJIaIM TTAIMEHTH, MOKE J1a ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeBaHMU

CHWITHO ce TIpenopbyBa Jia Ce U3BHPIIBAT ChOTBETHH JTA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO ¥ MOUIHP)KAHETO Ha IOCTAThYHN HUBA HA
thaxTop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHA WHTEPBEHITUH € 3aIBJDKATEITHO J1a Ce
NpoBeJIe BHUMATEIHO MPOCie/siBaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KpHBOTEUYEHHETO HE CE OBIAJIBA

Axo HuBOTO Ha paktop VIII BHB Bamrara mia3Ma He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IIMBBT HE C€ OBIAISIBA C J03a, KOSTO M3IJIekKAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuoutopu cpenty dakrop VIII. ToBa TpsOBa ga ce onmpeney ot JeKap CICITHAIHCT.
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AKO uMare 4yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MM MHOTO cJiab, TOBOpPETE C
Bamua nexysary jiexkap.

IlanmenTH ¢ HHXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysaiu uaxuoutopu KsM ¢akrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIeMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKo Ta3u J103a He oBiaAsBa Baiusa kpbBou3nuB, Bamuar nekap Moxe na Bu naze JoOmbJIHUTETHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIEeHTpaT Wi (aKTUBHPaAH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApPH - CIIIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumus A. ['oBopete ¢ Bamus nekap, ako OMXTe HCKalM JOIMBIHUTEHA HHPOpPMAIIHA 32 TOBA.
He noBumaga mo3ata ekapcTBO, KOSITO M3MOI3BaTeE, 32 /1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCYJTanus ¢ Bamms nexap.

CKopocT Ha PUII0KEeHHE

ToBa JiekapcTBO TPAOBA JIa e MHKEKTHPA HHTPABEHO3HO B TIPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ OMPENETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMaHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxe KOJIKO 4eCTO ¥ Ha KaKBU HHTEPBAJIM TPAOBA /1a Ce TIpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHO 3amecTBaioTo Jiedenne ¢ KOGENATE Bayer 500 IU e 3a 11511 5KMBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 103a KOGENATE Bayer 500 1U

He ca cpo0mienn ciny4an Ha ipefjo3upaHe ¢ peKOMOWHAHTHHA KoarynannoneH ¢akrop VIIIL.

Axko cTe u3mo3Baiy noseve ot Heooxoaumara o3a KOGENATE Bayer 500 IU, yeenomere Bamus
neKap.

Ako cte nponycuanu aa usnoazsare KOGENATE Bayer 500 1U

o IToctaBere Bamara cienBaria /103a BeHara v IpoAbDKETE Ha PEAOBHU MHTEPBANIN, CTIOPET
Ha3HaueHueTo Ha Bamus nekap.
. He npunaraiite 1BoiiHa 103a 32 KOMIIEHCUPAaHE HA MPOIMYCHATa J403a.

Ako cte cnipeau ynorpedata Ha KOGENATE Bayer 500 1U
He cninpaiitre na m3nomare KOGENATE Bayer 500 U 6e3 na ce koHCcynTupate ¢ Bamms nekap win
(hapMarieBT.

AOKYMCHTagI/IH

IIpenopbuBa ce Bceku mbT, korato usnoiazsare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MapTHIHUS HOMEP Ha MPOJIYKTa.

AKO MMaTe HIKAKBU JIOITBIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, IMOMHTaiTe
Bammist nekap nu dpapmarienT.
4, Bb3MOKHN HeKeJIaHU peakIuu

Kakro Bcnuku JIEKApCTBA, TOBA JICKAPCTBO MOXKE J1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKU T'U IOJIy4daBa.

Haii-TeskkuTe HEXENaHU JICKAPCTBEHH PEAKIIMH Ca XHNEPTOHUYHY PeaKINH WM aHAQUIAKTHYCH
IIOK (psAIKa HEeXKeJIaHa PEaKIThs).
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B ciydaii ue ce pa3BuAT aJeprUYHU WIH aHADUIAKTHYHY PEAKIINN, NHXEKTHPaHETO/MHPY3UsITa
TpsiOBa Jia cipaTt BeaHara. MoJisi KOHCYJITHpaiiTe ce BegHara ¢ Bammus nekap.

OO0 cMUChbK HA BL3MOKHUTE HesKeJIaHH JICKAPCTBCHU PCAKIIMM:

MHoro 4ecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marueHTH

. obOpasyBaHe Ha HeyTpaau3upamu anturenaa KsM daktop VI (MEXuOUTOPHM) MpH HENEKyBaHU U
JIEKyBaHW B MUHAJIOTO TAIIUEHTH

YecTu:

Morar jaa 3acersar 10 1 Ha 10 manueHTu

. 00puB/CHPOSIT 0OpPHUB

. JIOKAJTHU PEaKITNU TaM, KBJIETO CTe HHKEKTHUPAIN JICKAPCTBOTO (HAIp. IYyBCTBO HA MapeHe,
BPEMEHHO 3a4epBIBaHE)

HeuecTn:

Morar fa 3acersat g0 1 Ha 100 marmeHTH

. oOpa3yBaHe Ha HeyTpaiIu3upamy antutena KM ¢paktop VIII (mExuburopn) mpu nekyBaHU
MAIUeHTH

Penxn:

Morar aa 3acerHat jio 1 Ha 1 000 maruenT!

. peaKiuy Ha CBPHXYYBCTBUTEITHOCT, BKIIFOUBAIIN TEXKKa BHE3aITHA aJleprUYHa peakius (KOsITo
MOJKe JIa BKJIFOUBA KOMIPUBHA TPECKa, TajieHe, YPTUKApUs, aHTHOEIeM, BTPUCAHE, 3a4epBsBaHe,
1aBo0oIHe, CHHIMBOCT, XPHUIITEHE WITH 3aTPYAHEHO JHIIaHe, 0€3CTIOKONCTBO, TAXUKAPIIVIS,
MpaByYKaHe WU aHa(UIaKTUYeH HIOK HAmp. CTATaHe B I'bPAUTe/ YyBCTBO Ha 000
HEPa3MoJIOKEHNE, CBETOBBPTEXK U TaJICHE, U JIEKO MOHMKCHO KPHBHO HAJSITAHE, OT KOETO MOXKE
na Bu mpumasiee mpy U3NpaBsHE)

. MOBHIIICHA TeMIlepaTypa

C Heu3BeCTHA YeCTOTA:
OT HaJIMYHUTE JaHHHM HE MOXE J1a ObJic HalpaBeHa OILCHKA Ha YecToTaTa

® H3Bpall€HUE Ha BKYyCa

AKO 3a0€JIeXXATE HIKOU OT CJIEIHUTE CUMIITOMHU IO BpEME HA MIKEKTUpaHe/HHBY3US.

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

° JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXe 1a Bu mpuMmanee npu
W3TIPABSHE)

. rajeHe

Tosa Moke J1a 03HAYaBa PaHHO MPEIYTIPEIKICHUE 32 CBPHXIYBCTBUTEITHOCT U aHAMWUIAKTHIHU

peaKIHH.

AKO ce TIOSIBAT aJIepTUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPY3usITa TPOBa na
cnpart BeaHara. MoJist KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEYyTpaIU3UpaIn antuTena KM daktop VIII (MHXUOUTOPH) € U3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Moske j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHNE HAa Pa3BUTHETO HA HHXHOUTOPH.

ITlo BpEMEC Ha KIIMHUYHU IIPOYYBAHUA HUTO €IUH MALIUCHT HE € o6pa3yBaJ1 KIIMHUYHO 3HAYUMH
KOJIMYECTBA aHTUTEIIA CPEUTY CIACAUTE OT MUILIN OCATHK U OEITHK OT XaMCTEpP, ChAbpIKAIIN CE B
IIPOAYKTA. CTJH_ICCTByBa BB3MOXHOCT OT aJICPIUYHU PEAKIIUN KbM BEIIECTBA, KOUTO CE ChABPKAT B
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TOBA JIEKapPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, MPH ONPEIEIeHN
MIPeIPa3NoI0KEHH MallUEHTH.

Cpo0maBaHe Ha He)KeJIaAHU pPeakuuu

AKO TIONTyuYHTe HAKAKBU HEXKEJIaHU JIEKapCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peakiuu. MoxKeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxxenne V. Karo crobmaBaTe HeXxeNaHN peakIny, MOXETE J]a aJleTe CBOsS MPUHOC 32
noJTyyaBaHe Ha MoBeue MHPOPMAIHI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTRO.

5. Kak na cexpansBate KOGENATE Bayer 500 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIia.

Ja ce chxpansiBa B xnagmwiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYCH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBAaTE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HadeHa BhpXy (pirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOEIIEKUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAKOBKA.

He cpxpansBaiiTe B XJIaIWITHUK Ciiel pa3TBapsHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHA yroTpeba. Besiko Hen3mom3BaHo
KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKapCTBO ClIe]] CPOKA HA TOJHOCT, OTOEISI3aH BhPXY €TUKETa U KapTOHEHATa
onakoBKka. CpOKBT Ha TOJHOCT OTIOBapsl Ha MOCJICIHHS JACH OT IIOCOYCHUS MECEIl.

He n3non3Baiite TOBa JIEKapCTBO, aKO 3a0€IEKUTE YACTULM WK PAa3TBOPHT € MBTEH.

He n3xBbpuisiiTe gekapcTBaTa B KAaHAIM3ALUATA WIK B KOHTEHHEpa 3a JOMAIIHU OTIaIbLH.
[lonwuratite Bamms dhapmaneBT Kak 1a U3XBBPIIATE JeKapCcTBaTa, KOUTO BeUue HE u3nonseare. Te3u
MEPKH 11 CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue HA ONAKOBKATA U IONMbJIHUTEIHA HHpOPMALHA

Kakso cbabpixa KOGENATE Bayer 500 1U

Ipax:
AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upes3

pexkomOuHanTHa JIHK TexHOMOTHS.
Jlpyrure chCTaBKH ca IIMIMH, HATPUEB XJIOPUJI, KAJIIMEB XJIOPHJ, XUCTHINH, Tiojucopoar 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PaztBopuren:
Bona 3a HHKeKIy, CTeprIn3upana.
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Kak m3raexna KOGENATE Bayer 500 IU u kakBo ¢hIbpska OMaKOBKAaTa

KOGENATE Bayer ce npeiara KaTo Ipax 1 pa3TBOPUTEN 3a HHXKEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e10 JKBIT Ipax WK KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPHT € OUCTHP. MeAUITMHCKA
U3JIENHS 33 Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika onmakoBka KOGENATE Bayer 500 1U.

IpuTexaTes HA pa3pelIeHUETO 32 YNOTPeda U MPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoauTe

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonbIHATENHA HHPOPMAIIHS OTHOCHO TOBA JIKAPCTBO, MOJIS, CBBEPIKETE CE C JIOKATHHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapceTBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTeEst

KOGENATE Bayer 1000 IU npax 1 pa3TBOpPHTEJI 32 HH:KEKIIHOHEH Pa3TBOP
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeAH A2 3aM0YHeTe Ja U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPika BaxkHa 3a Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH Ja I POYETETe OTHORBO.

- AKO UMate HAKAaKBHU JTOMBIHUTEIHHN BBIIPOCH, TONUTaiTe Bammst nexap nin papmariesT.

- ToBa 1ekapCTBO € MPEANUCAHO EUHCTBEHO U JMYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyTrU
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
karo Bamwure.

- AKO TIONTy4YHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaKIlny, yBeaoMeTe Bamms nexap nimm
(hapmarneBt. ToBa BKITI0OYBA 1 BCHYKH BB3MOKHU HEXKETIAHH PEAKIUH, HEOTHCAHU B Ta3H
mucToBKa. BrmxTe Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 1000 IU u 3a kakBo ce U3110J13Ba
Kakso Tps0Ba na 3uaere, npeau na usnoiazsare KOGENATE Bayer 1000 1U
Kak na nzmomseare KOGENATE Bayer 1000 1U

BB3MOKHU HEKEITAaHH PEaKIinu

Kak na cexpanssate KOGENATE Bayer 1000 1U

ChIbpikaHKe Ha OMAKOBKATa M JAOIBJIHUTEIHA HHOpMAIIHUSL.

ok owdE

1. Kaxkgo npencraBassa KOGENATE Bayer 1000 U u 3a kakBo ce u3noJizBa

KOGENATE Bayer 1000 IU cbabpka akTHBHOTO BELIECTBO, YOBEIIKHA PEKOMOMHAHTECH
koarymnannoneH ¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jieueHre 1 NpoQpuiIakTHKa Ha KPhbBOU3IUBH MPU BH3PACTHH,
FOHOIIIH U JIeTIa OT BCHYKH BB3pacTu ¢ xemodunust A (BpoaeH nedurut Ha dakrop VIII).

To3u nmpoayKT He Chabpika dakTopa Ha GpoH Bunedpans u ciegoBaTeIHO He TPSIOBa /1a ce M3MO0I3Ba
3a nedeHue Ha Oonectra Ha poH Bunebpan.

Bceskxa omakoBka KOGENATE Bayer cpabppika (i1akoH ¥ IpeBapUTEITHO HAITBIHEHA CIIPUHIIOBKA C
oTneTHO OyTalo, aaanTop 3a (JIaKoHa, KaKTO ¥ Ha0Op 32 BEHEMYHKITNS (32 WHKEKIUS BbB BeHa), J1Ba
QJIKOXOJTHU TaMITOHA, JIBAa CyXU TaMITOHA M JIBa IUIACTHPA.

@®nakoHBT CHABPKA CYX, OsUT 10 OO0 HKBIT MPaxX WM KOMIIAKTHA Maca.

@DakoHBT € TPax 3a HHKEKIHOHeH pa3TBop cbabprka 1000 [U okrokor anda (IU ca mexmyrapomau
eqnannn). Cries pa3TBapsiHE ¢ BOJaTa 3a HMHYKEKIIUN, BCEKU ()IaKOH ChIBPKa OKTOKOT ajda

400 1U/ml.

2. Kakso TpsoBa na 3naete, mpeau aa uznoassare KOGENATE Bayer 1000 1U

He uznoassaiite KOGENATE Bayer 1000 1U
®  aKO CTE aJIePTUYHH KbM OKTOKOT ayiha WM KbM HAKOS OT OCTaHAJINTE ChCTAaBKH Ha TOBA
JIeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIeprUYHH KbM MHIIH OCNTHIHN WIH OSNTHIH OT XaMCTep.
AKoO He CTe CHTYpHH 32 TOBa, KOHCYATHpaiiTe ce ¢ Bamms aexap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢papmanest, npeau aa usnoiazsatre KOGENATE Bayer 1000 1U.

O0bpHeTe cienuaIHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer

e Axo uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumanssa, wim nojiydaBarte
3amaiiBaHe IpH U3IpaBsHe, Bue Moke 1a nMaTe ajneprudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBAHUS C€ TOSIBST, BeIHAra clpeTe MPUJI0KEHUETO Ha MPOAYKTA U
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammwsr nexap Moke Aa Bu HampaBu n3cienBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIATA 1032
OT TOBA JIEKapCTBO OCUTYpsIBa aneKkBaTHU HUBa Ha (Gakrop VIIL

e AKO KpBBOM3IIMBHT Bu He ce oBamsBa ¢ 0OMJaifHaTa 1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJITHpaiTe ¢ Bamms tekap. Bue moxe na cre o0pazyBany uaxudutopu kKeM ¢aktrop VIII
u Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a NOTBHpAU ToBa. MHXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTa, KOUTO OJIOKHpAT m3moi3BaHust ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(MUITAKTHKA ¥ KOHTPOJ Ha KPHBOMBIIUBA.

e AKko mpeau cte 00pazyBany HHXHOUTOP KbM daktop VIII 1 mpemMuHeTe Ha IPYTH IPOAYKTH,
ceabpkany ¢aktop VIII, Moxke ma cTe M310KEeH Ha PUCK OT ITOBTOPHA MTOSBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ye nmarte 3a00/1sBaHe Ha ChPIIETO, MM Y€ MMATE PUCK 3a 3a00JIIBaHE Ha
chprero, mHbopMupaiiTe Bamms nekap win hapMarieBT

o Axo 3a npuinoxkennero Ha KOGENATE Bayer umare HyX/1a OT LIEHTpaJICH BEHO3¢H KaTeThP
(central venous access device - CVAD), Bammusr jtekap TpsOBa 1a MMa TIPEIBUL PHCKA OT
YCIIOXHEHUATA, CBBp3aHu ¢ CVAD, BKIFOUHTEITHO JIOKATHH WHGEKITHH, IToTnagaHe Ha
OakTepuu B KpbBTa (6aKTepuemMusi) 1 00pa3yBaHETO HA KPBBEH CHCUPEK B KPHBOHOCHHUS Ch
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 1000 1U

BzaumopeiicTBus ¢ ApyTy JIekapcTBa HE ca U3BECTHH. Bripexu ToBa nHpopMupaiite Bammms nexkap
i (hapMareBT, ako MpuemMare, HaCKOpo CTe IMPUEMAITH WK € Bb3MOXKHO Jla IPUEeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

bpemenHocT, KkbpMeHe U PepPTHIUTET

OnuT BBB Bpb3Ka ¢ peprunurera win u3noiazsaneto Ha KOGENATE Bayer mo BpeMe Ha OpeMEeHHOCT
U KbpMeHe Hsama. CrieIoBaTeNHo, ako CTe OpeMeHHa MM KbPMHTE, CMSITaTe, 9€ MOXE J1a CTe
OpeMeHHa WU TTaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpebara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIusHUE BBPXY CIIOCOOHOCTTA /1a ce modupa win paboTH ¢ MaIIuHU.

KOGENATE Bayer 1000 IU cbabpxa HaTpuid

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpwii Ha (JIaKOH, T.€. MPAKTUIECKH HE
ChAbPIKA HATPHIA.
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3. Kak na uznonseare KOGENATE Bayer 1000 1U

o Bunaru n3no3BaiiTe ToBa JIEKApCTBO TOYHO KAaKTO € OMUCAHO B Ta3M JIMCTOBKA MM KakTo Bu
¢ kazay Bammst nekap wim papmaneBT. AKO HE CTE€ CUTYPHH B HEIIO, TonuTaniTe Bamms
JieKap Wik papmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPWIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHe U mpuiioxeHue. Jla ce M3moa3BaT caMo MEAUIMHCKATE M3AeTus (aganTep 3a
(haxoHa, mpeaBapUTETHO HAITBIHEHA CIIPUHIIOBKA, ChBbPIKAIa Pa3TBOPUTEN U HAOOP 3a
BEHEIYHKIIHS) 32 pa3TBapsHe U MPHIOKEHNE, PEAOCTABEHH C BCAKA OITAKOBKA HA TOBA
nekapcTBo. ToBa MEAUIIMHCKO W3/IETHE 1a HE C€ M3IO0JI3Ba, aKO OMAaKOBKATa € OTBOPEHA WITH
yBpeneHa. AKO Te3u KOMIIOHEHTH He MOTarT Jia ce U3I0JI3BaT, CBhpPXKETe ce ¢ Bamms nexap.
AKO HSIKO¥ OT KOMITOHEHTHTE Ha OTIAaKOBKaTa € pa3ledaTaH WiH IMOBPEeH, He TO
M3M0J13BalTe.

o [Ipenn npunoxxenue TpsdBa qa GUITpyBaTe pa3TBOPEHUS MPOAYKT 3a OTCTPaHsSBaHE Ha
€BEHTYATHH TBBPIU YACTHIIH OT pa3TBopa. @UJATPYBaHETO ce 0ChIeCTBABA Ype3

HU3II0JI3BAHE Ha aJamnTep 3a (l)J'IaKOHa.

. Toa nexapcTBo He TpsOBa 1a ce cMecBa ¢ Apyru nH(py3noHHN pa3TBopH. Cria3Baiite CTporo
yKa3aHHsTa Ha Bamms Jiekap 1 U3MoJi3BaiTe yKa3aHHUATA MO-I0JTy KaTo PHKOBOJICTBO:

PasTBapsHe 1 npriiokeHue

SN
=

ey
| ?ﬁf‘ ‘
N

1. M3muiiTe pblieTe TPUKIIMBO ChC CAallyH U TOIJIA BOJA.

2. 3arorurere 3aTBOpEHMs (PIIAKOH ¥ CIIPUHIIOBKATA C PA3TBOPUTEIN BHB BAaIIMTE PhIIE 10 TeIECHA
TeMriepatypa (m1a ue npesumana 37 °C).

3. MaxHeTe 3aIuTHOTO Karade oT (pirakona ¢ auodmmsupan mpax (A), cliesl KOeTO MMOYNCTETe
TyMeHaTa 3amyIIajka ChbC CTePHIIEH TaMITOH (WIIA U3ITOJI3BalTe CTEPUIICH CIpeit).

4, BrauMarenHo mocTaBeTe MpOAyKTa Ha TBBPAA, He-XJIb3ralia ce moBspxHocT. OTienere

XapTHUEHHs Kalak Ha IylacTMacoBaTa KyTHs Ha afanrtepa Ha (hnakona. He m3Baxmaiite
ajzlanrepa oT IacTMacoBaTa KyTus. KaTo gppkure miactmMacoBarta KyTHs, TIOCTaBETe sl HaJ
MPOAYKTa ¥ CHITHO HaTHCHeTe Hanony (B). AmanTepsT mie mpakHe HaJl KarlaykaTa Ha
(bmakona. He maxaiiTe KyTusaTa Ha aganTepa Ha TO3HW €Tall.

5. JppxTe mpenBapuTeTHO HATBIIHEHATA CITPUHIIOBKA CHC CTEPHUITHA BOJA 38 HHKEKITUU
M3IIpaBeHa, XBaHEeTe OyTaIOTO M T'O MPHUKPETIETE Ype3 3aBbpTaHe 10 TTOCOKa Ha
JaCOBHUKOBATA CTPEJIKa 10 IbJIeH KOHTaKT. (C)

6. JlpBxTe CIIpUHITOBKATA 32 TSIOTO M MaxHeTe KamadeTo oT Bepxa (D). He mokocsaiite Brpxa
Ha CTIPUHIIOBKATA C BalllaTa phKa WIH Jpyra MOBbpXHOCT. OCTaBeTe CIIPUHIIOBKATA HACTPAHH
3a MMo-HATaThIITHA YIOTpeoOa.

7. Cera MaxHeTe U YHUIIOXKeTe KyTHusITa Ha anantepa (D).
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8. [Ipukpenere npenBapuTEIIHO HAITBITHEHATA CIIPUHIIOBKA KbM pe3baTa Ha ajanrtepa upe3
3aBBPTAHE 10 TIOCOKA Ha YacoBHUKOBaTa ctpeinka. (F).

9. HmkekTupaite pa3TBOpPUTENS Upe3 6aBHO HaTHCKaHe Ha OyTamoTo Hamoy (G).

10. 3aBBpTETE BHUMATEITHO (hJIaKOHA, TIOKATO ISIUAT MaTepual € HarrbIHo pa3tBopeH (H).
[Ipenu nmpuokeHNe MPOBEPeTe BU3YAITHO 33 HAJMYKE HA BUJIMMHU YaCTHIIU HIIH 33 TIPOMEHU B
nBera. J{a He ce M3MON3BaT Pa3TBOPHU, ChABPKAIINA BUIAMH YaCTUIIH UIIK Ca MBTHHU.

11. Hpbxre hrakoHa HaKpas Ha agantepa u cnpurmnoBkata (I). HamemHeTe cipuHIOBKaTa Upe3
W3TETJIsTHE Ha OyTaioTo 0aBHO M raaako. TpsOBa qa cTe CHTYypHH, Y€ MSUTOTO KOJTUIECTBO
pa3TBOP € M3TETIICHO B CIIPHHIIOBKATA.

12. ITocTaBeTe TypHHKET.

13. Ompexenere MACTOTO 32 BEHEIYHKITHS 1 00paboTeTe aHTHCETITHYHO.

14. [lyaxTHpaiiTe BeHaTa 1 00e30maceTe MSICTOTO Ha BEHEITyHKITUATA C TUIACTHP.

15. Karo nepxure Oyranoro Ha MSCTO, OTAENETe CIPUHIIOBKATA OT afanTtepa Ha GIaKkoHa

(TmocemHUAT TpsiOBa J1a OCTaHe MPUKpeIeH KbM (prrakona). [IpukpeneTe cipuHIIOBKAaTa KbM
Habopa 3a BeHEMyHKIHs. Y0eeTe ce, 4e HiMa HaBIsI3a KPbB B CIIpHHIIOBKATA (J).

16. CaajsieTe TypHHKETA.

17. WmxekTupaiite pa3TBOpa HHTPABEHO3HO B MPOABIDKEHHE Ha HAKOJIKO MUHYTH, KaTO
KOHTPOJIMPATE BU3YAITHO MO3UIUATA Ha uriaTa. CKOpocTTa Ha MPHIIOKEHHE TPsiOBa J1a ce
OIPE/IeNH OT ChCTOSHUETO Ha MaI[MeHTa (MaKCHMaJTHa CKOPOCT Ha uHDy3us: 2 ml/min).

18. AKo e HeoO0Xx01MMa TOBIIHUTEIHA /1032, H3M0I3BaliTe HOBA CIIPUHIIOBKA C MPOIYKT,
Pa3TBOPEH CHOPE ] HAMMCAHOTO IO-TOPE.
19. AKo He e HeoOXoquMa JIpyTa 71033, OTCTPaHeTe CUCTeMAaTa 3a BEHEIYHKIINS 1 CIIPHHIIOBKATA.

HppxTe 31paBo TaMIOHA HaJl MHXKEKIIMOHHOTO MSCTO BBPXY OITbHATATa phKa 3a
npuOIm3uTenHo 2 MUHYTH. Ha Kpas mocraBeTe Manka KOMIPECHBHA MPEBPB3KA BBPXY
WH)XEKIIHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koaxo KOGENATE Bayer 1000 IU TpsiOBa aa u3mon3BaTe U KOJKO 9€CTO s TPSIOBA Ja ro U3IMOoI3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe HHXUOUTOPH M KaKBO € KOJTMYECTBOTO Ha
uHXuOUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/a.

Bammsr siekap 1ie u34nucin 103aTa OT TOBa JIEKAPCTBO U KOJIKO YeCTO TPsOBa Jia MoydyaBare J103ara,
3a Jla IOCTUTHETE HEOOX0IMMOTO HMBO Ha akTHBHOCT Ha (aktop VIII B kpbBTa. Toit/Ts TpsiOBa
BUHATH JIa OTpeiesIsl KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPSIOBA JIa ce TPUIIOKH, U YeCTOTaTa Ha
npuIoKeHue criopen Bamure naansuayanau Hyxau. [Ipu onpeiernieHn 00CTOATENCTBA MOXKE J1a ca
HEOOXOIUMH TIO-TOJIEMH KOJIMIECTBA OT U3UHCIICHUTE, OCOOCHO 32 HavaJ HaTa J1034.

HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 1000 IU 3a npenorsparsBaHeHa KPbBOU3IUBY (MPO(HIaKTHKA),
Bammst nekap mie w3guciu go3ata 3a Bac. O6ukHOoBeHO 1mie 0b4¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpriiaraHa Ha Bceku 2 10 3 THU. B HAKOM ciydau, CICIIHATHO TIPH
M0-MJIaJIM TTAIMEHTH, MOKE JIa ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeBaHMU

CHWITHO ce TIpenopbyBa Jia Ce U3BHPIIBAT ChOTBETHH JTA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO ¥ MOUIHP)KAHETO Ha IOCTAThYHN HUBA HA
thaxtop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHA MHTEPBEHITUH € 3aIBJDKATEITHO J1a Ce
NpoBeJIe BHUMATEIHO MPOCie/siBaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KpHBOTEUYEHHETO HE CE OBIAJIBA

Axo HuBOTO Ha paktop VIII BHB Bamrara mia3Ma He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IIMBBT HE C€ OBJAISIBA C J03a, KOSTO M3IIIeKAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuouropu cpenty dakrop VII. ToBa TpsOBa ga ce onmpeney ot JeKap CICITHAIHCT.
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AKO uMare 4yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO ciab, TOBOpETE C
Bamua nexysary jiexkap.

IlanmenTH ¢ HHXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysaiu uaxuoutopu KsM ¢akrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIeMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
Axo Ta3u 103a He oBiaAsBa Bamus kpbBou3nuB, Bamusar gekap Moxe J1a Bu gaje 1OMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIEeHTpaT Wi (aKTUBHPaAH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApPH - CIIIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. I'oBopete ¢ Bamus nekap, ako OuXTe HCKalK JONMBIHUTENTHA HHPOpMAaIHA 3a TOBA.
He noBumaga mo3ata ekapcTBO, KOSITO M3MOI3BaTeE, 32 /1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bammst nexap.

CKopocT Ha PUII0KEeHHE

ToBa JiekapcTBO TPAOBA Jla ce MHIKEKTHPA HHTPABEHO3HO B TPOJIBIKCHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ OMPENETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMaHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxe KOJIKO 4eCTO M Ha KaKBU HHTEPBAJIM TPAOBA /1a Ce TIpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHO 3amectBaioro Jedenne ¢ KOGENATE Bayer 1000 IU e 3a 151 )KHBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 1000 1U

He ca cpo0mienn cinyyan Ha ipeo3upaHe ¢ peKoMOMHAHTHHS KoarynanroHeH (axtop VIIL

Axko cTe u3mo3Baiy noseve ot HeoOxoumara 1o3a KOGENATE Bayer 1000 IU, yBenomete Bamvs
neKap.

Ako cte nponycnanu aa usnoazsare KOGENATE Bayer 1000 1U

o IToctaBere Bamara cienBaria /103a BeHara v IpoAbDKETE Ha PEAOBHU MHTEPBANIN, CTIOPET
Ha3HaueHHeTo Ha Bamus nekap.
. He npunaraiite 1BoiiHa 103a 32 KOMIIEHCUpAaHE HA MPOMYyCHATa J03a.

Ako cte cripeau ynorpedata na KOGENATE Bayer 1000 1U
He cnimpaiite na m3nomare KOGENATE Bayer 1000 [U 6e3 na ce koHcynTupare ¢ Bamms jiekap
WM (hapMarieBT.

AOKYMCHTagI/IH

[IpenopbuBa ce Bceku mbT, korato usnoiazsare KOGENATE Bayer, na nokyMeHTHpaTe UMETO U
MapTHIHUS HOMEP Ha MPOJIYKTa.

AKO MMaTe HIKAKBU JIOITBIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, IMOMHTaiTe
Bammist nekap nu dpapmarienT.
4, Bb3MOKHN HeKeJIaHU peakIuu

Kakrto Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAU3BHUKA HEXKCIIAHU PEAKIIUN, BBIIPEKHU Y€ HE
BCCKU T'U IOJIy4daBa.

Haii-TeskkuTe HEXENaHU JICKAPCTBEHH PEAKIIMH Ca XHNEPTOHUYHY PeaKINH WM aHAQUIAKTHYCH
IIOK (psAIKa HEeXKeJIaHa PEaKIThs).
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B ciydaii ue ce pa3BuAT aJepruvIHU WM aHADUIAKTHYHH PEAKIINU, NHXEKTHPaHETO/MHPy3usITa
TpsiOBa Jia cipaTt BeaqHara. MoJisi KOHCYJITHpaiiTe ce BegHara ¢ Bammus nekap.

OO0 cMUChbK HA BL3MOKHUTE HesKeJIaHH JICKAPCTBCHU PCAKIIMM:

MHoro 4ecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marueHTH

. obOpasyBaHe Ha HeyTpaau3upamm antureaa KeM daktop VI (MEXuOUTOPH) MpH HENEKyBaHU U
JIEKyBaHW B MUHAJIOTO TAIIUEHTH

YecTu:

Morar jaa 3acersar 10 1 Ha 10 manueHTu

. 00puB/CHPOSIT 0OpPHUB

. JIOKAJTHU PEaKITNU TaM, KBJIETO CTe HHKEKTHUPAIN JICKAPCTBOTO (HAIp. IYyBCTBO HA MapeHe,
BPEMEHHO 3a4epBIBaHE)

HeuecrTn:

Morar fa 3acersat g0 1 va 100 maruenTH

. oOpa3yBaHe Ha HeyTpaiIu3upamy antutena KM ¢pakrop VIII (maxuburopn) npu nekyBaHH
MAIUeHTH

Penxnu:

Morar aa 3acerHat jio 1 Ha 1 000 maruenT!

. peakiuy Ha CBPHXYYBCTBUTEITHOCT, BKITFOUBAIIN TEXKKA BHE3aITHA aJleprUiHa peakiust (KOsITo
MOJKE JIa BKJIFOUBA KOMIPUBHA TPECKa, TajicHe, YPTHKApUs, aHTHOeIeM, BTPUCAHE, 3auepBsBaHe,
rIaBo0oJIve, ChHINBOCT, XPUNITEHE WITH 3aTPYAHEHO JUIIaHe, Oe3CIIOKOWCTBO, TAXHKAP/INS,
MpaByYKaHe WU aHa(UIaKTHYeH MIOK HAMp. CTATaHe B IbPAUTe/ YyBCTBO Ha 000
HEPa3MoJIOKEHNE, CBETOBBPTEXK U TaJICHe, U JIEKO MOHMKCHO KPHBHO HAJISITAHE, OT KOETO MOXKE
na Bu npumarnee npu u3npassHe)

. MOBHIIICHA TeMIlepaTypa

C Heu3BeCTHA YeCTOTA:
OT HAJIMYHHUTE JaHHHM HE MOJKE J1a ObJic HalmpaBeHa OlLCHKA Ha YyecToTaTa

° H3Bpall€HUE Ha BKYyCa

AKO 3a0€JIeXXATE HIKOU OT CJIEIHUTE CUMIITOMHU IO BPEME HA MHKEKTUpaHe/HHBY3HUSL.

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

° JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXe 1a Bu mpuMmanee npu
W3TIPABSHE)

. rajeHe

Tosa Moke J1a 03HAYaBa PaHHO MPEIYTIPEIKICHUE 32 CBPHXUYBCTBUTEITHOCT ¥ aHADUIAKTHIHN

peaKIHH.

AKO ce TIOSIBAT aJIepTUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPY3usITa TPOBa na
cnpart BeaHara. MoJist KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIu3upamm anturena KM daktop VI (MHXuOUTOPH) € N3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Moske j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHNE HAa Pa3BUTHETO HA HHXHOUTOPH.

ITlo BpEMEC Ha KIIMHUYHU IIPOYYBAHUA HUTO €UH MALIUCHT HEC € O6paSYBaJI KIIMHUYHO 3HAYUMH
KOJIMYECTBA aHTUTEIIA CPEUTY CIACAUTE OT MULIN OCATHK U OEITHK OT XaMCTEpP, ChAbpIKAIIN CE B
IIPOAYKTA. CTJH_ICCTByBa BB3MOXHOCT OT aJICPIUYHU PEAKIIUN KbM BEIIECTBA, KOUTO CE ChABPKAT B
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TOBA JIEKaPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, MPH OMpPEIeIeHN
MPeIPa3NoI0KEHH MalUEHTH.

Cpo0maBaHe Ha HeXKeJIaHU Peakiuu

AKO TIONTyuYHTe HAKAKBU HEXKEJIaHU JIEKapCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTIFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxxenne V. Karo crobmaBaTe HeXxeNaHN peakIny, MOXETE J]a aJleTe CBOsS MPUHOC 32
noJTyyaBaHe Ha MoBeue MHPOPMAIHI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTRO.

5. Kak na cexpansiBate KOGENATE Bayer 1000 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIia.

Ja ce chxpansiBa B xnagmwiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha rOJTHOCT, 0003HAYCH BHPXY €TUKETA, MOXKETE JIa ChbXpaHIBATE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WK Ha J1aTaTa, 0003HadeHa BhpXY (hirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa ma
0TOEINEeKNUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMAKOBKA.

He cpxpansBaiiTe B XJIaIWITHUK ciiel pa3TBapsHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHA yroTpeba. Besiko Hen3mom3BaHo
KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKAPCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
omakoBka. CpOKBT Ha TOAHOCT OTIOBaps Ha MOCIEHHS JACH OT IIOCOYCHUS MECeIl.

He n3non3Baiite TOBa JIEKapCTBO, aKO 3a0€IEKUTE YACTULM WK PAa3TBOPHT € MBTEH.

He n3xBbpiisiiTe JekapcTBaTa B KaHAIM3aLUATa WINM B KOHTEHHEpa 3a JOMAIIHU OTHaIbIIH.
[Tonmratite Bamms hapmaneBT Kak 1a U3XBBPIIATE JEKapCcTBaTa, KOUTO BeUe HE U3noisBare. Te3u
MEPKH 11 CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue HA ONAKOBKATA U IONMbJHUTEIHA HHpOpMALHUA

Kakso cbabp:xka KOGENATE Bayer 1000 1U

Ipax:
AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upes3

pexkomOuHanTHa JIHK TexHOMOTHS.
Jlpyrure chCTaBKH ca IIMIH, HATPUEB XJIOPUJI, KAJIIIUEB XJIOPHJ, XUCTHINH, TIojucopoar 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PaztBopuren:
Bona 3a HHKeKIy, CTeprIn3upana.
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Kak m3raexna KOGENATE Bayer 1000 IU 1 kakBO ChAbp:Ka 0MAKOBKATA

KOGENATE Bayer ce npetara KaTo Ipax 1 pa3TBOPUTEN 3a HH)KEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e10 JKBIT Ipax WK KoMmmakTHa Maca. Ciex pa3TBapsHe pa3TBOPHT € OUCThP. MeAUITMHCKA
U3JENINS 3a Pa3TBapsIHE U MPUIIOKEHHE ce 10cTaBaT ¢ Besika onmakoBka KOGENATE Bayer 1000 1U.

IpuTexaTes HA pa3pelIeHHETO 32 yNOTPeda U MPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoauTe

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Hranus
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3a gonbIHATENHA HHPOPMAIIHS OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBEPIKETE CE C JIOKATHHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapceTBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTesIst

KOGENATE Bayer 2000 IU npax 1 pa3TBOpHTEJI 32 HH:KEKIIHOHEH Pa3TBOP
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHUMATEIHO USJIATA JUCTOBKA MPeEAH 2 3aN0YHeTe 1a U3M0JI3BaTe TOBa

JIEKapcTBO, Thil KaTO THA ChAbPiKa BaxkHa 32 Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKE Jla ce HAIOXKH Jia s POYETETE OTHOBO.

- AKO UMaTe HAKAaKBU JTOMBIHUTEITHN BBIIPOCH, MONUTaiTe Bammst nexap nin papmariesT.

- ToBa nekapCTBO € MPEANUCAHO EAUHCTBEHO U TMYHO Ha Bac. He ro mpeorcThnBaiite Ha ApyTrH
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ MIPU3HANNTE Ha TAXHOTO 3a00JIsBaHe Ca CHIINTE
kato Bamure.

- AKO TIOITyuHTe HAKAKBU HEXKETaHU JIEKApPCTBEHU Peaklny, yBeaoMeTe Bamms nexap nim
(hapmarieBt. ToBa BKIII0OYBA 1 BCHYKH BH3MOKHU HEXKETIAHH PEAKIUH, HEOTHCAHU B Ta3H
mucToBKa. BrxTe Touka 4.

KakBo cbabpika Ta3u JINCTOBKA

Kakso npeacrasiasiea KOGENATE Bayer 2000 IU u 3a kakBO ce U3110J13Ba
Kakso Tps0Ba na 3uaere, npeau na usnoiazsare KOGENATE Bayer 2000 1U
Kak na uznmomseare KOGENATE Bayer 2000 1U

BB3MOKHU HEXEIIAaHH PEaKkIini

Kak na cexpanssate KOGENATE Bayer 2000 1U

ChIbpikaHKe Ha OMAKOBKAaTa M AOIBJIHUTEIHA HHOpMAIIHUSL.

Sk wdE

1. Kaxkso npencraBassa KOGENATE Bayer 2000 U u 3a kakBo ce u3moJizBa

KOGENATE Bayer 2000 1U cbabpxa akTHBHOTO BELIECTBO, YOBEIIKHA PEKOMOMHAHTEH
koarymnanuoneH ¢akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3nosnsBa 3a JiedeHue U Ipo(HIakTHKa Ha KPhBOU3JIMBH NIPH Bh3PacTHH,
FOHOIIIY ¥ JIeTa OT BCUYKH BB3pacTh ¢ Xxemopmmus A (BpoaeH aeumut Ha Gaxtop VIII).

To3u npoayKT He ChabpKa dakTopa Ha GpoH Bunedpans 1 ciegoBaTeIHO He TPSIOBa /1a ce M3M0I3Ba
3a nedeHue Ha OonecTra Ha poH Buiebpanm.

Bceska onmakoBka KOGENATE Bayer cpabppika (hi1akoH 1 IpeBapUTEITHO HAITBIHEHA CIIPUHIIOBKA C
oT/IeTHO OyTalo, aaanTop 3a (JaKoHa, KaKTo ¥ Ha0OP 32 BEHEMYHKINS (32 WHKEKIUS BbB BeHa), J1Ba
QJIKOXOJTHU TaMITOHA, JIBAa CyX{ TaMITOHA M JIBa ITACTHPA.

®nakoHBT CHABPKA CYX, OsUT 10 OJIEI0 HKBIT MPaxX WM KOMIIAKTHA Maca.

DakoHBT ¢ Tpax 3a HHKEKIHoHeH pa3TBop chabpxka 2000 IU okrokor anda (IU ca mexmynapogan
eqnanny). Cres pa3TBapsiHE ¢ BOJaTa 3a HHYKEKIINN, BCEKU ()IaKOH ChIBPKa OKTOKOT ajda

400 1U/ml.

2. Kakso Tps6Ba na 3naete, mpeau aa uznoassare KOGENATE Bayer 2000 1U

He uznoassaiite KOGENATE Bayer 2000 1U
®  aKO CTE aJIepPrUYHH KbM OKTOKOT ayiha WM KbM HAKOS OT OCTaHAINTE ChCTAaBKH Ha TOBA
JIeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTe aJIeprUYHH KbM MHIIH OCNTHIHN WIH OSNTHIH OT XaMCTep.
AKoO He CTe CHTYpHH 32 TOBa, KOHCYATHpaiiTe ce ¢ Bamms aexap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap uwnu ¢papmanest, npeau aa usnoiazsare KOGENATE Bayer 2000 1U.

O0bpHeTe cienuajHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer

e Axo uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumanssa, uim nojiydaBarte
3amaiiBaHe IpH U3IpaBsHe, Bue Moke 1a nMaTe ajneprudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBaHUS C€ TOSIBST, BeIHAra clpeTe MPUJI0KEHUETO Ha MPOAYKTA U
MOTHPCETE JIEKapCKa MOMOIII.

e Bammwsr nexap Moke Aa Bu HampaBu n3cnenBaHus, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIATA /1032
OT TOBA JIEKapCTBO OCUTYpsIBA anekBaTHU HUBA Ha ¢daktop VIIL

e AKO KpHBOM3IIUBHT Bu He ce oBamsBa ¢ 0OMJaifHaTa ;1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJITHpaiTe ¢ Bamms tekap. Bue Mmoxe na cre o0pazyBanu naxudutopu KpM ¢aktop VIII
n Bammsar nexap mosxe 1a Bu HanpaBu m3cienBaHus, 3a 1a NOTBspAU ToBa. MHXMOUTOpHTE
kbM (aktop VIII ca anTuTENa B KpBBTa, KOUTO OJTOKHpAT m3moi3BaHust ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(UIAKTHKA ¥ KOHTPOJ Ha KPHBOM3IUBA.

e AKko mpeau cte 00pazyBany HHXHOUTOP KbM daktop VIII 1 mpemMuHeTe Ha IPYTH IPOAYKTH,
ceabpkany ¢akrop VIII, Moxke ma cTe M3710KEeH Ha PUCK OT ITIOBTOPHA MTOSBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ye nmarte 3a00/1sBaHe Ha ChPIIETO, MM Y€ MMATE PUCK 3a 3a00JIIBaHE Ha
chprero, mHbopMupaiiTe Bamms nekap win hapMarieBT

e Axo 3a npunoxkennero Ha KOGENATE Bayer umare HyX/1a OT LIEHTpaJICH BEHO3CH KaTeThP
(central venous access device - CVAD), Bammusr jtekap TpsOBa 1a MMa TIPEIBUL PHCKA OT
YCIIOXHEHUATA, CBBp3aHu ¢ CVAD, BKIFOUHTEITHO JIOKATHH WHGEKITHH, IToTnagaHe Ha
OakTepuu B KpbBTa (6aKTepuemMus) 1 00pa3yBaHETO HA KPBBEH CHCUPEK B KPHBOHOCHHUS Ch
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 2000 1U

BzaumopeiicTBus ¢ ApyTy JIekapcTBa HE ca U3BECTHH. Bripexu ToBa nHpopMupaiite Bammms nexkap
i (hapMareBT, ako MpuemMare, HaCKOpo CTe IMPUEMAITH I € Bb3MOXKHO Jla IPHeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

bpemenHocT, KkbpMeHe U PepPTHIUTET

OnuT BBB Bpb3Ka ¢ peprunurera win u3noiazsaneto Ha KOGENATE Bayer mo BpeMe Ha OpeMEeHHOCT
1 KbpMeHe Hsama. ClieIoBaTeNHo, ako CTe OpeMeHHa MM KbPMHTE, CMSITaTe, 9€ MOXE J1a CTe
OpeMeHHa WU TTaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpebara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIusHUE BBPXY CIIOCOOHOCTTA /1a ce modupa win paboTH ¢ MaIIuHU.

KOGENATE Bayer 2000 IU cbabpixa HaTpuid

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpwii Ha (JIaKOH, T.€. MPAKTUIECKH HE
ChAbPIKA HATPHIA.
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3. Kak na uznonseare KOGENATE Bayer 2000 1U

o Bunaru n3no3BaiiTe ToBa JIEKApCTBO TOYHO KAaKTO € OMUCAHO B Ta3M JIMCTOBKA MM KakTo Bu
¢ kazay Bammst nekap wim gpapmareBT. AKO HE CTE€ CUTYPHH B HEIIO, IonuTalTe Bamms
JieKap Wik papmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPWIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHHU YCIOBHUS (03HAYaBa YUCTO B 0€3 MUKPOOH) TI0 BpeMe Ha
pasTBapsiHe U mpuiioxeHue. Jla ce M3moa3BaT caMo MEAUIMHCKATE M3AeTus (aganTep 3a
(haxoHa, mpeaBapUTETHO HAITBIHEHA CIIPUHIIOBKA, ChBbPIKAIa Pa3TBOPUTEN U HAOOP 3a
BEHEITYHKIIH) 32 pa3TBapsHe U MPHIOKEHNE, PEAOCTABEHH C BCAKA OMTAKOBKA HA TOBA
nekapcTBo. ToBa MEAUIIMHCKO W3/IETHE 1a HE C€ M3IO0JI3Ba, aKO OMAaKOBKATa € OTBOPEHA WITH
yBpeneHa. AKO Te3u KOMIIOHEHTH He MOTarT Jia ce U3I0JI3BaT, CBhpPXKETe ce ¢ Bamms nexap.
AKO HSIKO¥ OT KOMITOHEHTHTE Ha OTIaKOBKaTa € pa3ledaTaH WiH IMOBPEeH, He TO
M3M0J3BalTe.

o [Ipenn npunoxxenue TpsdBa qa GUITpyBaTe pa3TBOPEHUS MPOAYKT 3a OTCTPaHsSBaHE Ha
€BEHTYATHH TBBPIU YACTHIIH OT pa3TBopa. @UJATPYBaHETO ce 0ChIecTBABA Ype3

HU3II0JA3BAHE Ha aJamnTep 3a (l)J'IaKOHa.

. ToBa nexapcTBo He TpsIOBa 1a ce cMecBa ¢ Apyru nH(py3noHHN pa3TBOpH. Cria3Baiite CTporo
yKa3aHHsTa Ha Bamms Jiekap 1 U3MoJi3BaiTe yKa3aHHUATA MO-I0JTy KaTo PHKOBOJICTBO:

PasTBapsHe 1 npriiokeHue

SN
=

ey
| ?ﬁf‘ ‘
N

1. M3muiiTe pblieTe TPUKIIMBO ChC CAallyH U TOIJIA BOJA.

2. 3arorurere 3aTBOpEHM (PIIAKOH ¥ CIIPUHIIOBKATA C PA3TBOPUTEIN BHB BAIIUTE PhIIE 10 TeIECHA
TeMriepatypa (ma ue npesumana 37 °C).

3. MaxHeTe 3aIuTHOTO Karade oT (pirakona ¢ auodmmsupan mpax (A), cliesl KOeTO MMOYNCTETe
TyMeHaTa 3amyIIajka ChbC CTePHIIEH TaMITOH (WIIA U3ITOJI3BalTe CTEPUIICH CIpeit).

4, BranmMarenHo mocTaBeTe MpOayKTa Ha TBBPAA, HE-XJIb3ralia ce moBspxHocT. OTienere

XapTHUEHHs Kalak Ha IylacTMacoBaTa KyTHs Ha afanrtepa Ha (hnakona. He m3Baxmaiite
ajzlanrepa oT IacTMacoBaTa KyTus. KaTo gppkure miactmMacoBarta KyTHs, TIOCTaBETe sl HaJ
MPOAYKTa ¥ CHITHO HaTHCHeTe Hanony (B). AmanTepsT mie mpakHe HaJl KaraykaTa Ha
(bmakona. He maxaiiTe KyTusaTa Ha aganTepa Ha TO3HW €Tall.

5. JppxTe mpenBapuTeTHO HATBIIHEHATA CITPUHIIOBKA CHC CTEPHUITHA BOJA 38 HHKEKITUU
M3IIpaBeHa, XBaHEeTe OyTaIOTO M T'O MPHUKPETIETE Ype3 3aBbpTaHe 10 TTOCOKa Ha
JaCOBHUKOBATA CTPEJIKa 10 IbJIeH KOHTakKT. (C)

6. JlpBxTe CIIpUHITOBKATA 32 TSIOTO M MaxHeTe KamadeTo oT Bepxa (D). He mokocsaiite Brpxa
Ha CTIPUHIIOBKATA C BalllaTa phKa WIH Jpyra MOBbpXHOCT. OCTaBeTe CIIPUHIIOBKATA HACTPAHH
3a MMo-HATaThIITHA YIOTpeoOa.

7. Cera MaxHeTe U YHUIIOXKeTe KyTHATa Ha agantepa (D).
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8. [Ipukpenere npenBapuTEIIHO HAITBITHEHATA CIIPUHIIOBKA KbM pe3baTa Ha ajanrtepa upe3
3aBBPTAHE 10 TIOCOKA Ha YacoBHUKOBaTa ctpeinka. (F).

9. HmkekTupaite pa3TBOpPUTENS Upe3 6aBHO HaTHCKaHe Ha OyTamoTo Hamoy (G).

10. 3aBBpTETE BHUMATEIHO (hJIaKOHA, TOKATO ISIUAT MaTepual € HarrbIHo pa3tBopeH (H).
[Ipenu nmpuokeHNe MPOBEPeTe BU3YAITHO 33 HAJMYKE HA BUJIMMHU YaCTHIIU HIIH 33 TIPOMEHU B
nBera. J{a He ce M3MON3BaT Pa3TBOPHU, ChABPKAIINA BUIAMH YaCTUIIH UIIK Ca MBTHHU.

11. Hpbxre hrakoHa HaKpas HaJ agantepa u cupurmnoBkata (I). HamemHeTe cipuHIOBKaTa Upe3
U3TerJIsTHE Ha OyTayioTo 0aBHO M raaako. TpsOBa qa cTe CHTYypHH, Y€ MSUTOTO KOJTUIECTBO
pa3TBOP € M3TETIICHO B CIIPHHI[OBKATA.

12. ITocTaBeTe TypHHKET.

13. Ompexenere MACTOTO 32 BEHEIYHKITHS M 00paboTeTe aHTHCETITHYHO.

14. [lyaxTHpaiiTe BeHaTa 1 00e30maceTe MSICTOTO Ha BEHEITyHKITHATA C TUIACTHP.

15. Karo nepxure OyTranoro Ha MSCTO, OTAENETe CIPUHIIOBKATA OT afanTtepa Ha GIaKkoHa

(mocmemaUAT TpsiOBa J1a OcTaHe MPUKpereH KbM (prrakona). [IpukpeneTe cipuHIIOBKAaTa KbM
Habopa 3a BeHEMyHKIHs. Y0eeTe ce, ue HiMa HaBIs3a KPbB B CIIpHHIIOBKATA (J).

16. CaasieTe TypHHUKETA.

17. UmxekTupaiite pa3TBopa HHTPABEHO3HO B MPOABIDKEHHE Ha HAKOJIKO MUHYTH, KATO
KOHTPOJIMPATE BU3YAIHO MO3UIUATA Ha uriaTa. CKOpocTTa Ha MPIIIOKEHHE TPsiOBa J1a ce
OIPE/IeNH OT ChCTOSHUETO Ha MaI[eHTa (MaKCHMalIHa CKOPOCT Ha uHDy3us: 2 ml/min).

18. AKo e HeoO0X01MMa JTOTBIIHUTEITHA /1032, H3M0I3BaliTe HOBA CIIPUHIIOBKA C MTPOIYKT,
pPa3TBOPEH CHOPE ] HAMMCAHOTO IO-TOPE.
19. AKo He e HeoOXoquMa JIpyTa 71032, OTCTPaHeTe CUCTEMATa 33 BEHEIYHKIINS 1 CIIPHHIIOBKATA.

HpbxTe 31paBo TaMIIOHA Ha/T MHXKEKIIMOHHOTO MSCTO BBPXY OITbHATATa phKa 3a
npuOIM3uTeNnHO 2 MUHYTH. Ha Kpas mocraBeTe Maika KOMIPECHBHA MTPEBPB3KA BHPXY
WH)XEKITHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koaxo KOGENATE Bayer 2000 IU TpsiOBa fa u3mon3BaTe U KOJKO 4€CTO s TPSIOBA Ja ro U3IMo3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Barmrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPHO3HO, AalTi IMAaTe HHXUOUTOPH M KaKBO € KOJTMYECTBOTO Ha
uHXuoUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/Ia.

Bammwsr siekap 1ie u34mcin 103aTa OT TOBa JIEKAPCTBO M KOJIKO YeCTO TPsOBA Jia MoyvyaBare J103ara,
3a Jla IOCTUTHETE HEOOX0IMMOTO HMBO Ha akTHBHOCT Ha (aktop VIII B kpbBTa. Toit/Ts TpsiOBa
BUHATH Ja OTpeiesisl KOJMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPSIOBA JIa ce TIPUIIOKH, U YeCTOTaTa Ha
npuiIoKeHue criopen Bamure naansuayanau Hyxau. [Ipu onpeiesnieHn 00CTOATENCTBA MOXKE J1a ca
HEOOXOIUMH TIO-TOJIEMH KOJIMYECTBA OT U3UHCIICHUTE, OCOOCHO 32 HavaJ HaTa J1034.

HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznonzpare KOGENATE Bayer 2000 IU 3a npeforsparsBaHeHa KPbBOU3IUBY (MPO(HIaKTHKA),
Bammst nekap e u3guciu go3ata 3a Bac. O6ukHOoBeHO 1mie 064¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM ciydau, CICIIHAIHO TIPH
M0-MJIaIM TTAIIMEHTH, MOKE J1a ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH [TO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeBaHMU

CHWITHO ce TIpenopbyBa Jia Ce U3BHPIIBAT ChOTBETHH JTA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO ¥ MOUIHP)KAHETO Ha IOCTAThYHN HUBA HA
thaxTop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATHUBHA WHTEPBEHITUH € 3aIBJDKATEITHO 1A Ce
NpoBeJIe BHUMATEIHO MPOCie/siBaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KpHBOTEUYEHHETO HE CE OBIAJIBA

Axo HuBOoTO Ha aktop VIII BHB Bamrara mia3ma He JOCTHTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IIMBBT HE C€ OBJAISIBA C J03a, KOSTO M3IIIeKAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuouropu cpenty dakrop VII. ToBa TpsOBa ga ce onmpeney ot JeKap CICITHAIHCT.
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AKO uMare 4yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO cJiab, TOBOpPETE C
Bamusa nexysary jiekap.

IlanmenTH ¢ HHXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysaiu uaxuoutopu KsM ¢akrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIeMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKxo Ta3u 103a He oBiaAsBa Bamusa kpbBou3nuB, Bamusar aekap Moxe 1a Bu gaze JOMbJIHUTEIHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIEeHTpaT Wi (aKTUBHPaAH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApPH - CIIIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. I'oBopete ¢ Bamus nekap, ako OMXTe HCKalK JOIBIHUTENHA HHPOpMAaIIHA 32 TOBA.
He noBumaga mo3ata ekapcTBO, KOSITO M3MOI3BaTeE, 32 /1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bammst nexap.

CKopocT Ha PUII0KEeHHE

ToBa JiekapcTBO TPAOBA Jla ce MHIKEKTHPA HHTPABEHO3HO B TPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ ONPENETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMaHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxe KOJIKO 4eCTO M Ha KaKBU HHTEPBAJIM TPsAOBA /1a Ce Tpuiiara ToBa
JIEKapCTBO.

Oo6ukHoBeHo 3amectBaioro Jedenne ¢ KOGENATE Bayer 2000 IU e 3a 1151 )KHBOT.

AKO cTe H3M0JI3BAJIH oBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 2000 1U

He ca cpo0mienn cinyyan Ha ipeo3upaHe ¢ peKoMOMHAHTHHS KoarynanroHeH (axtop VIIL

Axko cTe u3mo3Baiy noseve ot HeoOxoumara o3a KOGENATE Bayer 2000 IU, yBenomete Bamvis
neKap.

Ako cte nponycHanu na usnoazsare KOGENATE Bayer 2000 1U

o IToctaBere Bamara cienBaria 103a BeHara v IpoAbDKETE Ha PEAOBHU MHTEPBANIN, CTIOPET
Ha3HaueHueTo Ha Bamus nekap.
. He npunaraiite 1BoiiHa 103a 32 KOMIIEHCUpaHE HA MPOIMyCHAaTa J03a.

Ako cte cnipeau ynorpedata na KOGENATE Bayer 2000 1U
He cnimpaiite na m3nomsare KOGENATE Bayer 2000 U 6e3 1a ce koHcyTupare ¢ Bamms jiekap
WiIn hapMarieBT.

AOKYMCHTagI/IH

IIpenopbuBa ce Bceku mbT, korato usnoiazsare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MapTHIHUS HOMEP Ha MPOJIYKTa.

AKO MMaTe HIKAKBU JIOITBIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, IMOMHTaiTe
Bammist nekap nu dpapmarienT.
4, Bb3MOKHN HeKeJIaHU peakIuu

Kakro Bcuuku JIEKApCTBA, TOBA JICKAPCTBO MOXKE J1a IPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKU T'U IOJIy4daBa.

Haii-TeskkuTe HEXENaHU JICKAPCTBEHH PEAKIIMH Ca XHNEPTOHUYHY PeaKINH WM aHAQUIAKTHYCH
IIOK (psAIKa HEeXKeJIaHa PEaKIThs).
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B citydaii ue ce pa3BuAT aJepruYHU WK aHADUIAKTHYHH PEAKIINN, HHXEKTHPaHETO/MHPy3usITa
TpsiOBa Jia cipaTt BeaHara. MoJisi KOHCYJITHpaiiTe ce BegHara ¢ Bammus nekap.

OO0 cMUChbK HA BL3MOKHUTE HesKeJIaHH JICKAPCTBCHU PCAKIIMM:

MHoro 4ecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marueHTH

. obOpasyBaHe Ha HEeyTpaau3upamm anturenaa KsM daktop VI (MEXuOUTOPH) MpH HENEKyBaHU U
JIEKyBaHW B MUHAJIOTO TAIIUEHTH

YecTu:

Morar jaa 3acersar 10 1 Ha 10 manueHTu

. 00puB/CHPOSIT 0OpPHUB

. JIOKAJTHU PEaKITNU TaM, KBJIETO CTe HHKEKTHUPAIN JICKAPCTBOTO (HAIp. IYyBCTBO HA MapeHe,
BPEMEHHO 3a4epBIBaHE)

HeuecTn:

Morar fa 3acersat g0 1 Ha 100 marmeHTH

. oOpa3yBaHe Ha HeyTpaiIu3upamy antutena KM ¢paktop VIII (mExuburopn) mpu nekyBaHU
MAIUeHTH

Penxn:

Morar aa 3acerHat jio 1 Ha 1 000 maruenT!

. peaKiiy Ha CBPHXYYBCTBUTEITHOCT, BKIIFOUBAIIN TEXKKA BHE3aITHA aJlepTUYHa peakius (KOsITo
MOJKe JIa BKJIFOUBA KOMIPUBHA TPECKa, TajieHe, YPTUKApUs, aHTHOEIeM, BTPUCAHE, 3a4epBsBaHe,
1aBo0oIHe, CHHIMBOCT, XPHUIITEHE WITH 3aTPYAHEHO JHIIaHe, 0€3CTIOKONCTBO, TAXUKAPIIVIS,
MpaByYKaHe WU aHa(pUIaKTUYeH [IOK HAMp. CTATaHe B I'bPAUTe/ YyBCTBO Ha 000
HEPa3IMoJIOKEHNE, CBETOBBPTEXK U TaJICHE, U JIEKO MOHMKEHO KPHBHO HAJSITAHE, OT KOETO MOXKE
na Bu mpumasiee mpu U3NpaBsHE)

. MOBHIIICHA TeMIlepaTypa

C Heu3BeCTHA YeCTOTA:
OT HAJIMYHHUTE JaHHHM HE MOXKE J1a ObJic HalmpaBeHa OILCHKA Ha YyecToTaTa

® H3Bpall€HUE Ha BKYyCa

AKoO 3a0€JIeXXATE HIKOU OT CJIEIHUTE CUMIITOMHU IO BPEME HA UHKEKTUpaHe/HHDY3HUSL.

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

° JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXe 1a Bu mpuMmanee npu
W3TIPABSHE)

. rajeHe

Tosa Moke J1a 03HAYaBa PaHHO MPEIYTIPEIKICHUE 32 CBPHXUYBCTBUTEITHOCT ¥ aHADUIAKTHIHU

peaKIHH.

AKO ce TIOSIBAT aJIepTUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPY3usITa TPOBa na
cnpart BeaHara. MoJist KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIU3upaIu antuTena KM daktop VI (MHXUOUTOPH) € N3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Moske j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHNE HAa Pa3BUTHETO HA HHXHOUTOPH.

ITlo BpEMEC Ha KIIMHUYHU IIPOYYBAHUA HUTO €UH MALIUCHT HEC € o6pa3yBaJ1 KIIMHUYHO 3HAYUMH
KOJIMYECTBA aHTUTEIIA CPEUTY CIACAUTE OT MULIN OCATHK U OEITHK OT XaMCTEpP, ChAbpIKAIIN CE B
IIPOAYKTA. CTJH_ICCTByBa BB3MOXHOCT OT aJICPIUYHU PEAKIIUN KbM BEIIECTBA, KOUTO CE ChABPKAT B
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TOBA JIEKapPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, MPH ONpPEIeIeHN
MPeIPa3NoI0KEHH MalUEHTH.

Cpo0maBaHe Ha HeXKeJIaHU Peakiuu

AKO TIONTyuYHTe HAKAKBU HEXKEJIaHU JIEKapCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTIFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOINTE
HEXXEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxxenne V. Karo crobmaBaTe HeXxeNaHN peakIny, MOXETE J]a aJleTe CBOsS MPUHOC 32
noJTyyaBaHe Ha MoBeue MHPOPMAIHI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTRO.

5. Kak na cexpansiBate KOGENATE Bayer 2000 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIia.

Ja ce chxpansiBa B xnagmwiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cCpoka Ha rOJTHOCT, 0003HAYECH BHPXY €TUKETA, MOXKETE JIa ChbXpaHsIBATE TOBA JIEKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha J1aTaTa, 0003HadeHa BhPXyY (hirakoHa — KOETO OT JIBeTe HACTHITH mo-paHo. TpsoBa na
0TOEIIEKUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAKOBKA.

He cpxpansBaiiTe B XJIaIWITHUK Ciiel pa3TBapsHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa ce€ M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHA yroTpeba. Besiko Hen3mom3BaHo
KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKapCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
onakoBKka. CpOKBT HA TOJHOCT OTrOBapsl Ha MOCJIEHHS JACH OT IIOCOYCHUS MECEIl.

He nznon3Baiite TOBa JIEKapCTBO, aKO 3a0€IEKUTE YACTULIM I Pa3TBOPHT € MBTEH.

He n3xBbpuisiiTe gekapcTBaTa B KAaHAIM3ALUATA WIK B KOHTEHHEpa 3a JOMAIIHU OTIabLH.
[lonwmratite Bamms dapmaneBT Kak 1a U3XBBPIIATE JeKapCcTBaTa, KOUTO BeUe HE u3noiseare. Te3u
MEPKH 11 CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue HA ONAKOBKATA U IONMBbJHUTEIHA HHpOPMALHA

Kakso cbabpixka KOGENATE Bayer 2000 1U

Ipax:
AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upes3

pexkomOuHanTHa JIHK TexHOMOTHS.
Jlpyrure chCTaBKH ca IIMIMH, HATPUEB XJIOPUJ, KAJIIUEB XJIOPHJ, XUCTHIWH, Tioircopoar 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PaztBopuren:
Bona 3a HHKeKIy, CTeprIn3upana.
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Kak m3raexna KOGENATE Bayer 2000 IU 1 kaKBO ChAbp:Ka 0MIAKOBKATA

KOGENATE Bayer ce npeiara KaTo Ipax 1 pa3TBOPUTEN 3a HH)KEKIIMOHEH Pa3TBOP U € CyX OsiI 10
0J1e10 JKBIT Ipax WK KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPHT € OUCTHP. MeAUITMHCKA
W3JIENHS 3a Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika onmakoBka KOGENATE Bayer 2000 1U.

IpuTexaTes HA pa3pelIeHHETO 32 YNOTPeda U MPOU3BOAUTEN

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoauTe

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonbIHATENHA HH(GOPMAIIHS OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBEPIKETE CE C JIOKATHHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapceTBara http://www.ema.europa.eu.
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JIncroBka: undopmanus 3a noTpeduTe st

KOGENATE Bayer 3000 IU npax 4 pa3TBOpPHTEJI 32 HH:KEKIIHOHEH Pa3TBOP
PexomOunanTen koarymnanuoneH daktop VIII (okrokor anda)
(Recombinant coagulation factor VIII (octocog alfa))

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA NMPeIH A2 3aM0YHeTe 1a U3M0J3BaTe TOBa

JIEKapcTBO, Thil KaTO TA ChAbPiKa BaxkHa 32 Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH Ja I POYETETe OTHORBO.

- AKO UMate HAKAaKBHU JTOMBIHUTEIHHN BBIIPOCH, TONUTaiTe Bammst nexap nin papmariesT.

- ToBa ekapCTBO € MPEANUCAHO EAUHCTBEHO U TUYHO Ha Bac. He ro mpeorcThnBaiite Ha Apyru
xopa. To Moke 1a IM HaBpear, He3aBUCHMO Y€ IPU3HANNTE Ha TAXHOTO 3a00JIsBaHE Ca CHIIUTE
karo Bamwure.

- AKO TIONTy4YHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaKIlny, yBeaoMeTe Bamms nexap nimm
(hapmarneBt. ToBa BKITI0OYBA 1 BCHYKH BH3MOKHU HEXKETIAHH PEAKIUH, HEOTHCAHU B Ta3H
mucToBKa. BrkTe Touka 4.

KakBo cbabp:ka Ta3u JINCTOBKA

Kakso npencrasiasiea KOGENATE Bayer 3000 IU u 3a kakBO ce U3I10J13Ba
Kakso Tps0Ba na 3Haere, npeau na usnoiazsare KOGENATE Bayer 3000 1U
Kak na nzmomseare KOGENATE Bayer 3000 1U

BB3MOKHU HEKEITAaHH PEaKIinu

Kak na cexpanssate KOGENATE Bayer 3000 1U

ChIbpikaHKe Ha OMAKOBKATa M JAOIBJIHUTEIHA HHOpMAIIHUSL.

ok owdE

1. Kaxkso npencraBassa KOGENATE Bayer 3000 1U u 3a kakBo ce u3noJizBa

KOGENATE Bayer 3000 IU cbabpika akTHBHOTO BELIECTBO, YOBEIKA PEKOMOMHAHTECH
koarymnanuoneH (akrop VIII (oxToxor anda).

KOGENATE Bayer ce u3no:3sa 3a jeueHre 1 NpoQpiIakTHKa Ha KPhbBOU3IUBH MPU BH3PACTHH,
FOHOIIIH U JIeTIa OT BCHYKH BB3pacT ¢ xemoduust A (BpoaeH nedunut Ha dakrop VIII).

To3u nmpoayKT He ChIbpiKa dakTopa Ha GpoH Bunedpans u ciegoBaTeIHO He TPSAOBa /1a ce M3MO0I3Ba
3a nedeHue Ha OonecTra Ha oH Buiebpan.

Bceskxa omakoBka KOGENATE Bayer cpabppika (i1akoH ¥ IpeBapUTEITHO HAITBIHEHA CIIPUHIIOBKA C
oTneTHO OyTalo, aaanTop 3a (JIaKoHa, KaKTO ¥ Ha0Op 32 BEHEMYHKITNS (32 WHKEKITUS BbB BeHa), J1Ba
QJIKOXOJTHU TaMITOHA, JIBAa CyX{ TaMITOHA M JIBA IUIACTHPA.

®nakoHBT CHABPIKA CYX, OsUT 10 OO HKBIT MPaxX WM KOMIIAKTHA Maca.

DakoHBT € Mpax 3a HHKEKIHOHeH pa3TBop cbabpka 3000 [U okrokor anda (IU ca mexmxyrapomau
eqnannn). Cres pa3TBapsiHE ¢ BOJaTa 3a HHYKEKIINN, BCEKU (IIaKOH ChIBPKa OKTOKOT ajida

600 1U/ml.

2. Kakso TpsoBa na 3naete, mpeau aa uznoassare KOGENATE Bayer 3000 1U

He uznoassaiite KOGENATE Bayer 3000 1U
®  aKO CTE aJIeprUYHH KbM OKTOKOT ayiha WM KbM HAKOS OT OCTaHAJINTE ChCTAaBKH Ha TOBA
JIeKapcTBO (u3bpoenu 6 mouka 6 u 8 Kpasi Ha mouxa 2).
®  aKO CTE aJIEPTUYHH KbM MHIIH OCNTHIHN WIH OSNTHIH OT XaMCTep.
AKoO He CTe CHTYpHH 32 TOBa, KOHCYATHpaiiTe ce ¢ Bamms gekap.
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Ipexynpe:xaenusi ¥ NpeanasHu MepKH
T'oBopere ¢ Baius nekap unu ¢papmanest, npeau aa usnoiazsare KOGENATE Bayer 3000 1U.

O0bpHeTe cienuaIHo BHUMaHue npu ynorpedara Ha KOGENATE Bayer

e Axo uMmare cTsAraHe B I'bpAUTE, 3aMaiiBaHe, ragu Bu ce win Bu npumanssa, wim nojiydaBarte
3amaiiBaHe IpH U3IpaBsiHe, Bue Moke 1a nmaTe ajnepriudHa peakius KbM TOBa JEKapCTBO.
AKO Te3u OIUTAKBAHUS C€ TOSIBST, BeIHAra clpeTe MPUJI0KEHUETO Ha MPOAYKTA U
MOTHPCETE JIEKapCKa MOMOIII.

e  Bammwsr nexap Moke Aa Bu HampaBu n3cienBaHns, KOUTO 1a TOTBBPIAT, Y€ HACTOSIIATA 1032
OT TOBA JIEKapCTBO OCUTYpsIBa anekBaTHU HUBa Ha (akrop VIIL

e AKO KpBBOM3IIUBHT BH He ce oBamsiBa ¢ 0OMJaifHaTa 1032 OT TOBA JICKAPCTBO, He3a0aBHO ce
KOHCyJITHpaiTe ¢ Bamms tekap. Bue moxe na cre o0pazyBany uaxudutopu kKeM ¢aktrop VIII
u Bammsar nexap moske 1a Bu HanpaBu m3cienBaHus, 3a 1a NOTBHpAU ToBa. HXMOUTOpHTE
kbM (aktop VIII ca anTHTENa B KpBBTA, KOUTO OJIOKHpAT m3nmoi3Banust ot Bac ¢akrop VIII u
TO MPABST MMO-MAIKO €(heKTHBEH 3a MPO(MUITAKTHKA ¥ KOHTPOJ Ha KPHBOMBIIUBA.

e AKko mpeau cte 00pazyBany HHXHOUTOP KbM daktop VIII 1 mpemMuHeTe Ha IPYTH IPOAYKTH,
ceappkany ¢akrop VIII, Moxke ma cTe M310KEeH Ha PUCK OT ITOBTOPHA MTOSBA HA MHXHOUTOP.

e Ako ca Bu xa3Banu, ye nmarte 3a00/1sBaHe Ha ChPIIETO, MM Y€ MMATE PUCK 3a 3a00JIIBaHE Ha
chprero, mHbopMupaiiTe Bamms nekap win hapMarieBT

o Axo 3a npunoxkennero Ha KOGENATE Bayer umare HyX/1a OT LICHTpaJICH BEHO3¢H KaTeThP
(central venous access device - CVAD), Bammusr jtekap TpsOBa 1a MMa IIPEaBUL PHCKA OT
YCIIOXHEHUATa, CBBp3aHu ¢ CVAD, BKIFOUUTEITHO JIOKAJTHH WHGEKITHH, IToTagaHe Ha
OaxTepuu B KpbBTa (0akTepuemMusi) 1 00pa3yBaHETO HA KPBBEH CHCUPEK B KPHBOHOCHHUS Ch
(TpoM003a) Ha MICTOTO, Ha KOETO € TIOCTaBEeH KaTeThpa.

Jpyru aekapcrBa u KOGENATE Bayer 3000 1U

BzaumopeiicTBus ¢ ApyTy JIekapcTBa HE ca U3BECTHH. Bripexu ToBa nHpopMupaiite Bammms nexkap
i (hapMareBT, ako MpuemMare, HaCKOpo CTe IMPUEMAIIH WK € Bb3MOXKHO Jla IPHeMeTe APYTH
JIeKapCTBa, BKIFOYUTEITHO JIeKapcTBa Oe3 perenTa.

bpemenHocT, KkbpMeHe U PepPTHIUTET

OnuT BBB Bpb3Ka ¢ peprunurera win u3noiazsaneto Ha KOGENATE Bayer mo BpeMe Ha OpeMEeHHOCT
U KbpMeHe Hsama. Crie[oBaTeNHo, ako CTe OpeMeHHa MM KbPMHTE, CMSITaTe, 9€ MOXE J1a CTe
OpeMeHHa WU TTaHupaTe OpeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap npenn yrmorpebara Ha TOBa
JIEKapCTBO.

IMlo¢gupane u padoTa ¢ MAalIUHU
He e mabnromaBano BIusHUE BBPXY CIIOCOOHOCTTA /1a ce modupa win paboTH ¢ MaIIuHU.

KOGENATE Bayer 3000 IU cbabpxa HaTpuid

To3u nexkapcTBeH MPOAYKT ChABPKA MO-MAJIKO OT 23 mg HaTpwii Ha (JIaKOH, T.€. MPAKTUIECKH HE
ChAbPKA HATPUIA.
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3. Kak na uznonseare KOGENATE Bayer 3000 1U

o Bunaru n3no3BaiiTe ToBa JIEKApCTBO TOYHO KAaKTO € OMUCAHO B Ta3M JIMCTOBKA MM KakTo Bu
¢ kazay Bammst nekap wim gpapmaneBT. AKO HE CTE€ CHTYPHH B HEIIO, onuTaniTe Bamms
JieKap Wik papmarienT.

o ToBa JiekapcTBO € TPeTHA3HAYEHO CaMo 32 HHTPABEHO3HO TIPWIIOKEHHE U TpsIOBa Jia ce
nmpuiara B paMKHTE Ha 3 Jaca clie]l pa3TBapsHe.

. TpsOBa 1a U3MONI3BATE ACENITHYHU YCIOBUS (03HAYaBa YUCTO B 0€3 MHUKPOOH) TI0 BpeMe Ha
pasTBapsiHe U mpuiioxeHue. Jla ce M3moa3BaT caMo MEAUIMHCKATE M3AeTus (aganTep 3a
(haxoHa, mpeaBapUTETHO HAITBIHEHA CIIPUHIIOBKA, ChBbPIKAIa Pa3TBOPUTEN U HAOOP 3a
BEHEIYHKIIHS) 32 pa3TBapsHe U MPHIOKEHNE, PEAOCTABEHH C BCAKA OMTAKOBKA HAa TOBA
nekapcTBo. ToBa MEAUIIMHCKO W3/IETHE 1a HE C€ M3IO0JI3Ba, aKO OMAaKOBKATa € OTBOPEHA WITH
yBpeneHa. AKO Te3u KOMIIOHEHTH He MOTarT Jia ce U3I0JI3BaT, CBhpPXKETe ce ¢ Bamms nexap.
AKO HSIKO¥ OT KOMITOHEHTHTE Ha OTIaKOBKaTa € pa3ledaTaH WiH IMOBPEeH, He TO
M3M0J3BaiiTe.

o [Ipenn npunoxxenue TpsdBa qa GUITpyBaTe pa3TBOPEHUS MPOAYKT 3a OTCTPaHsSBaHE Ha
€BEHTYATHH TBBPIU YACTHIIH OT pa3TBopa. @UJATPYBaHETO ce 0ChIeCTBABA Ype3

HU3II0JI3BAHE Ha aJamnTep 3a (l)J'IaKOHa.

. Toa nexapcTBo He TpsIOBa 1a ce cMecBa ¢ Apyru nH(py3noHHN pa3TBopH. Cria3Baiite CTporo
yKa3aHHsTa Ha Bamms iekap 1 U3Moyi3BaiTe yKa3aHHUATA MO-I0Jy KaTo PHKOBOJICTBO:

PasTBapsHe 1 npriiokeHue

SN
=

ey
| ?ﬁf‘ ‘
N

1. M3muiiTe pblieTe TPUKIIMBO ChC CAallyH U TOIJIA BOJA.

2. 3arorurere 3aTBOpEHM (PIIAKOH ¥ CIIPUHIIOBKATA C PA3TBOPUTEIN BHB BaIIUTE PBIIE 10 TeIECHA
TeMriepatypa (m1a ue npesumana 37 °C).

3. MaxHeTe 3aIuTHOTO Karade oT (pirakona ¢ auodmmsupan mpax (A), cliesl KOeTO MMOYNCTETe
TyMeHaTa 3amyIIajka ChbC CTePHIIEH TaMITOH (WIIA U3ITOJI3BalTe CTEPUIICH CIpeit).

4, BruMarenHo mocTaBeTe MpOayKTa Ha TBBPAA, He-XJrb3raiia ce moBspxHocT. OTienere

XapTHUEHUs Kalak Ha IylacTMacoBaTa KyTHs Ha afanrtepa Ha (hrnakona. He m3Baxnaiite
ajzianrepa oT IacTMacoBaTa KyTus. KaTo gppkure muiactmMacoBarta KyTHs, TIOCTaBETe sl HaJ
MPOAYKTa ¥ CHITHO HaTHCHeTe Hanomy (B). AmanTepsT me mpakHe HaJl KaraykaTa Ha
(bmakona. He maxaiiTe KyTusaTa Ha aganTepa Ha TO3HW €Tall.

5. JppxTe mpenBapuTeTHO HATBIIHEHATA CITPUHIIOBKA CHC CTEPHUITHA BOJA 32 HHKEKITUU
M3IIpaBeHa, XBaHeTe OyTaIOTO M T'O MPHUKPETIETEe Ype3 3aBbpTaHe 10 TTOCOKa Ha
JaCOBHUKOBATA CTPEJIKa 10 IbJIeH KOHTaKT. (C)

6. JlpBXTe CIIpUHITOBKATA 32 TSIOTO M MaxHeTe KamadeTo oT Bepxa (D). He mokocsaiite Brpxa
Ha CTIIPUHIIOBKATA C BalllaTa pbKa WIH Jpyra MOBbpXHOCT. OCTaBeTe CIPUHIIOBKATa HACTPAHH
3a MMo-HaTaThIIHA YIOTpeoOa.

7. Cera MaxHeTe ¥ YHHUIIIO)KETE KyTusiTa Ha aganrtepa (D).
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8. [Ipukpenere npenBapuTEIIHO HAITBITHEHATA CIIPUHIIOBKA KbM pe3baTa Ha ajanrtepa upe3
3aBBPTAHE 10 TIOCOKA Ha YacoBHUKOBaTa ctpeinka. (F).

9. HmkekTupaite pa3TBOpPUTENS Upe3 6aBHO HaTHCKaHe Ha OyTamoTo Hamoy (G).

10. 3aBBpTETE BHUMATEITHO (hJIaKOHA, TIOKATO ISIUAT MaTepual € HalrbIHo paztBopeH (H).
[Ipenu nmpuokeHne NPOBEpeTe BU3YAITHO 33 HAJMYKe Ha BUJIMMHU YaCTHIIU HIIH 33 TIPOMEHU B
nBerta. Ja He ce M3MON3BaT Pa3TBOPHU, ChABPKAIIN BUIAMH YaCTUIIH UIIK Ca MBTHHU.

11. Hpbxre hrakoHa HaKpas HaJ agantepa u cnpuHmoBkata (I). HamemHeTe cipuHIOBKaTa Upes
W3TETJIsTHE Ha OyTaioTo 0aBHO M raaako. TpsOBa qa cTe CHTYypHH, Y€ MSUTOTO KOJTUIECTBO
pa3TBOP € M3TETIICHO B CIIPHHIIOBKATA.

12. ITocTaBeTe TypHHKET.

13. Ompexenere MACTOTO 32 BEHEIYHKITHS 1 00paboTeTe aHTHCETITHYHO.

14. [lyaxTHpaiiTe BeHaTa 1 006e30maceTe MSICTOTO Ha BEHEITyHKITHATA C TUTACTHP.

15. Karo nepxure OyTranoro Ha MSCTO, OTAENETe CIPUHIIOBKATA OT afanTtepa Ha GIaKkoHa

(mocmemaUAT TpsiOBa J1a OcTaHe MPUKpereH KbM (prrakona). [IpukpeneTe cipuHIIOBKAaTa KbM
Habopa 3a BeHEMyHKIHs. Y0e/ieTe ce, ue HiMa HaBIs3a KPbB B CIIpHHIIOBKaTA (J).

16. CaasieTe TypHHKETA.

17. HmxekTupaiite pa3TBopa HHTPABEHO3HO B MPOABIDKEHHE Ha HAKOJIKO MUHYTH, KATO
KOHTPOJIMPATEe BU3YAITHO MO3UIUATA Ha uriaTa. CKOpocTTa Ha MPHIIOKEHHE TPsiOBa J1a ce
OIpE/IEeNH OT ChCTOSHUETO Ha MAIlMeHTa (MaKCHMalIHa CKOPOCT Ha uHDy3us: 2 ml/min).

18. AKo e Heo0Xx0IMMa JTOBITHUTEITHA /1032, H3M0I3BaliTe HOBA CIIPUHIIOBKA C MTPOAYKT,
Pa3TBOPEH CHOPE ] HAIMMCAHOTO IO-TOPE.
19. AKo He e Heo0XoquMa JIpyTa 71033, OTCTPaHeTe CUCTeMaTa 3a BEHEIYHKIIUS 1 CIIPHHIIOBKATA.

JppxTe 31paBo TaMIIOHA HaJl MHXKEKIIMOHHOTO MSCTO BBPXY OITbHATATa phKa 3a
npuOIM3uTeNHO 2 MUHYTH. Ha Kpas mocraBeTe Maika KOMIPECHBHA MPEBPB3KA BHPXY
WH)XEKITHOHHOTO MSICTO.

Jleuenne Ha KPHBOTCUCHUE

Koaxo KOGENATE Bayer 3000 IU TpsiOBa aa u3mon3BaTe U KOJKO 4€CTO s TPSIOBA Ja ro U3IMoI3BaTe
3aBHCH OT MHOTO (pakTOpH KaTto Bamrero terno, Texecrra Ha Bamara xemodunus, Kbae €
KPBHBOTEUCHHUETO U JOKOJIKO TO € CEPUO3HO, AalTi IMAaTe MHXUOUTOPH M KAKBO € KOJTUYECTBOTO Ha
uHXuoUTOpHUTE, W HUBOTO Ha (hakTop VIII, OT KOeTO MMaTe HyX/Ia.

Bammwsr siekap 1ie u34rcin 103aTa OT TOBA JIEKAPCTBO U KOJIKO YeCTO TPSOBa Jia MoyvyaBare J103ara,
3a Jla IOCTUTHETE HEOOX0IMMOTO HMBO Ha akTHBHOCT Ha (aktop VIII B kpbBTa. Toit/Ts TpsiOBa
BUHATH Ja OTpeiesIsl KOJIMYECTBOTO OT TOBA JIEKAPCTBO, KOETO TPSIOBA JIa ce TIPUIIOKH, U YeCTOTaTa Ha
npuIoKeHue criopen Bamure naansuayanau Hyxau. [Ipu onpenieneHn 00CTOATENCTBA MOXKE Jia ca
HEOOXOIUMH TIO-TOJIEMH KOJIMYECTBA OT U3UHCIICHUTE, OCOOCHO 32 HavaJ HaTa J103a.

HDOd)I/UIaKTI/IKa Ha KPBBOTCYCHUC

Axo uznon3pare KOGENATE Bayer 3000 IU 3a npenorBparsBaHeHa KPbBOU3IUBY (MPO(HIaKTHKA),
Bammst nekap e u3guciu go3ata 3a Bac. O6ukHOoBeHO 1mie 064¢ B rpanuiute ot 20 IU mo 40 1U
okTokor anda/kg TemecHo Terio, mpuiiarasa Ha BCeku 2 10 3 THU. B HAKOM ciydau, CICIIHAIHO TIPH
M0-MJIaIM TTAIIMEHTH, MOKE J1a ca HEOOXOJUMH TIO-KPATKU HHTEPBAIN WITH ITO-BUCOKH JIO3H.

JlaGopaTopHu u3ciIeBaHMU

CHWITHO ce TIpenopbyBa Jia Ce U3BHPIIBAT ChOTBETHH JTA0OPATOPHHU M3CIieIBaHus Ha BamaTa rura3zma Ha
TIOJIXOJISAIIA UHTEPBAJIH, 32 JIa CE OCUTYPH JIOCTUTAHETO ¥ MOUIHP)KAHETO Ha IOCTAThYHN HUBA HA
thaxtop VIII. OcobeHo B cirydaii Ha TOJIEMH OIIEPATUBHU WHTEPBEHITUH € 3aIBJDKATEITHO JIa Ce
NpoBeJIe BHUMATEIHO MPOCie/siBaHe Ha 3aMECTBAIOTO JICYCHUE Ype3 KoaryJallHOHEeH aHaJIH3.

AKO KpHBOTEUYEHHETO HE CE OBIAJIBA

Axo HuBOTO Ha paktop VIII BHB Bamrara mia3Ma He JOCTUTHE OYaKBAaHUTE CTOWHOCTH HUTA aKO
KPBHBOM3IIMBBT HE C€ OBIAISIBA C J03a, KOSTO M3IJIekKAa JOCTaThuHA, MOXKeE Jla cTe 00pa3yBaiiu
uaxuoutopu cpenty dakrop VIII. ToBa TpsOBa ga ce onmpeney ot JeKap CICITHAIHCT.
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AKO uMare 4yBCTBO, Ye e(pekTa Ha TOBa JIEKapCTBO € MHOTO CHJICH MJIM MHOTO ciab, TOBOpPETE C
Bamusa nexysary jiexkap.

IlanmenTH ¢ HHXHOUTOPH

Axo Barmusr gexap Bu e xazai, de cre oOpasysaiu uaxuoutopu KsM ¢akrop VIII, moxke na ce
HY>KIaeTe OT MO-TOJIeMH KOJIMYECTBA OT TOBA JIEKAPCTBO OT MPEIH 32 KOHTPOJ HAa KPHBOU3IIUBHUTE.
AKo Ta3u J103a He oBiajAsBa Baimusa kpbBou3nuB, Bamuar nekap Moxe n1a Bu gaze JOMbJIHUTETHO
KOJIMIECTBO OT MpoaykTa, haktop VIla koHIIEeHTpaT Wi (aKTUBHPaAH) MPOTPOMONHOB KOMILIEKC
KOHIICHTpAT.

Tesu neuenns TpsiOBa ga OBAAT HA3HAYEHU OT JIEKApPH - CIIIIHATIUCTH B JICUSHUETO HA MAI[UEHTH C
xemoumust A. I'oBopete ¢ Bamms nekap, ako OMXTe HCKalK JOIMBIHUTETHA HHPOpMAIHA 32 TOBA.
He noBumaga mo3ata ekapcTBO, KOSITO M3MOI3BaTeE, 32 J1a KOHTpoiupare Bamiero kppBoTeueHue, 6e3
KOHCynTanus ¢ Bamms nexap.

CKopocT Ha PUII0KEeHHE

ToBa JiekapcTBO TPAOBA Jla ce MHIKEKTHPA HHTPABEHO3HO B TPOJIBIDKEHUE HA HIKOJIKO MUHYTH.
CkopocTTa Ha MPUJIOKEHHE TPSAOBA J1a ¢ OMPENETN OT ChCTOSIHUETO Ha MaIfueHTa (MaKCuMaHa
ckopoct Ha uHdy3us: 2 ml/min).

IIpOoaBKUTETHOCT Ha JICYEHUETO
BammsT nekap me Bu kaxxe KOJIKO 4eCTO ¥ Ha KaKBU HHTEPBAJIM TPsAOBA /1a Ce Tpuiiara ToBa
JIEKapCcTBO.

Oo6ukHoBeHo 3amectBaioro Jedenne ¢ KOGENATE Bayer 3000 IU e 3a 1151 )KHBOT.

AKO cTe H3M0JI3BAJIH NOBeYe oT HeodxoaumaTa 1o3a KOGENATE Bayer 3000 1U

He ca cpo0mienn cinyyan Ha ipeo3upaHe ¢ peKOMOWHAHTHHS KoarynanroHeH (aktop VIIL

AKko cTe u3mo3Baiy noseve ot HeoOxoumara 1o3a KOGENATE Bayer 3000 IU, ysenomere Banvs
neKap.

Ako cte nponycHanu aa usnoazsare KOGENATE Bayer 3000 1U

o ITocraBere Bamara cienBaria /103a BegHara v IpoAb/DKETE Ha PEAOBHU MHTEPBANIN, CTIOPET
Ha3HaueHueTo Ha Bammus nekap.
. He npunaraiite 1BoiiHa A03a 32 KOMIIEHCUPAaHE HA MPOMYyCHATa J403a.

Ako cte cripenu ynorpedara na KOGENATE Bayer 3000 1U
He cninpaiite na m3nomsare KOGENATE Bayer 3000 IU 6e3 na ce koHcynTupare ¢ Barms iekap
WIH (hapMarieBT.

AOKYMCHTagI/IH

IIpenopbuBa ce Bceku mbT, korato usnoia3sare KOGENATE Bayer, na 1okyMeHTHpaTe UMETO U
MApTHIHUS HOMEP Ha MPOJIYKTa.

AKO MMaTe HIKAKBU JIOTBIIHUTEIHN BBIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JICKapCTBO, IMOMHTAiTe
Bammist nekap niu dpapmarienT.
4, Bb3MOKHN HeKeJIaHU peakiuu

Kakrto Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKH T'Y IIOJTy4daBa.

Haii-TeskkuTe HEXENaHU JIEKAPCTBEHH PEAKIIMH Ca XHNEPTOHUYHY PeaKINH WM aHAQUIIAKTHYCH
IIOK (psAIKa HEeXKeTIaHa PEeaKIThs).
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B ciydaii ue ce pa3BuAT ajJepruYHU WM aHADUIAKTHYHH PEAKIINU, HHXEKTHPaHETO/MHPy3usITa
TpsiOBa Jia cipaTt BeaHara. MoJisi KOHCYJITHpaiiTe ce BegHara ¢ Bammus nekap.

OO0 cMUChbK HA BL3MOKHUTE HesKeJIaHH JICKAPCTBCHU PCAKIIMM:

MHoro 4ecTu:

MOTar Jia 3acerHat nosede oT 1 Ha 10 marueHTH

. obOpasyBaHe Ha HEeyTpaau3upamm anturena KsM daktop VI (MEXuOUTOPHM) MpH HENEKyBaHU U
JIEKyBaHW B MUHAJIOTO TAIIUEHTH

YecTu:

Morar jaa 3acersar g0 1 Ha 10 manueHTn

. 00puB/CHPOSIT 0OpPHUB

° JIOKAJTHU PEaKINH TaM, KbJIETO CTE HHKEKTHUPAIIN JICKAPCTBOTO (Hamp. IyBCTBO Ha MapeHe,
BPEMEHHO 3a4epBIBaHE)

HeuecTn:

Morar fa 3acersat g0 1 Ha 100 marmenTH

. o0Opa3yBaHe Ha HeyTpaiIu3upamny antutena KM gakrop VIII (mExuburopn) npu nekyBaHI
MaIUeHTH

Penxn:

Morar jaa 3acerHat jo 1 Ha 1 000 marueHT!

. peaKiiy Ha CBPHXUYYBCTBUTEITHOCT, BKIIFOUBAIIN TEXKKa BHE3aITHA aJleprUYHa peakius (KOsITo
MOJKe JIa BKJIFOUBA KONIPUBHA TPECKa, rajieHe, YPTUKApUsl, aHTHOEIeM, BTPUCAHE, 3a4epBsBaHe,
1aBo0oIHe, CHHIMBOCT, XPHUIITEHE WITH 3aTPYAHEHO JHIIaHe, 0€3CTIOKONCTBO, TAXHUKAPIVS,
MpaByYKaHe WU aHa(UIaKTUYEH HIOK HAMp. CTATaHe B I'bPAUTe/ YyBCTBO Ha 000
HEepa3MoJIOKEHNE, CBETOBBPTEXK U TaJICHE, U JIEKO MMOHMKCHO KPHBHO HAJSITAHE, OT KOETO MOXKE
na Bu mpumasee mpy U3NpaBsHE)

. MOBHIIICHA TeMIIepaTypa

C Heu3BeCTHA YeCTOTA:
OT HAJIMYHUTE JaHHHM HE MOXKE J1a ObJic HalpaBeHa OILCHKA Ha YecToTaTa

° H3Bpall€HUE Ha BKYyCa

AKO 3a0€JIeXXATE HIKOU OT CIEIHUTE CUMIITOMHU O BpEME HA MHKEKTUpaHe/HHBY3USL.

. CTSTaHe B I'bPANUTE/00II0 YYBCTBO HA HEPA3IOJIOKECHUE

° 3aMaiBaHe

° JIeKa XUTIOTOHUS (JIEKO MOHIKEHO KPBBHO HaJsATaHe, OT KOETO MOXe 1a Bu mpuMmanee npu
W3TIPABSHE)

. rajeHe

Tosa Moke J1a 03HAYaBa PaHHO MPEIYTIPEIKICHUE 32 CBPHXUYBCTBUTEITHOCT ¥ aHADWUIAKTHIHN

peaKIHH.

AKO ce TIOSIBAT aJIepTUYHHU WU aHADUIAKTHYHH PEaKIINU, NHXEKTHPaHeTO/MHPY3usITa TPOBa na
cnpart BeaHara. MoJist KOHCYJITUpaiiTe ce BeHara ¢ Bammus gexap.

AHTHTeNa (MHXUOUTOPH)

OO6pa3yBaHeTO Ha HEyTpaIU3upamm anturena KM daktop VI (MHXuOUTOPH) € N3BECTHO
YCIIOXKHEHHUE MPH JICYCHUETO Ha NAIMEHTH ¢ XeMopuius A. Bamust nekap Moske j1a oucka Jia Bu
HaIpaBy U3CIICBAHUS 32 HAOIIOJICHNE HAa Pa3BUTHETO HA HHXHOUTOPH.

ITlo BpEMEC Ha KIIMHUYHU IIPOYYBAHUA HUTO €UH MALIUCHT HEC € O6paSYBaJI KIIMHUYHO 3HAYUMH
KOJIMYECTBA aHTUTEIIA CPEUTY CIACAUTE OT MULIN OCATHK U OEITHK OT XaMCTEpP, ChAbpIKAIIN CE B
IIPOAYKTA. CTJH_ICCTByBa BB3MOXHOCT OT aJICPIUYHU PEAKIIUN KbM BEIIECTBA, KOUTO CE ChABPKAT B

273



TOBA JIEKapPCTBO, HATIP. CJIEAN OT MUIIH OENTHK M OEITHK OT XaMCTep, MPH ONpPEIEIeHN
MIPeIPa3NOI0KEHH MalUEHTH.

Cpo0maBaHe Ha HeXKeJIaAHU Peakuuu

AKO TIONTyuYHTe HAKAKBU HEXKEJIaHU JIEKapCTBEHHU peaklny, yBeaoMeTe Bamms nexap. ToBa BkitouBa
BCHYKHU BH3MOXKHU HEOTIFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peaknuu. MoxKeTe ChINo /1a ChOOINTE
HEXKEJIaHU PeaKIvy JUPEKTHO Ype3 HallMOHAHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxxenne V. Karo crobmaBaTe HeXxeNaHN peakIny, MOXETE J]a aJleTe CBOsS MPUHOC 32
noJTyyaBaHe Ha MoBeue MHPOPMAIHI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTRO.

5. Kak na cexpansiBate KOGENATE Bayer 3000 1U
Jla ce cbxpaHsiBa Ha MSCTO, HEOCTHITHO 32 JIeIia.

Ja ce chxpansiBa B xnagmwiHuk (2 - 8 °C). Jla He ce 3ampa3ssBa. DiiakoHUTE J1a Ce ChXpaHsIBaT B
OpUTHMHAITHATA OMAKOBKA, 32 JIa CE MPEIa3sT OT CBETIIMHA.

B pamMkwuTe Ha cpoka Ha roJTHOCT, 0003HAYCH BhPXY €TUKETA, MOXKETE JIa ChXpaHsIBaTEe TOBA JICKAPCTBO
B HEroBaTa KapTOHEHA OTaKOBKa IMpH cTaitHa Temmeparypa (mo 25 °C) 3a orpanndeH nepuof ot 12
Mecena. B To3u cirydait cpokbsT Ha TOJTHOCT Ha TOBA JIKAPCTBO U3THYA B Kpasi HA TO3U 12-MecedeH
TIEPHUO/I WM Ha JIaTaTa, 0003HaueHa BhPXY (hirakoHa — KOETO OT JIBeTe HACTHITH Mmo-paHo. TpsoBa na
0TOeINeKNUTE HOBHS CPOK HA TOJTHOCT BBPXY KapTOHEHATA OMIAKOBKA.

He cpxpansBaiiTe B XJIaIWITHUK Ciiel pa3TBapsHe. [ 0TOBUAT pa3TBOp TPsAOBA Aa ce M3MOJI3BA B
pamkuTe Ha 3 gaca. To3u MPOIYKT € caMo 3a eAHOKpaTHa yrmoTpeda. Besko Hen3moim3BaHo
KOJIMYECTBO TPSIOBA Ja C€ YHUIIOKH.

He n3non3BaiiTe TOBa JIEKapCTBO ClIe]] CPOKA HA TOJHOCT, OTOETSI3aH BhPXY €TUKETa U KapTOHEHATa
onakoBKka. CpOKBT Ha TOJAHOCT OTIOBaps Ha MOCIEHHS JACH OT IIOCOYCHUS MECeIl.

He n3non3Baiite TOBa JIEKapCTBO, aKO 3a0€ISKNUTE YACTULM WK Pa3TBOPHT € MBTEH.

He n3xBbpiisiiTe JekapcTBaTa B KaHAIM3aLUATa WIN B KOHTEHHEpa 3a JOMAIIHN OTHaIbIIH.
[Tonwuratite Bamms apmaneBT Kak 1a U3XBBPIIATE JEKapCcTBaTa, KOUTO BeUe HE U3noisBare. Te3u
MEPKH 1l CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpefa.

6. Chabp:kaHue HA ONAKOBKATA U IONMbJHUTEIHA HHpOpMALHA

Kakso cbabpixka KOGENATE Bayer 3000 1U

Ipax:
AKTHBHOTO BEIIECTBO € YOBELIKH KoarynannoneH ¢akrop VIII (oxTokor anda), mpousBeneH upes3

pexkomOuHanTHa JIHK TexHOMOTHS.
Jlpyrure chCTaBKH ca IIMIMH, HATPUEB XJIOPUJI, KAJIIHEB XJIOPHJ, XUCTHINH, Tiojrcopoar 80 u
3axapo3sa (suorcme Kpas Ha mouka 2).

PaztBopuren:
Bona 3a HHKeKIy, CTeprIn3upana.
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Kak m3raexna KOGENATE Bayer 3000 IU 1 kakBO Chbabp:Ka 0MAKOBKATA

KOGENATE Bayer ce npeiara KaTo Ipax 1 pa3TBOPUTEN 3a HHXKEKIIMOHESH Pa3TBOP U € CyX OsiI 10
0J1e10 JKBIT Ipax WK KoMmakTHa Maca. Ciex pa3TBapsHe pa3TBOPHT € OUCTHP. MeAUITMHCKA
W3JIENHS 3a Pa3TBapsHE U MPUIIOKEHUE ce 10cTaBaT ¢ Besika onmakoBka KOGENATE Bayer 3000 1U.

IpuTexaTes HA pa3pelIeHUETO 32 YNOTPeda U MPOU3BOAUTE

IIpuTe:kaTes Ha pa3pelieHHETO 3a ynoTpeda
Bayer Pharma AG
13342 Berlin

T'epmanus

IIpousBoauTe

Bayer HealthCare Manufacturing S.r.l.
Via delle Groane 126

20024 Garbagnate Milanese (M)
Uranus
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3a gonmbIHATENHA HH(GOPMAIIHS OTHOCHO TOBA JISKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
MIPEJICTABUTEN Ha MIPUTEXKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoa.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

baiiep bearapus EOO/]
Ten. + 359 (0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30-210-618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer Santé

Tél: +33 (0)3- 28 16 34 00
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1299 93 13
Island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 5 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.
Tel.:+36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 24 11 18 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal S.A.

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-(0)1-58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 259213111
Suomi/Finland

Bayer Oy

Puh/Tel: +358- 20 785 21
Sverige

Bayer AB

Tel: +46-(0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)1 635-56 30 00

JlaTa Ha mocJieqHo npepasriiexaane Ha Jucroskarta {MM/T'TTT}

IToapo6Ha mHGOpMaIHSI 32 TOBA JIEKAPCTBO € MPeI0CTaBeHA Ha yeOcaiita Ha EBponelickara areHIus
1o JiekapceTBara http://www.ema.europa.eu.
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