INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Tamugomug BMS 50 mg TBepau kancynu

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika kancyia chaspka S0 mg ranumomu (thalidomide).

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

TeBpaa Kancyna

benu Henpo3paunu Karncyiau, Mmapkupani ¢ ,,Thalidomide BMS 50 mg”.

4. KJIUHUYHU JAHHHU

4.1 TepaneBTHYHU OKA3AHUS

Tamunomun BMS B koMOuHammst ¢ Menganiad ¥ MpeAHN30H € TI0Ka3aH KaTo IbpBa JIMHKS Ha JICUCHNE
Ha MaIMEeHTH Ha BB3PacT > 65 roAWHH, ¢ HeJIEKYBaH MYJITHIUICH MUEJIOM WIJIM HETIOIXO/IAIIH 32

XUMHUOTEpaIus ¢ BUCOKHU JO3U.

Tanunomug BMS ce npennucia u oTmycka B cbOTBeTCTBUE ¢ IIporpamara 3a npeamnasBaHe OT
OpemenHocTTa 1ipH NeveHue ¢ Tamunomug BMS (Bxk. Touka 4.4).

4.2 Jlo3UpOBKA M HAYUH HA NPUJIOKEHHE
Jleuenuero TpsiOBa Ja ce 3al0uBa U MOHUTOpPUPA 110]] KOHTPOJIA HA JIEKapy C ONUT B 001acTTa Ha
TepanusTa C IMyHOMOIYJTUPAIIX W XUMHAOTEPANleBTUYHN CPEACTBA M ITBJIHO pa3dupaHe Ha

PHCKOBETE, CBBP3aHH C TEpaNusITa C TAIMJOMH, U TIO3HABAaHE HA M3NCKBAHMATA 32 MOHUTOPHPAaHE
(BXk. Touka 4.4).

Jlo3upoBKa
IIpenopruntennara go3a tanugomus ¢ 200 mg Ha JIeH, IPUETH TIEPOPATHO.
Tps6Ba na ce u3non3BaT MakcuMyM 12 nukbaa no 6 ceamunu (42 1HK).

Tao6auna 1: Hauajaau 1031 TaJIHA0OMHUA B KOMOMHALMS € Me.]'l(l)a.]'lall U IMPEAHU30H

Bbs- ABH" Bpoii Tamugomu™® Meadanan™" Ipennuson®
pact (/pl) TPOMOOIUTH
(ro- (/nl)
JTMHH)
<75 >1500 u >100 000 200 mg nHEBHO 0,25 mg/kg nHeBHO 2 mg/kg
JTHEBHO
<75 <1500, HO N <100 000, HO 200 mg nHEBHO 0,125 mg/kg nueBno | 2 mg/kg
>1000 > 50000 JTHEBHO
>75 >1500 u >100 000 100 mg nHeBHO 0,20 mg/kg nHeBHO 2 mg/kg
JTHEBHO
>75 <1500, HO N <100 000, HO 100 mg nHeBHO 0,10 mg/kg nHeBHO 2 mg/kg
>1000 > 50000 JTHEBHO

* ABH: A6comoten 6poit HeyTpodhum

2 Jlo3a TanuIoOMUl BEAHBXK JTHEBHO Ipeu Jsrane B 1HuTe 1 10 42 o1 Bceku 42-1HEBEH LUKBI.

bTTopaau cemaTuBHus eEKT, aCOLUUUPAH C TATHIOMUI, 32 IPUIOKEHUETO IIPEIH JIAraHe ce 3Hae, 4e 0010 B3ETO Hog00psaBa
MMOHOCHMOCTTA.




® Jlo3a MendanaH BeIHbK THEBHO B THUTE 1 710 4 OT BCEKU 42-THEBCH IIUKBIL.

* Jlozara mendanan: na ce Hamanu ¢ 50 % npu ymepeHa (KpeaTHHUHOB KiupbHC: > 30, Ho < 50 ml/min) win texka (CrCl:
<30 ml/min) crenen Ha GbOpeYHa HEAOCTATHYHOCT.

51 Makcumanna gHeBHa no3a Meaanan: 24 mg (nauuenty < 75-roaunina Bb3pact) win 20 mg (mauuenTy > 75 roauiisa
BB3PACT).

¢ Jlo3a npeiHU30H BeIHBK JHEBHO B THU 1 10 4 0T BCeku 42-THEBEH LIUKBIIL.

[NanuenTure TpsiOBa Aa ObAAT MOHUTOPUPAHH 3a: TPOMOOEMOOTMYHY CHONTHSA, TepudepHa
HEBPOMATHSI, TEKKH KOXHH PEeaKLuH, OpaTuKapaus, CHHKOI, CbHINBOCT, HEYTPOIICHUS U
TpomOboruTonieHus (BXK. Touku 4.4 1 4.8). Moxke 11a ce HAJIOKH 3a0aBsiHe, HaMaJIsIBaHE WA
IpeKpaTsBaHe Ha 103aTa, B 3aBUCUMOCT OT OLIEHKATa 10 KpuTepunTe Ha Harmonanen HHCTUTYT 3a
paka (CALL) - O6mu xputepun 3a TokcnunocT (National Cancer Institute Common Toxicity Criteria,
NCI CTC).

AXO0 ca u3MHHAaNIM II0-MaJIKo OT 12 4Jaca ot npoIrycHaTaTta 1034, IaHUCHTHT MOXKE a MPUCME n03arta.
Axo ca u3MuHaNIu moseue ot 12 yaca CJICA IpPOITyCHaTaTa A034a B oOnuaiiHus i 4qac, HIallMCHTBT HE
Tp516Ba Ja Ipruc€Ma Tasu /103a, a 1a B3E€ME CJICJiBallaTa 103a B 00HMYaHOTO BpEMCE Ha ClICABaliusA JICH.

Tpomboembonuunu cooumus

IToHe mpe3 mbppBUTE 5 Mecelia OT JICYCHHETO TPSIOBa Ja ce Ipuiara TpoMoonpoduaakTuka, 0COOECHO
NPY TIAIUEHTH C JOMBIIHUTEIHU TPOMOOTHYHN pUCKOBU (akTopu. TpsOBa J1a ce mpenopbr4Batr
npOo(UIAKTHYHO aHTUTPOMOOTUYHH JICKAPCTBEHHU TPOIYKTH KAaTO HIUCKO MOJICKYJIHU XSapUHU WIIN
BapdapuH. PenmenneTo 3a npenprueMane Ha aHTUTPOMOOTHYHH TIPOPHUIAKTHIHNA MEPKH TpsiOBa Ja ce
B3eMa cJie]l BHUMAaTellHa OIIEHKa Ha ChIISCTBYBAIMTE PUCKOBU (PaKTOPU TIPH BCEKH OTJICIICH MAIMeHT
(Bx. Toukn 4.4, 4.5 1 4.8).

AKO ManueHThT pa3Bue HAKAKBA TPOMOOSMOOTNIHH CHOUTHS, ICYCHUETO TPsIOBa /1a OblIe IPEKPATCHO
M J1a ce 3al0YHe CTaHAapTHA aHTHKOoAaryJaHTHa Tepanus. Cries cTabuin3npane Ha ChbCTOSHHUETO Ha
NAlKMEHTa C AaHTUKOATYJIAHTHO JICUYCHHUE U OBJIIIBaHE HA Bb3MOXKHHU YCIIOKHEHUS OT
TPOMOOEMOOITMYHOTO CHOUTHE, JICUCHUETO C TATUIOMUI MOXKE JIa ObJie Bh30OHOBEHO MpH
IbPBOHAYAIHATA /1033, B 3aBUCUMOCT OT OIIEHKAaTa Ha ChOTHOIIEHUETO Moj3a/puck. [lanueHTsT
TpsOBa J1a MPOABIKM aHTHKOATYJIAaHTHATA Tepalys 0 BpeMe Ha Kypca Ha JICUCHHUE C TAIUAOMHUI.

Heymponenus

OO6uwmsT 6poit u qudepeHanHaTa KapTHHa Ha OeJIuTe KPhBHU KIETKH TPsOBa Ja ce caeasiT
MOCTOSIHHO B CHOTBETCTBUE C METOJANYHUTE YKA3aHUS 110 OHKOJIOTHS, OCOOCHO MPH NAllMEeHTH, KOUTO
MOXe JIa ca MO-TPepasnoiIoKeH! KbM HeyTpoIieHus.. Moske J1a ce HaJloXKH 3a0aBsiHe, HaMallsiBaHe
WM MIpEeKpaTsABaHe Ha J]03aTa, B 3aBUCHUMOCT OT olleHKaTa rno kpurepunrte Ha NCI CTC.

Tpomboyumonenus

Bposdr na TpomOoruTHTe TpIOBA J1a ce CIeN MOCTOSHHO B CHOTBETCTBHE C METOJMYHHTE YKa3aHUS 10
oHkouorusi. Moxe fa ce HanoXxu 3a0aBsiHe, HAMAISIBAHE WJIM [IPEKpaTsIBaHe Ha 103aTa, B 3aBUCUMOCT
oT oueHkara o kputepuute Ha NCI CTC.

Iepughepna neeponamus
[IpomenuTe B 103aTa, mopany neprdepHa HEBpoOmaTHs ca onvcaHu B Tabmuma 2.

Ta6anna 2: [IpenopbunTeJJHA MPOMEHH B 103aTa NPH CBbP3aHAa ¢ TAJTUAOMU/ HeBPONATHS NPH
I'bPBA JIMHHUS JIeYeHHe HA MYJITHILJIEH MHeJIOM

Te:kecT Ha HeBPONATHUSITA Mopaudukanus Ha 103aTa U cXeMaTa
1-Ba cremneH (mapecresus, CIabOCT U/WiK 3aryoa Ha [poxwsmkaBaiite na HaOMrOIaBaTE MAIMCHTA C
peduiekcn) 6e3 3aryda Ha QyHKIHS kuHInYHY nperyiean. OOMuUcieTe HaMalsiBaHe Ha

Jo3ara, akO CUMIITOMUTE CC BJIOIIAT. HamansaBaneto
Ha n03ara obaue He € MocjieABaHO HEIIPEMEHHO OT
HO,HO6pHBaHe Ha CUMIITOMHUTC.




Te:kecT Ha HeBPONATHUSITA Mopaudukanus Ha 103aTa U cXeMaTa

2-pa creneH (mpeun Ha GYHKIUATA, HO HE U HA HamaneTte n03ata win MpeKbCHETE JICYCHUETO U
JNCHHOCTUTE OT €XKEITHCBUETO) MPOABIDKETE Ja MOHUTOPHUPATE MAIIMCHTA C KIIMHUYHU
Y HEBPOJIOTHYHH mperiean. [IpekbcHeTe JICUeHUETo,
aKo JIMIICBA MOJJOOPEHHUE WK HEBPOTIATHITA
MPOABIDKY JIa CE BIIOIIABA. AKO HEBPOTATHITA
OT3BYYH JI0 1-Ba CTENEH WM J0 OlIe T0-J00po
CHCTOSIHHE, JICUCHUETO MOXKE J]a CE Bh30OHOBH, aKO
CHOTHOIIICHUETO TOJI3a/PUCK € OJIATONIPHUATHO.

3-ta cTeneH (Mpevyr Ha EHHOCTUTE OT €XKEITHEBHETO) [Ipekparere JIeYSHUETO.

4-Ta creneH (MHBaJIUAU3UpAIa HEBPOTIATHS) [Ipekparere JIeYSHUETO.

Anepauunu peakyuu u mexiCcKu KO*CHU peakyuu

IIpu xoxHU 0OpHBH 2-pa 1 3-Ta CTEIEH TPsIOBa /1a ce OOMHUCIHN IPEeKbCBaHE WM TIPEKpaTsIBaHe Ha
npreMa Ha TanmunoMu. [IpuemMbT Ha TaTMIOMUT TPAOBA /1a ce IPEKPaTH MIPU aHTHOE/IEM,
aHauIaKTUYHA peakuusl, 4-Ta cTerneH oOpuB, eKCPOIUATHBEH MU O0yJI03€H OOPUB WM aKO Ce
nmoo3upa cuuapoM Ha Stevens-Johnson (SJS), Tokcnuna enunepmainta Hekpoausa (TEH) wiu
JIeKapCTBEeHA peakiys ¢ eo3uHodmmus u cuctemMan cumntomu (DRESS) u He TpsiOBa na ce 3anouBa
OTHOBO cJie]l IPEKPaTIBAHETO Ha MpreMa Mopaau Te31 peaKkiyH.

Ionynayus 6 cmapuecka 6b3pacm

He ce npenopruBar cienuduyHn KOpEKIUH Ha 03aTa [IPH NAlMEHTH B CTapyecKa Bb3pacT

< 75-roauHu. 3a NaUeHTH > 75-roAuIIHa Bb3PacT MPENopbUNTEIHATA HAYalHa 1032 TAIUAOMH €
100 mg Ha neH. Hauannara mo3a mendanan € HamajaeHa 3a MalUeHTH B CTap4yecka Bb3pacT

> 75 ronuHH, KaTO c€ UMAT MPEJIBUJI U3XOIHUSI KOCTHO-MO3bUEH pe3epB v ObOpedHaTa QyHKIuSI.
[Ipenopbunrennata HavanHa 1o3a Mendanad e ot 0,1 1o 0,2 mg/kg nHEBHO, B 3aBUCUMOCT OT
KOCTHO-MO3BYHHS PE3EPB, 3a€AHO C AOMBIHUTEIHO HaManeHue Ha no3ara ¢ 50 % npu ymepeHa
(xpeaTrHUHOB KIHpBHC: > 30, HO < 50 ml/munyTa) mwin Texka (CrCl: < 30 ml/mMunyTa) cTeneH Ha
O0bOpeuHa HeAOCTaThUHOCT. MakcuMaiHaTa AHEBHA 032 Melndanad e 20 mg npy NauueHTH

> 75-roauinHa BB3pacT (Bx. Tabmuma 1).

Tayuenmu ¢ 6v0peuno uiu wepHodpobHO yepedicoarne

Tamgomug BMS He e npoy4BaH oQUIMaTHO IPY NAIMEHTH C YBpeaeHa Ob0peuHa miu 4epHoApoOHa
(dynkius. HaMa KOHKPETHU MPENOPBHKU OTHOCHO J103aTa MIPH Te3U MOMYJIaIluK MalueHTy. [lanentuTe
C TeXXKO OPTaHHO YBpeXkIaHe TpsOBa Ja ObJaT BHUMATEIIHO HAOMI0IaBaH! 32 HEXKEJIAaHU PEaKIHH.

Teouampuuna nonyrayus
Hsima croTBeTHO npumoxkenue Ha Tanunomun BMS B nenuatpudnara nomynanys 3a MoKa3aHUETo

MYJITUILIEH MUEIIOM.

HauuH Ha npuiioxxeHue

Tamunomu BMS 1psiOBa na ce mpueMa kaTo eMHUYHA J103a MPEIHU JIsTaHe, 3a Ja ce HamMallu
BB3ICUCTBUETO HA MPEJU3BHKAHATA OT HETO CHhHIUBOCT. KarcynuTe He TpsiOBa Jia ce OTBapsT HIIH
pastpomaBar (BXx. Touka 6.6).

[IpenopbuBa ce 1a ce HATUCHE caMO EIUHUAT Kpai Ha KarcyaTa, 3a 1a ce U3Baau OT OnucTepa, KaTo
TakKa ce HaMaysiBa PUCKBT OT Jie(OpPMHUPAHETO WIIM CUYITBAHETO H.

4.3 IIporuBomokazaHus

o CBpBXUyBCTBUTETHOCT KbM TATHIOMHJI WIIM KbM HIKOE OT MOMOIIHUTE BEIECTBa, H30POCHH B
Touka 6.1.

o Bbpemennu xenu (Bx. Touka 4.6).

o JKenwu ¢ netepojicH NOTEHIIMAI, OCBEH aKO HE ca M3ITBJIHEHH BCUYKH ycioBus 1o [Iporpamara 3a
mpe/na3BaHe oT OpeMeHHOCTTa (BX. ToukH 4.4 1 4.6).

o [TanmeHTH OT MBKKH T10J1, KOUTO HE Ca B ChCTOSHHE JIa CIa3BaT 3aIbJDKUTEITHUTE

KOHTpALENTHUBHU MEPKH (BX. TOUKa 4.4).




4.4 CroenuajJHU npexynpexIeHUust U NpeanasHu MepKHU NpH ynoTpeda

TepaTorennu eexTu

TanmumoMu € BEIeCTBO ChC CHITHA TEPATOTCHHOCT IIPH X0pa, IPEIN3BHUKBAIIO TEKKH H
’KHBOTO3aCTpaIlaBaIly BpoIeHN Maja(popMaIluy ¢ BUCOKa YecToTa. TamuaoMu He TpssOBa HUKOTa
Jla Ce MU3IO0JI3Ba OT OPEMEHHU JKEHU WK OT JKeHU, KOUTO OMXa MOIJIH Ja 3a0peMeHesT, OCBEH aKo
HE ca U3IIBJIHCHU BCUYKH yclioBus Ha [Iporpamara 3a nmpennaspane ot OpeMeHHOCT. Benuku
MAIAECHTH OT MBXXKH U )KCHCKH TI0JI TPsIOBA J1a OTTOBAPSIT HA YCIIOBHUATA, TOcOYeHH B [Iporpamara
3a Mpena3BaHe 0T OPEeMEHHOCTTA.

Kpurepnu 3a sxeHu 6e3 AeTepoJieH MOTCHIHAT

Cuura CC, 4C JaAcCHa MalMCHTKA WJIN MMAPTHBOPKA HA MAIIUCHT OT MBKKH MOJI IPUTCIKABA ACTCPOACH
MMOTCHIHMAJI, OCBCH aKO OTTOBAps HAa NOHE SIUH OT CICIHUTC KPUTCPUU:

. Bw3pact > 50 ronuHu 1 B aMeHOpes C €CTECTBEHO Havyallo oT > 1 roguna (aMeHopest clies
Tepamnys Ha paK WM [10 BpeMe Ha KbpMEHE HEe M3KJII0YBA HaJIMUUe Ha A€TePOJeH OTCHIUAIL. )

. IIpexnaeBpemMeHHa OBapuaiHa HETOCTATBYHOCT, TOTBBPAEHA OT CIIEHHUAIUCT-TUHEKOJIOD

. W3BbpiieHa B MUHAIIOTO IByCTPaHHA CAIMMUHT000()OPEKTOMHUS UITH XUCTEPEKTOMHUS

. XY reHortun, cMHHIpPOM Ha TBpHBD, areHe31sl Ha MaTKarTa.

KoncyaTtupane

TanumoMuy € MPOTHBOIIOKA3aH MPH KEHHU C IETEPOJICH IOTCHIINAJ, OCBEH aKO BCHUKH OT CIICTHUTE
YCJIOBHUSI CE€ U3IIBJIHAT:

o Jla pa3dupa TepaTOreHHUs PUCK 3a TUI0a

o Jla pa3bupa Hyx1aTa oT eeKTHBHA KOHTpAIICIIHs 63 MPEKbCBAHE MOHE 4 CSMHUITU MPETH
HAYaJI0TO Ha JICYUCHUETO, TIPE3 LEHs KypC Ha JICYCHHETO U TIOHE 4 CeMUIIM ClIeT Kpasi Ha
JICYCHUETO

o Jlopu ako JajJieHa KeHa ¢ ISTePO/IeH MOTSHIMAI UMa aMeHOpesl, TS TPsOBa Jla N3IIbJIHABA
BCUYKH CHBETH 3a MpUJIaraHe Ha e)eKTUBHA KOHTPAIICTIIHSI

o Jla e criocoOHa Ja cra3Ba MEepKUTE 3a eheKTHBHA KOHTPAIICTIIIHS

o [a O0bae nadopMupaHa u 1a pa3oupa MOTCHIIHAHUTE ITOCICACTBHS OT €BEHTYaTHO

3a0peMeHsIBaHe, KaKTO U HY)KJaTta Obp30 J1a MOTHPCU KOHCYIITAIHSI OT CBOS JIeKap, aKo
CBIIECTBYBA PUCK OT OPEMEHHOCT

o [a pa30upa HykIaTa aa 3all04HE JICYEHUETO BeJHAra CJie]] KaTo € OTITYCHAT TaTHJOMUJI CJIe]T
OTpHIIATENICH TECT 32 OPEMEHHOCT

. [a pa30bupa HykIaTa ¥ Jia € ChIJlacHa Jia ce MoJjiara Ha TecT 3a OpeMEHHOCT Ha BCEKU
4 ceJMHITH, OCBEH B CIIy4au Ha MOTBBP/ICHA TybapHa CTEPUIIN3AIIHSI

. Jla moTBBpIM, Ye pa3orpa pUCKOBETE U HEOOXOAUMUTE TIPEANIAa3HU MEPKH, CBBP3aHHU C

U3II0JI3BAHCTO HA TaJIUJOMU/I.

TBi1 KaTO TAMUAOMH CE OTKPHBA B CIIEPMATa, KaTo IpeAnasHa MApKa BCEKH OT IPUEMAILATE
TANUAOMUJI TALMEHTH OT MBKKH TIOJI TPAOBA J]a OTroBaps Ha CICTHHUTE YCIOBHS:

. [a paz0upa TepaTOreHHHS PUCK, aKO UMaT ITOJIOB KOHTAKT ¢ OpeMEHHa JKeHa MIIH JKEeHa C
JIeTepOoJIeH MOTEHITH AT
. [a pa3bupa HykIaTa OT U3MOJI3BaHE HA IPE3EPBATUB, AKO UMa MOJIOB KOHTAKT C OpeMeHHa

JKCHA WITU JKeHa C JISTePOJICH MOTEHIHAN, KOSITO He U3M03Ba e()eKTHBHA KOHTpPAIEIIHUs (JOpH
MBXKBT J]a € BA3eKTOMHPAH), [0 BpeMe Ha JICUCHUETO, IIPU NPEKhCBAHE Ha TIpUEMa Ha JIO3UTE U
B IIPOJIBJDKEHHUE HA TOHE 7 JAHU CIie]l CIIUPaHe Ha JIEYEHUETO.

. Jla pa3bupa, e ako mapTHROPKaTa My OT JKEHCKH IM0JI 3a0peMeHee, T0KaTo MpremMa TaIua0OMHU]
WM 7 THU CIIe]] CIUpaHe Ha IpreMa Ha TaTuIOMHUI, TOH TpssOBa He3a0aBHO 1a HHPOPMHpPA CBOS
JIEKyBalll JIeKap, KaKTO W Y€ ce MPenophiBa NapTHHOPKATA Jja ObJic HACOYECHA KbM JIeKap
CIISIUAIIUCT WJTH C OIMT B TEPATOJIOTHSITA 32 OIICHKA U CHBET.



[IpennucBamust jJexap TpaOBa 1a ce yBepH, de:

o [TanueHTHT OTroBaps Ha ycnopusTa Ha [Iporpamara 3a nmpezmasBaHe oT OpPEeMEHHOCTTA,
BKIIFOUUTEITHO MTOTBBPIKEHIE, Y€ € pa3Opalia B 1OCTaTh4HA CTETICH

o [TanmeHTHT IprEeMa ropenocouYeHUTE YCIOBHSI.

Konrpanenmus

JKenwure ¢ geTepoacH MOTEHITHAN TPSOBA J1a M3TO0I3BAT eUH ¢(EeKTHBEH KOHTPAIICTITUBEH METO/T B
MPOIBDKCHNUE HA TIOHE 4 CEeIMUIIM MPEAN HAYATIO0TO Ha ICYCHUETO, IO BpEME Ha JICUCHUETO U J0 MOHE
4 ceaMHUITH clie]] ICYSHUETO ¢ TATHIOMH, KaTo IIPaBsT TOBA OPH B CIydyail Ha MpEeKbCBaHE HA
IpreMa Ha JI03UTe, OCBEH aKo MMalMeHTKAaTa HE TOeME aHTKUMEHTA 32 ITBJIHO U HETPEKbCHATO
BB3IbPXKAHKE OT TMOJIOB XUBOT, TOTBHPKIABAHO SKEMECEHYHO. AKO HE U3IOI3Ba e(PeKTHBHA
KOHTpAIETII¥sI, TAIlUeHTKaTa TPsIOBa 1a ObJie HacOUeHa, 3a MPEANIOYNUTAHEe KbM ChOTBETHO O0yUeH
METUITUHCKH CITCIIHAJIUCT, 32 ChBET OTHOCHO KOHTPAIICTIIIHTA, 32 JIa MOXKE Jla 3all0YHe Ja 5 Ipujara.

CrenHuTe METOIM MOTAT Ja C€ pasriekaar KaTo MpUMEpH 3a epeKTHBHA KOHTPALICTILIHSL:

o NmmnanTtar

Brrpemarouno cpeacrso (BMC, cnmpaina), 0cB0O0O0KAaBaIIO JIEBOHOPrecTpel
MenpokcunporecTepoH aleTat Ieno

[IpexbcBaHe HA MATOYHUTE TPHOU (CTEPHUITUIAIIHS)

ITonoBu cHOWIEHHS CaMO C Ba3€KTOMHUPAH MapTHHOP; Ba3eKTOMHUATA TpsiOBa 1a Oble
MOTBBPICHA C JIBE OTPHUIIATSITHN U3CIIC/IBAHNS HA CEMEHHATa TEYHOCT

o Nuxubupamyu oBynanusTa, ChAbPXKAaIIM CaMO IPOrecTepoH TaOlIeTKH (T.€. Ae30TecTpen).

[Topaau MOBHUIIEHUS PUCK OT BEHO3HA TPOMOOEMOOIIHS TP NAMEHTH C MYITUILICH MuesrioM (MM),
KOMOWHHpaHHUTE MEPOPATHU KOHTPAIICTITUBH HE ce MpenopbuBaT (BK. Touka 4.5). Ako nageHa
MalMeHTKa B MOMEHTA U3M0JI3Ba KOMOWHUPAHH TIepOpaTHI KOHTPALICNITHRH, TS TPsOBa Ja MPEeMUHE Ha
HSKOH OT TropernocoyeHnTe eheKTHBHU METOIU. PHCKBT OT BeHO3HA TPOMOOEeMOOIIHNS TPOIbIDKABa 10
4-6 cenMHUIM CIle/T CIMpaHe Ha KOMOWHHUPAHUS IepOpaieH KOHTPAIICTITHB.

TecToBe 32 GPEMEHHOCT

[Ipu >xeHUTE C AETEPOACH MOTEHITHAN TPIOBA /1a CE MPOBEXKIAT TECTOBE 32 OPEMEHHOCT IO/
MEAMIIMHCKHA KOHTPOJI, KAKTO € TIOCOYEHO IM0-I0J1y, ¢ MUHHUMaIIHA dyBcTBUTEIHOCT 25 mIU/ml. ToBa
M3HUCKBAHE BKJIIOYBA U JKEHUTE C IETEPOJICH MOTCHIIMAN, KOUTO MPAKTUKYBAT II'BIHO U HEMPEKBHCHATO
BB3IBPKAHKIE OT MOJIOB KUBOT.

Ilpeou 3anousane na reuenuemo

Tect 3a OpeMEHHOCT O] METUITMHCKH KOHTPOJI TpsiOBa Aa ObJie U3BBPIIECH 10 BpeMe Ha
KOHCYJITAIAATA 32 MPEANICBAHE HAa TATMIOMHUT WM B pAMKHUTE HA 3 THU MIPEIH ITOCEIICHUETO TIPH
MIPEITUCBAIINS JIEKap U CIIe] KaTo MalueHTKaTa € U3Moi3Baa e(peKTHBHA KOHTPAIETIIHS 32 IEPHO/
OT TOHE 4 CeMUIIM TIPeIu ToBa. TecThT TpAOBa Ja MOTBHP/IU, Y€ MallMeHTKaTa He € OpeMeHHa, KoraTo
3aIl04Ba JICYCHHUETO C TaJUJTOMHMI.

Ilpocneossane u kpaii Ha neyeHuemo

TecThT 3a OPEMEHHOCT ITOJI MEAMIIMHCKY KOHTPOJI TPsIOBa J1a ObJIC MOBTAPSH HA BCEKH 4 CSIMUIIH,
BIJTFOUHUTEITHO 4 CEAMHUITHA CIIE]] Kpas Ha JICYCHUETO, OCBEH B CITydad Ha MOTBBPJcHA TyOapHa
crepuim3alys. Te3n TecToBe 32 OpeMEHHOCT TpsOBa 1a ObJaT U3BBPIIBAHU B JICHS HA MOCEIIEHUETO
3a MpeANMCBaHe WU B pAMKUTE Ha 3 THU MPEaH MOCEHICHUETO MPH MPEIITUCBAIIS JIeKap.

Mmpbxke

TBif KaTo TaTUIOMHII CE OTKPHBA B CIIEpPMaTa, 10 BpeMe Ha JICUEHUETO C TATHIOMHU/I, IPH MPEKbCBAHE
Ha TIpreMa Ha JO03WTe U 3a IEPHOJ OT MOHe 7 THU CIie/ CIIUpaHe Ha JISYEHUETO, KaTo Ipeana3Ha MapKa
BCHYKH MMAIUCHTH OT MBXKH TOJ TPSIOBA J]a M3MOI3BAT MPE3EPBATHBH, aKO MMAPTHHOPKATA UM €
OpeMeHHa WM € )KEeHA C ICTEPOICH MOTEHIUAII, KOSITO HE U3IT0JI3Ba e(DeKTHBHA KOHTPAIICTIIIHSL.



[TarmeHTHTE OT MBKKH IO HE TPsIOBA J]a TapsiBAT CEMEHHA TEYHOCT WJIH CTIEpMa 0 BpeMe Ha
JIe9eHNETO (BKIIOUATETHO NP MPEKHCBAHUS Ha MTpHeMa Ha TO3UTE) U 3a MIEPHOJ OT TOHe 7 THU CIIe]]
CIIUpaHe Ha MMpUeMa Ha TaJHIOMHUI.

JlOIMBJIHUTETHA OpeAna3Hu MEPKH

[ManuenTure TpsOBa 1a ObJAT MHCTPYKTUPAHU HUKOTA JIa HE MMPEOTCTHIIBAT TO3HU JICKAPCTBEH MPOYKT
Ha JIPYTO JIMIIE U J1a BPBIIAT BCHYKH HEU3IIOI3BAaHH KaIlCyJId Ha CBOA (hapMaleBT B Kpas Ha
JICYCHUETO.

[NanuenTure He TpsOBa da AapsABaT KPbB MO BpeMe Ha JICYEHUETO (BKIIOUUTEIHO P MPEKbCBAaHUS Ha
IpueMa Ha JIO3UTE) U 3a NIEpUo] OT ITOHE 7 AHU ClIe]l CIUPaHe Ha IpUeMa Ha TaJTUuJIOMHU]I.

MeaunuHCKHUTE CIeUAINCTH U OOTHOTIIeIJaYnTe TPSAOBA J1a U3IOI3BAaT PHKABHIIY 32 €IHOKpPAaTHA
ynoTpeda, Korato padoTsT ¢ OircTepa WK Karcynara. JKeHu, KouTo ca OpeMEeHHH WIIH TIOZI03UPaT, ye

MOJKe J1a ca OpeMeHHH, He TpsOBa Ja paboTsIT ¢ OimcTepa WK KarcysaTa (BX. Touka 6.6).

OOyunTeIHN MaTepraliy, OTPAHWYCHHMS 34 MPEAIMCBAHE U OTHYCKAHE

3a ma ObAAT MOIIOMOTHATH MAIUEHTHTE B M30STBAHETO HA (PeTaTHA SKCIIO3UIUS HA TATHIOMHU]I,
[IpurexaTensat Ha pa3pelIeHHETo 3a ynorpeda TpsOBa J1a MpeJoCTaBy Ha MEAUIIMHCKUTE CTIICIIUATNCTH
o0ydrTeNeH MaTepuall, IOACHIIBAII ITPeIyPEXICHUATA 32 TEPATOTeHHOCT Ha TATUOMU], Ja
MPEeI0CTAaBU ChBETU OTHOCHO KOHTPALCHIUATA IPEIN HAYAJIOTO Ha JICUCHUETO U HACOKH 3a
HEOOXOMMOCTTA OT ITPOBEXKIaHE HAa TECTOBE 3a OpEeMEHHOCT. JIekapAaT, mpeAnucBal JIeKapcTBeHUS
MPOAYKT, TpsiOBa 1a HHPOPMHpA MallMeHTa OTHOCHO OYaKBaHHS TEPATOT€HEH PUCK M CTPUKTHHUTE
MEpKH 32 TpeJina3zBaHe oT OpeMEeHHOCT, KakTo € onrcaHo B [Iporpamara 3a npeana3sane ot
OpeMEeHHOCTTa, U J1a OCHTYPH Ha NaIlMeHTa ChOTBETHATA O0YUYUTETHA OpOIIypa 3a MalleHTH, KapTa Ha
MIAIMEeHTAa U/WIA €KBUBAJICHTHO CPEJICTBO, ChIIIACYBaHU C HAIMOHATHYS KOMIIETEHTEH OpTaH.
CBBMECTHO ¢ BCEKH HAIMOHAJICH KOMIICTCHTCH OpPraH € BhBEJICHA MporpaMa 3a KOHTPOJIUPAH TOCTHII,
KOSITO BKIIFOUBA M3MOJI3BaHETO HA KapTa Ha MalMeHTa /WM eKBUBAJICHTHO CPEICTBO 32 KOHTPOJ Ha
MIPEIMTUCBAHETO ¥/HITH OTIIYCKaHETO U ChbOMpaHe Ha nH(pOpMaIus, CBbp3aHa ¢ OKa3aHUEeTo, 3a Ja ce
MOHHUTOpHpA yIoTpedaTa U3BHH 0I00PEHOTO MMOKA3aHUE Ha TEPUTOPHUATA Ha cTpaHaTa. B maeamnus
ciydail TecToBeTe 3a OpeMEHHOCT, M3/IaBaHETO Ha PEIICITH U OTIYCKaHEeTO TPpIOBa Jla CTaBar B €IUH U
chinu gaeH. OTIyCKaHeTO Ha TaJIMIOMU] Ha XKEHH ¢ AeTepOJIeH MOTeHInaN TpsOBa aa ctaBa 10 7 THU
OT TIPE/INMCBAHETO MY U CJIe]] H3BBPILICH 0] MEJMIIMHCKO HAOII0JICHE OTPHUIIATENICH TECT 32
opemenHocrt. [IpeanucanueTo 3a )KeHH ¢ IETepOJICH OTSHIIMAN MOXKe Ja Obje 32 MaKcHMallHa
MPOABIDKUTEITHOCT Ha JICYEHHETO 4 CEIMUIIN B ChOTBETCTBHE ChC CXEMUTE Ha TpUIIaraHe 3a
onoOpeHnTe moka3aHus (BX. Touka 4.2), a MpeANrCcaHueTo 32 BCHUKY JPYTH MAIMeHTH MOXe J1a Oble
32 MaKCHMaTHa MPOABIDKUTEITHOCT 12 cemMuIu.

Awmenopes

Yrorpebara Ha TAIUIOMEI MOXKE J1a ObJIe aCOIMHUPaHa C MCHCTPYATHH HAPYIICHUS, BKIIFOUUTEITHO U
ameHopes. TpsiOBa 1a ce MPEANoNIoKH, Y€ aMEeHOPesITa 10 BpeMe Ha JICUCHHE C TATHIOMHUI € B
pe3ynTat Ha OpEeMEHHOCT, TOKAaTO HE CE MOTBBPAN ¢ MEAWIIMHCKH TIPETJIe, Ue MalMeHTKaTa He €
opemenHa. He e u3sCHEH KOHKPETHHAS MEXaHU3BM, 110 KOWTO TAIUIOMHEI MOXKE J1a IPHIUHA
ameHopes. CbhoOIIeHuTe ChONTHS, BE3HUKHAIY MPU MiIaau (TIpeAMEHONAY3alIHH ) )KeHU (CpeHa
BB3pacT 36 TOAMHM), TOTy4aBaly TaTUIOMH/I, 32 TIOKAa3aHUs HECBBP3aHU C MYJITUIUICH MHEIIOM, Ca
HaCTBHITMIM B paMKHUTE Ha 6 Mecera ciie/] 3aIl0YBaHe Ha TepanusITa U OT3By4aBaT ClIe]l IPEKPATSIBAHETO
Ha TanmuaoMuI. B 1oKyMeHTHpaHu ChOOIICHUS Ha CIydar ¢ XOPMOHAIIHA OLIEHKA, ChOUTHETO
aMeHopes ce acolMupa ¢ IOHW)KEHN HUBA Ha ecTpaanona u nosuiienn HuBa Ha FSH/LH. Korato ca
HaJUYHUA, AaHTHOBAPHATHUATE aHTHUTEIA Ca OTPUIATEIHN, a HUBOTO Ha MPOJIAKTHH € B HOPMATHH
TPaHUIIN.



ChpJIeYHOCHI0BY HAPYIIICHUS

Ungapxm na muoxapoa

Ipu nanueHTH, MONyYaBany TATUIOMHI, ce ChoOIIaBa 3a nHdpapkT Ha Muokapaa (M), ocobeno ako
UMaT U3BECTHU PUCKOBHU (akTopu. [TanueHTr ¢ u3BeCTHU PUCKOBH (pakTopu 3a UM, BKIIFOUNTEIIHO
IpeauIIHa TpoM003a, TPsOBa J1a ce HaOJII0JaBaT BHUMATEIIHO M Jia C€ IpeaprueMar IeHCTBYS B OIIUT
Jia ce CBeJaT 0 MUHUMYM BCUYKH U3MEHICMHU PUCKOBU (akTOpH (HAMp. MyIIeHe, XUIEPTOHHS U
XUTIEPIIATIAIEMUS ).

Benosnu u apmepuantu mpomboemoosuuHu cooumus

[NanuenTy, NeKyBaHH C TATUAOMHUII, UMAT MTOBHIICH PUCK OT BEHO3HA TpoMOOoeMOomus (KaTo AbI00Ka
BEHO3Ha TpoM0Oo03a 1 0e0apodHa eMO0IHs) U apTepuaiHa TpoMOoemMOons (KaTo HH(PAPKT Ha
MHOKapa u nepebpoBacKyaapHo cs0ouTue) (BK. Touka 4.8). PUCKBT u3rnexaa Hai-roysm mnpes
mBpBUTE 5 Mecela oT Tepanusira. [Ipenopbkure 3a npopuiiakTHKa Ha TpOMO03aTa U
JI03UpaHe/aHTHKOAryJJaHTHA Tepamus ca AaJicHU B Touka 4.2.

AHamHe3a 32 TpoMO0eMOOIIMYHH CHOUTHUS WITH CHIThTCTBAIIO MPHUIIOKEHUE HA ePUTPOTIOCTUYHU
CpEeJICTBA WU IPYT'H CPEICTBA, KATO HAPUMEP XOPMOHO3aMeCTBallla Teparus, ChII0 MOraT Ja
yBeIUYaT TPOMOOESMOOIMYHHSI PUCK TP Te3u nanuenTu. CleloBaTeHo, Te3H CpecTBa TpsOBa Jia ce
M3IIOJI3BAT C TIOBHUIIIEHO BHUMAHKE TIPU MAIMEHTH C MYJITUIUICH MUEIIOM, KOUTO TIPUEMAT TaJTHIOMH]I C
npenHu30H U Mendanad. Oco0eHO KOHIEHTpanuaTa Ha xeMoriioouH Hax 12 g/dl TpsoBa na Bou 1o
MpPeKpaTsBaHe Ha EPUTPONIOCTUYHHUTE CPEACTBA. Tps0Ba 1a ce mpeAnpueMar ASHCTBUS B OIUT J1a Ce
CBeJIaT IO MUHIMYM BCHUYKH U3MEHSEMU PUCKOBU (aKTOPH (HAIp. MyIIeHEe, XUTIEPTOHHS U
XUTCPIUITAIEMHUS).

[TanueHTHTE U JIEKAPUTE CE CHBETBAT JIa CJICAT 3a MPU3HALM U CUMIITOMH Ha TpOMOOeMOOIIHSI.
[TanuenTrTe TpsAOBa 1a C€ MHCTPYKTUPAT Aa THPCAT JIEKAPCKa TIOMOII, aKO Pa3BUSAT CUMIITOMH KaTo

3aayX, OoJka B T'bpAUTE, OTOLM IO PBLUETEC UK KpaKaTa.

Pa3CTDOﬁCTBa Ha MMTOBHHATA KJIC3a

CpoOmiaBanu ca cilydad Ha XHIOTHpeonIn3bM. [Ipean HaduanoTo Ha JIEYEHHETO Ce TIPErnopbhyuBa
ONITHMAaJICH KOHTPOJI Ha ChIIBTCTBAIINTE 3a00JIIBAHUS, BIUACIIN BHPXY (QYHKIUATA HA IIUTOBUIHATA
xesa. [IpemopruBa ce mpocieasBaHe Ha (GYHKIMSITA HA IUTOBUIHATA XKJI€3a HA U3XOIHO HHUBO U B
X0/1a Ha JICUEHUETO.

HCDI/I(bCDHa HCBpPOMAaTHUA

[epudepnara HEBpomaTHs € MHOTO 4eCTa M MOTECHIHAIHO TeXKa HeXKeJlaHa PEaKIHs IPH JIEISHHE C
TAIUAOMHU, KOSTO MOXKE Ja IPUYMHHI HEOOpaTHUMO yBpexkaaHe (Bx. Touka 4.8). B npoyusane ¢asza 3,
MenuaHaTa Ha BpEMETO 10 IbPBOTO CHOUTHE Ha HeBpomaThsi € 42,3 ceIMUIIH.

AKO ManMeHTsT pa3Bue nepudepHa HeBpOIaTHs, cleABANTE HHCTPYKIIMATE 33 TPOMSIHA HA J103aTa U
cxeMara, IOCOYSHH B Touka 4.2.

HpenoquBa C€ BHUMATCJIHOTO MOHHUTOPUPAHE Ha MAITUCHTH 3a CUMIITOMH Ha HEBPOIIATHA. Te3n
CUMIITOMU BKIIIOYBAT MApeCTE3uA, JU3CCTC3Us, HHCKOMq)OpT, HapyuieHa KOOpAUHAA UIn c1abocCT.

[Ipenu HAYaI0TO HA TepaNMsITa C TATUIAOMHUJL CE MPEIOPbYBA MAIIMEHTUTE Ja OBbJAT MOJIaraHy Ha
KJIIMHAYEH U HEBPOJIOTHYEH MPETJIE, a 10 BpeMe Ha JICYSHHUETO 1A CE MPOBEKIA PEIOBHO PYTUHEH
MOHHUTOPUHT. JIeKapCTBEHH MTPOYKTH, 32 KOMTO € U3BECTHO, Ye Ca CBhP3aHU C HEBPOIIATHUs TPSOBa J1a
0b/IaT M3MOI3BAHM C TTOBUIIICHO BHUMAHKE NP MAITUCHTH, IPUEMAIIH TATUAOMU (BXK. TOUKa 4.5).

TaJ'II/I,I[OMI/I,I[ ChIIO TaKa MOXE MOTCHIMAJIHO Ja BJIOHIN ChIICCTBYBAIllda BECUC HCBPOIATHA U 3aTOBA HE
TpH6Ba Ja €€ U3M0JI13Ba MPU MaueHTHU C KIIMHUYHU CUMIITOMHA Ha nepnq)epHa HEBpOIIaTUsA, OCBCH aKO
KIIMHUYHUTE IIOJI3N HE NPEBUIIIABAT PUCKOBETE.



CuHKoII, OpaguKapans U aTPUOBEHTPUKYIAPEH OI0K

[NanuenTure TpsiOBa 1a ObAAT HAOMIOJABAHY 32 CUHKOII, OpaJuKapAns U aTpUOBEHTPUKYJIApeH OJIOK;
KaTo MOXKE J]a c€ HAJIOXKH HaMaJIsIBaHe Ha J]03aTa WIH MPEKbCBaHE Ha JIEUEHUETO.

Benoapobua xunepToHus

IIpu marueHTHTE, IEKYBaHU C TAIMIOMUI, CE CHOOIIABAT CIIydan Ha OCIOAPOOHA XUTICPTOHHUS, HIKOU
OT Tax JetanHu. [Ipenn 3amouBane ¥ 1Mo BpeMe Ha TepanusiTa ¢ TATHIOMI AIUEHTUTE TPsOBa 1a
OBIIaT OIICHEHHM 32 MIPU3HANY U CHMITTOMH Ha TIOJIEXKAIO0 ChpIeYHO-0eI0ApOoOHO 3a00IsBaHe.

XeMaTOJIOTUYHHU HAPYIISHUS

Heymponenus
YecToTata Ha HEYTPOTICHHS OT 3-Ta WM 4-Ta CTEIICH, ChOOIIaBaHa KaTO HEXKeIaHa peaKIus, ¢

I0-BHCOKA TPH HALMEHTH C MYJITUIUICH MHesoM, roxy4daBamy MIIT (mendanan, npenauson,
TaIUAOMEI), OTKOJIKOTO mpu noiyuasammte MII (mendanan, npeaanson): cbotBeTHO 42,7 % cpsimo
29,5 % (npoyusane IFM 99-06). 3a Tanumomus ce ch00IIaBaT HEXXETAHH JIEKAPCTBEHH PEAKIIUU OT
IIOCTMAPKETUHIOBUS OIUT KaTo (GpeOpuiiHa HeyTpoleHUs ¥ aHuuToneHus. Ilanuenture tpaosa na
Obaar HaOMOJaBaHU M MOKE Jla c€ HaJ0XU 3a0aBsHe, HaMaJIsIBaHE WM MPEeKpaTsIBaHe Ha A03aTa (BXK.
Touka 4.2).

Tpomboyumonenus

[Tpu manmenTH ¢ MynTUILIEH MueaoM, noxydasamy MIIT, ce cho011aBa 3a TPOMOOITUTONICHYS,
BKITIOUHTEITHO HEXKEJIaHW JIEKApCTBEHHU Peakiuu OT 3-Ta uiu 4-ta creneH. [lanuenture TpsoBa aa
ObaaT HAOMIOAaBaHU M MOXKE JIa CE HAIOXKH 3a0aBsHe, HaMalsiBaHe WM MIPEeKpaTsIBaHe Ha go03aTa (BiK.
Touka 4.2). [IpenopruYnTenHO € MaMeHTUTE U JIEKapyuTe Ja ca OIUTEITHH 3a MPU3HAIM U CUMIITOMH Ha
KbpBEHE, BKII. Ha TICTEXUH, SITUCTAKCUC U CTOMAIIHO-YPEBEH KPHBOU3IUB, 0COOCHO B CIIy4auTe Ha
€THOBPEMEHHO IpUJIaraHe Ha JIEKapCTBEH MPOAYKT, CKIIOHEH J1a PUYMHHN KPHBOU3NUB (BXK. TOUKH 4.5
u 4.8).

YepHoapoOHU HApYIICHUS

CrobImaBar ce 4epHOAPOOHH HAPYIIICHHUS, TIABHO OTKJIOHCHHUS BB (DYHKIIMOHATHUTE YSPHOAPOOHH
nokasatenu. He ce OTKprBa KOHKPETHA 3aKOHOMEPHOCT MEXKIY XEMaTOIeTyIapHUTE U
XOJIECTATHYHUTE OTKJIOHEHHUS, KATO HAKOM CIIy4au ca ChC CMECCHa MposiBa. MHO3UHCTBOTO OT
peaxIMuTe Bh3HUKBAT B PAMKUTE Ha MbPBUTE 2 MECEIla OT TepanuaTa U OTIIyMSBAT CIIOHTAHHO 0e3
JICUeHHE CIIe/l CIIMPaHeTo Ha Tanuaomu. [lanuenTure TpsiOBa a ce HaOMI0IaBaT 3a YepHOAPOOHATA
UM (QYHKIWSI, 0COOEHO B CiTydail Ha ChHIECTBYBAIIIO YEPHOAPOOHO HAPYIIIEHNE W €HOBPEMEHHO
NpUJIaraHe Ha JIEKapCcTBEH MPOAYKT, KOHTO MOXKe J1a MPUYMHN YEPHOIPOOHA TUCHYHKITHS (BXK.
Touka 4.8).

AHC[}FI/I‘IHI/I PEAKIIUHN U TCKKH KOXHU PCAKIIUN

ITpn ynotpebara Ha TaIMIOMHUJ ce CHOOIIAaBa 3a CIIydad Ha aJleprU4HH PEeaKIii, KOUTO BKITIOYBAT
aHrroeeM, aHaGUIaKTHYHA PEaKIus U TeKKH KOXKHU PEaKLUH, BKIIOYUTEITHO CHHAPOM Ha
Stevens-Johnson (SJS), Tokcuuna enuaepmanna Hekponusa (TEH) u nexapctBena peakuust ¢
eosunounus u cucteMuu cumnromu (DRESS). [TanmenTure tpsidBa na 0b1aT HHGOPMHUPAHU OT
HpeNICBAIINS JIEKap 3a MPU3HALUTE ¥ CHMITOMUTE Ha TE3M PEaKknuy U J1a ObAaT MOCHBETBAHU JIa
NOTBPCAT He3a0aBHO MEIUIIMHCKA KOHCYNTALUS, aKO Pa3BHT Te3H CUMNTOMU. [IpH KO>kHM 00pHBH
2-pa u 3-Ta creneH TpsOBa Aa ce 0OMHUCIIN IPEKbCBAHE WK MPEKpaTsIBaHe Ha MpUeMa Ha TaIUIOMHI.
[MpuembT Ha TanupoMu[ TPSIOBA J1a ce IPEKPATH MPH aHTHOEACM, aHADUIIAKTHYHA peaKius, 4-Ta
cTerneH o0puB, ekcosraTuBeH win 0yio3eH 00puB i ako ce noao3upa SJS, TEN unu DRESS u He
TpsiOBa J1a ce 3a104YBa OTHOBO CJIe] MPEKPATABAHETO Ha MpHeMa Mopaay Te3U peakuuu (BX. TOUku 4.2
u 4.8).



CBHINBOCT

MHOro0 4ecTo TaTuAOMU MPEIU3BUKBA CHHIUBOCT. [lanenTuTe TpsOBa 1a ObAaT UHCTPYKTUPAHH Ja
U305TBAT CUTYAIIUH, IPU KOUTO CHHIMBOCTTA MOXeE J1a ObIe MPOOJIEM U J1a TIOTHPCAT METUITMHCKA
KOHCYJITAIHs MPEAN 1a IPHEeMaT IPYTH JICKApCTBEHH MPOIYKTH, 32 KOUTO € U3BECTHO, Ue
MIpeIM3BUKBAT CHHINBOCT. [lanmieHTrTe TPsAOBA 12 OBAAT HAOIOMABAHU M MOXE /1a CE HAIOXKHU
HaMaJIsIBaHE Ha J03aTa.

[ManuenTure TpsiOBa ja ObaaT HHOOPMHUPAHU 32 BB3MOKHOCTTA OT HApyIIaBaHEe HA IICHXUIHU W/HITH
(u3nvecku crnocoOHOCTH, HEOOXOIUMH 32 M3ITBIHEHHE Ha CBBP3aHH C PUCK 3a/a4u (BXK. Touka 4.7).

TyMop-THU3uC CHHIPOM

ITanmenTHUTE ¢ BUCOK TYMOPEH TOBAp MPEIX 3al0YBaHE HA JICUCHUETO Ca C PUCK 3a pa3BUTHUE HA
TYMOP-JTH3UC CHHAPOM. Te3u manmuenTn TpsoBa aa ce HaOJIo1aBaT BHUMATEITHO | J1a CE B3eMaT
TTOIXOJISIIIIN TIPEATIa3HU MEPKH.

HNudexnmu

HaLII/IeHTI/ITC Tp$16Ba Ja ce Ha6J'IIO)IaBaT 3a TCKKH I/IH(i)eKL[I/II/I, BKJIIOYUTCIIHO CCIICHUC U CCIITUYCH IIOK.

[Ipu nauyeHTy, nosryyaBaly TAIMAOMU, c€ CbOOIIABAT CIly4yau Ha BUPYCHA PEaKTUBALIMS,
BKJIIOUMTEITHO CEPHO3HU CIy4au Ha PeakTUBALMs Ha XepIiec 30cTep Wi Bupyca Ha xernatut B (HBV).

Hsixom oT ciryganTe Ha peaKTUBAIMSI HA XEPIIEC 30CTEP BOMAT O TUCEMUHUPAH XEPIEeC 30CTEP, KOETO
Hajara BpeMEHHO CTHpaHe Ha JICUSHUETO C TATHUIOMU] U MOAXOSIIIO0 aHTUBUPYCHO JICUEHUE.

Hsxkou ot ciyuante Ha peaktuBanus Ha HBV nporpecupar 10 octpa uepHOIpOOHA HEJOCTATHYHOCT U
JIOBEXKJIAT IO CIIMpaHE Ha JIeUeHUETOo ¢ Tanuaomu. [Ipeau 3anouBane Ha J€4eHUE C TATUAOMU
Tps0Ba J]a ce yCTAaHOBH BUPYCHUSAT CTATyC Ha XenmaTUT B. 3a manuenTy, 4uuTo pe3yiTaTu ca
no3utuBHH 32 HBV unHbekmus, ce mpenopryBa KOHCYNTAINSA C JIEKAp C ONUT B JICUSHUETO HA

xemnaTut B.

[lanuenTH, KOUTO Mpeay TOBA ca OMIM MH(PEKTUPAHH, TPAOBa Ja ce Hab/ItogaBaT BHUMATEIHO 32
MPU3HAIM U CHMIITOMH Ha BUPYCHA PEaKTUBAIIMS, BKIIIOYUTENHO akTuBHa HBV mH(ekius, o Bpeme

Ha TEPANMUSITA.

IIporpecusna mynrudokanga nseskoernedanomnarus (IIMJI)

CnoO0ImeHu ca ciayJyad Ha IpOorpecHBHA My ITH(OKATHA JTeBKOSHIIS(ATOTATHS, BKIFOUUTEITHO C
JIeTaJIeH U3XO0I, MpH yrnotpebaTa Ha Tanuaomu. 3a [IMJI ce cho0I11aBa HIKOIKO Mecela 0 HIKOIKO
TOIVMHH CJIE] 3aII0YBAHE Ha JIEIEHUETO ¢ TaauaoMua. ChoOIIEHNUTE CiTydan ca OOMKHOBEHO MPH
MAIMEHTH, KOUTO IPHEMAT CHITBTCTBAIIO JEKCAMETA30H, WIH ca OMIIM Ha TPEeAIIecTBaIla Apyra
UMYHOCYNpeCcHBHA XUMUoTepamnus. Jlekapurte TpsOBa 1a MPoCieasIBaT NAIUEHTUTE PEIOBHO U 1a UMAT
npeasu [IMJI npu mudepeHnuantHaTa AMarHo3a Mpy NanueHTH ¢ HOBOOTKPHUTH HIIH BJIOIIABAIIIH CE
HeBpOHOI‘I/I‘IHH CHUMIITOMH, KOTHUTHBHH WJIH ITIOBCACHYCCKHU HpI/I3HaHI/I UJIN CUMIITOMMU. C'bH_[O TakKa
narueHTUTe TPsiOBa 1a ObIAT MOCHBETBAHM J1a MHOPMHPAT APTHHOPA CH WITH JIUIATA, KOUTO CE
TPHKAT 3a TAX, 32 JICUCHUETO, Thi KATO T€ MOTaT Jia 3a0e/IeKAT CHMIITOMH, KOUTO MAIUEHTHT HE
3a0em3Ba.

Onenkara 3a [IMJI Tpsi0Ba na ce ocHOBaBa Ha HEBPOJIOTHYEH MpPETJIel, MArHUTHO PE30HAaHCHO
00pa3HO M3CcieIBaHe HAa MO3bKa U aHaIM3 Ha IphOHaYHO-MOo3b4HaTa TeuHoct 3a JIHK na JC Bupyca
(JCV) upes monmumepasna BepmxHa peakmust (PCR) nim mo3buna 6moricus ¢ TectBane 3a JCV.,
Otpunarennusat pezynrat oT PCR 3a JCV He uzkmousa [IMJI. Be3MokHO € f1a ce Haloxu
JOITBTHUTEITHO TIPOCIIEISIBAHE U OIIEHKa, aKO He MOXe Jja Ob/ie ToCTaBeHa alTepHATHBHA TUATrHO3a.
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Axo nma ceMHeHus 3a [IMJI, mo-HaTaTHITHOTO MpHIarane TpsiOBa 1ia ce crpe, J0KATO HE Ce M3KITI0UH
TIMJI. Axo ce motespau [IMJI, Tanuaomun TpsiOBa 11a ce MpeyCTaHOBH OKOHYATEITHO.

Octpa muenonna geskeMmusa (AML) u muenoguciactuyay cugapomu (MDS)

Craructrueckn 3Ha9nMO yBenndenue Ha AML u MDS e HaOmrogaBaHo B €IHO KIIMHAYHO MPOYYBaHE
MIPH MAIUCHTHY C HEJICKYBaH MPeIx TOBa MyITHILIEH MueiaoM (MM), moirydaBaniy KOMOUHAIIUS OT
Mendanad, npeaan3oH u tTanugoMus (MIIT). PucksT ce yBennuasa ¢ TeUeHHE HA BPEMETO U € OKOJIO
2 % cnen aBe roguHu U okoJo 4 % cien Tpu roauHu. [Ipu HOBOAMArHOCTUIIMPAHH MAMeHTH ¢ MM,
MOJTy4YaBaIly JCHATUIOMUI, CE HA0JI0]aBa ¥ YBEIIMYCHA YECTOTA HA BTOPY ITbPBUYHH 3JI0KAYECTBEHU
3abomsBanus (BI133). Cpen nnBazusuute BII133 ce nabmogasar cmydan Ha MDS/AML npu
NAIMEHTH, TTOJTyYaBally JICHAIHIOMUI B KOMOMHAIUS ¢ Meli(aliaH, WK HeMOCPEICTBEHO CJIE/] BUCOKA
Jt03a MendaaH U aBTOJIOKHA TPAHCIUTAHTAIIMS Ha CTBOJIOBH KIIETKH.

ITon3ara, mocturana ¢ TanuaoMu, u puckbT oT AML u MDS TpsiOBa na ce otueTat, npeau Jia ce
3aMoYHe JICUCHUE C TAUAOMU B KOMOMHALIMS ¢ MeJi(asiaH U peaHn30H. Jlekapure TpsaOBa
BHUMATEJIHO Ja NPELEHAT MAIUEHTUTE IPEAU U IO BpEME Ha JICUEHUETO, KaTO U3I0JI3BAT CTaHAAPTEH
CKPUHUHT 32 pakK, U Jla Ha3HayaT JICYeHUE B ChOTBETCTBUE C Pa3pEUIEHOTO MOKa3aHUE.

TlanmenTu ¢ 6’L6D€‘{HO 501048 Ile'[)HO,Z['[)O(SHO YBPECKIAAHC

[IpoyuBanusi, MPOBEACHU MPH 3PaBU HHIWBHUIM U MTAIUCHTH C MYJITUIUICH MUEJIOM, TIpEIoarar, 4e
TAIUAOMH]I HE Ce MOBIHUABA B 3HAUNTENHA CTENEH OT ObOpeYHaTa WK YepHOApoOHaTa QyHKIHUS (BXK.
Touka 5.2). ToBa obaue He e opuIIHaTHO MPOYUBAHO NPH MALMEHTH ¢ YBpeaeHa ObOpedHa nin
YepHOAPOOHA (PYHKIIMS; €TO 3aII0 HALIMEHTUTE C TEKKO ObOPEYHO HIIM YePHOAPOOHO YBPEIKIaHE
TpsiOBa Ja OBIaT BHUMATETHO HaOII0OAaBaH! 32 BCAKAKBU HEXKEIaHU CHOUTHSL.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMojelicTBHe

Tamunomuz ce merabonuzupa oT uToXpoM P450 n30eH3uMHUTE B HUCKA CTETIEH M 110 Ta3H NPUYKHA €
MAaJIKO BEPOSATHO J]a Bb3HUKHAT KIIMHUYHO 3HAYUMH B3aUMOJEICTBHS C JIEKAPCTBEHH MIPOAYKTH, KOUTO
ca MHXUOWTOPH W/WIIM MHIYKTOPH Ha Ta3W €H3MMHA cucTeMa. HeeH3nMHaTa Xuapoiun3a Ha
TaJUAOMHUJ, KOSITO € OCHOBHMST MEXAHU3bM Ha KIIMPBHC, IPEAINIONAra HUCHK TOTCHIMAI 32
MEX1yJIEKapCTBEHH B3aMMOAECHCTBHUS C TATHUIOMHUI.

3acuiBaHe Ha celaTUBHUS €eKT Ha APYTH JIEKAPCTBEHU MPOIYKTH

TanunoMun nputexaBa ceaTUBHU CBOMCTBA U 3aTOBA MOXKE /14 3aCUIIA CEAUPAHETO, MPETU3BUKAHO
OT aHKCHOJIUTHUITN, XUITHOTHITH, aHTUIICUXOTHITH, aHTUXHCTaMuHH (H; 6J10KepH), OMeBH TIPOU3BOTHH,
OapOutyparu u ankoxoit. TaaumomMun TpsOBa 1a ce mpuiiara ¢ IOBUIICHO BHUMaHUE B KOMOHMHAITUS C
JIEKApCTBEHU MPOIYKTH, MPEIU3BUKBAIIU CHHIIUBOCT.

BpaaukapaeH edexr

Toit KaTo TATUAOMHUT IPUTEKABA IOTSHITHA J]a TIPEIU3BUKBA OpauKapIvs, JICKapCTBEHU MIPOAYKTH,
MIPUTEIKABAIIH CHITUTE (papMakoTnHAMUYHHU ¢(EKTH, KaTO Halp. aKTUBHH BEIIECTBA, 32 KOUTO €
W3BECTHO, Y€ MpuuuHsABaT torsade de pointes, OeTa-0JIOKEepH UITM aHTUXOJIMHECTEPA3HU CPEICTBA,
TpsIOBa Jla ce mpujIaraT ¢ MOBUIIICHO BHUMAaHUE.

.HCKaDCTBeHI/I OPOAYKTH, 3a KOUTO € U3BECTHO, YE€ MPUYMHIABAT HCDI/I(bCDHa HCBPOIIaTUs

JlekapcTBEHHU MPOYKTH, 32 KOUTO € M3BECTHO, Ue ca CBhP3aHU C nepudepHa HeBponaTus (Harp.
BUHKPUCTHH U 00pTe30MHO), TPsOBA Ja ce U3IMON3BAT C MOBUILICHO BHUMAaHKE TIPH MAI[UCHTH,
MpUEeMAaITH TATHIOMHU/T.
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XOpMOHAJIHA KOHTPAIEIITUBU

TanuaoMu He B3aUMOICHCTBA ¢ XOPMOHATHUATE KOHTpaenTuBy. DapMaKkOKHHETUYHUTE MPOQIITH Ha
HOPETUHJIPOH ¥ €TUHWII €CTPAAMOI ca MpoydeHu nipu 10 31paBu )KEHHU CIIe]] IpUIaraHe Ha eIHOKPaTHA
no3a, ceabprkama 1,0 mg HopeturapoH aretat u 0,75 mg eTuHmI ectpanguon. Pesynrature no
JIOCTUTaHE Ha CTAllMOHAPHO CHhCTOSHHE IIPH U 0€3 eqHOBPeMEeHHO npuiarane Ha 200 mg/nex
TanuIOMH] ca cxoHu. KoMOMHUpaHU XOPMOHAIIHN KOHTPAIIENITUBY 00ave HE Ce MPerophYBar,
TIOpaJiv MOBUINIEHUSI PUCK OT BEHO3HA TPOMOOeMOOoInYHa OoJIecT.

Bapdapun

[Ipu MHOTOKpATHO MpHIIOKEHHUE, 103U 0T 200 Mg TaTUIOMUI BEAHBXK Ha JCH 332 4 THU HAMAT €(PEeKT
BBPXY MEXIYHAPOIHOTO HOpManu3upano crotHomeHue (INR) npu 3apasu nodposonmu. [lopanu
TIOBUILIEHUS PUCK OT TpOMO03a IPY OHKOJIOTMYHU MAIMEHTH 00aue, KaKTo U B pe3yJITaT Ha
MOTEHIIMAIHO YCKOPEHUsI MeTabON3bM Ha Bap(aprH B MPUCHCTBHE HA KOPTUKOCTEPOUIH, CE
MpenopbuBa BHUMATEITHO MOHUTOpUpaHe Ha cTroiHocTuTe Ha INR o Bpeme Ha jedyeHue ¢
KOMOWMHAIIMATA TATUIOMUI-TIPEIHI30H, KAKTO U MIPe3 IIbPBUTE CEJAMUIIN CIIC HETOBHUS Kpail.

AI/IFOKCI/IH

Tanunomun He B3auMoAeiicTBa ¢ qurokcuH. [IpunoxeHneTo Ha MHOTOKpaTHU A03u OT 200 mg
TaTUIOMKI TIpy 18 3apaBu 10OPOBOJIIM OT MBKKH I10JT HsIMa 3a0€IeKUM €PEKT BbPXY
(hapMakOoKMHETHKATA Ha SMHUYHA /1032 TUTOKCHUH. B mombiIHeHHe, IPUIOKESHUETO HA €IMHUYHA /1032
ot 0,5 mg nurokcuH HsaMa 3a0eIeKuM eeKT BbpXY (hapMaKOKMHETHKATa Ha Tamuaomua. He e
M3BECTHO iy €heKThT Iie Ob/IC Pa3IUUYCH NPU HMALMEHTH C MYJITUIUICH MHEIIOM.

4.6 DepruauTeT, )PEMEHHOCT U KbpPMeHe

Kenu ¢ ACTEPOACH HOTeHgI/IaH/KOHIQageHgI/I}I IIpU MBKE U KCHU

JKenute ¢ gerepojicH MOTEHIIMAN TPsiOBa Ja U3IIOJI3BAT eANH e()EKTUBECH KOHTPAIICTITUBEH METO/ B
NPOJIBIDKCHUE HA TIOHE 4 CEIMUIIM TIPS HAYAIOTO HA JISYEHUETO, TI0 BpeMe Ha JICUCHHETO,
BKITFOUHTEITHO TIPU MPEKbCBaHMS Ha ITpHEMa Ha JIO3UTE, U JIO TIOHE 4 CEIMUIIH CIIE]T JICUYCHUETO C
TanuIoMuI (BXK. Touka 4.4). AKO IIpH KEeHA Ha JICYCHUE C TaJIUIOMH]] CE YCTAHOBU OPEMEHHOCT,
JIeYCHUETO TPsIOBa a OblIe IPeKpaTeHO He3a0aBHO U MAIMEHTKATa TpsIOBa na Obe HacoueHa KbM
JieKap, CrielHaTn3uPaH UK C ONUT B TEPATOJIOTHUSATA 32 OLIEHKA U CHBET.

TBi KaTO TATUIOMUJI CE OTKPHUBA B CIIEPMATa, 110 BPEME Ha JIEUEHUETO C TAIUIOMHU/, IPU MPEKBCBAHE
Ha IpyeMa Ha JO3MTE U 3a IEPHOJ, OT ITOHE 7 THU CIIEZ CIIUPAHE Ha JICYEHUETO, KaTO IpeaIasHa MapKa
BCHYKHU MAlMEHTH OT MBXXKH NOJ TPSIOBa J1a M3M0JI3BAT MPpe3epBaTHBH, aKO APTHHOPKATA UM €
OpeMeHHa WM € JKeHa C IeTepOJIeH OTeHLIMAI, KOSTO HE W3M0J3Ba epeKTuBHA KoHTpauenuus. Tosa e
MIPWIOKUMO JOPU MBXKBT J1a € BA36KTOMHPAH.

AKO ce yCTaHOBU OpEeMEHHOCT IpH MapTHhOPKA Ha MAlUEHT OT MBXKH T0JI, KOWTO € Ha JIeUeHHe C
TIUAOMU, TAPTHBOPKaTa TPsiOBa Aa ObJe HacoueHa KbM JIeKap, ClICLUaIN3UpaH WU C ONHUT B
TEPATOJIOTHATA 34 OLIEHKA U CHBET.

Bbpemennoct

TanunoMuz € IpOTUBOIIOKA3aH 0 BpeMe Ha OPEeMEHHOCT U IPH XKEHU C JeTePO/IeH TOTEHIUAJ, OCBEH
aKo ca M3MbJIHEHH ycioBusTa Ha [Iporpamara 3a npeanasBaHe oT OpeMeHHOCTTa (BX. TouKa 4.3).

TanunoMuz e BeIEeCTBO ChC CHIIHA TEPATONEHHOCT NP XOPa U NIPEIU3BUKBA TEXKU U
JKUBOTO3aCTpallaBally BpoAeHN MadopManuy ¢ BUcoka yectora (okoso 30 %) xaTo: ekTpoMenus
(amenus, poxoMemn s, XeMUMENHs1) Ha TOPHUTE W/WIH JOJHUTE KPaHHUIM, MUKPOTHS C aHOMAaJTUs Ha
BBHHILHUS CIIyXOB MTPOXOJ (3aBBPILBA CIISIO WIH JIUIICBA), JIE3UH HA CPETHOTO U BHTPEIIHOTO YXO
(nmo-penkwn), ouHM Je3nn (aHodranM, MEKpodTaIM), BPOJICHH ChPACYHN MalipopMaIuu, ObO0pedHu
aHoMayini. ONKMCaHy ca ChILO U APYTH HO-PEAKH aHOMATUH.
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Kspmene
He e u3zBecTHO nanu TaauaoMu ce eKCKpETUpa B YoBeIIKaTa Kbpma. [Ipu npoyuBanus Bbpxy

KMBOTHH € YCTAHOBCHO OTAC/IAHC HA TAIMAOMUA B KbpMarta. 3aToBa KBpPMCHETO Tp}I6Ba Ja cc
IIPEyCTaHOBH 110 BPEME Ha JICUCHUEC C TAJIUIOMHUI.

DepTunurer

B nmpoyuBane npu 3aiilin He ce ycTaHOBsIBa €(DeKT BbpXY (hepTUINTETa HA MBKKUTE U JKEHCKHTE,
BBIIPEKH Y€ ce HAOIII0aBa TECTUKYyIapHa JereHepanus pH MbKKUTE KUBOTHH.

4.7 EdexTn BbpXy crioco0HOCTTA 32 WoupaHe U padoTa ¢ MAIINHA

Tamumomun BMS criopen npemopbunTeTHaTa TO3UPOBKA MOBJIHSIBA B MaJIKa WM YMEPEHA CTEICH
CIocoOHOCTTA 3a 1o upane U padoTa ¢ MaIIUHU.

TanmuaoMua MoXXe Jja MPUYIMHU yMOpa (MHOTO YeCTO), 3aMassHOCT (MHOT'O Y€CTO), CHbHIMBOCT (MHOTO
4YecTo) ¥ 3aMbIJIEHO 3peHue (decto) (Bxk. Touka 4.8). [lannentuTe TpsaOBa a ce ChBETBAT Ja He
modupart 1 1a He padOTIT ¢ MALIMHU WJIH Ja HE U3MIBJIHABAT PUCKOBH 33aJa4H, JOKATO ca Ha JICUCHHE C
TIUAOMHI, aKO CE€ UyBCTBAT YMOPEHH, 3aMasiHH, CbHIMBU HJIM UMAT 3aMbIJIEHO 3PEHUE.

4.8 Hexenanu JeKapCTBEHH PeaKIHHU

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Moske fa ce oYakBa MOBEUYETO MAIMCHTH, KOUTO MTPUEMAT TaTUIOMHUI, 1a OTy4yaT HeXeIIaH!
peakuuu.

Haif-gecTo HabmogaBaHUTE HEXKETIAHN PEAKITHH, CBBP3aHH C M3TOI3BAHETO HA TATUIOMHT B
KOMOWMHAIUs ¢ MeldaliaH U MPEJTHU30H, ca: HEYTPOIICHUSI, ICBKOIICHHUS, 3aIIeK, ChHIUBOCT,
napecresus, nepudepHa HeBpONaThs, aHeMHUsI, TUM(ONCHHS, TPOMOOIIUTONICHHS, 3aMastHOCT,
IA3ECTE3US, TPEMOP U TTepUEPEH SIEM.

B nonmbaHeHHE KBM rOpEenOCOYEHUTE HEXKENIAHU PEaKLUH B IPYT'H KIMHUYHU IPOYYBaHUS TaTHIOMHU
B KOMOMHAIIUS € JIEKCaMETa30H € MPEIN3BUKBAl MHOTO YeCTaTa HeXeJlaHa PEeaKIysl - yMOpa; 4YeCTH
HEXXEJaHU PEaKIUH - TPAH3UTOPHO UCXEMUYHO ChOUTHE, CHHKOII, BEPTUTO, XUTIOTOHUS, IPOMEHH B
HaCTPOEHHUETO, TPEBOXKHOCT, 3aMBITIEHO 3pEHME, TaJICHE U AUCIICIICUS; 1 HEUECTH HEXKEIaH! PEAKIIUN
— epeOpoBacKyIapeH HHUUACHT, nepdopanus Ha AUBEPTUKYII, IEPUTOHUT, OPTOCTATUYHA XUITIOTOHHS
1 OpOHXWUT.

Knuan4ao Haii-3HaYMMUTE HEXETaHU PEaKlMy, CBbP3aHHU C U3MO0I3BAHETO HA TATHAOMUI B
KoMOWHanus ¢ MendanaH v IpeHU30H WIK JIEKCAaMETa30H, BKIIIOYBAT: JbJI00Ka BEHO3HA TPOMO03a
OenonpoOHa eMOous, epudepHa HEBPOMIATHS, TEKKU KOKHHU PEAKIIUH, BKIFOYUTEIIHO CHHPOM Ha
Stevens-Johnson, TokcuuHa enuaepManHa HEKPOIU3a U JICKAPCTBEHA PEAKLUs ¢ €03MHODWINS U
CHUCTEMHH CUMIITOMH, CHHKOTII, OpauKapIus ¥ 3aMasgHocT (Bx. Touku 4.2, 4.4 u 4.5).

Tabauia Ha HEXKETAHNUTE JICKApPCTBCHU PCaKIINH

B Tabnuma 3 ce chappikaT caMo HEeXKEIaHUTE Peakilny, 3a KOUTO € YCTAHOBEHA OCHOBATEITHA
MIPUYUHHO-CIICJCTBEHA 3aBUCUMOCT OT JICUCHUETO C JICKAPCTBEHUS MPOIYKT CIIOpe]] HAOIF01aBaHOTO B
OCHOBHOTO MPOYYBAHE U OT TOCTMAPKETUHTOBHUS ONMHUT. [IpeicTaBeHnTe 4eCTOTH ce Oa3upat Ha
HaAOJIOIEHHSITA TI0 BpEME Ha €THO OCHOBHO CPAaBHUTEITHO KIIMHIYHO MIPOYYBaHE, B KOETO C€ M3CIIeBa
e(eKThT Ha TAIMAOMHU B KOMOMHANMS ¢ MeJdalaH U MPETHN30H PU HEJIEKyBaHH MO-PaHO MAlUEHTH
C MYJTHILICH MHEJIOM.

UYecrorute ce neguHUpaT Karo: MHOro Yectr (> 1/10), yectu (> 1/100 o < 1/10); Hewectu (> 1/1 000
1o < 1/100); penxu (+ 1/10 000 mo < 1/1 000); muaOTO peaku (< 1/10 000) u ¢ Heu3BecTHA YecTOTa (OT
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HAIMYHAUTE JaHHWA HE MOXKe Ja ObJie HampaBeHa OIleHKa). B paMkuTe Ha BCSKO rpyHHpaHe, B
3aBHCHMOCT OT YECTOTaTa, HeXKEJTAHUTE PEaKIIUH ca MPEICTABEHN B HU3XO/IAII Pell, 10 OTHOIIIEHHE Ha

TAXHATa CCPUO3HOCT.

Tabauua 3: Hexkenanu jJexkapcTeenu peakuuu (HJIP), cbo01ieHn oT 0CHOBHOTO KJIMHUYIHO
NMpoy4YBaHe HA TATUAOMUA B KOMOUHALMA ¢ MeJI()alaH ¥ MPeHU30H U OT MOCTMAPKETUHI0BATa

ynorpebda

CucreMo-0pranHu KJIacoBe

YecrToTa

He:xenanu peaknuu

Nndexuuu u nudecranuu

Yectu

ITneBMoHUs

C HeusBecTHA

Texxku nHpekunn (Hanp. QaraieH cercuc,
BKJIIOUMTENIHO cenTudeH mok)|, Bupycuu undexuuu,

YeCTOTa BKJIIOUUTETHO XEpIIeC 30CcTep U Xenatut B BupycHa
peaxTuBanus’
Heomnazmu — Yectu OcTpa MUeNOuIHA JeBKeMuUs®"
00poKaYeCTBEHH
A00p ’ Heuectu MuenoaucIuacTide CHHApoM™”

3/710KaYeCTBEHU U
HeomnpeaejeHH (BKJ. KHCTH U
TMOJIMIIN)

C nemsBecTHA
4ecToTa

CuHIPOM Ha TyMOpeH nu3uc’

HapyueHust Ha KPbBTa U
aumdHaTa cucrema

MHoro gectu

HeyTtporneHus, IeBKOTICHNUS, aHEMHUSL, TUM(OTICHUS,
TPOMOOIIMTONICHHSI

Yectn

®ebpriIHa HEYTPOTIEHU |, TAaHIMTOIICHUS

HapyuieHusi HA UMyHHATa

C nemsBecTHA

AJepTUYHHN peakuy (CBPbXIyBCTBUTEITHOCT,

cucreMa gecTorTa AHTHOE/IEM, aHA(QHIAKTHYHA PeaKuus, yprukapus)’
Hapyuenus Ha C HemsBecTHA i
XUMoTupeouaAn3bM
C€HIOKPUHHATA CHCTEMA 4ecToTa
Icuxu4HU HAPYLIEHUS Yectn OOBpKBaHe, IeNpecus

HapyuieHusi Ha HepBHaTa
cucrema

MHoro gectu

[Tepudepna HeBponmaTus*, rpemMop, 3aMassHOCT,
MAPECTEe3HH, AU3CCTE3Us], CHHIUBOCT

Yectn

KouByncun'!, HapyleHa KoopAuHALS

C nensBecTHA

CunIpoM Ha 3a7Ha oOpaTuMa eHiedanomaTus
(PRES)*, Bnomasane Ha cumMnTomMute Ha 6oJIECTTA

YecToTa .
— na Parkinson’

Hapyiennst Ha yXoTo 1

Py y Yectun Hapymen coyx uiau royxora

JIA0MpPHHTA
Yectu CopliedHa HEJJOCTATHYHOCT, OpauKapIus

Copaeunn HapyeHust Heuecrn Muoxkapaen undapkr!, arpuanna pudpunanus’,
— ATPUOBCHTPUKYJIAPCH OJIOK

Cba0BU HAPYLIEHUS Yectun JIpnboka BeHO3HA TpoMOo3a*

Benoapobua eMOonust*, MHTEPCTUIAATHA

Yectn AP ’ PeTHIL

PecnimpaTtopun, rpbIHH 1
MeIUACTHHATHH HAPYIICHUSA

OenoapoOHa Oosiect, OPOHXOIMHEBMOIIATHSI, JUCITHES

C HeusBecTHA
yecrora

Benoapobua xunepronus’

MHoro yectu

3amnek

Yectun IToBpbane, cyxoTa B ycTara
CTOoMaNIHO-YpEeBHH P &Y Y
HApyLIeHHs! Heuectu UpesHa 06cTpyKLmst '

C HeusBecTHa Cromarno-upeBHa nepdopanus’, nankpearur’,

4ecToTa KPBBOM3JIMB OT CTOMANIHO-YPEBHHUS TPAKT
XenaTtoOuJInapHu C HeusBecTHa f

YepHoapoOHM HApYIICHHS

HAPYIICHHS 4ecToTa

Yectun ToKCHYHM KOXKHM epyTIIHI, 00pHB, CyXa KoXa

HapymeHnust Ha KoxkaTa U
MOJKO0KHATA ThKAaH

C HeusBecTHA

Cungpowm Ha Stevens-Johnson*', Tokcuuna
enuaepMaIna Hekpoiusa® ', mekapcTBena peakuus ¢

gecroTa €03MHO(MIINS U CUCTEMHU cuMnToMu™*: T,
JIEBKOIMTOKJIACTUYEH BACKYJIUT!
Hapymenust Ha 0b0penure n
Py pen Yectun BrOpeuna HeNOCTATHUHOCT!

NMUKOYHHUTE NbTHIIA
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CucreMo-0pranHHu KJIacoBe YecroTa He:xenanu peaknuu

Hapymenus Ha

C HensBecTHa ITonoea aucdyHkuus’, MEHCTPyaTH! HAPYIIEHUS
BB3NPOHU3BOAUTETHATA Auchymniuus’, + Py Py ’
4ecToTa BKJIFOYUTETHO aMEHOpest
cucTeMa U IrbpaTa
OGmu Hapymenus u edexrn | MHOro yectu Hepudepen enem
Ha MSICTOTO HA MPUJIOKEHUE | Yectn IMupekcus, acTeHus, HEPa3MOIOKEHUE

* ke Touka 4.8 Onucanue Ha N30paHN HEKENTAHU PEaKIINU

T ycTaHOBEHH OT TOCTMAPKETUHTOBH JTAHHH

" Octpa mMuenonaHa neBKeMust 1 MUENOIUCIIIACTAYEH CHHIPOM Ce ChOOIABAT OT €IHO KIMHUYHO TPOYYBAHE MPU MALUEHTH
C HeJleKyBaHa J10 ToraBa MM, KOHUTO ca moyryyaBain KOMOHHAIMS OT Mendanas, npefau3oH u Tamuaomun (MPT)

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Hapywenus na kpvema u numpnama cucmema

Hexenanute peakiuu B 00J1aCTTa Ha XEMATOJIOTMYHUTE HAPYIICHUS Ca MPEJICTAaBEHU B CPABHCHHE ChC
CPaBHUTEIHOTO PaMo, Thil KATO CPABHUTEITHUSAT MIPOAYKT UMa 3HAYNM e(PEeKT BbPXY T€3H HApyIICHUS
(Tabmuma 4).

Tabauua 4: CpaBHeHHe HA XeMATOJOTHYHUTE HAPYIIEHUS PU KOMOMHAIMUTE MeJidasiaH,
npeaau3od (MII) u meadasan, npeauuson, Tanugomun (MIIT) B npoyuBane IFM 99-06
(Bxk. Touka 5.1)

n (% ot mauueHTUTE)

MII (n=193) | MIIT (n=124)

Crenenn 3 u 4*
HeyTponenust 57 (29,5) 53 (42,7)
JleBKOneHus 32 (16,6) 32 (25,8)
AHeMus 28 (14,5) 17 (13,7)
Jlumdonenus 14 (7,3) 15 (12,1)
TpomGouuTONneHnst 19 (9,8) 14 (11,3)

* Kpurepun nHa C30

JlorbTHUTETHY HEXETTAaHW PEAKINH OT MMOCTMAPKETHHIOBHS OTHT C TATUAOMUI, KOUTO HE ca
HaOJIF0IaBaHK NIPY OCHOBHOTO MPOYYBaHe, ca eOprITHA HEyTPOTICHHS U TTaHITUTOTICHHS.

Tepamozennocm

PUCKBT OT MHTEpYTEpHHHA CMBPT HIIH TEKKU BPOJICHH MaJIhOpMaIlnH, TIIABHO (POKOMEIHS, €
W3KITFOYUTEITHO BUCOK. Tanumomul He TpsAOBa Ja ce U3M0JI3Ba B HUTO €IMH MOMEHT OT OpPEMEHHOCTTa
(Bk. Touku 4.4 u 4.6).

Benosnu u apmepuannu mpomboembonuunu cooumus

NMa cpoO1IeHus 3a MOBUIIICH PUCK OT BEHO3HA TpoMOoeMOoius (KaTo AbI00Ka BeHO3HA TpoMO03a 1
OenoapoOHa emOonus) U aprepuaina TpoMmOooeMOo0nus (KaTo HH(ApPKT HAa MUOKapAa 1
1epeOpPOBaCKyJIaApHO CHOUTHE) NIPU NAIIMEHTH, JICKYBaHH € TATUAOMU (BXK. Touka 4.4).

Ilepugpepra nesponamus

[epudepHara HEBpOMaTHsI € MHOTO YeCTa, MOTEHIIMAIHO TEXKa HeXKellaHa Peakiusl IPH JICYCHNUETO C
TaJIUIOMH/I, KOSATO MOXKE Jla IPUUYMHU HEOOpaTUMO yBpexaHe (Bx. Touka 4.4). I1o nmpunnum,
nepudepHaTa HEBpOMaTHsI Ce TIOABSIBA CIIENl XPOHUYHA yHoTpeOa B MPOIBIDKEHIE HA MECETIH.
ChlniecTBYyBaT, 00aue M ChOOIIECHUS CJie/] OTHOCUTEIIHO KpaTKoTpaiiHa ynotpeba. CiyuauTe Ha
HEBPOIATHsI, BOJIEIIH JI0 IPEKpaTsBaHe Ha JICYEHNETO, HaMaJsIBaHe Ha J103aTa WM MPEKbCBaHe Ha
JIEYEHUETO CE YBEIMYABAT B 3aBUCHMOCT OT KyMYJIATUBHUTE JIO3H U IPOABIKUTEIIHOCTTA HA
TepanusaTa. CHMITOMUTE MOTaT /1a CE MOSABAT U3BECTHO BPEME CJIE]] CIMPaHE Ha JICYEHHETO C
TAIMAOMHJI M MOTAT Ja OT3BydYaT OaBHO WJIM BHOOIIE /1a HE OT3BYYAT.
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Cunopom na nocmepuopna oopamuma enyegparonamusi (PRES) / Cunopom na obpamuma
nocmepuopta aeskoenyedaronamus (RPLS)

Crobmasat ce cayyan Ha PRES/RPLS. Ilpu3HanuTte 1 CHMITOMUTE BKIIIOUBAT HApYILIEHHE Ha
3pEHHETO, TI1aB000IHE, THPUOBE H MPOMEHEH IICUXUYEH CTaTyC, ChC WM 0€3 CBhp3aHa XUIIEPTOHHSL.
Junarnosata Ha PRES/RPLS u3nckBa MOTBBpKACHUE Ype3 00pa3HO M3CIICABAHE HA MO3bKA.
MHO3UHCTBOTO OT ChOOIIEHUTE CAy4Yau ca UMaid IOTBbpaAcHH puckoBu (akropu 3a PRES/RPLS,
BKJIIOUMTEITHO XUIIEPTOHUS, OBOPEUHO YBpEKIaHE U €IHOBPEMEHHA YIOTpeOa Ha BUCOKHU 103U
KOPTHUKOCTEPOUIN W/UITH XUMHOTEPAITHSI.

Ocmpa muenouona neexemust (AML) u muenooucnracmuunu cunopomu (MDS)

AML u MDS ce cpo011aBaT oT €4HO KIMHUYHO NPOYYBaHE MPY MALMEHTH C IPEIH TOBA HEJIEKYBaH
MYJITHIUIEH MHEJIOM, TIOTy4aBalid KOMOHHAIUS OT MeianaH, MPEeJHU30H U TaTHIOMU (BXK.
Touka 4.4).

Anepauunu peakyuu u mesxicku KO#CHU peaKyuu

[Tpu u3non3BaHeTo Ha TEpanus ¢ TATHIOMU/ C€ ChOOIaBa 3a CIIyYal Ha aJlepruYHU PeaKkiiH, KOUTO
BKJIIOYBAT aHTHOE/EM, aHA(UIAKTUYHA PEAKIsI U TSKKU KOXKHH PEAKIMHU, BKIIOYBAILIH CHHAPOM Ha
Stevens-Johnson, TEN u DRESS. Ako ce mogo3upa anruoejieM, aHaduIaKTHYHA PEAKIINs, CHHAPOM
Ha Stevens-Johnson, TEN unu DRESS, ynotpe6ara Ha TaquaoMua He TpsiOBa Jia 3a1o4Ba MOBTOPHO
(Bx. Toukn 4.2 1 4.4).

Ilonynaius B crapyecka Bb3pacT

[IpodunbT Ha HEXENAHU peaKnu, CHOOIICHH MTPH MAIIMEHTH > 75-TOIUIIIHA Bh3PAaCT, JICKYBaHH C
tamugomu 100 mg BeAHBXK JHEBHO, € MTOJ00CH Ha MpodrIa Ha HEXXEITAHUTE PEakluy, HabIto1aBaH
TIpH ManMeHTH < 75-TOIUIITHA BB3PacT, JeKyBaHU ¢ TauaomMua 200 mg BeIHBX THEBHO (BXK.
Tabmuia 3). Ho nmaruenTrTe Ha BB3pacT > 75 TOAMHU ca ¢ TOTEHIIHAJICH PUCK OT MO-BUCOKA YECTOTa
HA CEPUO3HU HEXKEIIAaHU PEAKITUH.

C’B06H_IaBaHC Ha 1OJ03MpPaHy HCXKCJTaHU PCAKITNH

Cp0o011aBaHETO HA MOI03UPAHN HE)KEIAHN PEaKIIMU CIIE] pa3pellaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaykHO. TOBa 1M03BOJIsABA Ja MPOIBJKHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBEHUS NPOAyKT. OT MEIUIIMHCKUTE CIICIUAIMCTH CE N3UCKBA J]a ChOOIIaBaT BCAKA
[0I03UPaHa He)KETaHa Peakiiys Ype3 HaIl[MOHAIHA CHCTeMa 3a ChOOIaBaHe, MOCOUYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

B nurepatypara nMa cro0meHus 3a 18 ciaydas Ha mpemo3upaHe, OTHACSIIH ce 3a 1034 A0 14,4 rpama.
B Tpunazecet ot Te3u ciyyau MalUEHTHTE ca IPUEMAaIH CaMo TATHIOMHI; KOJIMUECTBOTO € B
nuamnaszona ot 350 mg 1o 4000 mg. Te3n manueHTH Wik He ca MPOSIBUIIM CUMITTOMH, FITHA Ca TIPOSIBILIN
CHUMIITOMH Ha ChHJIMBOCT, Pa3Apa3HUTEIIHOCT, ,,001ecT” U/ uiau rinaBodonue. [1pu enHo nere Ha
2-ropuuiHa Bb3pacT, koeto e npueio 700 mg, e ycTaHOBEH aHOMAJIECH IJIaHTapeH OTTOBOP B
JOTTBJTHEHNE KbM CHHIIMBOCT U pa3apasHuTenHocT. Hsama choOmienns 3a cirydan Ha CMbPT U BCHYKH
MAIMEeHTH C TPEI03MpaHe ca ce Bh3CTaHOBUIIM 0e3 mociencTsus. He chimecTByBa crienuaneH aHTUAOT
Ipu Ipefo3upaHe Ha TanuaoMu. B ciydail Ha npeno3upane TpsOBa Aa ObAaT MOHUTOPUPAHH
MOKa3aTeNrTe Ha )KU3HeHNTe QYHKIIMY Ha ManueHTa U TpAaOBa aa 0be MPUI0KEHO MOIXOAAIIO0
MOJIITOMAraIo JIeYeHre 3a MOAAbPKaHe Ha KPHBHOTO HAJSITAHE W JMXATEITHUS CTaTyC.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 dapmakoguHAMHYHH CBOMCTBA

®dapmMakoTepaneBTHYHA TPyIa: UMyHOCYIpecopH, npyru umyHnocymnpecopu, ATC xon: LO4AX02.
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TanuaoMu Ma XupalieH HEHThDP U KJIMHUYHO Ce M3M0I3Ba 110 Gpopmara Ha panemar Ha (+)-(R)- u
(-)-(S)-ramunomun. CrieKTBPBT Ha NEHCTBHE HA TAIHIOMHJI HE € HAITBJIHO OTPEICIICH.

MexaHU3bM Ha IEWCTBUE

Tanugomuz moka3Ba IMyHOMOIYJIATOPHO, IPOTHBOBB3NAINTETHO U TOTCHIIUATHO
AHTHHEOIUIACTHYHO JeiicTBUe. JlaHHUTE OT in Vitro Ipoy4BaHUs U KIMHUYHYU U3MMTBAHUS TTO/ICKA3BaT,
Ye UIMyHOMO/IyJTaTOPHUTE, IPOTUBOBB3MATUTEITHUTE U AaHTHHEOIIIACTHYHNTE €(DEKTH Ha TaTHIOMH]
MOTaT J]a ca CBbP3aHU C IIOTUCKAHE HAa CHHTE3UPAHETO Ha CBPBXKOJINYECTBA OT TYMOPHHS HEKPOTHIEH
¢dakrop-anda (TNF-a), nemonynauus Ha n30paHu aIXe3MOHHU MOJIEKYJIH BbPXY KIEThYHATA
NOBBPXHOCT, yYacTBAIllM B MUTPALIMATA HA JICBKOUUTHUTE U C aHTHAHTHOT€HHA aKTUBHOCT. TanuaoMua
CBIIIO TaKa € XUITHOTHYHO CETaTUBHO CPEJCTBO C LICHTPAIIHO ICHCTBHE, KOETO He € 6apOuTypoBO
npou3BoAHo. Hsima anTHOaKTepramIHu eQeKTH.

Kinnnunyna ebukacHOCT ¥ 0€30IacHOCT

Pesynrarute ot IFM 99-06 - da3a 3 pannoMu3upano, OTKPUTO, C TapaleIH IPyH, MHOTOLIEHTPOBO
MpOy4YBaHe IEMOHCTPHUPAT MPEAUMCTBO 110 OTHOIICHHUE Ha MPEKUBIEMOCTTa, KOTAaTO TAIUIOMUT Ce
W3II0JI3Ba B KOMOMHANMS ¢ Medaiad | MPETHN30H 3a 12 MUKbIa 1Mo 6 CeIMUITN 3a JICUCHHUE Ha
MAIMCHTH C HOBOJUATHOCTHIIMPAH MYJITUIUICH MUEIIOM. B TOBa mpoydYBaHe Bh3pPaCTOBUST JUATa30H
Ha manueHTuTe e 65-75 rogunan, kato 41 % (183/447) ot naruenTuTe ca Ha Bb3pacT 70 roquHU UITN
Mmo-Bb3pacTHU. MeauanaTa Ha mo3ara tamuaomuna € 217 mg u > 40 % oT manueHTuTe mpeMruHaBaT

9 nukbna. Mendanan v npeJHU30H ca MpUIIaranu B 1034 ¢boTBeTHO 0,25 mg/kg/nen n 2 mg/kg/nex B
qauTe OT 1 710 4 Ha BCeKkU 6-CeIMHYECH ITUKBII.

OcBeH aHanm3a 1Mo MPOTOKOJI, € U3BBPINCHA aKTyanu3arus Ha npoyuBaneto IFM 99-06, kato ca
npeAcTaBeH:H JaHHUTE OT omie 15 Mecena npociensBane. Meananara Ha oOmaTa npexussiemoct (OS)
e cboTBeTHO OT 51,6 £ 4,5 33,2 + 3,2 mecena B rpynute Ha MIIT u MII (97,5 % CI 0,42 no 0,84).
Ta3u 18-MecedHa pa3ivka € CTAaTUCTHYECKH 3HAaYMMa ¢ KOe(QUITUECHT Ha PUCK 110 OTHOIIICHHE Ha
HaMaJIIBaHE Ha pucka oT cMbpT B rpynara ¢ MIIT ot 0,56, 97,5 % nosepurenen unrepsain 0,42-0,84
u p-ctoiiHocT < 0,001 (Bxk. @urypa 1).

®@urypa 1: O61ma npe:kuBsAeMOCT cropes Je4eHHeTo

1 -
0.8 T
0.6 T

CphoTHOLIEHUE

0.4 +

Jleyenne O/N+ Meauana Ha Bpeme
NPEeKNBAEMOCT =+ se
(Mecemn)
021 wmp 128/196 332+32
MP-T 62/125 51,6 + 4,5
0 t t : t } . t i
0 12 24 36 48 60 72 84

Bpeme cien panaoMusanusta (Mecem)
IlenuaTpuyHa momyamus

EBporietickarta areHIus 1o JeKkapcTBaTta 0CBOOOXKIaBa OT 3abJDKCHHUETO 32 MPEIOCTABSIHE Ha
pe3yNiTaTUuTe OT MPOYYBAHUATA C TAIIMOMHUJ] BbB BCHUKH MOATPYITH Ha MEANATPUYHATA MOy IaIHs
[P MYJITUIUIEH MHUEJIOM (BK. Touka 4.2 3a MH(OpMAaIIKs OTHOCHO yroTpeda B IeIuaTpusITa).
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5.2 ®apmakoKMHETHYHH CBOWCTBA

AOcopouus

Tamumomuy ce abcopOupa 6aBHO Ciiel IEPOPaAICH MTprueM. MaKCUMATHHUTE TIa3MEHHA KOHIICHTPAITU!
ce mocturat 1-5 daca cren nmpuema. EMHOBpeMEHHOTO MTpHEeMaHe ¢ XpaHa 3a0aBs pe30pOIusITa, HO He
MIPOMEHsI 00IIIaTa CTENeH Ha pe30pOITus.

PasnpeneneHue

Ceop3BaneTo Ha (+)-(R) u (-)-(S) eHanTHOMEPHUTE C IUIA3MEHHUTE MPOTEHHH € OTIPEICICHO CHOTBETHO
kato 55 % u 65 %. TanugoMu NpuChCTBa B CliepMaTa Ha MALIMEHTUTE OT MBXKKH 110JI TP HUBA,
noJ00HM Ha IUIa3MEHUTE KOHIEHTpaluuH (BK. Touka 4.4). PasnpeneneHuero Ha TaAIMAOMHL HE CE
MTOBJIMSABA B 3HAYMMA CTEIICH OT MIPOMEHIIUBUATE BB3PACT, 10JI, O0h0peuHa GyHKITHAS U OMOXUMUS Ha
KpPBBTA.

BuorpancdhopMmarus

Tanmunomuz ce MeTabonu3upa MOYTH U3LSIIO Ype3 HeeH3UMHA XuIponn3a. HempomeneHust
TAIUAOMU] B IJia3mara npenactasisiBa 80 % OT mpoayKTHTe OT 0OMsHATa B KpbBOOOPAIICHUETO.
HempomMenenusT TanuaoMuy € HeHaunTeneH KomnoHeHT (< 3 % ot no3ara) B ypunara. OcBeH
TIWAOMHUI, B IUIa3MaTa U B rojsiMa CTENICH B ypHUHATA IPUCHCTBAT U XUAPOIU3HUA IPOIYKTH
N-(0-kapbokcnOeH301T) TAyTapuUMHI U (HTaJIONT N30TIIYTaMUH, 00pa3yBaHU Ype3 HECH3UMHHU
nporecu. OKCHIATUBHUAT METa00M3bM He OMPUHACS 3HAYUMO 32 001U MeTabOIH3bM Ha
tamuaomul. ChIIeCTBYBa MUHUMAJICH, KaTaau3nupaH ot ruToxpoM P450 cuctemara, uepHoIpoOeH
MeTabo0an3bM Ha TanuaoMua. ChILECTBYBAT in Vifro JaHHU, KOUTO MOKa3BaT, Y€ IPEIHU30H MOXeE A2
Npeau3BHKa EH3MMHA HHIYKILHUS, KOSTO OU MOTJIa J]a HaMaJii CUCTEMHATa eKCIIO3ULHUs Ha
€/THOBPEMECHHO W3IOJI3BaHH JICKAPCTBEHH MPOJAYKTH. PelleBAaHTHOCTTA Ha TE3U HAXOJKH in Vivo €
HEH3BECTHA.

Enumunupane

CpeHUAT TUTa3MEH SIMMUHAIIMOHEH MTOTY)KHBOT Ha TAUOMUJ] CIIE/ SAHOKPATHU TIEPOPATHH JJO3H B
nmuamnazona mexay 50 mg u 400 mg e 5,5 mo 7,3 gaca. Cnen eqHOKpaTHA Iepopaida mo3a oT 400 mg
paanobensizaH TamuAOMIA 00IIIOTO CPEeHO Bh3CTaHOBsBaHe € 93,6 % oT mpuioxeHara 103a J0 JIeH 8.
lonsima wacT OT paioaKTUBHATA 7032 CE EKCKPETHUPa B paMKuTe Ha 48 yaca cliell npujaraHeTo Ha
no3ata. OCHOBHUSAT BT Ha eKCKpeTupane ¢ upe3 ypuHata (< 90 %), 1oKkaTo eKCKPEeTUPAHETO upe3
(helieca € HE3HAYUTEITHO.

CrliecTByBa JIMHEHHA 3aBUCUMOCT MEX/1Y TEJIECHOTO TETJI0 U U3UMCIIEHUS KIUPBHC HA TATUAOMU:
NP TALUEHTH ¢ MYJITHIUIEH MUEJIOM C TeJlecHO Terio oT 47 1o 133 kg KUpBHCHT HA TaTUIOMU/
Bapupa MeKIy nmpuOnmu3uTeaHo 6-12 L/h, koeto npencTapispa yBeIMYCHHE Ha KIUPHbHCA HA
tanuaomun ot 0,621 L/h va 10 kg yBenuuenune Ha TEIECHOTO TETJIO.

JInHEeHHOCT/HENMMHEHHOCT

Oobmara cucremna excriosznuus (AUC) e nmpomopiioHaiHa Ha 103aTa IpH YCIOBHS Ha eAMHUYHA J03a.
He ce nabmonaBa BpemeBa 3aBUCHMOCT Ha (hapMaKOKHHETHKATA.

YeproapoOHO U OBOPEUHO YBpEKIAHE

Cremenra Ha METa0OM3HM Ha TAUTHIOMHUJ Upe3 depHoapoOHarta rurtoxpom P450 cucrema e
MHUHHMMAJIHA ¥ UHTAKTEH TATMAOMH/] HE Ce eKCKpeTupa upe3 0b0penure. M3mMepBanusTa Ha
0b0peunata ¢pynkuus (CrCl) u Ha yepHOApPOOHaTa PYHKIMS (KpbBHA OMOXHUMHUS) TOKa3BaT
MUHHMaJIeH ePeKT Ha ObOpeyHaTa u YepHoApoOHaTa PyHKIUSA BbPXY (hapMaKOKHMHETHUKATA HA
tanmuaomu. [lopaan ToBa He ce oyakBa MeTaOOTU3MBT Ha TAJTMIOMHU Ja CE MOBJIUSIE OT HAPYLICHHUE
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Ha YepHOApoOHaTa Hiau ObOpeuHaTa GpyHkuus. JJaHHUTE OT MalMeHTH ¢ OBOpEeUHO 3a00IsIBaHE B
KpacH CTaJiii He MpEIoliaraT HUKakBo Bh3JielicTBUE Ha ObOpeuHaTa pyHKIHS BbPXY
(hapMaKOKMHETHUKATA HA TATUOMU].

5.3 IlpeakJIVHUYHHU JAHHU 32 0€30MACHOCT

ITpu MBXKKO Kyde, cle]] pHIaraie B MpoIbJKCHUE Ha €{Ha TOAMHA, Ca HAOII0AaBaHH 00paTHMH
3aIryliBaHWA B XXJIBYHUTC KaHAJIUCTa TP €KCIIO3UIUH, 1,9 IIbTH ITO-BUCOKU OT CKCIIO3ULIMATA ITPU
xopa.

B OpOoy4YBaHUA IIPU MUIIIKHA U IIIBXOBE € OTOEINSI3aH MOHIKEH 6p0ﬁ Ha TpOM6OI_[I/ITI/IT€. Topa H3rjcxaa
€ CBBP3aHO C TAIMAOMU/ U CE ITPOABABA ITPU CKCITO3UITUN 2,4 IIbTH MTO-BUCOKHU OT CKCIIO3ULMATA ITPU
Xopa. ToBa moHmkaBaHe HE € JAO0BCJIO 10 KIIMHUYHHA MPOABU.

B CAHOTOAMIIHO MPOYYBAHE IIPH KYyUCTa Ca Ha6JI}OIIaBaHI/I YToJIEMsIBAHE H/VIIH OIBCTABAHC B CHUHBO Ha
MIJICUHUTEC KJIC3H U YABJDKABAHC Ha €CTpyCa IMPU JKCHCKUTE )KXKUBOTHU, ITPU €KCIIO3UIIMH PABHU HA

1,8 HJIK IIOBEYEC OT 3,6 IObTHU TO-BUCOKH OT CKCIIO3ULIUATA IIPHU XOpa. PeneBanTHOCTTA Ipu Xopa €
HCHU3BCCTHA.

EdexTbT Ha TanuaoMua BpXy GYHKLIUATA HA IIUTOBUHATA KJI€3a € OLICHEH KAaKTO IIPH IUIbXOBE,
Taka u npu Kydera. [Ipu kyuerara He ce HabronaBa edekt. [Ipu murbxose, obaue, uMa 3a0eneKUMO
JI0303aBUCHMO HamalsiBaHe Ha oOmiust 1 cBoOo HMS T4, KOETO € MO-IOCTOSHHO MPH KEHCKUTE
€K3EMIUISIPH.

He ce YCTaHOBABA MYTAarcHCH WJIM '’CHOTOKCUYCH C(I)CKT IIpU aHAJIM3 Ha TaJIMAOMU]] CbC CTaHAapTHA
GaTepHs OT TECTOBE 3a FEHOTOKCUYHOCT. He ca ycTaHOBEHH JaHHM 3a KaHIIEPOI'€HHOCT MU
ekcrio3utuu puoau3uTenHo 15, 13 u 39 mpTu no-roemu ot n3uncienara kinandHa AUC mipu
IIperopbyUBaHaTa HayajHa 103a CbOTBETHO MPH MUILKU, MBXXKH U )KCHCKH IUIBXOBE.

[Ipoy4uBanusTa BBPXY )KHBOTHH ITOKA3BAT PA3INYMs B YYBCTBUTEITHOCTTA HAa OTAETHUTE BUIOBE KbM
TepaTtoreHHuTe e(heKTH Ha TATHIOMHII. TaauIoMu € TOKa3aH TepaTOreH MpH Xopa.

B mpoyuBane npu 3aiilii He ce ycTaHOBsIBa e(DeKT BbPXY (hepTUINTETa HA MBKKUTE U )KEHCKHTE,
BBIPEKHU Ue ce HaOIoJaBa TECTUKYJIapHa JIeTeHepalys Py MbXXKHUTE )KUBOTHH.

B exHo mpoyuBaHe Ha NepH- U MOCTHATAIIHATA TOKCUYHOCT IIPH 3aMIIU TATUIOMUJ, TIPUJIaraH B 103U
1o 500 mg/kg/nen, Boau 10 abopTH, yBeNTW4IEeH OpOil HA MBPTBOPOICHUTE U HaMaJleHa
KHU3HECTTOCOOHOCT HA MAJIKKTE B MIEPHOJIA Ha JIaKTalus. [Ipy MOKOJIEHUETO Ha MalKH, TPETUPAHH C
TaJIUIOMH]I, IMa YBeJIMYaBaHe Ha a0OpTUTE, 3a0aBEHO HaIJJaBaHE HA TETJI0, IPOMEHHU B
CIIOCOOHOCTHTE 3a 3aydaBaHe U B IaMETTa, HaMaJeH (GepTHIINTET U HAaMaJIeH HHJIEKC Ha
3a0peMeHsBaHE.

6. ODAPMAIIEBTUYHHU JAHHHU
6.1 Choucbk Ha IOMOLIHHUTE BelIECTBA
KancyinHo ¢cbabpKUMO

Huecte, npexxenaTuHU3UPAHO
Marue3sues creapat

CncTaB Ha KarcyJiaTta
Kenatun
TuranoB nuokcun (E171)

IlegyaTHO MacTHIIO
lemmak
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Yepen xkenesen okcup (E172)
TIponuneHraukon

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpox Ha roaHOCT

5 roauHu

6.4 Chnenuananm yca0BHs HA CbXpaHeHHe

To3u ekapcTBEH MPOAYKT HE U3UCKBA CIECLUAIHH YCJIOBUS Ha ChbXpaHEHHUE.

6.5 Buawu chabp:KaHUe HA ONMIAKOBKATA

PVC/PCTFE/anymunues oimctep, Chabppxail 14 Karncyiu.

Bunose onakoBku: 28 xancynu (aBa Onucrepa) GUKCUpaHU B KAPTOHEHA KapTa THI ,,IIOPTHen”.

6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBHPJIsiHE H padoTa

Kamncynure He Tpsi0Ba Aa ce 0TBapsT WIN CMavyKBaT. AKO TaJHIOMUJ IPax Bie3e B KOHTAKT C KOXKaTa,
T TpsiOBa /1a ce u3MHUe He3a0aBHO M OOMITHO ChC CalyH U BoJa. AKO TATUJIOMH/ Blie3€ B KOHTAKT C
JIMTaBHIIM, T€ TPSOBA 1a Ce MPOMHUAT OOHMITHO C BOJIA.

MenunHcKUTe CeNUANUCTH U OOJTHOTIe1aunTe TPAOBa Ja U3MI0A3BaT PhKaBHULIU 3a €AHOKpaTHA
ynoTpeba, Korato padoTAT ¢ OaucTepa uiK Karcyiara. Cies ToBa pbKaBHIIMTE TPSOBa Jja ce CBaJISIT
BHUMATEJIHO, 32 J1a C€ IPEI0TBPATH EKCIIO3UIMS Ha KOXKaTa, a Ce IIOCTaBsIT B OJIMETHICHOBA
TopOMUKa ¢ "IuM" 1 a ce M3XBHPIIAT B CHOTBETCTBHE C MECTHUTE M3uckBaHus. [locne ppiiere TpsOBa
Jla ce U3MHSAT 100pe Che callyH U Boja. JKeHH, KOUTo ca OpeMEeHHH MM MOJI03UPaT, Y€ MOXKe /1a ca

OpeMeHHH, He TPsAOBa J1a paOdoTAT ¢ OIHMCTepa WK KarcyiaTa (Bxk. Touka 4.4).

Bcuuku Hensnon3BaHu KancyJjim Tpﬂ6Ba Ja 6’LI[aT BBbpPHATU HaA q)apMaueBTa B Kpad Ha JICUCHUCTO.

7. HNPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

Bristol-Myers Squibb Pharma EEIG

Plaza 254

Blanchardstown Corporate Park 2

Dublin 15, D15 T867

Hpnaunus

8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/08/443/001

9. JATA HA ITBPBO PASPEIIABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

[ata Ha mepBo pazpemanane: 16 amprr 2008 r.
Jara Ha nocnenHo monHoBsiBaHe: 08 dheBpyapu 2018 1.
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10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

ITonpoOHa nHpOpManUs 3a TO3H JEKAPCTBEH MPOAYKT € MPEeI0CTaBeHa Ha yebcalita Ha EBponeiickara
areHITUs 110 JIeKapcTBaTa http://www.ema.europa.eu.

21


http://www.ema.europa.eu/

IMPUJIOKEHHUE IT

MNPOU3BOJUTEJI(N), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA
IHAPTU N

YCJIOBUSA NI OT'PAHUYEHNS 3A TOCTABKA U YIIOTPEBA

APYTI' YCJIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJI0BUA UK OT'PAHUYEHNUSA 3A BE3OITACHA U EOEKTHUBHA
YIHOTPEBA HA JIEKAPCTBEHMUS TPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HM) 3A OCBOBOXJIABAHE HA ITAPTU/ M

Hme n agpecC Ha HDOI/IBBOI[I/ITCJ'IH(I/ITC), OTFOBODCH(HI/I) 3a OCB060)KZ[aBaHe Ha MapTHuauTe

Celgene Distribution B.V.
Orteliuslaan 1000

3528 BD Utrecht
Hunepnannus

b. YCJI0OBUA NWIN OIT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa [0 OrpaHUuEHO Jiekapcko npeanucanue (Bx. [punoxenue I:
Kparka xapakrepucTuka Ha IpoayKTa, Touka 4.2).

B. JPYI'M YCJIOBUA U N3NCKBAHUMSA HA PASPEHIEHUETO 3A YIIOTPEBA
. Iepuoguynm akTyaJau3upanm Jokjaagu 3a oezonacuoct (ITAIB)

WznckBanusTa 3a ojaBaHe Ha MEPUOIUYHH aKTyaIM3UPaHU JOKIaIH 32 0€30IacHOCT 3a TO3H
JIeKapCTBEH MPOJYKT ca MOCOYCHH B CIIMCHKa ¢ pedepeHTHuTe aatu Ha Eporneiickus cpio3 (EURD
CIHCHK), npeasuaeH B wi. 1078, an. 7 ot Jupextura 2001/83/EO, n BbB BCUUKH ClieIBaIIIH
aKTyalu3aluy, MyOJUKyBaHU HA eBPOIIEHCKHS yeOropTal 3a JIeKapcTBa.

. YCJI0OBUs NWJIN OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

[Ipurexxarensat Ha pa3pemennero 3a ynorpeda (IIPY) TpsOBa na n3BbpiIBa N3NCKBaHUTE EHHOCTH U
JIEHCTBYSI, CBBP3aHU C TIPOCIeAsIBaHe Ha JIEKapCTBeHaTa 0€3011acHOCT, mocoyeHn B onooperns [1YP,
npezacraBed B Moayn 1.8.2 Ha pa3pelieHreTo 3a ynorpeda, KakTo U BbB BCHUKH CIICABALIA 0J00pEHH
akTyanusauuu Ha ITYP.

Axryamusupan [TYP TpsiOBa na ce moaasa:

. 1o uckane Ha EBponelickaTta areHIus 1o jJeKkapcTBara.

. BMHATH, KOTAaTO ce M3MEHS CHCTeMAaTa 3a yIpaBJieHne Ha PUCKa, 0COOEHO B Pe3yiTaTr Ha
MoJTyYyaBaHe Ha HOBa MH(OPMAIHUS, KOATO MOXKE Ja JTOBE/IE JI0 3HAYMMU IIPOMEHU B
CHOTHOIIIEHUETO TTOJI3a/PUCK, WITH CIIe/] TOCTUTaHEe Ha BayKEH eTall (BbB BPB3Ka C IMPOCIe/IIBaHe
Ha JIeKapCTBeHaTa 0€30MaCHOCT MITH CBEXKIaHe Ha PUCKA 0 MUHIMYM).

L I[OH'bJIHI/ITeJIHI/I MEPKH 32 CBECKAAaHE HA PUCKA 10 MUHUMYM

1. IIputexatenar Ha pa3pemrenreTo 3a yrmorpeda (ITPY) tpsoBa na cerizacysa moapoOHOCTUTE Ha
mporpama 3a KOHTPOJIMPAH JIOCTHIT C HAIMOHATHUTE KOMIIETEHTHH OpraHy U TpsOBa Jia
TIPUJIOKU CHOTBETHATA MIPOTPaMa Ha HAIIMOHAITHO HUBO, 32 Ja TapaHTHpa, 4e:

o [Ipenu myckaneTo Ha a3apa BCUYKH JIeKapH, KOUTO Bh3HAMEPSBAT Ja MPEIITUCBAT
Tanmunomug BMS, u Bcuuku hapmarieBTu, KOMTO MOXKe Ja otnyckar Tamumomua BMS,
ca nonyuwiu [Ipsiko cro0IIeHre 10 MEIUITMHCKUTE CIISITUAIMCTH, KAKTO € OITHUCAHO
MO-A0Ty.

. IIpenu npeamucBane (KOTaTo € MPUIIOKUMO M KaKTO € ChINIACYBAHO C HAIIMOHATHHS
KOMIIETCHTEH OpraH — MPeIn OTIyCKaHe) BCHUKH 3APaBHU CIICIIUATUCTH, KOUTO
BBh3HAMEpSIBAT J1a peaAnucear (u aa ormnyckat) Tamumomun BMS, ca cHabnenu ¢
OOyunTeneH KOMIUIEKT 32 MEAUIIMHCKH CIEIIHATUCTH, KOUTO ChIbpiKa CICITHOTO:

o OOyuuTeaHa Opolrypa 3a MEIUIMHCKY CIICIUATHCTH
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OO0yuuTeTHN OpOITypH 3a MAIUCHTH

Kapta Ha nanuenta

dopmynsapu 3a THPOPMHUPAHOCT OTHOCHO PUCKA

Hudopmarnus xbje Aa ce HaMepH aktyanHata Kpatka xapakrepuctuka Ha

npomykra (KXIT)

2. [IPY TpsibBa ma mpuiioku mporpama 3a npemnassane ot Opemennoct (I1115) BbB Besika 1bprkaBa
uneHka. [logpoonocTute Ha [1I1b TpsOBa na ca chriacyBaHU ¢ HAITMOHATHHUS KOMIIETCHTEH
OpraH BbB BCiAKa AbpiKaBa YICHKA U 1a CC MMPUIIOKAT IMPEAN ITyCKAaHETO Ha JICKaAPCTBCHUA
NPOJIYKT Ha IMa3apa.

3. [IPY TpsbBa na chriacyBa OKOHYATETHHUS TEKCT Ha [IpsakoTo choOIeHrne 10 METUITTHCKUTE
CHEIUAIUCTH U ChIbpxkaHueTo Ha OOyYHTETHHS KOMIUICKT 32 MEAUIIMHCKH CIEIIHATUCTH C
HallMOHAJIHUA KOMIICTCHTCH OPTraH BbB BCAKaA AbpiKaBa YJICHKA IMPEAN ITyCKAaHETO Ha
JIEKapCTBEHUS MPOAYKT Ha Maszapa U Ja rapaHTHpa, Y€ MaTepHaIIUTe ChIbPKAT OCHOBHUTE
€JIEMEHTH, KaKTO € OIMUCAHO T0-/I0IY.

O O O O

4. [TPY tpsibBa &a chriacyBa MpuiIaraHeTo Ha MporpaMara 3a KOHTPOJIUPAaH JIOCTHII BbB BCSAKA
I'bpKaBa YICHKA.
5. [Ipenu pasperaBaHeTo 3a yrnorpeda OT HAlIMOHATHUS KOMIICTEHTEH OpTraH U NPEAN IIyCKaHETO

Ha JICKapCTBEHUS MPOAYKT Ha na3apa [IPY tpsbsa na rapanTupa, 4e 00y4UHTEITHUTE MaTEPUAIN
ca MpeA0CTaBeHH Ha U MIperjie/laHu OT HallMOHATHUTE OPraHU3alliy Ha MalueHTUTe WIH, aKo
TakaBa OpraHy3alysl He ChIIECTBYBA MM HE MOXKE /1a Ob/ie BKIIOUEHA, OT ChOTBETHA TPpyIia
MAUEeHTH. 3a IPEANOYUTaHe € BKIIOUEHUTE MAMEHTH Ja HE ca 3all03HATH C HCTOPHsITA Ha
tanuaoMus. PesynaraTure oT TecTa 3a HUBO Ha pa30upaeMocT TpsOBa f1a ObJaT NpeJOoCTaBeHU
Ha HAallMOHAJIHUS KOMIIETEHTEH OpraH U KpailHWTEe BapUaHTHU Ha MaTepHaIuTe Aa ObaaT
BaJIMAMPaHY HA HALIHOHAITHO HUBO.
6. [PV chimo TpabBa na chriacysa ¢ BCsiKa JbpKaBa WICHKA MPEIH MyCKaHETO Ha JIeKapCTBEHHS
IPOLYKT Ha Ia3apa:
. Haii-nogxonpsmure cTpaTeruu 3a MOHUTOpUpPaHe Ha yoTpedara Ha IPOyKTa U3BbH
0J100peHNTE TIOKA3aHUsI HAa TEPUTOPHATA HA CTPAHATA.
o Cr0upaHeTo Ha MOAPOOHU JTAHHM C TIeN Aa ObIaT pa3dpaHu AeMorpadCKUTe MOKa3aTeNn
Ha TapreTHaTa MOIyJanus, IOKa3aHUEeTO U OPOAT Ha KEHUTE C JEeTepOEH OTeHIHUA, 3a
Jla ce clieu ynorpebara Ha NPOLYKTa U3BbH 0J00OpPEHHUTE [TOKAa3aHHs Ha TEPUTOPUATA HA
CTpaHaTa.
7. [Ipenn myckane Ha ma3apa BbB BCsika AbprkaBa wieHka [IPY tps6Ba na yBenomsisa EMA u
CBHOTBETHHUTE HAIIMOHAIHHU MPEJCTABUTEIN HA MAIIUEHTUTE U Ha TOCTPAAATIUTE OTHOCHO
IpeJIokKEeHaTa JaTa 3a [IyCKaHe Ha Ia3apa.

OCHOBHM eJIEMEHTH, KONTO TPSAOBA /1a 0bAAT BKJIKYEHHU

IIpako cvoduenue 00 meduyunckume cneyuaiucmu (npeou nycKanemo Ha nasapa)

[IpsKkoTO CHOOIIEHNE IO MEAUIIMHCKUTE CIICIIUAIMCTH TPSOBA J1a CE ChCTOU OT JIBE YaCTH:

. OcHoBeH TekcT, cbrinacyBad ¢ CHMP

. Harnmonanuu crierupuaHy N3UCKBaHUS, ChIIIACYBAHU C HAIIMOHATHUS KOMIIETCHTCH OPTaH,
OTHOCHO:
o) PaznpoctpaHeHreTo Ha JIGKAPCTBEHHS TPOYKT
o) [Ipouenypu, KOUTO A2 rapaHTHPAT, Ye BCHYKUA CHOTBETHH MEPKH Cca OWIIN TPEATNPUETH

mpeau oTmyckaneTo Ha Tammomun BMS

Ooyuumenen KOMRJIEKmM 34 MeOUYUHCKU CReUUaUCHu
OOYyYHUTETHUAT KOMIUIEKT 32 MEAMIIMHCKY CICIHMATUCTH TPAOBa 1a ChIbPIKa CICAHUTE CIIEMCHTH:

OO0vunTeaHA OpOINYPA 32 METHIIHHCKH CIIEIHAJINCTH

. Hcropus u uHbOpMAaIns 3a TATUIOMUT
. MakcumanHa NpoabIKUTETHOCT Ha MPEANUCAHOTO JICUCHHE
o) 4 ceaMUITH 3a )KCHH C JCTEPOICH IMOTEHITHAIT
o) 12 cenMuIy 3a MBXKE | 32 ®KEHH 0€3 JIeTEePOCH MOTSHITHAI
. TepaToreHHOCT ¥ HEOOXOIMMOCTTA JIa C€ U30sATrBa eKCIIO3UIMs Ha deTyca
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PwvkoBOCTBO 32 paboTa ¢ OimucTepa wiun kancynara Tamugomun BMS 3a MequiuHCcKu
CIELHAIMCTH B OOJIHOIJIEIaun

3aabIKeHUs Ha MEIULIMHCKUTE CIICIIUAIMCTH, KOUTO Bh3HAMEPABAT J1a IPEANUCBAT WU
otmyckat Tamugomun BMS

o Heo6xonumocT 1a ce ocurypH n34epraresiHO ChbBETBAHE M KOHCYJITALUS HA MTALUCHTUTE

o ToBa, ye manuenTuTe TpsOBa 1a ObAAT CIOCOOHU Ja cria3BaT U3MCKBAHUATA 3a Oe30IacHa
ynorpeba Ha Tammnomug BMS

o HeobxomumocT 1a ce OCUTYpAT Ha MallMeHTHTE ChOTBETHUTE 00yUdnTeNIHa OponTypa 3a

MalnueHTHU, KapTa Ha MalluCHTa Y/WIIH €KBHBAJICHTHO CpeaCTBO
CnBeTH 32 6630HaCHOCT, OTHACAIIM CC€ 10 BCUYKH MAITUCHTH

o OrnrcaHye 1 JIeueHrE Ha UICXeMHUYHA O0JIECT Ha CHPIIETO (BKIFOUYUTEITHO HH(DAPKT Ha
MHOKapaa)

o MecTHU HapenOH 3a OTITyCKaHe Ha MPeITUCaH TATHIOMU], CIICU(UIHA 3a BCAKA
JIbpKaBa

o Benuky HeM3Mo3BaHU Karcysiu TpsiOBa Jia ce BbpHAT Ha (apmarieBTa B Kpas Ha
JICYCHUETO

o [TanueHTHT HE TPsAOBaA Ja MapsBa KPbB 10 BpeMe Ha JICYSHUETO (BKIFOYUTEITHO TIPU
MPEKbCBAHUS Ha MPUEMa) U JI0 TOHE 7 IHU CJIe ClIMpaHe Ha nmpueMa Ha TaaumomMul
BMS

Onucanwne Ha [111b u kaTeropusupaHe Ha MAITMEHTUTE T10 IO U AETEPOICH MOTEHITHAI

o AnroputsM 3a npunarase Ha [111b

o Ompenenenune 3a xeHu ¢ pereposer nmorennuan (JKJIPIT) n geiicTBus, KOUTO

MPEANUCBAIIHAT JIeKap TPSAOBa Jia IpeANpUeMe, aKo HE € CUTyPeH
CoBerH 3a 0€30IacHOCT 3a )KEHU C AECTEPOJAEH HOTEHIINAT

o HeobxonumocT na ce n30erne ekcrno3uuus Ha geTyca

o Onucanue Ha [111b

o HeobxoanmocT oT epeKTHBHA KOHTpAIENIUs (IOpHU ako )KeHaTa € C aMeHopes) U
orpeJesieHe 3a epeKTUBHA KOHTPALCTILHS

o AKO Ts IMa HyX/1a J1a IPOMEHH WJIK J1a CIIpe U3MOI3BAHETO Ha CBOSI METOA 32
KOHTpAIEMIIHs, TS TpA0Ba 1a HHPOPMUpa:
. Jlekapsi, mpeanucan HelHATa KOHTPAIICIIHS, Y€ TS € Ha TaIHJOMHUI
. Jlekapsi, mpeanucan TaTUAOMUI, Y€ TS € CIpsUIa UM IPOMEHUIIA CBOSI METO]T Ha

KOHTpAIICTIIHsI

o Cxema Ha TeCTOBETE 32 OpPEeMEHHOCT
. CobBeT 3a NOAXOSIIHU TECTOBE
. [Ipenu 3amouBane Ha JICYCHUETO
. [o BpeMe Ha JIeYEHHETO BB3 OCHOBA HA METO/Ia 32 KOHTPALETIIINS
. Cren xpas Ha JIEUYCHUETO

o Heob6xonumoct ot He3abaBHO criupane Ha Tamunomun BMS mpu nogospenue 3a
OpeMeHHOCT

o HeobOxomumocT ot He3abaBHO yBeOMSIBaHE Ha JICKYBAILUS JIEKap TPH MMOI03pEHHE 32
OpeMeHHOCT

CoBeTH 3a 6€30I1aCHOCT 38 MBKE

o HeobxonumocT na ce n30erne ekcrno3uuus Ha geTyca

o HeobxonumocT fa ce u3non3Bat npe3epBaTUBU, aKO CEKCyalHaTa UM IapTHbOPKA €

Oopemenna win e XKJPIL, xoaTo He n3mon3Ba eeKTHBHA KOHTpALENIHs (I0pH aKO MBXbT
€ MMaJ Ba3eKTOMHUSI)

. ITo Bpeme Ha nedenuero ¢ Tamummomua BMS
= ITone 7 nquu cnexn moclieqHaTa 103a
o He Tpsa6Ba na gapsiBa ciepma wiv CliepMaTO30MIH MO0 BpeMe Ha JICUCHHETO

(BKJIFOUMTETHO TP MPEKHCBAHMS Ha MMPHUEMa Ha JIO3UTE) U B IPOIBDKEHNE HA TIOHE
7 IHU Cclen CIIMpaHeTo Ha JieueHueTo ¢ Tammmomug BMS

o TpsOBa He3a0aBHO J1a yBEIOMH JICKYBaIIUs JIeKap, aKO MapTHhOPKaTa My 3abpemMeHee,
nokaro Toi npuema Tamunomug BMS, uinm ckopo clie] KaTo € Crpsil mpueMa Ha
Tamnonomug BMS
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L WznckBanus B cnvqaﬁ Ha 6DCMCHHOCT

o VYkazanus, ge Tamugomun BMS TpsOBa He3abaBHO /a ce CIpe MPpH MOI03PSHHE 3a
OpEMEHHOCT TPH MAIMEHTH OT YKEHCKH TT0JT
o Heob6xomumMocT manueHThT 33 /bJKUTEITHO J1a C€ HACOYM KbM JIEKap CIICIUAINCT WU C
OIHT B 00JIACTTa HA TEPATOJOTUATA U AUATHOCTUKATA 32 OI[CHKA M KOHCYITAIIHS
o JlokaHM MaHHW 32 KOHTAKT 3a He3a0aBHO ChOOIAaBaHe Ha MOI03UpaHa OPEMEHHOCT
o JlokaJIHU IaHHY 32 KOHTAKT 32 ChOOIIABaHE HA HEXKEIAHH PEAKITUH

OO0vVYNTEeJIHN OPOIIYPH 32 MAIMEHTHTE

OO0yuuTeaHUTE OpOITYypH 3a MAMSHTHUTE TPsIOBa a ObIaT 3 BUa:

o Bporrypa 3a manueHTH OT )KEHCKH TOJ € AETePOCH MOTEHIINAN U TEXHUS TapTHHOP
o Bporrypa 3a manueHTH OT )KEHCKH 10T 0e3 AeTepOoAeH MOTEHIHAI
o Bpormrypa 3a manueHTH OT MBKKH IO

Benuku o0yunTennu Oponnypu 3a MalueHTUTe TPAOBa J1a ChbPKAT CICTHUTE SIIEMEHTH:

. TanupomMup e TepaToreHeH

. TanunoMu MOXe Jja MPUYIMHU HCXEMHUYHA O0JIECT Ha ChPUETO (BKIFOYUTEITHO MHPAPKT HA
MHUOKap/a)
OrnrcaHre Ha KapTaTa Ha MalleHTa U HE0OXOIUMOCTTa OT Hesl

° PwroBozcTBO 3a padoTa ¢ Tamumomua BMS 3a nanuenTy, 00JIHOTICAAYM U YICHOBE Ha
CEMENCTBOTO

. HarmoHanHu Wiy Jpyry NpUIOKUMHE CIICITU(PUYHN JTOTOBOPESHOCTH 3a MPEANUCBAHE U 32
otnyckaHe Ha Tamunomug BMS

. [TatmenTsT He TpsOBa na naBa Taxupomun BMS Ha npyru nuna

) [TarmenTsT He TpsiOBa Aa MapsiBa KPHB 110 BpeMe Ha JISUSHUETO (BKIFOYUTEITHO TPH
MPEKHCBAHMS HA TIPUEMA HA JTO3UTE) U TOHE 7 JHU CIIe] CIUPAHETO Ha JieueHueTo ¢ TanumomMuna
BMS

. [NarueHTHT TPsAOBA J1a YBEIOMH CBOS JISKap 3a MMOsBaTa Ha BCAKAKBY HEXEJIaHU PEaKIIuu
Bcenuky Hen3noa3BaHu Karcy/iu TpsOBa Ja ObaaT BbpHATH Ha hapMalieBTa B Kpas Ha
JIEYEHUETO

B choTBeTHaTa 00yuMTENHA OpOIllypa TPsOBa ChIIO Ja ObJie MPEAOCTABCHA ClieIHATa HH(OPMAITHS:

Bpomrypa 3a manueHTH oT KEHCKU T10JI ¢ ICTEPOICH MOTCHITHA
o Heo6xonumocT na ce n30erne ekcrno3uuus Ha geTyca
. Onucanue Ha 115
o Heo6xonumocTTa OT epeKTUBHA KOHTpaLENIHs U ONpeeeHue 3a e)eKTUBHA KOHTPALCTILIUS
o AKO TS UMa HyX/1a J1a IPOMEHH WJIM J1a CIIPE U3MOI3BAHETO HAa CBOSI METOA 332 KOHTpaLEeTIus,
Ts TpsiOBa 13 nHGOPMHUPA:
o Jlexapsi, mpeanucan HelHaTa KOHTPALEINs, Ye TS € Ha TaTuJOMU/
o Jlexapsi, mpeanucan TaTuIOMUA, Y€ TS € CIpsila UK MPOMEHWIIA CBOSI METOJl Ha
KOHTpPALICTIIHS
o Cxema Ha TecTOBETE 3a OpeMEHHOCT
o IIpeau 3anoyBaHe Ha JIEYCHUETO
o ITo BpeMe Ha Ne4eHUETO (BKIIOUUTEIHO NP MIPEKbCBAHUS Ha IpUEMa Ha JO3HUTE) OHE
Ha BCEKH 4 CEIMUIIM, OCBEH B CITy4ail Ha MOTBBP/CHA TYOapHA CTEPHIIH3AIINS
o Crnen xpast Ha JICUCHUETO
. HeobOxomumocT He3abaBHO ja ce cipe Tanugomun BMS nipu nogo3penue 3a OpeMeHHOCT
HeobOxomumocT He3abaBHO /1a yBEJJOMH CBOSI JieKap MpH MoJI03peHHe 32 OpeMEHHOCT

Bpourypa 3a ManueHTy 0T MBXKKH HOJT
o Heo6xonumocT na ce n30erne ekcrno3uuus Ha gpeTyca
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o Heo0xonumocT fa ce U3Mmon3Bat npe3epBaTHBH, aKO CEKCyalHaTa UM MapTHbOPKa € OpeMeHHa
unu e JXXJIPII, xosiTo He n3no3Ba epeKTUBHA KOHTPpALCHIHS (0P aKO MBKbBT € UMall
Ba3CKTOMHUSI)

o Io Bpeme Ha neyenueto ¢ Tanunomug BMS (BkitoUuTEIHO MPY NPEKBHCBAHUS HA
npuemMa Ha JJO3UTE)
o B npoabipkenue Ha OHe 7 JHU CIIE] NOCIEqHATa 1032

o Tps0Ba He3abaBHO Aa yBEJOMH JIEKYBaIlIXs JIEKap, aKo MapTHbOPKaTa My 3a0peMeHee

o He tpsi0Ba na napsia ciepma win CiepMaTO30MIU 110 BpEME Ha JICUSHUETO (BKJIIOUUTEIHO MPH
MPEKbCBAHNA Ha MPHUEMA) U B MPOIBIDKEHIE HA TIOHE 7 THU CJIe]] CIIUPAHETO Ha JICYCHUETO C
Tamumomun BMS

KapTa Ha nanmeHTa W/WJIN eKBHUBAJIEHTHO CPEICTBO

KapTaTa Ha ImanueHTa TpSI6Ba Ja CbAbpiKa CICAHUTC CIICMCHTH!

o [ToTBBpKICHUE, YE € N3BBPIICHA MOAXOAANIATa KOHCYITAIIUS

o JlokyMeHTHpaHe Ha JeTePOIHUS CTaTyC

o KsaapaTue (v mogo0HO), KbJETO JISKAPST MOCTaBsI OTMETKA, 3a Ja MOTBBP/IH, Y€ NAIllHCHTHT
M3I10J13Ba e(heKTHBHA KOHTpALEHIHs (aKO € KeHa ¢ AeTECPOICH MOTECHIHAT)

o Jlatu u pe3ynrTaT OT TECTOBETE 32 OPEMEHHOCT

DopMyJasipH 32 MHOOPMUPAHOCT OTHOCHO PHCKA

Tpsi6Ba 1a uma 3 Buaa GopMyJIIpH 3a HHOOPMHUPAHOCT OTHOCHO PHCKa:

. JKena c geTepojieH noTeHral
. JKena 6e3 meTepoieH IOTEHITHAT
° ITamueHT OT MBKKH IO

Benuku dopmyssipu 3a HHGOPMUPAHOCT OTHOCHO PUCKA TPIOBa 1a ChIbPKAT CIACIHUTE SJICMEHTH:

- MIPEAYIPEXICHUE 32 TEPATOIrE€HHOCT

- MAlMEHTUTE NOy4aBaT MOAXOAIIAa KOHCYITALMS PEAU 3aII0UYBAHE HA JICUCHUETO

- MOTBBPKICHUE OT MAIlMEHTA 3a pa30upaHe Ha PHCKa OT TAIHIOMUA 1 Ha MepkuTe Ha [111b

- JlaTa Ha KOHCYJTUPaHE

- JIaHHM 3a MaleHTa, MOAMKC U 1aTa

- ¥Me€ Ha IpeaNnucBallus, MOANUC U AaTa

- IIeJITa Ha TO3U JOKYMEHT, T.€. criopen mocoueHoto B I1I1b: ,,Ilenta Ha popmysipa 3a
WH(POPMUPAHOCT OTHOCHO PUCKA € J1a TIpe a3y MalueHTUTE U eBEHTYAIHUTE PEeTyCH, KaTo
rapaHTHUpa, Y€ NalMeHTUTE ca HAITBIHO HHPOPMHUPaHH U pa30UpaT prcKa OT TEPaTOTeHHOCT U
JIPYTH HEXEJIaHU PEaKIiK, CBhP3aHM ¢ YIIOTpedaTa Ha TanuI0MHu. TO3U TOKYMEHT HE
MIPEJICTaRIISIBA JJOTOBOP U HE OCBOOOKIaBa HUKOT'O OT HETOBUTE/HEHHUTE OTTOBOPHOCTH 10
OTHOIIIEHHE Ha Oe3omacHaTa ynorpeda Ha MPOAYKTa U MPEAOTBPATIBaHE Ha EKCIIO3UITHUS Ha

tdheryca.”

Dopmynsipute 3a THPOPMUPAHOCT OTHOCHO PUCKA 32 )KEHH C ICTEPOJICH MOTEHIHAN TPsIOBa CHILO A2
BKJIIOYBAT:
- IToTBBpoKIEHHE, Ye JeKapAT € 00CHIUI CIETHOTO:

o HEO0XO0JMMOCTTA J]a Cce U30erHe eKCIo3uIus Ha (eryca
o aKo JKeHaTa ¢ OpeMeHHa WM TUIaHHUpa Jia 3a0peMeHee, He TpsOBa Ja MprueMa TaTuI0MU]]
o 4e Ts pa3dupa HeOOXOJUMOCTTA Jja M304rBa yroTpedara Ha TATMIOMU]I 110 BpeMe Ha

OpeMeHHOCT U Aa npunara epeKTUBHU MEPKH 3a KOHTpauenus 6e3 MpeKbCBaHe, OHe
4 cenMUIM IPENH HAYAIOTO HA JICYEHHETO, IIPE3 LK KypC Ha JICYEHHETO U TIOHE
4 cenMuIM cien Kpas Ha JeYEeHHETO

o 4e aKko Ce HAJI0XKHU J1a IPOMEHH WIIM TIPEKpaTH yrnoTpedaTa Ha M3IOJI3BaHUS METO/] 32
KOHTpauemnuus, Ts TpA0Ba Jja yBeIOMH:
. TeKapsi, mpenical KOHTpanenusaTa, 4e npruema Tammaomug BMS
- nekaps, npennucan Tamugomun BMS, ue e npekpaTuia uiu npoMeHuniIa

M3MOJI3BAaHMSI METOJT 32 KOHTpaLeNIHs
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32 HEOOXOUMOCTTa OT TECTOBE 32 OPEMEHHOCT, TOSCT MPEM JICUCHHUE, TTOHE 4 CSIMUITA
Npe/I HAYaIOTO Ha JICYEHUETO

3a HeoOxoaumMocTTa Ja cripe Tamumomua BMS He3abaBHO mpH mog03peHMe 3a
OpemMeHHOCT

3a HEOOXOJUMOCTTA JIa C€ CBBPIKE € JIeKaps CH He3a0aBHO MPH MOJI03PEHHUE 32
OpeMeHHOCT

4e Ts He TPsOBA Ja JaBa JIEKapCTBOTO HA JIPYTH JIUIA

4e He TpsOBa 1a JapsBa KPbB 10 BPeMe Ha JICYCHUETO (BKIIOYUTEITHO TIPH MPEKHCBAHUS
Ha MpHUeMa Ha JI03UTE) U B MPOIB/DKEHIE Ha MOHE 7 IHU CJe]] CiupaHeTo Ha TanuaoMun
BMS

ye TpsiOBa Jja BbPHE KalCyIuTe Ha (hapMaleBTa cie/] Kpas Ha JI€4eHHETO

Dopmyisipute 3a HHPOPMUPAHOCT OTHOCHO PUCKA 32 )KEeHHU 0€3 IeTepoJeH NOTEeHIHA TPsOBa ChIIO0
Jla BKJIFOYBAT:
- [ToTBBprKIEHHE, Ye JeKapsT € 00CHIUI CIETHOTO:

4e Ts He TPsiOBa Ja JlaBa JICKAPCTBOTO HA JPYTH JIUIA

4e He TpsA0Ba Jia AapsABa KPHB 10 BpeMe Ha JICUSHUETO (BKIIFOUUTEIIHO MPH NMPEKbCBAHUS
Ha TIpyeMa) U B IPOIbIDKEHNE Ha TIOHe 7 AHHM cief ciiupaHeto Ha Tamunomun BMS

4e TpsIOBa J1a BbpHE KaICylInuTe Ha papMmarieBTa cie/l Kpasi Ha JICUSHHETO

Dopmyisipute 3a ”HPOPMUPAHOCT HA PUCKA 32 MAIMEHTH OT MBXKKH T0JI TPSIOBa CHIIIO J1a BKIIOYBAT:
- [ToTBBpXKIEHHE, Ye TEKAPAT € OOCHIUI CIEIHOTO:

HEO0OXOMMOCTTA J]a ce N30erHe eKCIo3unus Ha eryca

4e TaJUJOMH/] C€ OTKPHBA B CEMEHHATa TEYHOCT M € HEOOXO0ANMO J1a Ce U3IOI3BAT
Mpe3epBaTUBH, aKO CEKCyalHaTa MapTHHOPKA € OpeMeHHa WITH € J)KeHa C IeTepOJIcH
HOTEHIHA, KOSATO HE M3IT0JI3Ba €)EeKTUBHA KOHTPALISTIIHS (JIOPH aKO MBXBT € UMajl
Ba3eKTOMHUS)

4e TpsiOBa He3a0aBHO J1a YBEIOMH JIEKYBAIIHs JIeKap, ako MMapTHhOpKaTa My 3a0peMeHee,
Y BUHATH Ja U3M0J3Ba MPe3epBaTHB

4e He TpsiOBa Jja JaBa JIEKapCTBOTO HA JIPYTH JIHIA

4e He TpsiOBa a AapsBa KPbB WM CIIEpMa 110 BpeMe Ha JICYCHUETO (BKIIFOUUTEITHO TIPH
NpPEeKbCBaHMS Ha MIprUeMa) U B IPOIBbJDKEHUE Ha TIOHE 7 JHU CIIell CIIUPAaHeTo Ha
Tamuonomug BMS

4e TpsiOBa ja BbpHE KaIlCyauTe Ha (hapManeBTa ciie] Kpasi Ha JeYEHHUETO.
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ITPHUJIOKEHHUE I1I

JAHHU BBbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KAPTA THII ,,lIOPT®EMNI”

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Tamumomug BMS 50 mg TBpAu Kancyau
Tanmumomun

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcesika kancyna cpabpika S0 mg TanugoMu.

‘ 3. CIIMCBK HA TIOMOIIHHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

28 TBBpPIU KarCylx

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

3a mepopainHa ynoTpeoa.
[Ipenu ynorpeba npouerere IMCTOBKATA.

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIa.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXIEHUA, AKO E HEOBXOANMO

ITPEAYIIPEXIEHUE: Tamumomun mpuauHABa BpoIeHN MaidopMaluy U CMBPT Ha 1wioga. He ro
U3II0JI3BANTE TIO BpeMe Ha OPEMEHHOCT MM KbpMEHE.,

Tps6Ba na cna3Bare U3MCKBaHUATa Ha [Iporpamara 3a npe/ana3saHe OT OPEMEHHOCTTA IIPH JICUCHHE C
Tamumomuyn BMS.

He napymiaBaiiTe 11e/10cTTa Ha OIIaKOBKATa.

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE
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TAX, AKO CE U3UCKBAT TAKHUBA

10. CHENUWAJHHU INNPEAITA3SHU MEPKU ITPU N3XBBHPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT

Hewunsnons3BanusaT nexkapcTBeH NpOLyKT TpsiOBa Ja ObJe BbpHAT Ha Bamms dgapmaresr.

11. HUME U AJJPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bristol-Myers Squibb Pharma EEIG
Plaza 254

Blanchardstown Corporate Park 2
Dublin 15, D15 T867

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/08/443/001

13. HAPTHUJIEH HOMEP

[TapT.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Tanunomug BMS 50 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIUCTEPUTE U JIEHTUTE

BJIMCTEPHU

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Tamamomug BMS 50 mg
TaAIOMHU]T

2. NME HA ITIPUTEXKXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bristol-Myers Squibb Pharma EEIG

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. NAPTUJIEH HOMEP

Lot

|5.  JIPYTO
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Bb. IUCTOBKA
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JlucroBka: unopmanus 3a nauuedta Tamuaomug BMS 50 mg TBbpAU Kancyan

Thalidomide BMS 50 mg capsules hard
tamugoMun (thalidomide)

HNPEAYNPEKXKJIEHUE
Tanupomua npuyYUHABA BpoAeHU MajijopManuy M cMbPT Ha mJ1oaa. He npuemaiite Tasmmaomun,
aKo cre OpeMeHHA WM aKO MOsKe /1a 3a0peMeHeeTe. TpadBa n1a cna3pare chbBeTHTE 32
KOHTpanenuus, AajieHu oT Bammus jexap.

IIpoyeTeTe BHUMATEIHO 1SAJ1aTa JIUCTOBKA, NPEAU 1A 3all04HeTe 1a MpUeMaTe TOBa JIEKapcTBO,

Thil KaTO T4 ChAbPKa BaxHa 3a Bac undgopmaumus.

- 3amazere Ta3u JIUCTOBKA. MoJKe /1a ce HAJIOXKH J1a 5 POYETETe OTHOBO.

- AKO UMaTe HAKaKBH JOMBIHUTEIHH BBIIPOCH, TonuTaiTe Bamms nekap, papmanest nin
MEIUIMHCKA CEeCcTpa.

- ToBa nekapcTBo € npennucano JuyHo Ha Bac. He ro mpeorcThnBaiite Ha apyru xopa. To moxke
Jla UM HaBPEIH, HE3aBUCUMO Y€ TIPU3HAIIUTE Ha TAXHOTO 3a00JIIBaHE ca CHIUTE KaTo Bammre.

- AKO TIONTyYuTe HAKAKBU HEXEJIaHU peakluy, yBeroMeTe Bamus iekap, papmarieBt wim
MEIUITMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINK, HEOTUCAaH! B
Ta3u JUCTOBKA. BikTe Touka 4.

KakBo chabpaxa Ta3u JHMCTOBKA

Kaxgo npencrasnssa Tanunomun BMS u 3a kakBo ce U3noi3Ba
Kakso TpsiOBa na 3naere, mpeau Aa npuemere Tamumomun BMS
Kax na npuemare Tamunomug BMS

BBb3M0OKHM HEXEIaHU PEaKIUU

Kax na cexpansate Tanugomun BMS

ChappkaHue Ha ONIAKOBKATA U JAOBJIHUTEIIHA HH(pOpMaLIUs

R e

1. Kakso npencraBasia Taaugomuag BMS u 3a KakBo ce u3110J13Ba

Kakso npencrasassa Taaugomug BMS
Tanunomug BMS cbabp:ka aKTUBHO BEIIECTBO, HAPEUEHO TAIUAOMUI. TO MpUHAANIEKHU KbM Ipyna
JIeKapCcTBa, KOUTO BIMSAT Ha (YHKIIMOHUPAHETO HA MIMyHHaTa Bu cucrema.

3a kakBo ce u3noa3sa Tamunomua BMS

Tamunomu BMS ce uznon3Ba ¢ aBe qpyru jJeKapcTBa, HapeueHH MemdaiiaH U MPeTHN30H, 3a JIeUeHUe
Ha BB3PAacTHH C BHUJI paK, HApeUeH MYJITUILUICH MUesioM. M3mnon3Ba ce npu Xxopa, KOUTO ca OHUIIH
JUAarHOCTHLMPAHU HEOTAABHA U HA KOUTO 10 TO3M MOMEHT HE € IMPEIIICBAaHO APYTO JIEKAPCTBO 32
MYJTHIUIEH MHEJIOM, U ca Ha BB3pacT 65 TOAWHY WIK IIOBEYE WM KOUTO ca Ha Bb3pacT 1nox 65 roguHu
W He Morar J1a ObaT JIEKyBaHU ¢ XUMHOTEpaIHtsi C BUCOKA 71033, KOSTO OPraHU3MBT UM MHOTO TPYAHO
01 MOT'BJI J1a TIOHECE.

KakBo npencraBiasiBa MyJTHILIEHUST MHEJIOM

MynTHILUIEHUST MUEIIOM € BHJ] paK, KONTO 3acsra omnpeesicH BU]l OCTH KPhBHU KJICTKH, HAPCUCHH
TUTa3MaTHYHY KIIeTKH. Te3M KIIeTKH ce HATPYIBaT B KOCTHHS MO3BK U C€ JeJSIT 0e3KOHTPOoIHO. ToBa
MOXKe J]a YBpeIH KocTUuTe U Ob0Operure. MyNnTHITICHUSAT MUEIIOM OOMKHOBEHO € HEJIeUrM.
[Ipusnaryre u cumnromute o0ade MOTaT J1a ObJaT 3HAYUTETHO HAMAJICHHU WJTU J1a MU34€3HAT 33 NIEPHUOJT
oT Bpeme. ToBa ce Hapy4a ,,peMHUCHST .

Kak aeiictBa Tanugomuag BMS

Tanunomung BMS neiicTBa, KaTo moMara Ha UIMyHHAaTa CUCTEMa Ha OpraHU3Ma U MPsIKO aTaKyBa paka.
Toit aeificTBa MO HIKOJIKO Pa3jIuYHU HAUMHA:

o KaTo CIIApa Pa3BUTHETO HAa PAKOBUTE KIETKU

35




L KaTO HC ITO3BOJIsIBA B pakKa Jia C€ pa3paCTBaT KPbBOHOCHU CH/IOBC
L4 KaTO CTUMYJIMpPA 4aCT OT UMYHHAaTa CUCTCMA Jid aTaKyBa paKOBUTC KJICTKU.

2. Kakso TpsadBa na 3Haerte, npeau xa npuemere Tanupomun BMS
Bammsa JICKap mie Bu naJa€ KOHKPETHH YKa3aHUA, U IMO-CIICIIUaJIHO OTHOCHO e(i)eKTI/ITe Ha TaJINIOMHU
BBPXY HepojeHnute 6ebeta (mocouenu B [Iporpamara 3a npeamasBaHe 0T OGpPeMEHHOCT TPH JIEUCHHE C

Tamunomun BMS).

Bamus nexap me Bu nage oOyunrenna Oportypa 3a nanueHTy. IIpouerere s BHUMATEIIHO U clia3BaiiTe
CBOTBETHUTE NHCTPYKIUH.

AKo He pa30upare HaITBIHO TE3U MHCTPYKINH, oMosieTe Bamus nexap na Bu ru 06scHE OTHOBO,
TIpeIy J1a IpUeMeTe TaIuIOMH. BukTe cho nombiHuTeHATa HH)OPMAIUS B Ta3U TOYKA B

LlIpeaynpexxn1eHus U npeana3sHu Mepku’”  ,,bpeMeHHOCT U KbpMEHE™.

He npuemaiite Tanunomug BMS

o aKo cTe OpeMEeHHa W MUCITUTE, Y€ MOoXKke Ou cTe OpeMeHHa, HITH aKo IJIaHupaTe OpEMEHHOCT,
Thi KaTo Tanupomua BMS npuyunsisa BpoaeHn MajagopManuu ¥ CMbPT HA IUIOAA.
o aK0 MOJKETe Ja 3a0peMeHeeTe, OCBEH B ClIyyail 4e CIa3BaTe WM U3IIBJIHABATE NU3UCKBALLUTE CE

KOHTpALECNITHBHU MEPKH, 32 J1a TIPEIOTBpaTuTe 3a0peMeHsIBaHe (BH)KTE TOUKa 2
L IpeynpexxaeHus 1 mpeana3Hu Mepku” U ,,bpeMeHHOCT U KbpMeHe”).

° aKo MOXeTe Ja 3a0pemMeHeeTe, BamusT ekap Ie 3anucBa ¢ BCsKa pelernTa, 4e ca B3eTH
HeoOXOMMHUTE MEPKH U 1ie By npenocTaBst TOBa MOTBBPIKICHHE.
° aKO CTE aJIEPrUYHU KbM TATUIOMU] WIIH KbM HSKOSI OT OCTaHAJIUTE ChbCTAaBKU Ha TOBA

nekapcTBo (n30poeHu B Touka 6 ,,ChIbpkaHie Ha OMAaKOBKATa W JOITBIHATEHA HHPOpMAIH)

He npuemaiire Tamnnomung BMS, ako HIKOH OT TOPEOCOYEHHTE CITydan ce oTHacs 10 Bac. Ako He
CTe CUTYpHH, TOBOpeTe ¢ Bamus nekap win gpapManesT, peau aa npuemete Tammmomun BMS.

IpenynpesxneHus M MpeIna3sHu MePKH
I'oBopete ¢ Bamus siekap, ¢hapMarieBT I MEJWIIMHCKA CeCTpa, IPEIN J1a TIPUEMETE TOBA JIEKAPCTBO
B CIIEIHUTE CUTYallUU:

3a ;xeHu, kouto npueMat Tammmomun BMS

[penau na 3amouyHeTe eueHUETO TPSAOBaA Ja momuTare Bamms nekap, namu MoxkeTe Ja 3adpeMeHeeTe,
JIOPH U JIa CMSITaTe TOBA 3a MAJIKO BEPOATHO. J[opu 1a HIMaTe MEHCTPYalTHO KPhBOTEUCHUE CJICT
JieueHHe Ha PaK, € Bb3MOXKHO J1a 3a0peMeHeeTe.

AKo0 MOXeTe 1a 3abpeMeHeeTe:

. Bammsr nexap mie ce morprku 1a Bu ce mpaBsT TeCTOBE 32 OpeMEHHOCT
o) MpeIn JICYCHUETO
o Ha BCEKU 4 CEJIMUIIU TI0 BpeMe Ha JICYCHUETO
o) 4 ceaMUITA Clie]] CIIpaHe Ha JICUSHUETO

. TpsiOBa na usnon3Bare eAuH e(h)eKTUBEH KOHTPAICIITUBEH METO/I;
o B MIPOABIDKCHUE Ha MTOHE 4 CeIMUIIM MTPEIU HAYAIOTO Ha JICYEHUETO
o) 10 BpeMe Ha JICYSHUETO
o B IIPOAB/DKCHUE Ha MTOHE 4 CEJMUIIM ClIe]] CIIMPaHe Ha JICYCHUETO

Bamust nekap me Bu nochBeTBa KakbB KOHTPALIEITUBEH METO/I J1a U3IOJI3BaTE.

Axo MoxeTe n1a 3a0pemMeHeeTe, BammsT iekap 1e 3anvcsa Ipy BCSIKO W3/[aBaHE Ha pelenTa, 4e ca
OWIIM TIPEIPUETH HEOOXOUMHUTE MEPKH.
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3a Mmbixke, Kouto ipuemat Tamugomun BMS
Tamumomuy npeMruHaBa B criepmara. ClieoBaTeliHo, He TPsAOBa Jja UMate IOJIOBO CHOIIIEHHE 0e3
MOJIXOJISIIIIN TPE/ITa3HU CPENICTBA, IOPU aKO CTE Ba3€KTOMHUPAH.

. Tpsi6Ba aa ce U30sirBa OPEeMEHHOCT M M3JIaraHe Ha JeKapCTBOTO 110 BpeMe Ha OPEMEHHOCT.
Bunaru u3non3BaiTe npe3epBaTuB:
o 10 BpEME Ha JICYEHUETO
o B TIPOJIbJDKEHUE HA TTOHE 7 JIHU CIie]l CIIUPaHE Ha JICYEHUETO
. He tpa6Ba na gapsiBare criepma:
o 10 BpEeMe Ha JICYCHUETO
o B TIPOJIbJDKEHUE HA TTOHE 7 JIHU CIie]l CIIUPaHe Ha JICYEHUETO.

3a BCHYKH NANMEHTH
T'oBopere ¢ Bamus nekap, npenn aa nznonssare Tanugomug BMS, ako:

L4 HC pa36HpaTe CbBCTA OTHOCHO KOHTpalCIuATa, JaACH Bu ot Bamus JICKap, Ui CMATaTe, 4€
HE CT€ CIIOCOOHH Ja cJIeaBare TO3U CbBCT,
L CTC UMAJIM CHbPACUCH yJap, HAKOTra CTC UMaJIl KPBBEH CHbCUPEK B MUHAJIOTO WUJIM aKO IMYIIUTE,

uMaTe BUCOKO KPbBHO HAJIATaHE MJIM BUCOKM HHBaA Ha xojectepoia. [lo Bpeme Ha ieueHHeTo ¢
Tanunomug BMS nma noBuiieH puck ot o0pasyBaHe Ha KPbBHU ChbCUPELM BbB BEHUTE U
apTepunTe (BIKTE ChUI0 TouKa 4 ,,Bh3M0OKHN HEXXeTaHU peakiun’);

o CTe MOJyYaBajIy WIN UMaTe ChILECTBYBAIlla HEBPOIATHUS, HAIIPUMEP U3TPBIIBAHE, HAPYIICHA
KOOpAWHAIKS WU OOJKH B PBIETE WM KpakaTa (BIKTE ChIIO TOUKa 4 ,,BB3MOXKHM HEKeNaHH
peaxiun’);

. CTe MOJy4aBajIy WIM UMaTe 3a0aBeHa ChplevHa YeCTOTa (TOBa MOXKeE Jja € CUMIITOM Ha
Opanukapaus);

. “MaTe BHCOKO KPBBHO HaJISITaHE B apTepuuTe Ha OemuTe poOoBe (BIKTE CHIO TOYKA 4
,,Bb3MOKHH HEXKEJIaH! peakiuu’);

. umare craji B Opos Ha OenuTe KpbBHU KIIETKH (HEYTPOIICHHS ), IPUAPYKEHA C BHCOKA
TeMreparypa 1 HH)EKIIHs;

. umare craj B Opos Ha TpomOouuTute. Llle 6baeTe mo-nogaTauByu Ha KPHBOU3NKB U MOSBa Ha
CHUHMHUY;

. MMAaJIH CTE W UMaTe YBpeKJaHe Ha YepHUs 1po0 (4epHOpOOHH HAPYIIEHHS ), BKIFOUUTEITHO
aOHOPMEHHM PE3yJITaTH OT U3CIIeIBaHUITa Ha YePHHUS APOD;

. MOJYYHTE WM B MUHAJIOTO CTE TIOy4aBAIN TEKKH KOXKHU peaKkiy, HAPEUSHU CHHAPOM Ha

CruBbHC-/[)KOHCHH, TOKCHYHA enuaepMata Hekponnsa uiu DRESS curnpom (M3BecTeH ore
kato DRESS wimm cuaIpoM Ha CBPBXIYBCTBUTEIIHOCT KBM JIEKapcTBa). (3a OMMCAaHUETO Ha
CHUMIITOMUTE BUKTE TOUKA 4 ,,Bb3MOXKHU HEKETaHU pPeaKIuu‘);

. MMaJIi CTe aJleprudHa peakius B mepruoaa Ha npueM Ha Tamunomun BMS, kato HanpuMep
00puB, crpOex, MoTyBaHe, 3aMaliBaHe WU 3aTPYIHCHO JUINAHE;

. CTe UMaju Oe3ChHHE;

. CTE UMAaJIM TeMIIepaTypa, CTYACHU TPBIKU U CUIHO TPETEPEHE, €BEHTYAIHO YCIOKHEHHU C
HUCKO KPBBHO HaJlsiTaHe M 00BPKAHOCT (TOBA MOXKE JIa ca CHMIITOMH Ha TEXKKH WH(EKIIHN);

. uMarte WM HAKOTa CTe MMald BUpyCcHA HHDEKIUs, 0cOOEHO BapuIlelia WiIH XepIiec 30CTep,

nHdpexnus ¢ xenatuT B mim XMB. Ako umare ceMHeHus, pasrosapsiiite ¢ Bamms siekap.
Jleuenunero ¢ Tanunomun BMS Moske na n0Beie OTHOBO 10 aKTHUBHpaHE Ha BUpYyca MU
MAIMeHTH, KOUTO I'0 HOCST, KOETO BOJIM 10 IIOBTOpHA MOsiBa Ha nH(peKuuaTa. Bammst nexkap
TpsiOBa J1a MPOBEPH JaJIH HAKOTa CTe UMAIIM XenaTuT B uHdekmms;

. umare npoOseMu ¢ OBOpenuTe WM YepHuUs APo0 (BIKTE CHINO TOUKA 4 ,,BB3MOXKHH HEKeNaHH
peakun’”).

OyHKIUATA HA IMUTOBUHATA Bu skite3a Moxe 1a 0b/1€ TpoBepeHa Mpean Ja IPUeMeTe TATHIOMU 1
na ObJie mpocIieieHa Mo BpeMe Ha JI€UEeHUETO.

B ko#TO 1 1a € MOMEHT 10 BpeMe Ha JISUSHUETO WK CJIe]] Hero He3a0aBHO yBemoMeTe Barms jgekap
WJIM MEJUIIMHCKA CECTPa, aKo MMare: 3aMbIIIeHO 3peHne, 3ary0a Ha 3peHHe WIN JBOWHO BIKIAHE,

3aTpyIHEH TOBOP, C1a00CT B phKa WM KpakK, IPOMHA B TIOXO/IKAaTa WK IPOOJIeMH C paBHOBECHETO,
MOCTOSTHHA CKOBAaHOCT, HAMajieHa YyBCTBUTETHOCT MJIM 3ary0a Ha YyBCTBUTEIIHOCT, 3ary0a Ha mamMeT
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WK 00bpKaHOCT. BCHUKo TOBa MOXeE Jja ca CUHMIITOMU Ha CEPUO3HO U IOTEHLUAIHO (aTaiHo
3200715 BaHe HAa MO3bKa, M3BECTHO KaTO MporpecuBHa MynTudokaraa Jeskoentedamonarws (IIMJT).
AKO cTe IMalli TaKMBa CUMIITOMH Iipeau JeuenneTo ¢ Tanunomun BMS, undopmupaiite Bamus
JieKap 3a BCsAKa MPOMSHA B TSX.

Bammsr nexkap Moske 1a mpoBepH JTaJId KMATe roJisiM 00111 00eM TyMOPH B IISUIOTO TSUIO, BKJIFOYHTETHO
U B KOCTHHUS MO3bK. TOBa MOXe Aa JOBEJE 10 ChCTOSHUE, TPH KOETO TYMOPHTE CE pa3naaatr u
MPEeIN3BUKBAT HEOOWYAHO BUCOKH HIBA HA HAKOM BEIIECTBA B OpraHM3Ma, KOETO MOJKE /1a JOBEE /10
OBOpevHa HEZIOCTATHYHOCT (TOBA CHCTOSHHE CE HApU4a TYMOP-JIH3UC CHHIPOM) (BHIKTE CBIIIO TOUKa 4
»»BB3MOKHH HEXKETIaHU PeaKIum’”).

Bammsit nexap TpsibBa 1a IpoBepH Tl Pa3BUBATE JOIMBIHUTEITHA BHIOBE XEMAaTOJIOTHIHHI
3JI0KaY€CTBEHH 3a00siBaHNs (HApUYaHU OCTPa MUEIOUIHA JICBKEMUS U MUEIIOAUCIUIACTUICH
CUH/IpOM) TI0 Bpeme Ha Bamrero nedenue ¢ Tanmuaomun BMS (BmkTe chino Touka 4 ,,Bp3M0oxHI
HEXEJIaHHU peakiuu’).

ITo Bpeme Ha neyenuero ¢ Tanugomua BMS u B npoabiikeHue Ha MOHE 7 THU CJEJl HETOBOTO
criupaHe He TpsiOBa Ja JapsBaTe KPbB.

AKO HE cTe CUTypHU JIajl HAKOH OT TOPENOCOYeHUTE Clydau ce oTHAcs 3a Bac, pasroBapsiiite ¢
Bamus nekap, npenu aa npuemetre Tanugomun BMS.

Jlena ¥ IOHOIIH
Tamnomu BMS He ce mpenopbuBa 3a yrorpebda mpu Aena u Miafu xopa moxa 18 roausu.

HApyru aexaperBa u Tammaomua BMS
Nudopmupaiite Bammst nexap nin hapmareBT, ako IpreMaTe WIId HaCKOPO CTe MPUeMali IPyTH
nexapcTBa. ToBa BKIIIOUBA U JIEKAPCTBA, OTIYCKaHHU Oe3 pelernTa, BKIIOUYNTETHO OMIKOBH JICKapCTBa.

Henpemenno yBenomete Barms Jiekap, ako B3eMare HIKaKBH JICKapCTBa, KOUTO:

° MPUYUHSIBAT CHHIMBOCT, Thil KATO TAUIOMUJI MOXKE J1a yCUiIu TexHus edekt. ToBa BKIIOYBA
YCTIOKOWTENTHU (HAIlpUMep aHKCHOJIHUTHUIH, XUITHOTHUIIN, aHTATICUXOTHIH, H| aHTHXUCTaMUHM,
OTIMEBHU IIPOU3BOIHU U OapOUTYypaTH);

o 3a0aBsT ChbpACYHATA YeCTOTa (IPUUYUHABAT OpaguKapAns, HAIpUMeEp aHTUXOJIUHECTEPa3HH
cpencTBa u 6eTa-010KepH);

. C€ M3II0I3BAT IIPH CHPACYHU ITPOOIECMH B YCIOXKHEHUS (HaIpUMep TUTOKCHH) WK 32
paspexnaHe Ha KpbBTa (Hanpumep BaphapuH);

o ca CBBP3aHU C HEBPOIATHsI, KaTO APYTH JIEKapCTBa, KOMTO CHILO CE M3IOJI3BAT 3a JICUCHHE Ha
pax;

o Ce M3MO0JI3BAT KaTo MPOTHBO3a4aThbUHHI CPEICTBA.

IIpuem Ha Tanupomua BMS ¢ XxpaHa, HAIMTKH M aJIKOXO0JI
He xoncymupaiite ankoxon, nokaro ynorpeossare Tamunomun BMS. AnkoxomnsT Moske na Bu
HanpaBu ChbHIUBH, a Tanuaomun BMS Moxxe 10pu J1a 3aCHiIU TO3U e(EeKT.

BpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa WU KbPMHUTE, CMSTATE, 4€ MOXKe Jla CTe OpeMEeHHa MM TUIaHKpaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap unn hapmaneBT npenu ynorpebdara Ha TOBa JICKApPCTBO.

BpemenHocT
TanumoMu IpeaIU3BUKBA TEKKHA BPOICHU MaI(hOpMaIiy Wi CMBPT Ha TUIOAA.

. Jlopu camo efiHa Karcysia, IpueTa OT OpeMeHHa KeHa MOXKe J1a IPUYNHU CEPHO3HU BPOJICHU
manopmanuu Ha 6€6eTo.
. Tesu mandopmaru MoraT Jia BKIIOYBAT CKbCSIBAHE HA PBIETE WIHM Kpakara, 1epopMupaHn

KUTKH WIH CThITAJNIa, OYHU MW YITHU JeEKTH U MPOOJIEMHU C BETPEITHUTE OPTaHU.
AKko cTte OpeMeHHa, He TpsOBa na Bzemate Tamumomun BMS. OcBen ToBa He TpsiOBa 11a
3abpemeHsBare, nokato nmpuemare Tamumomun BMS.
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AKO CTe JKeHa, KOsATO MOJKe J1a 3a0peMeHsBa, TPsAOBa Jla U3I0I3BaTe eIUH €PCKTUBCH
KOHTpaIleNTHBEH METO/T (BIXKTE Touka 2 ,,KakBo TpsaOBa 1a 3Haere, mpeau Aa npuemere TamumpomMua
BMS”).

TpsioBa n1a cnpeTe JevyenneTo u 1a uHdpopmupare Bamust 1ekap Beqnara, ako:

o MECEYHHUAT BU IUKBI MPEeCKOYX I CMATATe, Y€ TOBA € CTAHAJIO, FITH aKO MOTyJnTe
HEoOMYaifHO MEHCTPYaJIHO KbPBEHE WK MOA03UpaTe, 4e CTe OpeMeHHa.

o uMaTe XeTepOCEKCYaTHO MOJIOBO CHOLIEHUE, Oe3 1a n3ro3BaTe e(heKTUBEH NPOTHBO3aYaThueH
METONI.

Axo 3abpeMeHeeTe 10 BpeMe Ha JICUSHHUE C TATHIOMUI, TPsOBa /1a CIIpeTe JICYCHUETO U J1a
uHpopmupare He3abaBHO Bamms nekap.

AKo cTe OT MBXKKH 1101, Tpuemate Tanmugomun BMS u nMate mapTHROpKA, KOSTO MOXKE Ja
3a0pemenee, MOJIs, BIkTe Touka 2 ,,KakBo TpsiOBa ma 3Haere, npenu Aa npuemere Tamumomun BMS”.
Ako Bamara naptHrOpKa 3a0peMeHee, JoKaTo mpueMare TaluAoMuU, TpsOBa 1a nHpopMupare
He3abaBHO Bamus nekap.

Kopmene
He xppmerte, nokaro npuemare Tamumomun BMS, Thit KaTo He € M3BECTHO JAJIA TATHIOMUL

IIpEMHHABAa B YOBCIIIKAaTa KbpMa.

lodupane u padora ¢ MalIMHK
He mo¢wupaiite 1 He U3MOM3BaTE HUKAKBY HHCTPYMEHTH WJIM MAITMHH, aKO MOy9INUTE HEKEIaH!
peakIuu KaTo 3aMaiiBaHe, yMopa, ChbHIMBOCT WU 3aMbITICHO BUKIAHE.

3. Kak na npuemate Tamunomug BMS

Bunaru npuemaiite Tanumomun BMS Touno kakto Bu e xazan Bammust nekap win ¢papmareBT. AKO
HE CTe CUTYPHH B HEllo, nonuTaiite Bamus iekap wiu gpapMaiesT.

KakBo ko/im4ecTBO Aa npuemMare

IIpenoppuutennara no3a e 200 mg (4 x 50 mg xancysnu) Ha JIeH 3a Bb3PacTHHU Ha 75 WU MO-MaJIKo
rogauad wi 100 mg (2 x 50 mg karicynu) Ha JieH 3a Bb3pacTHU Haj 75 roqunu. Bamusr nekap, obaue,
e u3depe noaxosmara 3a Bac no3a, e cienu HanpeabKa Ha JIEYCHUETO U MOXKE Jja KOPUTHPa
no3ata. Bamwmst iekap e Bu kaxe kak ga npuemare Tanumomusn BMS 1 KOJIKO IBJITO € HEOOX0IUMO
Jla To mpuemare (BIkTe Touka 2 ,,KakBo TpsiOBa fa 3Haete, npeau aa npuemere Tanmuaomuag BMS”).

Tamnomug BMS ce npruema exxefHEBHO Ha JIe9eOHH ITUKIIM, BCEKH OT KOUTO Tpae 6 CeIMUIH, B
KOMOMHAIUs ¢ MeJdaliaH U MPEIHNU30H, IPUEMaHHU OT 1-BUs 10 4-Msl IeH Ha BCEKH O-CeAMHYCH

UKD

IIpuemaHe Ha JIEeKapCTBOTO

o He uynere, He oTBapsiiTe U HE AbBUYETE KalcyanuTe. AKO Ipax OT cuyneHa Karncyia TanmuromMun
BMS nonanxe Bpxy KoXata, H3MUHTE KO)kaTa He3a0aBHO U OOMITHO ChC CaIlyH U BOJA.
. MeIuIMHCKUTE CIeNHAINCTH, OOTHOTIIEIaYNTe U YJICHOBETE Ha CEMEHCTBOTO TpsiOBa /1a

M3IIONI3BAT PHKABUIIM 32 EJHOKpPATHA yIOTpeda, Koraro paboTsT ¢ OIMcTepa WK Karcysara.
Crnen ToBa ppKaBULIUTE TPsIOBA Ja Ce CBAJISAT BHUMATEIHO, 3a Ja C€ IPEJOTBPATH KOHTAKT C
KO’XKaTa, Ja ce MOCTaBST B MOJMETHIICHOBA TOPOUYKa ¢ "IUI" U [a Ce U3XBBPIIAT B
CBHOTBETCTBHE ¢ MecTHUTE n3nuckBanus. [locie pruere TpsOBa na ce U3MHUAT OOPE ChC CaIlyH U
Boja. JKeHn, KOUTO ca OpeMeHHH WM MOI03MPaT, 4e MOXKe /1a ca OpeMeHHH, He TpAOBa /1a
paboTsT ¢ 6iucTepa Wiu KamncynaTa.

. IIpuemalite TOBa JIEKapCTBO IIPE3 yCTATA.

o [NormpiuaiiTe KancynuTe LENU C IbJIHA Yalla BOJa.
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. He ru pastpomaBaiite uiau cIbBKBaNTE.
o Bsemaiite kancynuTe KaTo €IHOKpaTHA 103a Ipeau Jarane. Taka Iie € mo-MaJIko BEpOsATHO Aa
C€ YyBCTBAaTe ChHJIMBHU IPE3 OCTAHAIOTO BpEME.

3a Ja U3BaJIUTC KaricyJjara OT 6J'II/ICTCpa, HATUCHETC CaMO CINHHA H Kpaﬁ, TakKa 4€ aa Hp06I/I€
(bOJ'H/IOTO. He natuckaiite B Cpc€aaTta Ha KaricyJiarta, TBH KaTO Taka TSI MOXKE Ja CC CUyIu.

(L

W/

‘1)

AKO cTe npuesiu moBeye 0T Heodxoaumarta ao03a Taimuaomug BMS

Ako nipreMeTe moBeve ot npeanucanara Bu go3za Tamunomun BMS, TpssoBa He3abaBHO fa
uHpopMmupare Barms jgekap win aa oTuaeTe B 00aHUIA. AKO € Bb3MOYKHO, B3€METE OMaKOBKaTa U
Ta3M JINCTOBKA ChC cede CH.

oy J-'I

AKo cTe nponycHaau n1a npuemete Tamumomug BMS

AKko cte nporrycHaiu na npuemere Tanmupomun BMS B penoBHOTO 32 Bac Bpeme u

. ca U3MHHAJIIN TT0-MaJIKO OoT 12 gyaca: B3eMeTe KarcCyauTe BeaHara.

. ca U3MHHAJIIY TIOBeYe OT 12 Jaca: He B3eMaiiTe KancynuTe. B3emere cieaBamure Karncyin B
00MYaifHOTO BpeMe Ha CIIe/IBAIIUS JICH.

AKO UMaTe HAKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBa JIEKapPCTBO, MOMUTANTE
Bammus nekap, papManeBT WM MEIULIMHCKA CECTpa.

4. Bb3MOKHH HeKeJIaHU pe€aKkuumn

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPECAMN3BHUKA HEXKCIIaHU pE€aKIIuH, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

CJ'IC,I[HI/ITC HCXKCJIaHU PCAKIIUN MOTAaT Aa CC MOABAIT IIPU JICHCHUC C TOBA JICKAPCTBO:

Cunpere n1a npuemare Tamuaomug BMS u BegHara norbpcere Jiekap, ako 3adejiexxure cjaegHuTe
CepPHO3HU He)KeJIAHU JIeKAPCTBEHH PeaKkluu— MOKe 1a ce HYKIaeTe OT JieueHHe [0 CIIeIHOCT:

o W3KII04NTETHO CUITHA M CEPUO3HU KOXKHU peakuuu. HexxenanaTta Ko)kHa peakys MOXe Aa ce
NpOosIBH KaTo oOpuB ¢ wim 6e3 Mexypu. Moxe Ja ce MosIBSIT pa3apa3BaHe Ha Kokara, apTh uiu
MoJlyBaHe Ha ycTaTa, I'bpJIOTO, OYHUTE, HOCA M OKOJIO TeHUTAJINHUTE, OTOK M BUCOKA TeMIleparypa
Y TPUIIONIONO0HHU CUMIITOMH. T€3U CHMITOMM MOXeE Jja ca MPU3HALM Ha PEAKUTE U CEPUO3HU
KOXHH peakiuu cuHApoM Ha CTUBBHC-J[)KOHCHH, TOKCHYHA EMUIepMaliHa HEKPOJIN3a WIH
DRESS cunapom.

AJIepTUYHHU peakiuy KaTo JOKaTU3UpaH WIK TeHepau3upaH chpOsil OOpUB, aHTHOCTEM U
aHa(uIaKTUYHA peakuys (BUI0OBE CEPUO3HU aJIepIrMYHU PEAKLIUH, KOUTO MOXE Jja C€ MPOSBAT,
KaTo ypTHKapHsl, OOpUBH, IOJyBaHE HA OUYUTE, ycTaTa WM JULETO, 3aTPYJHEHO JUIIAHE N
CBpOEK).
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Cpoo01ere Beqnara Ha Bammus JIEKap, aKko 3a0e/ie;KUTe HAKOM OT CJIeTHUTE CEePHUO3HH HEKEJTAHHU
pPe€aKIumn:

HU3TpbnBaHe, MpaByYKaHe, HApylIeHA KOOPAMHAIIUSA WM 00JIKH B pblieTe M KpaKaTa.
ToBa Moke 1a ce IbKM Ha HEPBHO YBpeXxaaHe (HapeueHo ,,nepudepHa HeBponaTus’), KOETo €
MHOT'0O YecTa HeKellaHa peakuus. To Moxe Ja CTaHe MHOTO TEXKO, O0JIe3HEHO U
WHBAIMIU3NPAII0. AKO IMOy49HUTE TAKMBA CUMIITOMH, BeTHAra pasropapsiite ¢ Bamms nexap,
KOHTO MOYKE /1a HaMaJli 103aTa WM JIa TIPEKPaTH JeUeHHeTo. Ta3n HeXKeTaHa PeaKIust
O0OMKHOBEHO BBb3HHMKBA CJIEJ] KATO CTE B3EMaJIM TOBA JICKAPCTBO HAKOJIKO Mecela, HO MOXe /1a ce
MOSIBH ¥ TIO-paHo. Mojke ChIO Taka Ja Ce MOSBU M U3BECTHO BpPEME CIIE] CIIMpaHe Ha
nedeHneTo. Moxke Ja He OT3BYYH W MOXKE JIa OT3BYYH OaBHO.

BHe3anHa 00J1ka B rbpAUTE WU 3aTPY/IHEHO AULIAHE.

ToBa Moke 1a ce IbKM Ha 00pa3yBaHETO Ha KPbBHU ChCHPELH B apTEPHUTE, BOJCIIN KbM
Oenute PoOOBE (CHCTOSIHUETO Ce Hapuya ,,0e0[poOHa eMO0Hs”’), KOETO € YecTa He)KenaHa
peaxius. Moske fa ce MOosSBU 10 BpeMe Ha JISYeHUETO WM CJIe]l HETOBOTO CIIMPAHE.

boJku nim oTonu B KpakaTa, 0c00eHo B 10JTHATA MM YacT WM MpacuuTe.

ToBa Moe 1a ce ThDKU Ha 00pa3yBaHETO HAa KPHBHH ChCHPEIN BHB BEHUTE HAa ChOTBETHHS
Kpak (1p100Ka BeHO3HA TpoM003a), KOETO € YecTa HexellaHa peakius. Moxke Ja ce TOsSBH 110
BpeMe Ha JICUEHHETO WJIH CJIe]l HETOBOTO CIIMPaHe.

I'pbana Gosika, pasnpocTupainia ce KbM pbleTe, BpaTa, 4eJIKCTTa, Fbp0a Wik cToMaxa,
ycelaHe 3a U3NMOTSABaHe M 3abXBaHe, rajieHe WM MOBPBIIAHE.

ToBa Mo’e Ja ca CHMIITOMH Ha Chp/ieueH yaap/uHpapKT Ha MAOKapaa (KOUTO MOXKE Ja ce
I'BJDKAT Ha KPbBHU ChCUPELM B apTepUUTE Ha chpleTo Bu).

3aTpyaHeHNe BbB BHKIAHETO WM TOBOPEHETO, KOETO HE MPOIBJKABA ABJITO.

ToBa MOke /1a ca CUMIITOMH Ha HHCYJIT (KOMTO MOKE JIa c€ IBJDKAT Ha ChbCUPEK B apTepusl BbB
Bammst Mo35K).

Bucoka TremnepaTtypa, CTyeHH TPbIIKH, 3a4ePBEHO I'bPJIO, KALLTHLA, A)TH B yCTATA WIH
BCAKAKBH JPYIr'¥ CUMIITOMH HA HH}eKIus.

KpbBou3iuB WM NOCMHABaHE B OTCHCTBHE HA paHa.

Jlpyrure HeskeJIaHU peaKIM BKJIIOYBAT:

BaxHo e ma ce orOenexw, e MaTbK Opoil MaMeHTH ¢ MyJITHILIEH MHEJIOM MOTaT /I Pa3BHSIT
JIOITBTHUTEITHA BUJIOBE PaK, 0COOCHO 3JI0KAYSCTBCHH 3a00JIIBaHUS HA KPBHBTA, U € Bb3MOXKHO TO3H
PUCK Ja e yBeauueH npu Jieduenueto ¢ Tamunomun BMS; cienoarenso Bamwusr nekap TpsoBa
BHHMATEITHO J1a TIPEIICHH 10jI3aTa U prucka, korato Bu nmpeanucsa Tammmomug BMS.

MHuoro yectu (Moxe J1a 3acerrar nmoseue ot 1 Ha 10 gymm)

3anek.

3amaiiBaHe.

CBHHIIMBOCT, yCELIaHe 3a yMopa.

Tpemiepene (Tpemop).

Hamanenu wim npoMeHEeHU ycellanus (JIUCECTe3us).

Ortu4aHe Ha phIIETe U KpakKara.

Hamanen Opoii Ha KpbBHUTE KJIETKH. ToBa MOXe J1a 03HauaBa, 4e CTe MO-CKJIOHHHU JIa pa3BHETe
nH(eknuy. Bamusar nekap Mmoxe na Bu m3nparia 3a nscienBane Ha 6posi HA KPHBHUTE KIETKH
o BpeMe Ha Jieuerneto ¢ Tamumomua BMS.

Yectu (Moxe 1a 3acerHat 1o 1 Ha 10 gymmn)

Jlomo xpanocMunade, 9yBCTBO 3a MOBAUraHe (TajcHe), MOBPBILAHE, CyX0Ta B yCTaTa.

O6pus, cyxa Koxa.

Cnan B Opost Ha 6enuTe KpbBHH KIETKH (HEyTPOIICHHUS ), EAHOBPEMEHHO C BHCOKA TEMIIEpaTypa
1 UHQEKIH.

Criag B Opos Ha YepBEHUTE U OeNUTEe KPBBHU KJIETKH U HA TPOMOOILIMTHTE €AHOBPEMEHHO
(TaHIUTOIICHHS ).

UyBcTBO 32 cnabocT, MpuMallsiBaHe WK HECTAOMITHOCT, JIMIICA Ha €HEPTHUs MM CUJIA, HUCKO
KPBBHO HaJISITaHE.

TemmnepaTypa, 00110 HEpa3MONI0KEHHE.
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I'spuoge.

Ycenane 3a BUECHE Ha CBST, KOETO MPaBH TPYAHO U3IMPABSIHETO MM HOPMAITHOTO IBUKEHHE.
3aMBIIICHO BUXKIAHE.

Wndexuust B rpbIHUs KOII (THEBMOHHMS), 0€J101poOHO 3200 IsIBaHe.

3abaBeHa ChpleYHa YECTOTa, ChpJeYHa HEAOCTATHYHOCT.

Henpecusi, 00bpKBaHe, IPOMEHU B HACTPOCHUETO, TPEBOKHOCT.

Hamanesn ciyx unu riryxora.

BbrOpeuno 3abonsaBane (0pOpeyHa HEAOCTATHYHOCT).

HeuecTtu (Moxe na 3acersat no 1 Ha 100 xymn)

Bb3naneHue v 0TOK Ha 0e1oApoOHUTE MbTHIIA (OPOHXHUT).

Br3nanenue Ha KIETKUTE, KOUTO MIOKPUBAT CTEHATA HA CTOMAXa.

HapymaBane Ha 11eJ10cTTa Ha y49acThK OT JIe0eTI0TO YepBO (KOJIOH), KOETO MOXKE J1a IPUINHH
WH(EKIHA.

3amyImiBaHe Ha yepBara.

CnamaHe Ha KpBBHOTO HaJIsITaHE MPH U3MPaBsSHE, KOETO MOXKeE Jia IOBEAE A0 MPHUIaIaHe.
Hapymiena cepaedna neiiHocT (chpiedeH ONOK Wiy aTpuaiHa Guopuianys), npuMaisBaHe HITH
MpUmnaaaHe.

C Heu3BecTHA 4ecTOTa (OT HATUYHUTE NaHHU HE MOXe /1a ObJie HallpaBeHa OIICHKa):

[NonmxeHa QyHKIMS HA IIUTOBUIHATA JKJe3a (XUTIOTHPEOUIUZBM).

Hapymienne Ha cexcyannaTa (GyHKIUS, HAIP. UMIOTEHTHOCT.

Texxka nH(MeKIus Ha KPBBTa (CETCHUC), MPUAPYKEHA C TEMIIepaTypa, CTyAeHH TPBIKHA U CUITHO
TpeTiepeHe U eBEHTYATHO YCIOKHEHA C HUCKO KPBBHO HAJSITaHE M 0OBPKAHOCT (CENTUYEH IIIO0K).
TyMop-nu3uc CHHAPOM — YCIIOKHEHHUS Ha OOMsIHaTa Ha BElecTBaTa, KOUTO MOTaT /1a
BB3HUKHAT IO BPEME Ha JICYEHHETO Ha pak, a MOHIKora JopH 0e3 JeueHne. Te3u yCIoKHEeHUs
ce MPUYMHABAT OT Pa3NaJHUTE MPOAYKTH HA YMHUPAIIUTE PAKOBHU KJIETKH U MOTAT Ja BKIIIOYBAT:
IIPOMEHU B KPBBHUTE OMOXUMIYHH TI0KA3aTeIH; BUCOKM HIUBA Ha KaJuii, (hocdop, mMuKodHa
KHCENMHA U HUCKO HUBO Ha KaJIUi, KOETO BIOCIEACTBUE BOIU 10 IPOMEHHU B ObOpevYHaTa
¢yHKUUs, chpueOueHe, IpUMagbly U MOHSKOTa CMBPT.

HapansBane Ha yepHust ApoO (4epHOAPOOHO HAPYILIEHHE), BKIIOYUTEIHO OTKJIOHEHNS BbB
(hyHKIFOHATHUTE YePHOAPOOHH TTOKA3aTEIIH.

KpbBOM3nuB oT cToMaxa win uyeppara (CTOMAIIHO-UYPEBEH KPbBOUZIIHB).

Brnomasane Ha cumntomute Ha 6osnectra Ha [lapkuHCOH (KaTo TpenepeHe, IenpecHs Win
00BPKAHOCT).

Bornka B ropHarta 4acT Ha KOpeMa H/WiIH I'bp0a, KOSTO MOXKE JIa € CHITHA U KOSATO MPOJIbIIXKaBa
HSIKOJIKO THH, €BEHTYaJIHO MPUAPYKEHA C rajicHe, MOBPbLIaHe, TEMIIEpaTypa U YCKOpPEH ITyJIC —
TE3W CUMIITOMH MOTAT JIa Ce JbJDKAT Ha BB3MAJICHUE Ha MaHKpeaca (MaHKPEaTHuT).

[loBumaBane Ha KPbBHOTO HAJISATAaHE B KPHBOHOCHHUTE CHJI0BE, KOUTO KPbBOCHAO BT OenuTe
IpoboBe, KOeTo MOXe Jia JIOBEJIE JI0 33lyX, yMOpa, 3aMaiiBane, 00JIKa B I'bPIIUTE, YCKOPEH ITYJIC
WJIM TIO/yBaHE HA KpaKaTa WK riie3eHuTe (0enoapoOHa XUTIEPTOHHUS).

BupycHu nH(peKImy, BKIIOYATEIHO XepIiec 30cTep (BUPYCHO 3a00IsBaHe, KOSTO MPUINHSIBA
0oe3HeH 0OpHB 10 KOXKaTa ¢ MEXYpH) M IOBTOPHA MOsIBa Ha MH(eKuus ¢ xenaTut B (koeto
MOXe J]a TPUYMHH IO BJITIBAHE Ha KOXKaTa U OYHTE, OIIBETEHA B ThMHOKa(sIBO ypUHAa,
cTomalHa 0oJKa BISICHO, BUCOKA TEMIIEpaTypa U YyBCTBO 3a TaficHE MM MOBPBIIAHE).
3a0oJsiBaHEe Ha TTIABHUSI MO3BK ChC CHMIITOMH, KOMTO BKIIFOUBAT IIPOMEHH B 3pEHUETO,
rJ1aBo0ONHe, THPUOBE U OOBPKAHOCT, ChC WM 0€3 BUCOKO KPHBHO HalATaHe (CHHIPOM Ha 3a/IHa
oOparuma eHiredanonarus wid PRES).

3aboisiBaHe, 3acsATanio Koxara, IPUYMHEHO OT Bh3IAICHNE Ha MaJKUTe KPhbBOHOCHH ChIOBE,
MPUAPYKEHO ¢ O0JIKa B CTABUTE M BUCOKA TEMIIEpaTypa (JIEBKOIUTOKIACTHYCH BaCKYJIIUT).

Cho01maBaHe HA HesKeJIAHH PeaKINu

AKO TONTyunTe HIKaKBU HEXEJIaHH JICKApCTBEHU peakiyy, yBegomere Bamus nekap, GpapmaneBT nin
MeIUIMHCKa cecTpa. ToBa BKJIIOYBAa BCHYKH Bb3MOYKHU HEOITMCAHH B Ta3H JIMCTOBKA HEXKEJIAHH
peakiy. MokeTe ChII0 a ChOOIINTE HEXKENAaHH PEaKIUU JUPEKTHO Ype3 HAlMOHAIHATA CHCTEMa 32
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choOIaBane, mocodeHa B [Ipmiokenue V. Kato cpo01aBare HexeIaH! peakivii, MOKETE Jia JaJieTe
CBOSI PUHOC 3a TOJIy4YaBaHe Ha MoBede HHGOPMAIUs OTHOCHO 0€30IIaCHOCTTA Ha TOBA JISKAPCTBO.

5. Kak na cexpansBate Tamuaomug BMS

Ha ce cbxpaHsaBa Ha MSICTO, HEJOCTHITHO 32 ACIIa.

He usmnon3Baiite TOBa JIEKapCTBO CJIE CPOKaA HAa FOJHOCT, OTOE/S3aH BbPXY KapTOHEHATa KapTa THII
,IOpTdheitn” u onucrepa cies o3HaueHneTo ,,I 'ogen no0:“ u ,,EXP“. CpokbsT Ha TOJJHOCT OTroBaps Ha

IOCJICIHHUA ICH OT IOCOYCHHA MCCECII.

He u3non3Batite ToBa JICKapCTBO, aKO 3a0€NeKUTE HAKAKBO MOBPCKAAHC NI BUAUMHU Oecne3n Ha
HapyliaBaHC Ha LICJIOCTTA HAa OITAKOBKATA.

ToBa jexapcTBO HE N3KCKBA CIIEIHATHU YCIOBUS Ha ChXpaHEHHE.

B kpas Ha nedenunero TpsaOBa Ja BbpPHETE BCUUKH HEU3ION3BaHH KAICYJIH Ha (papMarieBTa Wi JieKaps.
Te3u MepKH e TPENOTBPATAT HEMPaBUITHA YIOTpeoa.

6. Chabp:kaHue HA OIAKOBKATA M JONMbJIHUTETHA HHpOpManus

Kakso cpabp:xa Tanunomunx BMS:

o AKTUBHOTO BEILECTBO €: TanuaoMu. Beska karcyna ceappxka 50 mg TanuaomMu.
o Hpyrute cbcTaBky ca:
o ChcTaB Ha ChABPIKAHETO Ha Karcylarta: IpexeTaTHHU3UPAaHO HUIIECTE U MarHe3HeB
cTeapar.
o Kamcymnara ceappxa sxenatud u TuTaHoB auokeun (E171).
o [TeyaTHOTO MacCTHIIO Ce CHCTOM OT ILENJIaK, YepeH sxene3eH okcup (E172) u mponmnen
TJINKOJI.

Kak usrae:xxna Tamuaomung BMS u KakBo chABbp:ka 0NaKOBKAaTAa:

Tamunomug BMS e nmon ¢popmaTa Ha Oesn TBEpAU Karcyiu Mapkupanu c ,, Thalidomide BMS 50 mg”.
Karncynure ce qoctaBsT B KapTOHEHA KapTa TUII ,,IopThein”, chabpxaina 28 karncynu (2 oymctepa 1o
14 xaricymm).

IIpuTexaTes Ha pa3pellIeHNETO 32 ynoTpeda
Bristol-Myers Squibb Pharma EEIG

Plaza 254

Blanchardstown Corporate Park 2

Dublin 15, D15 T867

Wpnannus

IIponzBoauTen

Celgene Distribution B.V.
Orteliuslaan 1000

3528 BD Utrecht
Hunepnannus
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3a gombIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
TIpE/ICTAaBUTEN Ha MIPUTEXKATENS Ha pa3penIeHneTo 3a ynorpeoda:

Belgique/Belgié/Belgien

N.V. Bristol-Myers Squibb Belgium S.A.

Tél/Tel: +32235276 11
medicalinfo.belgium@bms.com

bbarapus

Swixx Biopharma EOOD

Ten.: +359 2 4942 480
medinfo.bulgaria@swixxbiopharma.com

Ceska republika

Bristol-Myers Squibb spol. s r.o.
Tel: +420221016 111
medinfo.czech@bms.com

Danmark

Bristol-Myers Squibb Denmark
TIf: + 454593 05 06
medinfo.denmark@bms.com

Deutschland

Bristol-Myers Squibb GmbH & Co. KGaA

Tel: 0800 0752002 (+ 49 89 121 42 350)
medwiss.info@bms.com

Eesti

Swixx Biopharma OU

Tel: + 372 640 1030
medinfo.estonia@swixxbiopharma.com

E\LGoo

Bristol-Myers Squibb A.E.
TnA: + 30210 6074300
medinfo.greece@bms.com

Espaiia

Bristol-Myers Squibb, S.A.
Tel: +34 91 456 53 00
informacion.medica@bms.com

France

Bristol-Myers Squibb SAS
Tél: +33 (0)1 58 83 84 96
infomed@bms.com

Hrvatska

Swixx Biopharma d.o.o.

Tel: + 38512078 500
medinfo.croatia@swixxbiopharma.com

Lietuva

Swixx Biopharma UAB

Tel: +370 52 369140
medinfo.lithuania@swixxbiopharma.com

Luxembourg/Luxemburg

N.V. Bristol-Myers Squibb Belgium S.A.
Tél/Tel: + 32235276 11
medicalinfo.belgium@bms.com

Magyarorszag
Bristol-Myers Squibb Kft.
Tel.: +36 1301 9797
Medinfo.hungary@bms.com

Malta

A.M. Mangion Ltd
Tel: + 356 23976333
pv@ammangion.com

Nederland

Bristol-Myers Squibb B.V.
Tel: + 31 (0)30 300 2222
medischeafdeling@bms.com

Norge

Bristol-Myers Squibb Norway AS
TIf: +47 67 55 53 50
medinfo.norway@bms.com

Osterreich

Bristol-Myers Squibb GesmbH
Tel: +43 160 14 30
medinfo.austria@bms.com

Polska

Bristol-Myers Squibb Polska Sp. z o.0.
Tel.: + 48 22 2606400
informacja.medyczna@bms.com

Portugal

Bristol-Myers Squibb Farmacéutica Portuguesa,
S.A.

Tel: +351 21 440 70 00

portugal. medinfo@bms.com

Roménia

Bristol-Myers Squibb Marketing Services S.R.L.
Tel: + 40 (0)21 272 16 19
medinfo.romania@bms.com
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Ireland

Bristol-Myers Squibb Pharmaceuticals uc
Tel: 1 800 749 749 (+ 353 (0)1 483 3625)
medical.information@bms.com

island

Vistor hf.

Simi: + 354 535 7000
vistor@vistor.is
medical.information@bms.com

Italia

Bristol-Myers Squibb S.r.1.

Tel: +39 06 50 39 61
medicalinformation.italia@bms.com

Kvnpog
Bristol-Myers Squibb A.E.
TnA: 800 92666 (+ 30 210 6074300)

medinfo.greece@bms.com

Latvija

Swixx Biopharma SIA

Tel: + 371 66164750
medinfo.latvia@swixxbiopharma.com

Slovenija

Swixx Biopharma d.o.o0.

Tel: +386 1 2355 100
medinfo.slovenia@swixxbiopharma.com

Slovenska republika
Swixx Biopharma s.r.o.
Tel: + 421 2 20833 600

medinfo.slovakia@swixxbiopharma.com

Suomi/Finland

Oy Bristol-Myers Squibb (Finland) Ab
Puh/Tel: + 358 9 251 21 230
medinfo.finland@bms.com

Sverige

Bristol-Myers Squibb Aktiebolag
Tel: +46 8 704 71 00
medinfo.sweden@bms.com

I[ara Ha MOCJICAHO MpepasrjacKaaHe Ha JTUCTOBKaTa

JApyru n3trouyHuny Ha nHGopmManus

IToapoOHa uHOpMaLKs 3a TOBA JIEKapCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
1o JieKapceTBara http://www.ema.europa.eu. [locouenu ca ChIo JUHKOBE KbM IPYTH yeOCalTORBE,

KBACTO MOKC a CC HaMCpU I/IH(i)OpMaLII/IH 3a pCAKn 3a00JIIBaHUS U JICUCHUS.
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