MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUS TPOAYKT

Abseamed 1 000 IU/0,5 ml umxeKIHnOHEH pa3TBOP B IIPEABAPUTEITHO HAITBITHEHA CIIPHHITOBKA
Abseamed 2 000 IU/1 ml uH>keKIOHEH pa3TBOP B MPEIBAPUTEITHO HAIIBIHEHA CIIPHUHIIOBKA
Abseamed 3 000 1U/0,3 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
Abseamed 4 000 1U/0,4 ml nHXEKIIMOHEH pa3TBOP B IIPEABAPUTEITHO HAITBIHCHA CIIPHHITOBKA
Abseamed 5 000 IU/0,5 m] uHX)EKITMOHEH pa3TBOP B MPEABAPUTEIHO HAMMBIHEHA CIIPUHIIOBKA
Abseamed 6 000 [U/0,6 ml nH>xeKIMOHEH Pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA CIIPUHIIOBKA
Abseamed 7 000 IU/0,7 ml uHXeKITMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBTHEHA CIIPUHIIOBKA
Abseamed 8 000 1U/0,8 ml uH)eKIIMOHEH pa3TBOP B MPEABAPUTEIHO HAMMBIHEHA CIIPUHIIOBKA
Abseamed 9 000 1U/0,9 ml nHxeKMoHEeH pa3TBOP B MPEIBAPUTETHO HATBIHEHA CIIPUHIIOBKA
Abseamed 10 000 IU/1 ml nHxeKunoHeH pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
Abseamed 20 000 1U/0,5 ml uH)XEeKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA CITPHHIIOBKA
Abseamed 30 000 IU/0,75 ml nHXeKIIMOHEH pa3TBOP B MIPEBAPUTEIHO HATBIIHEHA CIIPUHIIOBKA
Abseamed 40 000 IU/1 ml nHkeKnOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Abseamed 1 000 1U/0,5 ml uHXEKITMOHEH pa3TBOpP B MPEIBAPUTEIHO HAITBIHEHA CHIPUHIIOBKA
Bcexku ml ot pa3ztBopa ceabpika 2 000 IU enoetun anda (epoetin alfa)*, ekBuBaieHTHU Ha

16,8 mukporpama Ha ml.

Enna npensaputenno HanmbJiHeHA cripuHIIOBKA 0T 0,5 ml chabpika 1 000 MexxayHApOIHA €AMHHUITH
(IU), exBuBasieHTHHU Ha 8,4 MUKpOTpaMa ernoeTuH anda.*

Abseamed 2 000 IU/1 ml WHXEKIIMOHEH pa3TBOP B IPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Bcexu ml ot pastBopa chaspika 2 000 IU enoetun anda (epoetin alfa)*, ekpuBajieHTHH Ha

16,8 mukporpama Ha ml.

Enna npenBapuTenHo HamrbJIHEHa cipuHLIOBKA OT 1 ml chabpxa 2 000 mexxayHapoauu eanannu (1U),
eKBUBAJICHTHH Ha 16,8 MuKporpama emoetus aida.*

Abseamed 3 000 1U/0,3 ml nHXEKIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIPUHIIOBKA
Bcexu ml ot pa3tBopa ceabpxka 10 000 IU enmoetnn anda (epoetin alfa)*, eksuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npenBaputenHo HambyiHeHa cipuHLoBKa oT 0,3 ml ceabpixka 3 000 MexxaIyHApOIHN SAHMHULH
(IU), exBuBaNieHTHHU Ha 25,2 MUKpOrpaMa eroeTHH aida.*

Abseamed 4 000 1U/0.4 ml nH>XeKIIMOHEH Pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA CIIPUHIIOBKA
Bcexu ml ot pasrBopa ceabpka 10 000 U enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npensapurtenHo HambiHeHa cripuHIioBKa oT 0,4 ml ceabpika 4 000 MeXayHAPOIHU SAUHUIU
(IU), exBuBasieHTHU Ha 33,6 MUKpOrpaMa emoeTuH anda.*

Abseamed 5 000 1U/0,5 ml uHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAMNBIHECHA CIPUHIIOBKA
Bcexu ml ot pastBopa chabpka 10 000 IU enoerun anda (epoetin alfa)*, ekBuBajieHTHU Ha

84,0 muxporpama rHa ml.

Enna npensaputenno HanmbJiHeHA cripuHIIOBKA 0T 0,5 ml chabpika 5 000 MexayHApOIHA €IMHHUITH
(IU), exBuBanenTHn Ha 42,0 MUKpOrpama emoeTrH anda.*

Abseamed 6 000 1U/0,6 ml mHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
Bceku ml ot pastBopa chaspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBanieHTHU Ha

84,0 mukporpama Ha ml.

Enna npensapurtenHo HambIHEeHa cipuHIIOBKA OT 0,6 ml chabpika 6 000 MexXayHApOIHN €IUHUIN
(IU), exBuBanentTHu Ha 50,4 MUKporpama emoeTuH anda.*

Abseamed 7 000 1U/0,7 ml MHXEKIIMOHEH PA3TBOP B IIPEIBAPUTEIHO HANBIHEHA CIIPUHIIOBKA




Bcexu ml ot pasztBopa ceabpika 10 000 [U enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 mukporpama rHa ml.

Enna npensaputenno HanbJiHeHA cripuHIIOBKA 0T 0,7 ml chabpika 7 000 MeXayHAPOIHA €AMHHUITH
(IU), exBuBasnieHTHU Ha 58,8 MUKpOrpama emoeTrH anda.*

Abseamed 8 000 1U/0,8 ml MHXKEKIIMOHEH PAa3TBOP B PEABAPUTEIHO HAIIBIHEHA CIPUHIIOBKA
Bcexu ml ot pastBopa chaspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBanieHTHU Ha

84,0 mukporpama Ha ml.

Enna npensapurenno HamrbiHeHa cipuHIIOBKa oT 0,8 ml chabpka 8 000 MexayHapOTHN €TUHUTIN
(IU), exBuBasieHTHU Ha 67,2 MUKpOTrpama emoeTrH anda.*

Abseamed 9 000 1U/0,9 ml uHXeKIIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBIHEHA CHPUHIIOBKA
Bceexu ml ot pa3tBopa crappxka 10 000 IU emoetnn anda (epoetin alfa)*, eksuBaneHTHN Ha

84,0 mukporpama Ha ml.

Enna npenBaputenHo HamrbyiHeHa cipuHIOBKa OT 0,9 ml cpabpxka 9 000 MexxayHApOIHN SAMHULH
(IU), exBuBayieHTHH Ha 75,6 MEUKporpama ermoeTuH anda.*

Abseamed 10 000 IU/1 ml MHXEKIIMOHEH PA3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Bceexu ml ot pastBopa ceaspka 10 000 IU enoerun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 muxporpama Ha ml.

Enna npensaputenHo HambiIHeHa cripuHIioBka oT 1 ml chabpka 10 000 MexIyHApOHY STUHHIINA
(IU), exBuBasienTHU Ha 84,0 MUKporpama enoetuH anda.*

Abseamed 20 000 1U/0,5 ml uHXeKIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIbJIHEHA CIIPUHIIOBKA
Bceexu ml ot pastBopa chabpxka 40 000 IU enoerun anda (epoetin alfa)*, ekBuBajeHTHU Ha

336,0 mukporpama Ha ml.

Enna npensapurteaHo HambiHeHa cipuHiioBka oT 0,5 ml ceabpika 20 000 MexIyHAPOIHU €IUHHUIIH
(IU), exBuBanienTHH Ha 168,0 MuKporpama enoetuH anda.*

Abseamed 30 000 1U/0,75 ml uHXEKIIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HATHIHEHA CIPUHIIOBKA
Bcexu ml ot pastBopa ceabpika 40 000 [U enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

336,0 mukporpama Ha ml.

Enna npensapurenno HambiHeHa cipuHIoBKa OT 0,75 ml cpappxa 30 000 MexayHApOIHU €IUHUTN
(IU), exBuBasieHTHU Ha 252,0 MUKporpamMa ernoeTuH anda.*

Abseamed 40 000 IU/1 ml MHXEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HAIBJIHEHA CIIPUHIIOBKA
Bceexu ml ot pastBopa craspika 40 000 IU enoetun anda (epoetin alfa)*, exkBuBanenTHN Ha
336,0 mukporpama Ha ml.

Enna mpenBapurtenHo HamrbIHeHa cipruHIOBKA OT 1 ml chabpika 40 000 MexIyHApOHY SMHHIINA
(IU), expuBanentan Ha 336,0 Mukporpama emnoeTuH anda.*

* [IpousBeaeH mocpeacTsoM pekombuHanTHa JJHK TexHOMOTHS B OBapHaiHU KJIIETKU Ha KUTAWCKH
xamcrep (Chinese Hamster Ovary, CHO).
3a IBJIHMS CIMCHK HA IOMOIIHUTE BEIECTBA BIKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WHXeKIroHeH pa3TBOp B MPEIBAPUTEITHO HAITBITHEHA CIIPUHIIOBKA (MHIKEKIIHS)
buctsp, 6e31BeTeH pa3TBOP

4. KJIMHNYHU JAHHHA

4.1 TepaneBTHYHM NOKA3AHUA



Abseamed e moka3aH 3a JIeYUCHHUE Ha CUMIITOMATUYHA aHEMUS, CBbP3aHa C XpOHUYHA OBLOpEUYHA
HegoctarhbIHOCT (XBH):

- TIpH BB3PACTHHU U JIela Ha Bh3pacT oT 1 10 18 roguHn Ha XeMoqualin3a U Bb3PacTHH MallueHTH
Ha TIEpUTOHEATHA uaiu3a (Bxk. Touka 4.4).

- IpY BB3PACTHU ¢ ObOpedHa HEAOCTaTHYHOCT, KOUTO OIIE HE ca TOAJI0KEHN Ha AUann3a 3a
JICYCHUE HA TEXKKA aHEMUS OT ObOpEYeH IPOU3XOJI, MPHUIPYKABAHA OT KIMHUYHU CHMIITOMH
TIPH MaMEeHTHTE (BXK. TOUKA 4.4).

Abseamed e nokaszaH NpH B3paCTHH HA XUMUOTEPAIHUs ChC COJMIHN TYMOPH, MAJIMTHEH TUM(OM
WJIM MYJITUIUIEH MHEIIOM U C PUCK OT TpaHC(y3usl, IPEIleHeH Bh3 OCHOBA HA OOIIOTO ChCTOSTHHE Ha
naryenTa (Harp. ChbpJAe9HO-ChA0B CTaTyC, aHEMHUSI, CHIIECTBYBAINA TIPEH 3all0YBaHE Ha
XUMHUOTEPAIUITa) 3a JCUCHNE Ha aHEMUS 1 HaMaJlsiBaHE Ha HEOOXOAMMOCTTA OT TpaHCPy3usl.

Abseamed e moka3aH npu Bb3pacTHH, BKIIIOYEHH B ITporpamMaTa 3a JeTOHNPaHe Ha aBTOJIOKHA KPBB 3a
yBeIMYaBaHe Ha JOOMBA Ha aBTOJIOKHA KPbB. JleueHHeTo TpsiOBa Aa ce mpuiiara caMo Ha HanyueHTH

C yMepeHa aHemus (IMarna3oH Ha KOHIIeHTpanuuTe Ha xemornoouHa [Hb] mexmy 10 no 13 g/dl [6,2 no
8,1 mmol/1], 6e3 xkene3eH AehHUIUT), ako HIMa BE3MOYKHOCT 3a ICTIOHUPAaHE Ha KPBB I TO

€ HeJI0OCTaThuHO, KOTaTo MJIaHWpaHaTa rojisiMa eJIeKTHBHA Olepaliysl U3UCKBa rojisiM 00eM KpbB (4 min
MoBeYe SAMHUIM KPBB 3a )KEHHU WIH 5 U MOBEeUe SAUHULM 32 MBXKE).

Abseamed e moka3aH npu Bb3pacTHH 0e3 KeJe3eH AeQUIUT MPear TosIMa eIeKTHBHA OPTOTIEINYHA
orepalys pyu HAJTMYUE Ha TOJISIM PUCK OT XeMOTPaHC(PY3MOHHH YCIIOKHEHHUS 32 HaMallsiBaHe Ha
HEoOXOJMMOCTTa OT IIPEIMBaHe Ha aJloTeHHA KPbB. YHoTpedara TpsiOBa 1a Oblie orpaHrdeHa
IIPEJUMHO IIPY IALMEHTU C yMEPEHa aHeMUsI (AMana30H Ha KOHLECHTPALMUTE Ha XeMOITIOONHA MEX Ty
10 mo 13 g/dl unu 6,2 1o 8,1 mmol/l), KOUTO He ca BKIIOYCHH B ITpOrpama 3a MpeaBapuTesHO B3eMaHe
Ha aBTOJIOKHA KPBB U C€ 04aKkBa yMepeHa kpbBozaryoa (900 mo 1 800 ml).

Abseamed e moka3zaH 3a Jie4YeHrE HA CHMIITOMaTHYHA aHEeMHUA (KOHIIEHTPALK Ha XeMOTJIOOWH
<10 g/dl) mpu BB3pacTHH ¢ IbPBUYHU MueToANUCIIacTHYHU cuHApoMu (M/IC) ¢ HUCHK nin
MEXIMHEH PHUCK - 1, KOUTO HMAaT HUCHK cepyMeH epurponoeTH (< 200 mU/ml).

4.2 Jl03MpoBKa 1 HAYKMH HA NPUJIOKEHHUE

Jleuenneto ¢ Abseamed TpsiOBa 1a ObJie 3aMIOYHATO MO HAOIIOJEHUETO Ha JIGKAPH C OIUT
B JICUCHUETO HA MALMEHTH C TOPENIOCOYCHHUTE MMOKA3aHHS.

EOSI/I[ZOBKB

Benukn apyru npuanay 3a aHemus (1epunuT Ha Kens30, GojaTh Wid BUTaMuH B),, amymuHueBa
WHTOKCHKAIIWS, MHPEKIUS WU Bb3NaJIeHUe, 3aryda Ha KPbB, XeMOJIM3a M KOCTHOMO3bUHA (UOpo3a OT
BCSIKaKbB IPOU3X0]T) TPSOBA J1a C€ OICHSAT U JIa CE JICKYBaT MPeIu 3all0YBaHe Ha TepAIHiITa C eTIOSTHH
anda u KoraTo ce B3eMa pelIeHre 3a TOBUIIaBaHe Ha 103aTa. 3a J1a Ce OCUTYPH ONTHMAaTHO
MOBJIMSIBAHE OT JICUCHUETO C SMOCTHH ajida, TpsiOBa Ja ce OCUTYPSIT JOCTAThYHH 3aIacu OT KEJA30

U aKO € HEOOXOAMMO, J1a CE MPHIIOKAT T00aBKH, ChIIbPIKAIIHN XKEJA30 (BXK. TOUKa 4.4).

Jleuernue na cumMnmomamuyra anemus npu 8b3PaAcmHu NAYUEHMU C XPOHUYHA 6b6D€1lHa
He0oCmamv4HoCm

CUMIOTOMHUTE HA aHEMUS U MOCJICACTBUATA MOT'aT J1a BapupaT B 3aBUCUMOCT OT Bb3pacCTTa, Iojia
U CbIIBTCTBAIIUTEC 33.6OJ'I$IB3HI/IH; HCO6XO,I[I/IMO € JICKApAT Aa OLCHU MHAWBUAYAJIHOTO KIIMHUYHO
IPpOTUYAHC U CHCTOSAHHUECTO HA IMAIIUCHTA.

[IpenopbYUTETHUAT KellaH AUana30H Ha KOHIICHTPALMUTE Ha XeMorioouHa e mexy 10 g/dl no
12 g/dl (6,2 no 7,5 mmol/l). Abseamed TpsiOBa 1a ce mpuara 3a MOBUIIABaHE HA HUBOTO Ha
xemoraobuHa f0 He oede oT 12 g/dl (7,5 mmol/l). TpsOBa na ce n30sATBa MOBUIIIaBaHE HA HUBOTO HA



xeMoriobuHa ¢ noseue ot 2 g/dl (1,25 mmol/l) 3a mepuon oT yeTHpu ceAMUIA. AKO TOBa C€ CIIy4H,
TpsI0Ba J1a ce HANPaBAT ChOTBETHH KOPEKLIMH Ha J03aTa, KAaKTO € IOCOYEHO.

[Mopany MHTEpUHAMBUAYAIHA BApUAOWITHOCT, MOTaT Ja Ce HaOJIF01aBaT OTJCIIHU CTOHHOCTH Ha
XEeMOTJIOOWHA 3a IaJICH MAIUeHT HaJI WIH O] )KeJIaH!sI TUara30H Ha KOHIIEHTPAIUUTE Ha
xeMorio0OnHa. BapnabmiHocTTa Ha XeMorIo0nHa TpsaOBa J1a ce KOHTPOJIMpa Ype3 MpoMsIHa Ha 103aTa,
KaTo ce UMa MPEJIBU/ Ihana30Ha Ha KOHIICHTpaluuTe Ha xeMmorioouna ot 10 g/dl (6,2 mmol/l) no

12 g/dl (7,5 mmol/l).

TpsibBa 1a ce U30rBa MOAABPIKAHETO HA MOCTOSTHHO HUBO Ha XeMorinoouna Haxa 12 g/dl (7,5 mmol/l).
AKO HMBOTO Ha XeMOTJIO0MHA ce noBuIaBa ¢ moseue ot 2 g/dl (1,25 mmol/l) Ha mMecer uau ako
CTOWHOCTUTE Ha XeMorioouHa HaaxBepiaT 12 g/dl (7,5 mmol/l), Hamanere mo3zata Ha Abseamed

¢ 25 %. Axo HEBOTO Ha XeMornoomHa HaaxBepau 13 g/dl (8,1 mmol/l), mpeycranoBeTe Tepanusra,
nokaro crniagae nof 12 g/dl (7,5 mmol/l) u ToraBa 3anounere oTHOBO JieueHHeTo ¢ Abseamed ¢ no03a
25 % mo-HUCKa OT MpeaxoaHaTa 103a.

[Mannenture Tpsa6Ba Aa OBIAT CIEICHN BHUMATEIHO C 1€ a Ce OCUTYPHU M3MIOJI3BAHETO Ha Hail-
HHUCKaTa 0Jj00peHa eeKTHBHA 103a Abseamed, KOSTO OCHTypsiBa afieKBaTeH KOHTPOJI Ha aHEMUSITA
¥ Ha CUMIITOMHTE Ha aHEMHUsI, JIOKAaTO Ce MOAIbprKa KOHIICHTPAIMs Ha XeMOTJIOOMHA T10]] HJIH paBHA
Ha 12 g/dl (7,5 mmol/l).

[Ipu marmentn ¢ XbH Tps0Ba 1a ce BHUMaBa pY NMOBHINIABAHE HA JIO3UTE HA CTUMYJIHPAIIOTO
epuTponoe3aTa cpeacTno (erythropoiesis stimulating agent, ESA). IIpu maruenTy cbe c¢ad oTroBop
10 OTHOIIICHHE Ha XeMOrJIo0MHa KbM JieueHueTo ¢ ESA TpsiOBa ia ce momMuciu 3a Apyru O0SICHEHHUS 32
cinabus otroBop (Bxk. Touku 4.4 u 5.1).

Jleuenneto ¢ Abseamed ce pa3zens Ha JiBa eramna - ¢a3a Ha KOpUTHpaHe Ha J03aTa U (a3a Ha
MOJTBPIKAIIO JICUCHHE.

Bwv3pacmnu nayuenmu na Xemoouanusa

[Tpu nanueHTH Ha XeMOUANTH3a C Beue HATMYCH UHTPABEHO3CH JOCTHII, 32 TPEAMOYHTAHE
€ MHTPABEHO3HOTO MPUIIOKEHHE.

Dasza 3a Kopueupaue Ha 0o3ama
Havamnara no3a e 50 [U/kg 3 mbTH ceqMu4HO.

AKo e HeoOxoIuMo, yBenu4eTe win Hama-jere jgo3ata ¢ 25 [U/kg (3 mbTu ceqMuuHo), T0KaTo ce
MIOCTUTHE KEIAHUAT TUAIa30H Ha KOHIIEHTparuuTe Ha xemorinoonaa mexy 10 g/dl mo 12 g/dl (6,2 mo
7,5 mmol/l) (ToBa TpsOBa 1a ce U3BBPIIBA TOCTEIICHHO HAa MHTEPBAIIN OT ITOHE YSTHPH CEIMHUIIN).

Da3za Ha no0OBPIHCAUO JleueHUe
[Ipenoppunrennara obmia ceqmuyaHa mo3a e mexay 75 [U/kg u 300 1U/kg.

Tps0OBa ja ce HaIIpaBH MOAXO/IAIIA KOPEKIIHsI Ha J103aTa, 32 Jla Ce MOIbPKAT CTOHHOCTUTE Ha
XeMOTTI0OWHA B JKEJTaHUA AUara3oH Ha KoHIeHTpauute Mexay 10 g/dl mo 12 g/dl (6,2 mo
7,5 mmol/l).

[Ipu marueHTH ¢ MHOTO HUCHK M3X01eH XeMornoouH (< 6 g/dl wim < 3,75 mmol/l) moxe na ca
HEOOXOJUMH [TO-BHCOKH HOIABPKAIIM J03H, OTKOJIKOTO MPH MALMEHTH C HE TOJIKOBA TE)KKA aHEMHS

B Havyanoro (> 8 g/dl wim > 5 mmol/l).

Bwspacmuu nayuenmu ¢ 6v0peuna Hedocmamv4HoCh, KOUMo oule He Ca NOOJIOICEHU HA OUAIU3A

[Ipu oTchbeTBUE HA HHTpAaBEHO3€EH N0CThII Abseamed Moxe Jja ce mpujara moaKoXHO.



Dasza Ha Kopusupaue Ha 003ama

Havamnara no3a e ot 50 IU/kg 3 mpTH ceqMudHO, TTOCTeIBaHa P HEOOXOAUMOCT OT yBEJINYaBaHE Ha
nmo3upoBkata ¢ 25 IU/kg (3 mbTH ceMMUYIHO), TOKATO CE IIOCTUTHE JKeJaHaTa KOHIICHTPAIUsI Ha
XeMorJioOrHa (ToBa TpsOBa Jla e U3BBHPIIBA IOCTEIICHHO HA MHTEPBAIM OT IMOHE YSTHPHU CCIMUIIH).

Daza Ha no00vPICAULO eueHUe

[To Bpeme Ha ¢azaTa Ha moaABpIKaIIO JedeHne Abseamed Moske J1a ce mpuiiara 3 bTH CEMUYHO, a

B CJIy4ail Ha MOJAKOKHO MPHIIOKEHHE — BEJJHBK CEAMUYHO HJIH BEIHBXK HA BCCKH 2 CEIMULIH.

Tps0Ba 12 ce HANPaBU MOJXOAAIIO aJalITUPAHE Ha JI03aTa M JO30BUTE HHTEPBAJIH, 3a JIa c€ TOAIbpIKa
HUBOTO Ha XeMarJioOMHa B jkenanuTe rpanunm — Mexay 10 g/dl u 12 g/dl (6,2 no 7,5 mmol/l).

VY abmKaBaHeTO Ha JO30BUTE HHTEPBAIM MOXKE Ja HAJIOXKH [TOBHUIIABAHE HA /103aTa.

MakcumanHaTta J03upoBKa He TpsoBa aa Hagsumasa 150 [U/kg 3 meTi cenmuano, 240 IU/kg (mo
makcumym 20 000 IU) Beaubxk cenmuuno win 480 [U/kg (no makcumywm 40 000 [U) Beaubxk Ha BCEKU

2 CeIMHUIIH.

Bwv3pacmnuu nayuenmu na nepumoneanna ouanusa

HpI/I OTCHCTBUC HA UHTPABCHO3CH JOCTHII Abseamed moxe Ja Cc€ npujiara NOAKOKHO.

Dasza Ha Kopusupane Ha 003ama
Havanmnara no3a e 50 [U/kg 2 mbTH ceqMU4HO.

Daza Ha nodOvpICAUO NeueHue

[Ipenoppunrtennata nogabspxama no3a e mexay 25 [U/kg u 50 [U/kg, 2 mbTi ceaMUYHO B ABE
HMHXEKINY C PaBHU J03H.

TpsabBa ia ce HalIpaBH MOAXOAIIO alaTHPAHE HA J03aTa, 32 J1a Ce MOAIbPKAT CTOWHOCTUTE Ha
XeMOorJIo0rHa Ha xenanoto HuBo Mexay 10 g/dl mo 12 g/dl (6,2 mo 7,5 mmol/l).

Jleuenue na 8b3pacmuu NAYUEHMU C aHeMusl, quVuupaHa om xumuomepanus

CuMnTOMHTE HAa aHEMUS U TMOCJICACTBUATA MOraT Ja BapupaT B 3aBUCUMOCT OT Bb3pacTTa, Imoja
U IIIJIOCTHOTO COIMMAJIHO 3HAYCHHUEC Ha 3360H$IBaHeTO; HCO6XOI[I/IMO € JICKApAT J1a OUCHU
WHANBUAYAJTHOTO KIIMHUYHO NPOTUYAaHEC U CbCTOAHUCTO HA MallUCHTA.

Abseamed Tps6Ba ga ce mputara Ipu MaueHTH ¢ aHeMU (T.e. KOHIIEHTPAIHsI Ha XeMOTJI00WH
<10 g/dl (6,2 mmol/l)).

Hagamnata no3a e 150 [U/kg moakoxHO, 3 TBTH CEAMHYHO.

AnrepHatuBHO, Abseamed Moke fa ce mpuiara B HauainHa go03a oT 450 [U/kg moakoxHo, BEAHBX
CEeIMUYHO.

Tps0OBa 1a ce HaIpaBH MOAXOIAIIO aaNTUPAHE HA JI03aTa, 3a J1a Ce MOAIbpPXKAT KOHIICHTPAI[MUTE Ha
XeMOTTI00WHA B pAMKHUTE Ha KeJlaHUs TUana3oH Ha KoHneHTpanuuTe: mexay 10 g/dl mo 12 g/dl (6,2
1o 7,5 mmol/1).

[opann uHTpanHIUBUIyaTHATa BAPHAOMITHOCT € BH3MOXKHO MOHSAKOTa J1a ce HaOIoJaBaT OTACTHN
KOHIICHTPAIMH Ha XeMOTJIOOWHA 32 JaJICH MAIMEHT HaJT UK MOJT )KEJIaHUs TUara3oH Ha
KOHIICHTpaIMHuTe Ha XeMoriioOnHa. BapnabunHocTTa Ha XeMoriao0uHa TpsiOBa Aa ce OBJaAsgBa 4pe3
KOHTPOJIMpaHe Ha /103aTa, KaTo JKeJaHUAT AUana30H Ha KOHLIEHTPALMUTE Ha XEeMOTJIOOWHA € MEXKIY
10 g/dl (6,2 mmol/l) no 12 g/dl (7,5 mmol/l). TpsiOGBa na ce n36sTBa MOAIBPKAHETO HA TIOCTOSTHHA
KOHITeHTparusa Ha xemorsioonna Hay 12 g/dl (7,5 mmol/l); mpermopbKuTe 3a MOIXOIAIIHN T030BU
KOPEKIIMH TIPU KOHIICHTPAIIMK Ha XeMOTJIOOMHA, KouTo HanxBepiatT 12 g/dl (7,5 mmol/l) ca onucanu
MO-A0Iy.
- AKO cieq] YeTHPHCEAMUYHO JICUCHHE KOHIEHTPALUATAa Ha XeMOIJIOOHA ce € OBUIIINIIA IOHE
c 1 g/dl (0,62 mmol/l) unu Gposit Ha peTukynouuTure ce e yBenuumi = 40 000 knetku/pl Han



M3XOAHOTO HUBO, A03aTa TpsioBa aa octane 150 [U/kg 3 mpt ceamuuno nnu 450 1U/kg BemabxK
CeIMUYHO.

- AKO KOHIIEHTpanuaATa Ha xemoriiobnHa ce e nopummia ¢ < 1 g/dl (< 0,62 mmol/l) u 6posit Ha
petukynonutute ce ¢ yBeauamt < 40 000 kneTku/pl Hax M3X0AHOTO HHUBO, J03aTa TPSIOBa Ja ce
yBemmmuu 110 300 [U/kg 3 mbTu ceqMuuHO. AKO CJie/ JOMBJIHUTEIIHO YSTHPUCEIMUYHO JICUCHUE
¢ 300 [U/kg 3 mbTH CEIMUYHO KOHIICHTpAIUsATA Ha XeMOTJI00MHA ce € moBuinmia ¢ > 1 g/dl
(= 0,62 mmol/l) nnu 6posAT Ha peTHKyIOIHUTUTE ce e yBenuura = 40 000 ketku/pl, nozara
Tps6Ba na ocrane 300 [U/kg 3 mbTH ceqMuyHO.

- AKO KOHIICHTpanusaTa Ha xemoryioorHa ce e nopumnmia < 1 g/dl (< 0,62 mmol/l) u 6posT Ha
petukynouuTute ce e yBenuuui ¢ < 40 000 xireTku/pl Hag U3XOJHOTO HUBO, MAJIKO BEPOSITHO
€ J1a ce TOJIy4H ITOBIMSBAHE U JICYEHHETO TPAOBa fa ObJe IpeyCTaHOBEHO.

Kopexyuu na 0ozama c uen nodowvparcane Ha KoHyeHmpayuume nHa xemozanoouna meacoy 10 g/dl oo
12 g/dl (6,2 00 7,5 mmol/l)

AKO KOHIIGHTpalusITa Ha xeMoryioOuHa Hapactsa ¢ nmoseue oT 2 g/dl (1,25 mmol/l) Ha Mecen nnu ako
KOHIICHTpanuaTa Ha xemornioouna Haaxebpiu 12 g/dl (7,5 mmol/l), HamaneTe no3ara Ha Abseamed
¢ okoJ10 25 1o 50 %.

AKO KOHIIEHTpanusTa Ha xeMorsioOuHa Haaxebpau 13 g/dl (8,1 mmol/l), mpeycraHoBeTe Tepanusra,
nmokaro cragae mox 12 g/dl (7,5 mmol/l) u Torasa 3amounere oTHOBO JiedenneTo ¢ Abseamed B 1032
25 % mo-HUCKa OT MPEeAXOaHATA.



HpCHOp’LqI/ITCJ'IHaTa CXCMa Ha NPUIIOKCHUEC € IPCACTAaBCHA Ha CJICAHATa Auarpama:

150 IU/kg 3 bTH cEMMUYIHO
win 450 1U/kg BeTHBX CEMUYHO

3a 4 ceqMUIU

- o

YBenmuuenue Ha Opost perukynonuTa > 40 000/pl YBenuueHue Ha Oposi pETHKYJIOLUTH
<40 000/ul
nny nosuiasade Ha Hb > 1 g/dl n nopumasane Ha Hb <1 g/dl
Tapreren Hb 300 IU/kg
(<12 g/dl) 3 IBTH CEIMHYIHO

3a 4 ceqMHUIN

T

YBenuueHue Ha Opost peTUKYIOIUTH > 40 000/ul
wim noBumasane Ha Hb > 1 g/dl

VBenuueHnue Ha Oposi PETUKYIIOIUTH
<40 000/ul
u noBumiaBane Ha Hb < 1 g/dl

l

Hper aTsABAaHC Ha TCpaIluAaATa

[TanuenTure TpsOBa 1a ObJAT CIICACHH BHUMATEIIHO C 1eJ1 J]a C€ OCUTYPH HU3I0JI3BAHETO HA Haki-
HHUCKaTa 0Jj00peHa 103a ESA, kosTo ocurypsiBa aJieckBaTeH KOHTPOJI HA CHMITOMUTE Ha aHEMHSL.

Tepammsita ¢ emoeTuH anda TpsAOBa 1a MPOIBIDKA €AMH MECeI] Clie ] MPUKITIOUYBaHE Ha
XUMHUOTEPAIHUsITA.

Jleuenue Ha 6vb3pacmuu XupypeuuHu NAYUeHmMy 6 NPO2PamMa 3a NPEO8APUMeIHO OenOHUPAne Ha
ABMOI0JHCHA KPBE

ITanmentute ¢ ymepena anemus (xeMatokput 33 10 39 %), u3uckBamm JeNOHUpaHe Ha > 4 eUHUIN
KpBB, TpsiOBa ma Obaat nexyBanu ¢ Abseamed 600 [U/kg uHTpaBeHo3HO, 2 MBTH CEAMHUYHO,

B TIPOJIBIDKEHHE Ha 3 ceIMUIH Ipeau onepanusaTa. Abseamed TpsOBa Aa ce mpuiara ciej
MIPUKITIOYBAHE Ha MPOIeaypaTa Mo KphBoJapsBaHe.

Jleuenue na 6b3PACMHU nayuerRmu, NiaaHyearu 3a 2O0JAMA eJAeKImMUeHa opmoneéulma onepauus

[Ipenoprunrennara fgo3a e 600 [U/kg Abseamed, npuiioskeH MOIKOXKHO, €KECSIMHUYHO 32 TPH
ceamuny (nHU 21-Bu, 14-11 ¥ 7-Mu) TIpeu oniepanusiTa U B eH Ha onepanusTa (neH 0).

Koraro ce Hanara j1a ce ChKpaTu BPEMETO MPEIU OlepaiuaTa Ha o-Majako OT TPH CEAMMUIIM TpsOBa aa
ce npuioxar nojakoxHo 300 IU/kg Abseamed qHeBHO 3a 10 mocnenoBaTeTHu JHU MPEAN ONCPAIIHATA,
B JICHS Ha OTIepaIysiTa u 4 JHU HeOCPEICTBEHO CIie]] Hesl.



AKO XeMOTJI00MHBT JocTurHe HUBO OT 15 g/dl (9,38 mmol/l) uinu mo-Brcoko, 1Mo Bpeme Ha
npeaoNepaTUBHUS IEPUOT, MPUIOKEeHHETO Ha Abseamed TpsAOBa fa ce MPEKpaTH U Ja HEe ce TPUIarat
CJICIBAIM JIO3H.

Jlevenue na evzpacmuu nayuermu ¢ MJ[C ¢ nucvk uau medcouner — 1 puck

Abseamed TpstbBa 1a ce TpUIIara IpH MaIHEHTH ChC CAMITTOMATHYHA aHEMUS (HAIIP. KOHIIEHTPAIIHSI
Ha xemoriobuH < 10 g/dl (6,2 mmol/1)).

[IpenoppunrenHara HadyaaHa qo03a ¢ Abseamed 450 1U/kg (MakcumanHara o6Oia qo3a e 40 000 [U),
NpUJIarana MmoaKO0KHO, BEAHBK CEIMHYHO, C HE MTO-MAJIKO OT 5 JHH MEKIY TO3HTE.

Tpsi6Ba 1a ce mpaBsIT MOAXOAAIIN KOPEKIMU Ha JI03aTa 3a IMOIbpKaHe Ha KOHIICHTPAIXs Ha
xeMorinobuHa B TapretHus auamna3on ot 10 g/dl no 12 g/dl (ot 6,2 no 7,5 mmol/l). [Ipenopbuntento
€ MbPBOHAYATHUAT €PUTPOUAEH OTTOBOP Jia €€ OLICHH OT § 110 12 ceamuIy cien 3amouBaHe Ha
nedenuero. [loBuIIaBaHeTO ¥ MOHMKABAaHETO Ha J103aTa TPsAOBa J1a ce MPaBH C 110 €IHA J030Ba CTHIIKA
(Bk. muarpamarta mo-yoiny). TpsOBa Jia ce n30srBa KOHIIEHTpaIHs Ha XxeMorinoouH Haj 12 g/dl

(7,5 mmol/l).

IToBumasane Ha mgo3ara: /[o3ata He TpssOBa 1a ce moBumana Hag MakcuMyM 1 050 TU/kg (o6mra mo3a
80 000 IU) ceqmuuno. AKoO Mpy MOHIDKABaHE HA J]03aTa OTTOBOPHT Ha MAIllMEHTa HAMaJee WiTu
KOHIIEHTpAIMATa Ha XeMOrJIo0nHa cnagne 1oy > 1 g/dl, no3ara TpsOBa ia ce yBenuuu ¢ eHa J030Ba
CThITKa. Mex/1y JIBe TOBUILICHHS Ha J]03aTa TpsiOBa Jla Ma MOoHe 4 CeIMUIIH.

3ama3BaHe U MOHMXKaBaHe Ha go3aTa: Emoetun anda tpsadBa ga ce crpe, Koraro KOHIEHTpausITa Ha
xemornobnna npesumm 12 g/dl (7,5 mmol/l). Korato HuBoTo Ha XemornobuHa mocturae < 11 g/dl,
NPUIIOKEHHETO MOXKE J]a C€ Bb30OHOBH TPH ChIIIaTa WM €/IHA JI030Ba CTHIIKA MO-HKICKO, IO MPeleHKa
Ha Jiekapsi. TpssOBa na ce 0OMHUCIIM TOHMKAaBaHE Ha J103aTa C eJHa J030Ba CTHIIKA, aKO UMa PSA3KO
yBenn4yaBaHe Ha xeMorioouna (> 2 g/dl 3a 4 ceqmunn).

1 050 IU/kg

787,5 IU/kg

450 TU/kg
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337,5 IU/kg

CTBIKHU 3a HAMAJIABAHE Ha Jo3ara

CuMNOTOMHUTE HA aHEMUS U MOCJICACTBUATA MOTaT 1a BapyupaT B 3aBUCUMOCT OT Bb3pacCTTa, IoJjia
U CbII'BTCTBAIIUTEC 3a6OJ'I$IBaHI/I$I; HCO6XOI[I/IMO € JICKApAT Aa OLCHU MHAWBUAYAJIHOTO KIIMHUYHO
IIPpOTHYaHEC U CHCTOAHHUETO Ha IMallMCHTA.

Heduampulma nonyaayus

Jleuenue na cumMnmomMamuyHa anemus npU NAYUEHMY ¢ XPOHUYHA ObOpeuHa HedOCMAambyHOCH HA
Xemoouanusa

CHUMITOMHTE HA aHEMUSI U TIOCJICAICTBUSTA MOTAT J1a BAPUPAT B 3aBUCHMOCT OT BB3PACTTa, IMojia

U CHITBTCTBAIIUTE 3a00IIABaHIs; HEOOXOIMUMO € JIEKAPST Ja OLEHN HHANBUAYATHOTO KIMHUYHO
NPOTHYAHE M ChCTOSIHUETO HA TTAIMCHTA.




[Ipu nenquaTpuyHy NAMEHTH NPEHOPBUUTEIHUIT AUANA30H Ha KOHIIEHTPAIMUTE Ha XeMOTJI001Ha

e mexay 9,5 g/dl mo 11 g/dl (5,9 no 6,8 mmol/l). Abseamed TpsOBa 1a ce mpuiara 3a MOBUIIABaHE HA
HHUBOTO Ha XxeMorjoonHa 10 He moBede oT 11 g/dl (6,8 mmol/l). TpsaOBa na ce n306sATBa MOBUIIaBaHE HA
xeMoriobuHa ¢ moseue ot 2 g/dl (1,25 mmol/l) 3a mepuon ot yeTHpu ceAMUIA. AKO TOBa C€ CIIy4H,
TpsOBa Ja ce HAalPaBAT ChOTBETHU KOPEKIMH Ha J103aTa, KAKTO € IIOCOYEHO.

[MaruenTure TpsOBa 1a OBJAT CIICICHN BHUMATEIIHO C 1IeJT J]a C€ OCUTYPH HU3IOJI3BAaHETO HA Hakl-
HHUCKaTa 0Jj00peHa 103a Abseamed, KOSITO OCUTYpsiBa aJleKBaTEeH KOHTPOJI HA aHEMHUATA U Ha
CUMIITOMHUTE Ha aHEMHUS.

Jleuenuero ¢ Abseamed ce pa3iens Ha JBa erana - (pa3a Ha KOPUTHUPAHE Ha J1o3aTa u (aza Ha
HOTbPIKAIIO JICUCHHUE.

HpI/I NnNeAUATpUIHM NAUCHTH Ha XEMOJHa/In3a U C BCUYC HAJIMYCH MHTPABCHO3CH AOCTHII, 3a
OpEANTIOYNTAHC € HHTPABCHO3HOTO IMPUIIOKCHUC.

Dasza Ha Kopueupare Ha 0o3ama
Hauannata noza e 50 IU/kg uHTpaBeHO3HO, 3 MBTH CEAMHUYHO.

AKo e HeoOxoIMo, yBenmieTe win HamaneTe go3ara ¢ 25 [U/kg (3 mbTi ceqMudHo), TOKaTo ce
MIOCTUTHE XKEJIAHUAT TUara3oH Ha KOHIICHTpaI[MUTe Ha XeMoriioouna mexay 9,5 g/dl no 11 g/dl (5,9 no
6,8 mmol/l) (ToBa Tps10Ba 1a ce N3BBPILBA IOCTEIICHHO HA MHTEPBAJIM OT ITOHE YETUPH CEIMHLIN).

Daza Ha nodOvpICAUO NeueHue

Tps0Ba ia ce HaIpaBy MOAXO/IAIIA KOPEKIIHsI Ha J103aTa, 32 Jla C€ MOIbPKAT CTOHHOCTUTE Ha
XeMOTrTI0O0WHA B JKEJTaHWA JUAra3oH Ha KOHIeHTparuuTe Mexay 9,5 g/dl mo 11 g/dl (5,9 no
6,8 mmol/l).

O6ukHOBeHO jema moja 30 kg M3UCKBAT MO-BUCOKH MOTBPIKAIIH J03H, OTKOJIKOTO aera Hag 30 kg
1 BB3PACTHH.

[MenuaTpuyHu MAIMEHTH ¢ MHOTO HUCKO M3XOJ/IHO HUBO Ha xemoriioouHa (< 6,8 g/dl wiu

< 4,25 mmol/l) Moxe a N3UCKBAT MO-BUCOKH TOIBPIKAIIM J031, OTKOIKOTO MAIMEHTH C MO-BUCOK
u3xoJeH xemoriioous (> 6,8 g/dl wim > 4,25 mmol/l).

Anemusa npu nayuenmu ¢ XxpoOHuU4Ha 6v0peuHa HedoCMamy4HOCH npedu 3ano46ane Ha OUANU3a Ul Ha
nepumoneania QuaIu3a

besomacHocTTa M erkacHOCTTa HA €MOeTHH ada Mpu MAUEeHTH ¢ XpOHUYHa 0B0pedHa
HEJOCTaThYHOCT C aHEMMsI [Ipe/In 3all0YBaHe Ha AMAIN3a WK Ha IEpUTOHEea THa Jualin3a He ca
ycraHoBeHH. HanuunuTe noHacToseM JaHHH 3a MOJKOKHO NPHIOKEHNE Ha eMOeTHH ajida B Te3H
IIOTyJIAIIMY Ca OTIMCAHU B TOUYKa 5.1, HO MPENOpBKY 33 AO3UPOBKATa HE MOraT Aa ObIaT AafeHu.

Jleuenue Ha neQuampuyHu NAYUeHMY ¢ aHemusl, UHOYUUPAHA O XUMUOMEPANUsL
BesonacHocTTa M €pUKACHOCTTA Ha ETIOETHH anda NpH MeIUaTPUIHU MAIUeHTH Ha JeYeHHe
C XUMHUOTEpanus He ca yCTaHOBEHH. (BK. Touka 5.1).

Jleuenue na neduampuyny Xupypeuyhu NAuUeHmu 8 npo2pama 3a nPe08apumeino 0enoHupane na
ABMOJIONCHA KDBB

BesomnacHocTTa M e(hukacHOCTTa HA €MOETUH ai(a IMpHU NeIUATPUIHH MAIUCHTH HE ¢4 YCTaHOBCHU.
JIuncBar gaHHU.

Jleuenue na neduampuyny nayUeRmu, NIAHUPAHU 34 201MA_eJIeKMUSHA OPMONeOudHa Onepayus
BeszomnacHocTTa M ehukacHOCTTa HA €MOETUH a(a IpU NeIUATPUIHH MAIUCHTH HE Ca YCTAaHOBCHU.
Jluncsar naHHU.

Hauun Ha npuioxeHne
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HpCI[HaBHI/I MCEpPKH, KOUTO Tpﬂ6Ba Ja 6T>,E[aT B3CTU IIpEan pa60Ta CbhbC WJIU IMMPUIJIOKECHUC Ha
JICKAPCTBCHUA MTPOAYKT

[penu ynmorpeba octaBete cipuHIloBKaTa Abseamed J1a TocTUTHE cTaifHa Temneparypa. OOMKHOBEHO
3a TOBa ca HeoOxoauMu Mexay 15 u 30 MuHyTH.

KakTo npu Bcekn Ipyr HHXEKIIHOHEH MTPOIYKT, IPOBEPETE Pa3TBOPA 3a HAIMYUE HA BUIUMHU YaCTUIIN
U 3a poMsiHa B 11BeTa. Abseamed e cTepHyIcH, HO € IPOJYKT, KOWTO HE ChIIbpKa KOHCEPBAHTH U

€ caMo 3a eTHOKpaTHa ynotpeba. [Ipunaraiite He0OX0JUMOTO KOJIMYECTBO.

Jleuenue na cumMnmomamuyra anemus npy 8b3PaAcmHu NAYUEeHMU ¢ XPOHUYHA 6b6D€HHa
HEQOCmAamv4yHOC

3a mpeanounTane ¢ Abseamed ma ce mputara HHTPaBEHO3HO IIPH MAIIMEHTH ¢ XpOHUYHA OhOpeTHa
HEAOCTATBbYHOCT U C BEYC HAJIMYCH MHTPABCHO3CH JOCTHII (HaHI/ICHTI/I Ha XCMOI[I/IaJ'H/I?;a).

Abseamed Moxe 1a ce TIpriIara KaTo IMoAK0KHA HHXKEKIIHS P OTChCTBHE Ha HHTPABEHO3EH JTOCTHII
(marmeHTH, KOUTO OIIE HE ca MOJIOKCHH Ha TUATH3a, U MAIIMeHTH Ha TIEPUTOHEATHA THATN3a).

Jleuenue Ha 6b3pacmuu nayueHmuy ¢ anemust, UHOYYUPAHA O XUMUOMEPanusl
Abseamed Tps6Ba ga ce mputara KaTo moaKoXKHa HHKCKITHSL.

Jleuenue na 6B3PACMHU XUPDYDSUUYHU nAUUECHIMU 6 npozpama 3d m)e()gapumejmo denOHupaHe HA
ABMONOACHA KPbE
Abseamed TpsOBa 1a ce npuara HHTPaBEHO3HO.

Jleuenue Ha 6vb3pacmuu nayuenmuy, RIAHUPAHU 3d 20AMA eLeKIMUEHA OPIMONeOUYHA Onepayls
Abseamed Tps6Ba ga ce mpuara KaTo MmoaK0oXKHa HHXKEKITHSL.

Jlevenue na evzpacmuu nayuermu ¢ MJ[C ¢ nucvk uau medcouner — 1 puck
Abseamed Tps6Ba ga ce mprtara KaTo MmoaKoXKHa HHKCKITHS.

Jleuenue na cumnmomamuyra aHemus npy NeOUampuyHy NAuUeHmu ¢ XpoHuuna 6vopeuna
HeO0OCmamv4yHOCH HA XeMOOUAIU3A

[Ipu neauaTpuyHU NAMEHTH ¢ XpOHUYHA OBOpEYHa HETOCTATHYHOCT, TP KOUTO HHTPABCHO3CH
JIOCTBII € HATMYEH PYTUHHO (MAIMECHTH Ha XeMOIUATN3a), HHTPABEHO3HOTO MPHUIIOKEHUE HA
Abseamed e 3a mpenmounTane.

HHI’I’[D(JG@HOS’HO NPUIIOHCEHUE

IIpunaraiite 3a Hali-MaJIKO €IHA J0 MET MUHYTH, B 3aBUCUMOCT OT o0Iara mo3a. [Ipu manueHTy Ha
XEMOJIHaIn3a MOXKE J1a CE MPHIIOKHU O0JTyC MHKEKITUS 110 BpEeMe Ha JIMaIM3HATa IpolieIypa upe3
TIOJTX OIS BEHO3CH BXOJI B IMaNM3HaTa JIUHUA. [10 Apyr HAUWH HHKEKIUATA MOXKE Ja OblIe
MIPIJIO’KEHA B Kpasl Ha IWANHU3aTa Ype3 KaHIoJdnupaHe Ha (PUCTyaTa, IociaeIBaHo OT MPHIIOKEHUE Ha
10 ml u3oTOoHMYEH (HU3MOIOTHYCH PA3TBOP 3a IPOMHUBAHE HA CHCTEMATa U 32 OCUT'YPsIBaHE Ha IIBJIHO
HaBJIM3aHE Ha MPOJAYKTa B KpbBooOpaieHneTo (Bx. J[03upoBKa, ,,Bbp3pacTHu manueHTH Ha
XEMOIHAITN3a%).

[Ipu manueHTH, KOUTO pearupar Ha JICYCHHETO C TPUIIONOJI00HN CUMIITOMH 3a MPEANOYUTAHE € T10-
0aBHO TpHIIOkKeHHE (BXK. TOUKa 4.8).

He npunaraiite Abseamed upe3 nHTpaBeHO3HA HHDY3HSI WM 3a€IHO C IPYTH Pa3TBOPH Ha
JIEKapCTBEHU MPOIYKTH (MOJIS, BXKTE TOYKA 6.6 32 AOMBJIHUTEIHA HHOpMALHS).

Ilooxoorcno npunosicenue
Maxkcumanausat o6em oT 1 ml B e1HO MACTO Ha MHKEKTHpPaHE OOMKHOBEHO HE TPsIOBa Jia ce
Haasumasa. [Ipu mo-romemu odemu, TpssOBa 1a ce n30Mpa MmoBede OT HO MICTO Ha WHXKEKTHPaHe.
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I/IH)KCKHI/II/ITG Tpﬂ6Ba Ja c¢ npujarart B obiacrTra Ha KpaﬁHI/IHI/ITC WJIK IIpeiHaTa KOpE€MHa CTCHaA.

B cayuante, KOraTo jgeKapsT IpeLeHH, Y€ MAUSHTHT WK TPYKEIIHUAT CE 3a HEro MoraT 0e301acHo
U e(pEeKTUBHO caMH Jia nmpuiarat Abseamed MoaKOXHO, TPsAOBA Jia CE JaaT MHCTPYKIIMU 33 TOYHATa
JIO3UPOBKA U MPUIIOKESHUETO.

Penegno epadyupane

Bopxy ciprHIIOBKATa UM peiedHO rpagyrpane ¢ el Aa Ce OCUTYPHU MPUIIOKEHHE Ha 9acT OT J03aTa
(Bk. Touka 6.6). I[IpoayKkThT 0baue € camo 3a eHOKpaTHa yrnotpeda. OT BCsika CIPHHIIOBKA TPsIOBa 1a
ce M3I0JI3Ba caMo I10 eaHa Jo3a Abseamed.

“NHCTpYKINH 32 CAMOCTOSTEITHO HH)KeKTHpaHe Ha Abseamed™ e momecTeHa B Kpast Ha JINCTOBKATA.
4.3 IIporuBonoka3zanus

- CBpPBXYIYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MIIM KbM HAKOE OT TOMOIIHUTE BELIECTBA,
n30poeHu B Touka 6.1.

- [NanuenTH, KOUTO pa3BUBAT MPUIOOUTA (YUCTA) alUIa3Usl HA EPUTPOLIUTHTE BCICACTBHE Ha
JICUCHHE C HAKAKBB EPUTPONIOCTHH HE TPAOBa Ja mony4yaBat Abseamed Wik Ipyr epuUTPONOCTHH
(Bx. Touka 4.4).

- HekoHTponupana XunepToHusl.

- Bceuuku npoTHBOIIOKa3aHus, CBEP3aHy ¢ Iporpamara 3a JACMOHNpaHe Ha aBTOJI0KHA KPBB,
TpsIOBa Aa OBAAT OTYMTAHM IIPH MAIMCHTH, Ha KOUTO ce Tpriara Abseamed.

VYnorpebara Ha Abseamed npu MaMeHTH, IUTAHKPAHU 33 TOJSIMa €JICKTUBHA OPTOIIEINYHA OTlepalns
¥ HE YJacTBAaIl[M B IPOrpama 3a MpeIBapUTEIHO B3eMaHe Ha aBTOJI0KHA KPBB, € IPOTUBOIOKA3aHa
IIpH TAIMEHTH C TeXKa KOPOHApHA, IepudepHa apTepuaina, KapoTHaHA WIH IiepeOpo-BacKyIapHa
00JIeCT, BKIIOUUTEIHO MAUEHTH ChC CKOPOILIEH MUOKapieH HH(APKT Ui LepeOpo-BacKyIapeH
WHIAICHT.

- XUpypruyHy NaueHTH, KOUTO 110 HAKAKBa MPUYHHA HE MOTAT JIa IMOJTy4YaT MOIXO0 111
AHTUTPOMOOTHYHA MPOPUITAKTHKA

4.4 CneuuaJiHy npeaynpexaeHus U npeanasHu MepKy Mpu ynorpeoda

IIpocnenumoct

3a 1a ce mogo0pH MPOCIEAMMOCTTa HAa CTUMYJIMPALIATE epUTPOIIoe3aTa cpeactsa (erythropoiesis
stimulating agents, ESA), uMeTo ¥ NapTUAHUAT HOMEpP Ha MPUIIOKESHOTO CTUMYJIUPAILO
epUTpOIIOe3aTa CPEACTBO TPsIOBA SCHO J]a CE 3alKCBaT B KAPTOHA HA MAIMEHTA.

ITanmmentute TpsibBa na mpemuHaBaT oT eaHo ESA Ha apyro mpu moaxoasiio Habro1eHre.

O0mm

[Tpu BCHUKHU MAIUCHTH, MOIYYABAIIM EMOSTHH alida, KPbBHOTO HAJNATaHE TPSOBA BHUMATEITHO J1a CC
MpoCIie/isiBa M KOHTPOJIMpa, ako ¢ Heobxoaumo. Enoetun anda TpsOBa 1a ce mpuiara ¢ moBHIICHO
BHUMaHHE [TPH HAJMYNE HA HEJeKyBaHa, HEJOCTATHYHO JIEKYBaHA WITH JIOIIO KOHTPOIUpaHa
XUIICPTOHUA. BB3MOXKHO € Ja C€ HaJI0KHU ILO6aB$IHe HIIn HOILO6p5[BaHC Ha aHTUXUNICPTCH3UBHOTO
JeyeHne. AKO KPbBHOTO HaJIsITaHE HE MOXKE JIa ¢€ KOHTPOJIUPA, JICUCHUETO C eMOeTHH anda TpsoBa aa
ce MpeKpaTH.

C’L]J.[O Taka, o BpEME Ha JICUCHHUC C CIIOCTUH an(ba Ca CC pa3BWJIN XUIICPTOHUYIHU KPU3HU
C CHI_IC(I)aHOHaTI/Iﬂ 1 I'bpYOBEC, KOUTO Ca HAJTIOXKHUIIN He3a0aBHA JICKapCKa IOMOIIl 1 HHTCH3UBHO
JICUCHUC IIPpU MAITUCHTH, KOUTO IMPEAN TOBA Ca Oouiu ¢ HOPMAJIHO UJIM HUCKO KPBBHO HAJIATAHEC.
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Oco0eHo BHUMaHKE TpsiOBa Ja ce 00bpHE Ha BHE3AIMHOTO MPOOO0K/IAIN0 MUTPEHOIOA00HO Ti1aBo0oHe
KaTO BH3MOXKEH MPeayNnpeauTescH curHan (Bx. Touka 4.8).

Enoetun an(ba TpSI6Ba Ja c€ npujara ¢ NMOBUIICHO BHUMAHUC ITPU MAIUCHTU C CIUJICTICUSA, aHAMHE3a
3a I'bPYOBE WM 3a00JIBaHMs, CBBP3aHH C TPEAPA3IIOI0KEHOCT KbM I'bPUOBa aKTUBHOCT KaTo
uapexuu Ha [ITHC 1 Mo3b4HM MeTacTasm.

Enoerun anga tpsbBa 1a ce U3mos3ea ¢ MOBUIIICHO BHUMAHUE MPH MAIMEHTH ¢ XPOHUYHA
4epHOAPOOHA HETOCTATHYHOCT. be3onacHoCTTa Ha enoeTHH anda He ¢ YCTAHOBEeHA MPH MAIllUeHTH
¢ 4epHOAPOOHA TUCHYHKITHS.

HabmomaBana e moBuieHa yecToTa Ha ¢h10BU TpoMOoTnyHH chouTus (CTC) mpu namuenTu,
norygaBany ESA (Bx. Touka 4.8). Te BkIroUBaT BEHO3HA M apTEepHAIHA TPOMO03a M eMOOIHS
(BKJIFOUMTEITHO HAKOM C (haTalieH U3X0]1), KaTo AbJI00Ka BEeHO3HA TpoM003a, O0e10poOHa eMOoIIHs,
TpoMOO3a Ha peTHHATa U HHPAPKT Ha MHOKap/a. JIOMBIHUTEIHO ce ChOOIaBa 32 MO3bUHOCHIOBH
WHIMJICHTH (BKII. MO3BbYCH UHCYIIT, MO3bUYCH KPHBOHM3IIUB M IPEXOHU HCXEMUYHU ATaKH).

CrobmaBanute puckose 3a Te3u CTC TpsaOBa BHUMATEIHO []a C€ MPELEHST CIIPSIMO MOJI3UTE OT
JICUCHHUETO C EMOCTHH ayi(ha, 0COOCHO MU MAIUEHTH ¢ TpeAmecTBaiy puckosu paxtopu 3a CTC,
BIJTFOUHTEITHO 3aTIILCTABAaHE U TpenuitHa aHamHe3a 3a CTC (mamp. apn00ka BeHO3HA TpoMO03a,
OenoapoOHa eMOOUs U MO3BYHOCHI0B HHIUJICHT).

HuBata Ha xemorio0uHa TpsOBa J1a ce MpOCIeIBaT BHUMATEIHO IPY BCHYIKA MAITAESHTH TIOpaIl
MOTEHI[UAJTHO ITOBHUIIICHUS PUCK 32 TPOMOOSMOOIMYHY MHITUACHTH 1 32 (DaTaleH U3X0J1, aKo Ce
JICKYBaT MAI[UCHTU C HUBA HA XEMOTJIO0MHA HAJI IUaa30Ha Ha KOHIICHTPAIMHUTE 3a JAaJICHO
MOKa3aHHue.

BB3MOXHO € yMEpeHO J103a-3aBUCHMO ITOKaYyBaHEe Ha OpOsi HA TPOMOOIIMTUTE B PAMKUTE Ha
HOPMAJTHUTE TPAHUIIM TI0 BpeMe Ha JISYSHHUETO C eTOeTHH anda, KOeTo HaMallsiBa 1o BpeMe Ha Kypca
TIPH IPOABIDKUTEIIHA Tepanus. B TombIHEHHE KbM TOBAa UMa CHOOIICHHS 33 TPOMOOIIMTEMHSI HAT
HOpPMAaJIHUTE rpanHuiiy. [IpenopbuBa ce OposT Ha TPOMOOIUTHTE J1a ObJIe PEAOBHO MPOCIEIABaH Mpe3
MIBPBUTE 8 CEMUIU OT JICUECHUETO.

Benuku npyru npuduHu 3a anemus (AeULMT Ha KeJs130, GonaTi iyl BuTaMuH By, almyMuHuesa
WHTOKCHKAIHSI, THPEKIUS WK Bh3NaJICHUE, 3ary0a Ha KpbB, XEMOJIM3a ¥ KOCTHOMO3b4UHA (GUOpo3a OT
BCSIKaKbB MPOU3X0]T) TPSIOBA J1a c€ OIICHSAT M JIa CE JIEKYBaT MPEeIu 3all0YBaHe Ha TepalusiITa C elOeTHH
ana 1 KoraTo ce B3eMa pellieHHe 3a MOBHUIaBaHEe Ha J03aTa. B moBeueTo ciiyyan cepyMHOTO HHUBO Ha
(hepuTHH criasia €THOBPEMEHHO C MOBUIIIABAHE HA KOHIICHTPAIUATA B KIIETKUTE. 3a JIa CE OCUTYPHU
ONITHMAJTHO TIOBJIMSIBAHE OT JICUEHUETO C eTIOeTHH anda, TpsOBa 1a ce OCUTYPAT AOCTATHYHH 3aIMlacu
OT JKEJISI30 M aKO € HeOOXOAMMO, a ce MPIIIoKAT T00aBKH, ChABPKAIIHN KesI30 (BXK. Touka 4.2). 3a ga
ce nzbepe Hal-IOOPUAT BapHaHT Ha JICUEHHE CIIOpe]] HY>KAUTE Ha MMallUeHTa, TpsOBa Jja ce cra3BaT
HACTOSIINTE HACOKH 32 JICUCHHE C JJOOABKH, ChIABPIKAIIH KEIA30, KAKTO U yKa3aHUATA 32 JO3UpaHe,
onobpenn u onricanw B KXI1 Ha 1ekapcTBOTO, ChIBPIKAIIO HKEISI30:

- 3a manueHTH ¢ XpOHWYHA OBOpeYHa HETOCTAThUHOCT, TOOABKH, ChIIBPIKAIIH JKEIIS30 Ce
MperophYBaT, ak0 HUBOTO Ha peputuH B cepyma e oy 100 ng/ml;

- 3a OHKOJIOTUYHO OOJIHU MAIUCHTH, J100aBKH, ChABPIKAIIH JKENA30 Ce MPEnophyBa, aKo
catypanusra Ha Tpanchepun e ox 20 %.

- 3a manueHTH OT Mporpama 3a IpeIBAPUTENHO ACTIOHNPAHE Ha aBTOJIOKHA KPBB TPAOBa J1a ce
Tpujiarat 100aBKH, ChABPIKAIIH KEIS130, HIKOJIKO CEMUIIM ITPEIr 3alI0YBaHE Ha
MIPEIBAPUTEITHOTO ACTIOHNPAHE HAa aBTOJIOKHA KPBB, C IIeJ TOCTHTaHe Ha BUCOKH 3aIlach OT
KeJs30, Iper HavaloTo U 110 BpEMEHa IIeJIHs KypC Ha TepamnusTa ¢ enoeTuH anda.

- 3a NanueHTH, IVITaHUPAHU 3a rojisiMa CJICKTUBHA OpTONICANYHA Oniepanusd, TpSI6Ba Ja ce
mpuiarart ,Z[O6aBKI/I, ChABbPIKAIIN KEJIA30 110 BPEME Ha LICIHA KypC Ha TE€parnusiaTa ¢ €IOCTUH
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an(ba. Axo e BB3MOXHO, MTPUJIIOKCHUCTO HA I[OGaBKI/I, ChAbpPIKaIlH KEJIA30, TpH6Ba Ja 3all04He
Ipean HA4YaJI0TO Ha TeparnusATa C CrOCTUH an(ba, 3a Ja C€ IMOCTUIrHaT JOCTAaThb4YHM 3a11aCu OT
KCIIA30.

MHoro psiKo € HaOII01aBaHO Pa3BUTHUE HITH 00OCTpPsIHE Ha MOP(UPHS PH MALUEHTH, JICKYBaHU
¢ enoetuH anda. Emoetnn anda tpsAOBa ga ce M3MOI3Ba BHUMATEIIHO IPH MAIUEHTH C TIOPOUPHSL.

Texku xkoxun Hexxenanu peakuuu (SCARs), BkimounTenHo cuaapoM Ha Stevens-Johnson (SJS)

1 ToKcn4Ha enuaepmanta Hekpoiusa (TEN), kouto mMorar 1a Ob1at >KMBOTO3acTpallaBaly HIIH 12
JIOBeJIaT /10 JIeTaJIeH M3XO0JI, Ca ChOOIIaBaH! BbB BPB3Ka C JICYEHHETO C eroeTHH. [1o-Texku ciydan ca
HaOJII0IaBaH! NP IBJITOACHCTBAIIH EOSTHHH.

[Ipu npeanucBaHeTO MAIMEHTUTE TPsIOBa Aa ObaAT MHOOPMUPAHH 33 IPU3HALINTE ¥ CUMITOMUTE U Ja
ObJaT HAOJIIOIaBaHU C MTOBUIIIEHO BHUMAHHUE 32 KOXHH PEaKIUK. AKO CE MOSIBAT IIPU3HALH

Y CUMIITOMH, [TOKA3aTEIIHU 32 Te3H peakiuu, Abseamed Tps0Ba He3a0aBHO Ja ce CIIpe | Ja ce
oOMUCIH APYTO JIEYCHUE.

AKO ManMeHTHT € Pa3BIJI TeXKa KokHa peakius, Hampumep SJS wnu TEN, nopagu ynorpebaTa Ha
Abseamed, neuennero ¢ Abseamed Hukora He TpsIOBa Aa ce 3a110YBa OTHOBO IPH TO3H MALIHEHT.

IIpunobura (uncra) amnasus Ha epurpouuture (ITAE)

Nma crobmenns 3a antuTsio-mMenuupana [TAE cien nedenue ¢ MpuIoKeHNE Ha eTToeTHH anda

B IPOABJDKEHUE HAa Mecelu 0 rofauau. ChoOIaBa ce v 3a Ciiydau MpH narueHTu ¢ xenatut C,
JIEKyBaHH C MHTEPPEPOH U pHOABUPHH, KOTATO €HOBPEMEHHO ce u3noi3Bar u ESA. Enoetun anda
HE € 0700peH 3a JIeYeHre Ha aHeMus, cBbp3aHa ¢ xermatut C.

[Tpu manueHTH, pa3BUIIM BHE3aITHA JIUTICA HA €PUKACHOCT, OTIpeiciicHa KaTo HaMalsiBaHEe Ha
xemornobwnHa (1 mo 2 g/dl umm 0,62 mo 1,25 mmol/l Mmeceuno) ¢ yBenmueHa HYX/1a OT
KPBBOIPEIIMBaHE, TPSOBA [1a ¢ MPOCIICIN OPOAT Ha PETUKYJIOLUTUTE U 14 CE MPOBEPAT TUITHIHUTE
MIPUYUHM 32 JIUIICA HA OTrOBOP (HAIp. JSPUIMT Ha XKes30, (oJMeBa KUCEIUHA U BUTaMUH By,
ATyMUHHEBa WHTOKCHKAIIHS, HHPEKIUS WK Bbh3NalleHue, 3aryda Ha KpbB, XeMOJIH3a

1 KOCTHOMO3bYHa (HOPO3a OT BCAKAKHB IMPOU3XO).

[Tpu mapamokcaliHO cliajjaHe Ha XeMOTJIOOMHA U Pa3BUTHE HA TEKKa aHEMUsl, CBbpP3aHa ¢ HUCHK Opoi
PETHKYJIOLUTH Cce Hallara He3a0aBHO MPEKpaTsIBaHE Ha JICUSHHETO C eMOeTHH alia v IMPOBEXTaHe Ha
U3CIICIIBAHUS 32 THPCCHE Ha aHTUEPUTPOIIOCTUH aHTUTENA. 3a nuarHoctupane Ha [IAE cwio Taka
TpsiOBa J]a ce UMa MPEJBU] U3CIICABAHE HA KOCTCH MO3BK.

He tps6Ba ma ce 3amouBa Tepamnus ¢ Apyra ESA mopann prucka oT KpbhCTOCaHA PEAKITHS.

JledyeHre Ha CUMITOMATHYHA aHEMUS [IPH Bb3PACTHU U NEIUATPUYHN HAIIMEHTH C XPOHUYHA
0B0OpeYHa HEIOCTATEYHOCT

Ha NalUCHTH C XpOHUYHA 6’B6p€‘lHa HEAOCTATHYHOCT, KOUTO C€ JICKYBAT C CIIOCTUH aJ'I(I)a, Tp;[6}3a
PEAOBHO [1a €€ U3CJIicABa XEMOTIJI00MHA J0 ITOCTUTAaHC Ha CTaOUITHO HUBO U MNEepUOJUYIHO CJICA TOBA.

[pu naumenTn ¢ XpoHW4Ha OBOpPEYHA HENOCTATHYHOCT CTENICHTA HA TIOBUIIABAHE HA XeMOTJI00MHA
Tpsa6Ba na e npubmusurenHo 1 g/dl (0,62 mmol/l) Ha mecen 1 He TpsOBa na HaaBuimasa 2 g/dl
(1,25 mmol/l) Ha Mecer, ¢ el Aa c€ MUHIMH3UPA PUCKBT 32 3aCHIIBAHE Ha XUIICPTOHUATA.

[pu naumenTy ¢ XxpoHW4Ha OBOPEUHA HENOCTATHYHOCT, MTOAIbPIKaHATA KOHIICHTPALIUS Ha
XeMorJI00rHa He Tps0Ba a HaJBHUILIaBa FOpPHATA IPaHKIIA HAa AUANa30Ha Ha KOHIEHTPAaLUUTE Ha
XEMOTJIOOMHA, KaKTO ce MpernopbuBa B Touka 4.2. [Ipy KJIMHUYHU NPOyYBaHUS € HAOIIOAaBaH
MOBHUIIIEH PUCK OT CMBPT U CEPHO3HU ChPJCYHO-CHIOBU CHONTHSI IpU TpuiiokeHne Ha ESA 3a
MOCTUTAaHE Ha HUBO Ha KOHIICHTpaIusITa Ha Xemoryioouna Haxa 12 g/dl (7,5 mmol/l).
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Kontponupanu KIMHUYHY MPOYUBAHUS HE ca MOKA3aJIM 3HAYUMA I10J13a OT IMPHJIOKEHUETO Ha
€MOeTHHH, KOraTo KOHIIEHTpAIUsATa Ha XeMOTJI00MHA € TIOBHIIIeHa HaJl HUBaTa, HEOOXO0IMMH 3a
MIOCTUTAaHE Ha KOHTPOJI BHPXY CHUMIITOMUTE HAa aHEMHUSITA U C [1e) n30sATBaHe Ha TpaHC(Y3HsI Ha KPbB.

[Ipu naunenTu ¢ xpoHnuHa OBOpEeYHa HENOCTATHYHOCT TPSIOBA Aa cCe BHUMAaBa IpH MOBHILIABAHE HA
no3ute Ha Abseamed, Thif KaTO BUCOKUTE KyMYJIaTHBHH JJO3U €MIOSTHH MOTaT J1a ObJaT CBbP3aHH

C TMOBHILEH PUCK OT CMBPTHOCT, CEPUO3HU CHPJICYHOCHIOBH U MO3bUHOCHIOBH CHOUTHS. [Ipn
MAIMEeHTH ChbC cJ1ad OTTOBOP M0 OTHOILIEHHE Ha XeMOTJIOOMHA KbM JICUEHHETO C eIOeTHHH TPpsOBa Aa
ce TIOMUCIU 32 IPYTH OOSICHEHUS 3a CIIabusi OTroBop (BXK. Touku 4.2 u 5.1).

[ManuenTure ¢ XxpoHUYHA OBLOPEYHA HEAOCTATHYHOCT, JICKYBAHHU C CIIOCTHH ada MoIKOXKHO, TPSOBa
na ObaaT HaOMIOAaBaHU PEIOBHO 3a 3ary0a Ha e(pUKACHOCT, ONpe/IelieHa KaTO OTChCTBHE WIIH
MTOHIDKaBaHE Ha OTTOBOPA KBM JICUEHHETO C €MOeTHH ajia IMpH MalleHTH, KOUTO TIPEIH TOBA ca ce
HOBJHSIBATIM OT Hero. T4 ce XxapakTepu3Hpa ¢ IOCTOSHHO CIIaJiaHe Ha XeMOTJI00MHA, HE3aBUCHMO OT
MMOBUINIABaHE Ha J]03aTa enoeTHH anda (BkK. Touka 4.8).

Hsixon manuenTu ¢ mo-yabIKEHU 1030BU HHTEPBAIH (ITO-TOJIEMU OT BEHBK CEAMUYHO) HA CITOCTHH
anda Moxke Ja He MOAIbPIKAT JOCTAThUYHU HUBA HA XEMOTIJIO0MHA (BK. Touka 5.1) U 1a UMart HyKJa OT
MOBHINIABAHE Ha J03aTa Ha enoeTuH anda. Hupara Ha xeMoriiobuHa TpssOBa 1a ObIaT peroBHO
MIPOCTICASBAHN.

[Ipu naumenTy Ha XeMOaUAaIM3a Ca C€ PA3BUWIM IIBHTOBH TPOMOO3H, 0OCOOCHO MPH TE3U, KOUTO UMAT
CKJIOHHOCT KbM XHUIIOTOHMS WJIM YUUTO apTEPUOBEHO3HH (DUCTYJIM UMAT YCIOXKHEHUS (HAIp. CTCHO3H,
aHEeBpU3MH U T.H.). [IpH Te3u maruenTu ce npenopbryBa paHHO PEBU3MPAHE HA IIBHTA

U aHTUTPOMOOTHYHATA MPO(UITAKTHUKA Ype3 MPUIIOKEHHE HAIp. Ha alleTHIICAJIULINIOBA KHCEINHA.
[Ipu otnenHu cityyau e HaOJII0JaBaHa XUIEPKAIMEMHUs, BBIIPEKH Y€ HE € YCTAHOBEHA IPUUUHHO-
CIIeCTBeHA Bpb3Ka. [Ipn manuenT ¢ XxpoHnyHa 0h0pedHa HelI0CTaThuHOCT TPAOBa /1a ce
MIPOCIIEABAT EIEKTPOIUTUTE B cepyMa. AKO C€ YCTaHOBAT MOBMIIEHH WM MTOKAYBAIllM CE HUBA HA
CepyMHHUSI KaJllii, B IOMBJIHCHHE KbM MOIXOIAIIO JICUCHUE Ha XUIIepKaINeMusITa, TpsiOBa 1a ce
0o0MHCIIH IIPEKpaTsABaHE Ha PHJIOKEHUETO Ha MOeTHH anda, J0KAaTO Ob/ie KOPUTUPAHO CEPYMHOTO
HUBO Ha KaJusl.

ITo BpeMe Ha XeMoIUali3a YeCTO Ce Halara yBelrJaBaHe J103aTa Ha XernapruHa [Py Teparus
C eMmoeTHH ajida, Thil KaTO CE MOBHIIABA KOHIICHTPAIIMATA B KIETKUTE. AKO XCIIapUHU3AIUATA HE
€ ONTUMAJIHA € Bb3MOXKHO 3aIyIIBaHE B UAIM3HATA CHCTEMA.

BB3 ocHOBa Ha HanmM4YHAaTa JTocera nH(OpMaIus, KOPUTHPAHETO Ha aHEMHATA C €TIOETHH anda mpu
BB3pacTHU NallMEeHTH, KOUTO OIlle HE ca MOJUI0KEeH! Ha Jualin3a He yBelIn4yaBa CTeleHTa Ha IIporpecus

Ha OBOpevHaTa HEOCTATHYHOCT.

JleueHnne Ha MAIIMEHTH C AHCMUS, HHAYIIMPAaHa OT XUMHUOTCpaIInsi

Ha oHKonOTHYHO OOJTHY MAIMEHTH, KOUTO C€ JIEKYBAaT C €TMOeTHH anda, TpsaOBa peIoBHO Ja ce
W3MEpBaT HUBATa Ha XeMOIJIOOMHA JI0 MOCTUraHe Ha CTA0OMIIHO HUBO Y IIEPHOAMYHO CJIC]] TOBA.

Enoernnute ca pactexxuu GpakTopu, KOUTO OCHOBHO CTUMYJIMPAT 00pa3yBaHETO HAa EPUTPOLIUTH
(RBC). EputponoeTHHOBH penenTopy MOTaT Ja ca eKCIPecUpaHy Ha MOBBPXHOCTTA HA Pa3TUIHU
TYMOpHH KJIeTKH. KakTo nmpu BcHUKH pacTekHH (DakTOpH, CHLIIECTBYBa CTAHOBHIIIE, Y€ CIOCTUHHUTE
MOTaT J1a CTUMYJIHMpAT pacTexka Ha TyMopu. Ponsta Ha ESA npu nporpecusita Ha TyMOpy WK
IIOHMKEHATa PEXKHUBAEMOCT 0€3 Iporpecus He MoKe J1a ce u3Kmoun. [Ipu KoHTpoaupaHu KIMHUYHN
NPOYYBaHUS MPHIOKECHUETO Ha emoeTrH anda u apyru ESA e Ouito cBbp3aHO ¢ MOHMKEH
JIOKOPETHOHAJIEH TYMOPEH KOHTPOJI MM HaMaJIieHa 001a IPeXUBSIEMOCT:

- IMOHMW)XaBaHE Ha JIOKOPETUOHAJTHUA KOHTPOJ IIPH MAMEHTH C HAIIpE€IHAaJIa HEOIlJIasMa

B 00J1aCTTa HA IJIaBaTa M IIUTA, HOJI0KEHH Ha JIbUeJICUCHNE, P MTPUIIOKEHHUE C LI
MOCTUTaHe Ha HUBO Ha KOHIIEHTpAIUATA Ha XeMOTTIo0MHa 1o-Brcoko ot 14 g/dl (8,7 mmol/l),
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- CKBbCABAHC Ha 06111aTa IMMPECKUBACMOCT U NOBUIIIaBAHE HA CMBPTHOCTTA IOpaiu IMporpecus Ha
3a00JIIBaHETO KbM YE€TBHPTHUS MECEII ITPY MAIUSHTH C METaCTaTHUYEH KapIIMHOM Ha T'bpJiaTa,
MOJVTOKEHH Ha XMMHUOTEPAITHSI, IPU MPHIIOKESHUE C e IOCTUTAHE HA IUAna30H Ha
KOHIIEHTparuuTe Ha xemorioouna 12 mo 14 g/dl (7,5 mo 8,7 mmol/l),

- MOBUILIABAHE HA PHCKA 32 CMBPT, MPHU MPUIIOKESHUE C 111 IOCTUTaHEe Ha HUBO Ha
KOHIIeHTpanusTa Ha xemornoouna 12 g/dl (7,5 mmol/l), npu manueHT ¢ akTUBHA HEOIUTa3Ma,
KOWTO HE ca MOJIOKECHN HUTO Ha XMMHUO-, HUTO Ha IpueTepanus. ESAs He ca moka3anu 3a
ynorpeba mpu Ta3u MoIMyJaius NallueHTH,

- HaOI01aBaHo 9 % MoBHINIEHNE HA PUCKA OT IIPOrpecHsl Ha 3a00IsBAHETO WM CMBPT B CTparaTa
Ha eTOoeTHH anda IUTF0C CTaHAAPTHH TPHKH OT OCHOBEH aHalu3 U 15 % MoBUIIeHNE Ha PHCKa,
KOETO He MOXKe Jia ObJIe CTATUCTHUECKU U3KIIIOUCHO, MPH MAUEHTH ¢ METACTATHYEH KapILIMHOM
Ha I'bpJaTa, MOUI0KCHA Ha XUMHUOTEPAIIUS, TIPU MPUIIOKECHUE C 111 IIOCTUTaHe Ha JUAaIa30H Ha
KOHIIeHTpanuuTe Ha xemorsioonHa ot 10 mo 12 g/dl (6,2 no 7,5 mmol/l).

C orjiea Ha U3JI0KCHOTO MO-rope, IMMpU HAKOU KIIMHUYHHN CUTyallul KPBBOIIPEINBAHECTO TpHGBa Ja
ObJle MPEANOYNTAaH METO/I Ha JICUCHHE Ha aHEMUsITA MIPH MAIUEHTH ¢ KapuuHOM. Perennero 3a
TIPUIIOKEHUE Ha JICUCHUE ¢ PEKOMOMHAHTCH EpUTPOITOCTHH TPSAOBA Aa € Oa3upaHo Ha OICHKA Ha
CBhOTHOIIICHUECTO HOJ'I?,a/pI/ICK, B KOATO Jia y4aCTBa U CaMUAT IMMAlMCHT, KaTO TpSI6Ba Ja Cce€ OT4YHTa
KOHKPETHHAT KJIMHHYEH KOHTEKCT. DakTopuTe, KOUTO TpsiOBa Ja ce MMAT IMPEBU/ ITPH Ta3U OLICHKA,
TpsiOBa J1a BKIIIOYBAT BUJIa HA TYMOpPA U HETOBUS CTA/IMi; TEXKECTTa HA AaHEMHUATA; OUaKBaHATA
NPEKHUBIEMOCT; CpPeJiaTa, B KOSITO CE OCHINECTBSIBA JICUCHUETO HA TTAIIMEHTA; IPENNOYNTAHUSITA Ha
namuenra (Bx. Touka 5.1).

[Ipu OHKOJIOTUYHU MAIMEHTH, TIOJIOKEHN Ha XUMUOTEPAIIHS, KOTaTo Ce MPEIeHs Ba TN JICYCHUETO
C ernoeTuH anda e moIxoAsmo, TpSIOBa J1a ce OTYUTA 2- 10 3-CEAMUYHOTO 3aKbCHEHHE MEKITY
npunoxeHnero Ha ESA u mosiBaTa Ha CTUMYIIMPAHUTE C EPUTPOIIOCTHHA SPUTPOIUTH (TTAIIUEHTH

C PHCK 32 XeMOTpaHCy3us).

XUpYpruyHy HAMCHTH B IPOrpaMu 3a JCIOHUPAaHEe Ha aBTOJI0KHA KPbB

Tpsa6Ba ia ce cria3BaT BCHYKH CIIEHUATHN IPEAYIPEKICHHS U CTICIIUAIHA MTPEINa3Hu MEPKH,
OTHACSIIY C€ JI0 IPOTpaMUTe 3a ACHOHUPAHE HAa aBTOJIOKHA KPBB U 0COOEHO Te3H 332 PyTUHHO
3aMecTBaHe Ha 00eM.

HaHI/IeHTI/I, IJIAHUPAHH 34 T'OJIEMH CJICKTHBHHU OPTONCANYHN OIICPAaTHBHH WHTCPBCHIINHU

[IpaBunara Ha 1oOpa MeIUIMHCKA IPAKTHKA 32 paboTa ¢ KPbB BUHATU TPsIOBa Aa ce mpuiiaraT Ipu
MIEpUOTIEPAaTHBHH YCIIOBUSI.

[MaruenTrTe, MIAHUPAHH 33 TOJIEMH EICKTHBHHU OPTOICNYHU ONICPATHBHU WHTEPBEHIIMU TPsOBa 1a
MOJTyYaBar aJIeKBaTHa aHTUTPOMOOTHYHA MPOPHUIAKTHKA, ThI KATO MOTaT Jia Ce pa3BUsT
TPOMOOTHYHH H CHJIOBU CHOUTHS MPH XUPYPTUUHU MAIMEHTH, 0COOCHO MPH TE3HU € TOJIEKAIIO
ChPJCYHO-CHIOBO 3a00isBaHe. B mombiHeHHe KbM TOBa, TPSIOBA /1a ce B3eMAT CHCHUAHH MPEANa3HA
MEpKH TP TAIMESHTH ¢ MPEApasIoIoKeHNe 3a pa3BUTHE Ha ABJI00Ka BeHO3Ha Tpomobo3a ([IBT).
JIOITBITHUTEITHO MPH MALMEHTH ¢ U3X0JeH xemorioduH > 13 g/dl (8,1 mmol/l) He Moxe Aa ce U3KITIOUH
BB3MOXHOCTTA JICUEHUETO C SMOCTHH anda Ja ¢ CBhP3aHO C MOBHIICH PUCK OT MOCTONEPATUBHI
TPOMOOTHYHHU/CH0BU chOUTHS. [1o Taszu mpuyrHA enoeTrH anda TpsoBa Ja ce U3Mo3Ba Mpu
MAIEHTH C U3X0JieH xemoroown > 13 g/dl (8,1 mmol/l).

ITomonrHM BemecTBa

ToBa nexapcTBO ChIbpKa Mo-Manko ot 1 mmol HaTpuii (23 mg) Ha 1034, T.e. MOXeE J1a Ce Kaxe, ue
NPaKTHYECKH HE ChABPKa HATPHil.

4.5 B3aumopeiicTBue ¢ APy JeKapcTBeHH MPOAYKTH U APYTH (opMH Ha B3auMO/eiicTBHE
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Hsama nanHu, mokasBaiy, 4e JISYSHUETO ¢ eMOeTHH ajda MpoMeHs MeTaboIu3Ma Ha IpyTH
JIEKapCTBEHU MPOIYKTH.

JlexapcTBeHUTE IPOIYKTH, KOUTO HAMAJISIBAT €pUTPOIIOE3aTa MOTAT J]a HAMAJIAT MOBIUSIBAHETO OT
JICYECHUETO C eMOeTHH anda.

Toit KaTo MUKIIOCTIOPUH ce CBBp3Ba ¢ RBC, nma nmoTeHnuan 3a B3anMOICHCTBUSA C JICKAPCTBEHU
MPOJYKTH. AKO eroeTrH anda ce npuiara eJHOBPEMEHHO C IUKIOCIIOPUH, HUBOTO B KPHBTa Ha
[IUKIIOCTIOPYH TPsIOBa J1a Ce MPOCIe/sABa U 103aTa Ha IUKJIOCTIOPHH J]a € KOPUTHPA MPH TTOBUIIICHHE
Ha X€MaTOKpHUTa.

Hsima nannu, mokasBaiy B3auMo/IeiiCTBUE MEXy €OETHH aia U TPaHyJIOLUT-
konoruocTuMyHpan gakrop (G-CSF) nmu rpanymonuT-Makpodar-KoJIoHHOCTHMYTUpAI (akTop
(GM-CSF) no oTHOLIEHHE HA XeMaTOJIOTHYHATa AU epeHIHAMsI WK Tpoiudepanus Ha IpoOu OT
TyMOpHa OHOIICHS in Vitro.

[Ipu BB3pacTHU MALMEHTKN C METACTATUYCH PaK Ha I'bpJiaTa, eTHOBPEMEHHOTO MTOAKOKHO
npuioxenue Ha 40 000 IU/ml enoetun anda c tpactyzymad 6 mg/kg He e oka3ano BIUSHHAE BEPXY
(apMaKOKHHETHKATa Ha TpacTy3ymao.

4.6 @epTHINTET, OPEMEHHOCT U KbPMEHe

BpemenHoct

JlurceaT WM UMa OTPaHUYCHH JaHHH OT yrnoTpebara Ha enoeTHH anda npu OPEMEHHU JKSHH.
IIpoyuBaHusTa IIPH )KUBOTHHU TTOKA3BAT PEMPOIYKTHBHA TOKCHIHOCT (BK. Touka 5.3). CiemoBaTeltHo,
ernoeTHH anda TpsOBa Jia ce U3M0I3Ba M0 BpeMe Ha OPEeMEHHOCT, caMo aKo MOTEeHIMaIHAaTa 1M0J13a
HaJXBBHPIIS NOTEHIMATHUS PUCK 3a Tuioa. He ce mpenopbuBa yrnoTpedara Ha ernoeTrH anda npu
OpeMEHHU XUPYPTUYHU MAIUCHTKH, KOUTO YYacTBaT B Iporpama 3a JISOHUpaHe Ha aBTOJIOKHA KPBB.

Kospmene

He e u3BecTHO nany eK30TeHHUST €MOSTHH alia ce eKCKpeTHpa B kKbpMaTa. He Moxe 1a ce H3KITIouH
PHCK 32 HOBOPOJCHHUTE/KbpMaUeTara.

EmoeTun anda TpsOBa m1a ce U3MoI3Ba ¢ MOBUIICHO BHUMAaHKE TIPH KbpMadku. TpsOBa a ce B3eMe
pellIeHHe Ian 1a ce MPEyCTaHOBU KBPMEHETO HIIH J]a € TMPEYCTaHOBH/HE C€ TPHIIOKH TEPaHsITa

C emoeTHH anda, KaTo ce B3eMaT MpeABHU/I I10J13aTa OT KbPMEHETO 3a JICTETO U 10JI3aTa OT TepaInusiTa
¢ emoeTuH anda 3a xeHara.

He ce npenopruBa ynorpebara Ha enoeTrH anda MpH KbpMEIIU XUPYyPTUYHN TAUEHTKH, KOUTO
y4acTBaT B Iporpama 3a JEIIOHUPaHe Ha aBTOJIOKHA KPbB.

Deprunurer

Hsma npoy4Banust, OLEHABANIM HOTSHIMAIHIS €(pEeKT Ha eOeTHH aj(a BbPXY MBXKHUS WIN )KEHCKUSI
(beprunurer.

4.7 EdexTn BbpXy coco0HOCTTA 32 modupaHe ¥ padoTa ¢ MAIIMHA

He ca npoBexxaanu nmpoyuBaHus 3a €PEeKTHTE BBPXY COCOOHOCTTA 32 Io¢HupaHe U paboTa ¢ MallluHU.
Abseamed He TOBIUABA WM MOBIIHABA MMPEHEOPEIKUMO CIIOCOOHOCTTA 3a ModupaHe u padbora

C MalInHU.

4.8 HexesaHu JieKapcTBEHH peaKlU

Obobwenue na npoduna Ha be30nacHocm
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Haii-uecTara He)xenaHa JeKapCTBEHA PEakiys 10 BpeMe Ha JICYSHUETO C SIOSTHH anda

€ J103a2-3aBUCHMOTO MOBHIIIABAHE HA KPHBHOTO HAJIATAHE WK BIIOIIABAHETO HA CHIIECTBYBAIATA
xuneptonus. TpsOBa fa ce mpociensaBa KpbBHOTO HaJsTaHe, 0COOCHO B HAYAJIOTO Ha JICUCHUETO (BK.
Touka 4.4).

Haii-gecTo cpeniannTte He)KeIaHU JIEKAPCTBEHH PEAKINH, KOUTO ca Omiy HabIogaBaHy MpH
KJIMHUYHUTE MPOYYBAHUS C €MOSTHH alida, ca Juapusi, TaJeHe MOBpbIlaHe, TUPEKCHS U TI1aBo0oIIHe.
['punonogo6HOTO 3a00sIBaHE MOXKE /1a CE MPOSIBH 0COOEHO B HAYAJIOTO Ha JICYSHUETO.

B npoy4Banus ¢ yabHKEHN T030BU HHTEPBAIN MPH BH3PACTHU MALMEHTH ¢ ObOpedHa
HEIOCTAaThYHOCT, KOUTO BCE OIIE HE ca HEMOIOKEHH Ha TUaiu3a, MMa ChOOIEHNUs 332 KOHTeCTHS Ha
JUXaTETHUTE MBTHUINA, BKIIOYBAIIA CTydyal Ha KOHT€CTHs Ha TOPHUTE NUXATEIHY ITBTHILA, Ha3amHa
KOHI'eCTHS ¥ Ha30()apuHTHUT.

HabmoaBana e moBuineHa yecToTa Ha ¢h10BU TpoMOoTHyHH chouTus (CTC) mpu nanuenTw,
rosrygaBary ESA (Bxk. Touka 4.4).

Cnucvk Ha Hedicenanume peakyuu 6 mabauuen 8uo

Ot 00110 3 417 y4acTHUIMB 25 paHAOMH3HPAHU, TBOWHOCIIEIIH, IUTale00-KOHTPOIHPAHHU POYYBAHUS
WM IPOYYBAHHS KOHTPOJIMPAHHU ChC CTAaHIAPTHH I'PHKHU, OOIIMAT Mpoduit Ha 6e30MacHOCT Ha
enoetuH anda e orereH npu 2 094 ygactHum ¢ aHemus. Bxirrouenu ca 228 neKyBaHH C €TIOSTHH
anta manuentu ¢ XbH B pamkute Ha 4 ipoyuBanust 32 XbH (2 nmpoy4Banus npenu quanusa

[N =131 nanuentu c excrio3unus ¢ XbH] u 2 npu auanuza [N = 97 nanueHTu ¢ eKCIo3uIus

¢ XbH]); 1 404 oHKOIOTHYHO OOHY MAIMEHTH C eKCIIO3UTPYHHA OT 16 Ipoy4YBaHUS MPU aHEMUS,
IbJDKAIlA ce Ha XuMuoTtepanus; 147 naiueHTy ¢ eKCIIO3ULKs OT 2 MPOyUYBaHUS 332 aBTOJIOKHO
KpbBoJapsABaHe; 213 manueHTy ¢ eKCno3uuus ot 1 mpoyyBaHe Ha MepUONepaTUBHUS TEPHO

n 102 nanuenTty ¢ ekcio3uuuss 2 npoyusanus Ha MJIC. HexenanuTe nekapcTBEHU peaklny,
cp0o0ImIeHu oT >1 % OT manMeHTuTe, JEKYBaHU C €TOeTHH anda B Te3W MPOYIBAHHMS, Ca MOKa3aHU
B Ta0JIMIIaTa MO-A0Iy.

Ornenka Ha yecTotara: MHOTO "ectd (> 1/10); gectu (= 1/100 no < 1/10); Hewectn (> 1/1 000 mo

< 1/100); peaxu (> 1/10 000 o < 1/1 000); muoro peaxu (< 1/10 000), ¢ HeusBecTHA yecToTa (OT
HAJIMYHWUTE JaHHU HE MOXKE Jia ObJIc HalpaBeHa OICHKA).
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Cucremo-opransa Hexenana peaknus (HuBo Ha | YecToTa
kiaacupuxanusa (SOC) nmo NPpeANOYUTAH TEPMHUH)
MedDRA

Yucra amasus Ha
Hapyienus Ha kpbpBTa 3

€PUTPOLIUTHUTE?, Penxu
u muMdHaTa cucrema

TPOMOOITUTEMHS
Hapymrenus Ha MmeTabomu3ma |

XunepkaaueMus Heuectn
U XpaHEeHEeTO
Hapymienus Ha umyHHara CBpBXUYYBCTBHTEIHOCT Heuectn
cucrema AnaduiakTHuHa peakius’ Penxn
Hapyuienust Ha HepBHaTa ['maBoGosme Yectu
CHUCTEMA KonByncus Heuectn

XHUIIEPTOHMUSI, BEHO3HA

p ’ Yecrtu

Cp10BH HapyIIEHUSA

W apTepuaina Tpom6o3a’

XunepToHnyHa Kpuza’®

C Heu3BeCTHA YeCTOoTa

Pecniuparopuu, rpbIHHI
1 MEIUACTHUHAIHN HAPYIICHUS

Kamunia

Yectn

Konrectusa Ha quxaTejHuTe
MIBTHULLA

Heuectn

CromamrHo-4peBHU HapyIIeHUs

Huapus, rajeHe, noBpbIllaHe

MHoro yectn

Hapymenus Ha koxxaTta
1 TIOAKOKHATA ThKaH

O6puB

Yectn

VYprukapus?®

Heuectn

AHTHOHEBPOTHYEH eieM>

C Hen3BeCTHA YECTOTAa

Hapymenns Ha MycKkyJiHO-

Aprtpanrusi, 00Ka B KOCTUTE,

CKeJeTHaTa CHCTeEMa o Yectu
MUaTHus, 00JIKa B KPAlHUIINTE
U CbCIUHUTCIIHATA ThKAaH
Bponenu, pamuiaan
pozeiH, Ocrtpa nopdupus® Penxu
W TCHETHUYHH HAPYIICHUS
ITupexcus MHoro yectu

OO0y HapyuieHUs U e(heKTH Ha
MSCTOTO Ha MPHIIOKEHUES

Brpucane, rpunomnomnodHo
3a0oJIsiBaHe, peakiys Ha
MSICTOTO Ha MHXXEKTHpaHe,
nepudepHU OTOIH

Yectn

Jlumca Ha edekT OT
JICKapCTBEHUSI IPOAYKT?

C Heu3BeCTHA YeCTOTa

WN3cnenpanus

[TonoxwureneH pe3ynarar 3a
AHTHUTENA CPEILy EPUTPOIIOETHH

Penxu

! Yecro npu 1uanusa

2 BkJIrouBa apTepHaIHU U BEHO3HH JICTATHH U HEJICTAIHU ChOMTHSI, KaTO HApUMEp IbJI00Ka BEHO3HA
TpomO03a, OerroapodHa eMOoHs, TPOMO03a Ha peTHHATA, apTepHaTHa TPOoMO03a (BKITIOUHUTEITHO
UH(APKT Ha MHOKap/a), MO3bYHOCHIOBU MHIUACHTH (BKIIOUUTEITHO MO3bYeH HHPAPKT U MO3BUCH
KPBHBOM3IIUB), PEXOIHA UCXEMUYHHU aTaKu, TPOMO03a Ha II'BHTA (BKIOYUTEIHO O0OPY/IBaHE 32

Jali3a) ¥ TpoM003a B apTePHOBEHO3HY ITHPHTOBH aHEBPU3MHU
3 PasriielaHu B IOATOYKATA [TO-IOJTY W/WIK B TOUkKa 4.4,

Onucanue na u36paHu HedIcelarnu 1ekapcneerHu peakuyuu

HMma C’BO6]J_[CHI/I5{ 3a pCaKIUU HAa CBPBXYYBCTBUTCIIHOCT, BKIIFOYUTCIIHO CIydau Ha 06pI/IB

(BKJIIOYMTENHO yPTHKapus), aHa(WIAKTUYHI PEaKLUU U aHTHOHEBPOTHYEH OTOK (BXK. Touka 4.4).

SCARs, Bximountenno SJS u TEN, kouto Morar na ObatT )KMBOTO3aCTpaIlaBallld WK Ja JOBEIAT 110

JICTAJICH U3X04d, Ca C’I)O6H_IaBaHI/I BBB BPBb3Ka C JICUCHUCTO C CIIOCTHUH (B)I(. TOYKa 44)

Cap1110 Taka, 10 BpeMe Ha JICUCHHUE C eMOeTHH ajda ca ce pa3BIIN XUIEPTOHUYHU KPH3H
¢ eHuedanonaTys ¥ rbpuoBe, KOUTO ca HAIOXKWIN He3a0aBHA JIeKapcKa MOMOI 1 HHTEH3UBHO
JIeYeHHE TPH MALUEHTH, KOUTO IPEAH TOBA ca OUIM C HOPMAJIHO MJIM HUCKO KPBHBHO HAJIATAHE.
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Ocobeno BHUMaHue TpsiOBa J1a ce 00bpHE Ha BHE3AITHOTO MPOOOKIAII0 MUTPEHONO100HO TIaBoboime
KaTO BB3MOXKEH MPEAYNPEUTENICH CUTHAI (BXK. TOUKa 4.4).

MMa MHOTO peiku ChOOIIEHUS 3a aHTUTSUIO-MEIUUPaHa YMCTa aIljla3usl Ha EPUTPOLUTHTE (TIpU

< 1/10 000 cirydast Ha MAMEHTOTOMHA) CIIE] ISYCHUE C MIPOIBIDKUTEITHOCT MECEIU 10 TOJTUHI

¢ enoeTHH ajida (Bxk. Touka 4.4). Cpro0IIeH: ca ToBede CIydan IpH IMTOAKOKHHS ITHT Ha BHBEXKIAHE
B CpPaBHEHHUE C MHTPABCHO3HHUSI ITHT.

Jleuenue na ev3pacmuu nayuenmu ¢ MJIC ¢ Hucvk unu medcounen — 1 puck

B parmoMu3npaHoTO, TBOWHOCIIATIIO, TUIaIe00-KOHTPOIIMPAHO, MHOTOIIEHTPOBO IipoyuBane 4 (4,7 %)
yuactHUIM ca nonyynnu CTC (BHe3amHa cMBbPT, HCXEMHUYEH HHCYIT, eMOonus u (hieout). Benuku
CTC ca BB3HMKHAJIM B CTpaTaTa Ha €loeTHH anda npe3 mppBute 24 ceIMUIN Ha IpOy4BaHeTo. Tpu oT
crouTmsITa ca moTBBpaeHn CTC, a B ocTaHayns ciydail (BHE3aITHa CMBPT) HE € TIOTBBPACHO
TpoMO0eMOOINYHO chOUTHE. J[BaMa OT yYyacTHUIIMTE ca MMaJld 3HAYUTEITHH PUCKOBH (pakTopH
(IpeackpAHO MBXKICHE, ChPJICYHA HEJIOCTATHYHOCT U TPOMOOGIIeOuT).

Heduampuyuna nonyaayus ¢ Xxpohuuta OvOpeuna HedOCmMamvyHOCI HA XeMOOUAIU3d

Exkcriosunusita Ha nequaTpUYHA MAIMEHTH C XPOHUYHA ObOpEeYHA HEAOCTATHYHOCT HAa XEMOIHAI3a
NPY KIMHUYHH TPOYYBAHUS M OT IOCTMAPKETHHTOBHS OMKT € orpanuueHa. [1pu Ta3u nomymnamnus
HsAMa ChOOIICHHMS 32 CIICITU(PUUHN HE)KEIaHN PEaKIiy 3a TeIuaTpuIHaTa MoIyJialus, KOUTo Ja He ca
CIIOMEHATH I0-paHo B TalOJMIIaTa O-TOpe, UIIK TAKUBA, KOWTO Jia HE Ca B ChOTBETCTBUE

¢ MOJIEXKAIIIOTO 3a00/IsIBaHeE.

Cpo0I1aBaHe Ha IMOA03UPAHU HEXKEITAHU PEAKIINU

Cpo0maBaHeTo Ha [TOJI03MPaHN HEeXKeNlaHW PEAKLUH CIIe]] pa3pellaBaHe 3a yrorpeda Ha JICKapCTBEHUS
HPOIYKT € BaxkHO. ToBa MO3BOJIsIBA /1a IPOABIDKU HAOIIOJCHUETO Ha ChOTHOIICHUETO M0JI3a/PHCK 32
JIeKapCTBEHUs MPOAYKT. OT MEAMIIMHCKHUTE CIICIHATIICTH CE H3UCKBa Ja ChOOLIaBaT BCSIKA
N0JI03MPaHa HeXeJlaHa peakys Ype3 HallMOHaJIHA CUCTEMA 3a ChOOIIaBaHe, ocoueHa

B [Ipunoxenue V.

4.9 IIpeno3upane

TepaneBTUYHUTE TPAHUIU HA €MOCTHH aliha ca MHOTO IUPOKH. [Ipeno3upanero Ha enoeTHH ajida
MOJKe J1a Ipeu3BUKa e(heKTH, KOUTO ca MPOJbIKEHUE Ha ()apMaKOoJIOTHYHUTE e(DeKTH Ha XOPMOHA.
AKO ce yCTaHOBH ITPEKOMEPHO BUCOKO HUBO Ha XEMOTJIO0MHA, MOKE Ja ¢€ M3BBPIIH (hIeO0TOMUS.
TpsabBa 1a ce OCUTYpHU AOMBIHUTETHO MOIBbPIKAIIO JEUEHHE CIIOpe HYKIUTE.

5. DAPMAKOJIOT'MYHU CBOUCTBA

5.1 DapMaKoIUHAMMYHHU CBOIiCTBA

dapmakoTepaneBTUYHA Ipyna: aHTuanemMuunu, epurponoerud, ATC kox: BO3XAO01.

Abseamed e 6noOrMuHO MOAOOEH JIeKapcTBeH MpoayKT. [logpoOHa nHpOpMaIus e mperocTaBeHa Ha
yebcaiita Ha EBponelickaTta areHius mo JekapcTsata http:/www.ema.europa.eu.

MexaHu3bM Ha IEUCTBUE

Eputponoerunbt (EI1O) € TIMKOPOTEMHOB XOPMOH, IPOU3BEKIAaH OCHOBHO OT OBOPEITUTE B OTTOBOP
Ha XUIIOKCHS U € KIIIOUOBHAT perynatop Ha mpousBoacTBoTo Ha RBC. EIIO yuactBa BBB Bcuuku (hazu
Ha EPUTPOUIHOTO PA3BUTHE U OCHOBHUAT My e(eKT € Ha HUBOTO Ha EpUTPOUIHHTE MpeKypcopu. Cuen
karo EIIO ce cBbpke KbM HETOBHS MOBBPXHOCTHO-KJIETHYEH PELIENITOP, TOM aKTUBHPA CUTHAITHU
TPaHCAYKIMOHHU IIbTHUILA, KOMTO IIpeyaT Ha alonTo3aTa U CTUMYyJMpa posudepanusra Ha
€PUTPOUIHU KIIETKH.
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PexomOunanTHUAT yoBemku EI1O (enoetun anda), ekcripecupaH B KISTKU OT SHYHUIN Ha KUTAHCKU
XaMCTep, UMa MOCIeIOBATEIHOCT OT 165 aMHHOKUCETTHHH, HICHTUYHA C Ta3W HAa YOBEIIKHS YPHHAPCH
EIIO; nBara ca Hepa3mmuuMy Ha 06a3aTa Ha QYHKITMOHATHN aHAIA3H. AITapeHTHATa MOJICKYJTHA Maca
Ha eputponoetrsa e 32 000 no 40 000 nantoHa.

EputpomnoeTnHbT mpencTaBisgBa pactexeH (pakTop, KOHTO CTUMyNIHpa IIIaBHO 00pa3yBaHETO Ha
YepBEHU KPbBHHU KIETKH. EpUTPOIIOETHHOBHUTE PELIETITOPH MOXKeE J1a ca eKCIIPEeCHpaHy Ha

NOBBPXHOCTTA HA pa3JIMYHU TYMOPHH KIJICTKU.

(DaDMaKOJII/IHaMI/IT-IHI/I ed)eKTI/I

30pasu dobposoryu

Cren emnokpatau 1031 (20 000 mo 160 000 U monkoxHO) emoeTHH anda e HabJIro1aBad
JI0303aBUCHM OTTOBOP 32 M3CJICABAHUTE (papMaKOJMHAMUYHU MapKEPH, BKIIOYUTEITHO:
peruxyiouuth, epurpountn (RBC) u xemorinooun. Habmronasa ce onpeneneH npodui
,,KOHIIEHTpaLus-BpeMe™ C UK U BPBIIAaHEe 10 U3XOAHOTO HUBO 32 IPOMEHHTE B IPOIICHTA HA
petukynonuture. [To-cmabo m3pasen npodui ce Habronasa 3a epurpouutute (RBC) u xemornobuna.
Kato wsino, Bcuuku (hapMakoIMHaAMHUYHNA MapKepH HapacTBaT JMHEHHO C J103aTa, KaTO JOCTHIaT
MaKCHUMaJIeH OTTOBOP ITPU Hall-BUCOKHUTE J1030BH HHBA.

Honbnaurtennu GpapmakoanHamudan npoyuBanus nzciensar 40 000 IU Beqabx ceAMUYIHO

B cpaBHeHue cbe 150 [U/kg 3 mptu cenmuyno. Benpeku paznukure B mpoduia ,,KOHIEHTpaLHs-
BpeMe** (papMaKoANHAMUYHUAT OTTOBOP (M3MEPEH Ype3 IPOMEHUTE B MIPOLIEHTAa PETUKYJIOLUTH,
xeMorJio0uH u o011 0poii epurporuT (RBC)) e cxomeH MexIy Te3u T030BH PSKUMU. JJOMbIHUTETHH
npoyuBanus cpaBHsiBat cxema ¢ 40 000 [U enoetun anda BeJHBX CEAMUYHO C MPUIIOKEHNUE HA J03U
B uHTepBaia ot 80 000 mo 120 000 IU Ha Bceku ABE ceIMHLIM MOAKOXKHO. KaTo 151710, Bb3 OCHOBA Ha
pe3ynTaTuTe oT Te3n (apMaKOAMHAMUYHH MIPOYYBAHUS TP 3PaBU WHANBHIH, TO30BHAT PEKUM

¢ 40 000 IU BemHBK CEAMUYHO M3TIIEkKAa TT0-e(heKTUBEH 3a Mpon3BoAcTBO Ha eputporutd (RBC),

B CPaBHEHHUE ChC CXEMUTE Ha MPUJIOKEHUE BEHBX Ha BCEKU JIBE€ CEAMHIIH, BRIIPEKU HAOJII0JaBaHOTO
CXOJICTBO B IIPOM3BOJICTBOTO Ha PETUKYJIOLUTUTE NIPH JO30BUTE PEXKUMH C IIPUIIOKEHUE BEAHBK
CEIMUYHO U Ha BCEKHU JBE CEIMHUIIH.

XpoHuyna 6vOpeuHa Hedocmamv4Hocm

YcraHoBeHO e, 4e enoeTrH anda CTUMYIIHpa epUuTporioe3ara npu aneMruyHH nanveHT ¢ XbH,
BKJIFOUHUTEIIHO ITALIMEHTH HA AMAJIM3a U MALUEHTU Ipeau auanusa. [IspBoTo qoka3aTencTso 3a
OTrOBOp KbM €MOETHH ajida € yBenudaBaHe Ha OpOosAT Ha PETUKYJIOLMTUTE B pamKuTe Ha 10 nHwu,
MOCTIEIBAHO OT YBEJIHUYEHHUE B OpOsi Ha EPUTPOLIUTUTE, XEMOTIIO0MHA U XEMaTOKPUTa, OOMKHOBEHO

B paMKuTe Ha 2-6 ceamuiy. OTTOBOPBT Ha XeMOTI00MHA BapHpa MPH OTACITHHUTE MAUCHTH U MOXe Aa
ObJic MOBIHSIH OT 3aIacUTE OT JKEJISI30 M HAINYHMETO Ha CHITBTCTBAIIHN 3a00IIBaHUS.

Anemus, uHOVYUpana om XumMuomepanus

YcTaHOBEHO e, Ue enoeTHH ajda, Mpuiiaral 3 MbTH CEAMHYHO WIHA BEIHBXK CEIMUYHO YBEIHUaBa
XeMOTJI00MHa ¥ HaMaJsiBa He0OXOMMOCTTa OT TpaHCc(y3us ciiel] ITbPBUS MECEIl OT TepanusTa Mpu
OHKOJIOTHYHO OOJIHH MALMEHTH C aHEMHUS, TIO/UIOKCHN Ha XUMHOTEPAIIus.

B exno mpoyuBane, cpaBHsBaio no3osute pexxumu cse 150 [U/kg 3 metu ceqmuano u 40 000 TU
BEJHBK CEIMUYHO TPH 3APaBU HHIUBUAN U OHKOJOTHYHO OOJHM MAIMeHTH C aHEMUSI, BPEMEBUTE
npoQHIN Ha TPOMEHUTE B MPOLIEHTA PETUKYIOLUUTH, XEMOTJIOOMH U 0011 Opoii epUTpOLUTH ca OMiIn
CXOJIHU MEX[y ABAaTa J030BU PEXNUMa, KAKTO NPH 3APaBH WHAWBUAU, TAKA U IPU OHKOJIOTHYHO OOITHH
nanueHTH ¢ anemust. AUC Ha cboTBeTHHUTE (papMaKkoANHAMUYHU IIapaMETPHU Ca CXOIHHU MEXIY
no3oBute pexumu ¢be 150 IU/kg 3 et cenqmuuno u 40 000 [U Bequbx CEAMUYHO TP 31paBU
WHAWBUAN U IIPH OHKOJIOTUYHO OOJIHYU MALEHTH C aHEMUSL.

Bw3pacmuu xupypeuunu nayuenmu 8 npoepama 3a npedsapumenro 0enoHUpane Ha agmoi0HCHa KPb6
JlokazaHo e, ye ernoeTuH ajiha CTUMYyJIHpa MPOU3BOJICTBOTO HA SPUTPOIIUTH 32 yBEIIMYaBAHE HA
KOJIMYECTBOTO B3€Ta aBTOJIOXKHA KPBHB, KAKTO U 332 OTPaHWYaBaHE HA CIIaJ[a Ha XeMOTJIO0ONHA ITPH
BB3PACTHU NAIMEHTH, IIAHUPAHU 3a TOJIsIMa eJIEKTUBHA ONepaItus, Mpu KOUTO HE Ce 09aKBa
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NpEeABAPUTEIHO Ja JETIOHUPAT TEXHUTE MEPUOTIEPATUBHH HYKAU OT KpbB H3Uss0. Haii-ronemuTe
edexTH ce HaOIOJaBaT MPH MalMEHTH ¢ HUCHK XemornoouH (< 13 g/dl).

Jleuenue Ha 8vb3pacmuu nayueHmy, RIAHUPAHU 3d 201AMA eLeKIMUGHA OPIMONeOUYHA Onepayis

[Ipu manueHTH, TUTAHUPAHU 32 TOJIIMA €ICKTUBHA OPTOIIEANYHA ONEpaIis CbC CTOWHOCTH Ha
xeMmorniobnHa npean JedeHuero > 10 mo < 13 g/dl, e ycranoBeHo, 4e emoeTnH anda MOHMKaBa pUCKa
OT MOJIyYyaBaHe Ha AJIOTCHHU XEMOTPaHC(Y3UH U YCKOPSIBA CPUTPOUTHOTO Bh3CTaHOBSIBAHE
(moBuIIaBaHEe HUBATa HAa XEMOTJIOOMHA, HUBATA HA XEMaTOKPUTA U OpOsi Ha PETUKYJIOIUTHUTE).

Kimmanunaa eduxacHoOCT ¥ 0€30I1aCHOCT

Xponuuna 6vbpeuna nedocmamv4Hocm

EmoeTun anda e mpoyuBaH B KIMHUYHH TPOYIBAHUS IIPH BH3PACTHH MMAIMEHTH ¢ aHeMus U XbH,
BKJIFOUHUTEITHO MAIMEHTH HA XEMOJUAIHN3a U MPEU XeMOINaIN3a, 3a JICYCHUE Ha aHEMUSITa

U MOAIBPKaHE HA XeMAaTOKPUTA B PAMKUTE Ha TAPTeTHU IHUAIa30H Ha KOHUeHTpauuute oT 30 1o
36 %.

[pu xMHMYHYN poyyBaHus ¢ HauaidHu 103 oT 50 mo 150 [U/kg Tpu mbTH cenMuyHoO,
npuOIU3UTENHO 95 % OT BCUUKH yYaCTHULIM OTIOBAPAT ¢ KIMHUYHO 3HAYMMO MOBHIIIABAHE HA
xemarokpura. Cies mpuOIM3UTEHO 1Ba MECeIla Ha Teparws, TOYTH BCHYKH YYaCTHHIIM ca OMIIN
He3aBUCHUMU OT TpaHcPy3uu. LI{om kaTo € O MOCTUTHAT TAPTeTHUAT XeMaTOKPHT, MMOAbpIKaIIaTa
J103a € OlIpee/ICHa UHANBUIYAIHO 3a BCEKU MAIL[UEHT.

B TpuTe Hail-roneMu KIMHAYHHA MPOYYBaHUS, IPOBEICHH MTPU BH3PACTHU YUACTHHIIM HA JUANN3A,
cpeAHaTa MmoJabpiKalara 103a, Heo0XoIuMa 3a IoAIbpKaHe Ha XxeMaTokpuTa Mexxay 30 1o 36 %
e 6onna mpubmmsutenHo 75 [U/kg, npunaranu 3 TbTH CEIMUYHO.

[Ipu eqHO ABOMHOCIATIO, TUTAIE00-KOHTPOIUPAHO, MHOTOLIEHTPOBO MPOYYBaHE Ha KAUYECTBOTO Ha
KUBOT Mpu yyacTHuim ¢ XbH Ha Xxemouanu3sa, KITHHAYHO U CTATUCTHYECKH 3HAYUMO MOJI00pEHUE ce
HaOJI0/1aBa TIPH YYACTHUIINTE, JIEKYBaHH C €IMOCTHH aj(a B CpaBHEHUE C CTpaTara Ha Iuianebo npu
U3MEpBaHe HAa YMOpa, PU3UUYECKH CUMIITOMU, B3aUMOOTHOIIICHUS U Jienpecus (BbnpocHuk 3a
0b0peunu 3abonsaBanus - Kidney Disease Questionnaire) ciies mect Mecera JeueHne. Y 4aCTHUIUTE
OT CTparaTa Ha JICueHHe C eMOeTHH ay(ha ca OMIIM BKIFOUCHH U B €JJHO OTKPUTO Pa3IIMPEHO
MpOyYBaHe, KOETO MOKa3Ba MoJ00pEeHNE Ha KAaYEeCTBOTO UM Ha JKHUBOT, KOSTO CE 3ara3Ba

B IIPOJIBJDKEHUE Ha ole 12 Mecena.

Bw3pacmuu nayuenmu c 6vbpeuna HedocmamvyHoCm, KOUMO ouje He ca NOONIOHCeHU Ha Juanu3a

B xnuHU4YHY Ipoy4BaHus, IpOBeAeHU IIpH yyacTHULU ¢ XbH, kouTo He ca Ha quanusa u ce JeKyBaT
C emoeTHH anda, cpeaHaTa MPOAbIKATEITHOCT Ha JICYCHHETO € OWiia IMovTH IeT Mecera. Te3u
YYaCTHHUIIM Ca OTTOBOPWIJIM Ha TEpANHTA C eTOeTHH ajida 1o Ha4ulH, o100eH Ha TO3H, HaOI0aBaH
IIPY YYaCTHULIM HA Juanu3a. YuactHuuu ¢ XbH, kouTo He ca Ha 1uanu3a okassaT J10303aBUCUMO

Y YCTOWYHMBO MOBHINABAHE HA XEMAaTOKPHTA, KOTATO EMOSTHH ajida ce mpuiara Wi HHTPaBEHO3HO,
WM TOAKOXHO. [log00HY MOBUIIIEHUST HA XeMaTOKPHTA ca HaOIII0IaBaHU MPH MPUIIOKEHHE Ha
ernoeTHH ainda U 10 JBaTa HauMHa Ha npuioxenne. OCBeH TOBa MMa JIaHHH, Y€ JI03U eMOCTHH aliha OT
75 no 150 IU/kg cenqmuuHO mOIbpKaT XeMaTokpura ot 36 o 38 % 3a 10 miect mecena.

B 2 npoyuBanus ¢ yIBIKEH HHTEPBAJ Ha MIPUIIOKEHHE Ha emoeTHH anda (3 mbTH CeAMUYHO, BEAHBK
CEJIMUYHO, BEHHK HA BCEKH 2 CEAMHUIIN U BEIHBXK Ha BCEKU 4 CEIMUIIN) HIKOU YUYACTHUIIHU C TI0-
JUBJITH MHTEPBAJM HA JO3UPaHE HE TOIbPKAT TOCTaThUHN HUBA HAa XEMOTJIO0MHA U Ca IOCTUTHAIH JI0
neduHIpaHUTE OT MTPOTOKOJIAa HABA HA XEMOTJIOOWHA 3a TIpeKpaTsIBaHe Ha yYaCTHETO UM

B npoyuBaHeTo (0 % B cTparaTa ¢ no3upaHe BEIHBXK CEAMUTHO, 3,7 % B cTpararta ¢ J03upaHe BETHBK
Ha BCEKH 2 ceamuiy, u 3,3 % B cTpaTaTa ¢ J03UpaHe BEAHBXK HA BCCKU 4 ceIMULIN).

Enno pangoMu3npaHo MpOCTIEKTUBHO MPOyYBaHe oreHsBa | 432 y4acTHHUIIM C aHEMUS I XpOHHYHA
0BOpeyHa HEeJJOCTAThYHOCT, KOUTO HE ca Ha Juaiu3a. Ha yuacTHUIIUTE € OMII0 Ha3HAYCHO JICUCHUE
C emoeTHH anda, UMaIIo 3a el Mo IbpKaHe Ha HUBO Ha xeMoriioouHa ot 13,5 g/dl (mo-Bucoko ot
MIPENOPHINTEITHOTO HUBO Ha KOHIICHTpAIns Ha XemorioouHa) winu 11,3 g/dl. Ceprosno
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ChPJCYHOCHIOBO ChOUTHE (CMBPT, MHGAPKT HA MHOKAP/A, MHCYIIT WIH XOCITUTAITU3AIUS TIOPaTU
3aCTOIHA ChpJIedHa HEIOCTATHYHOCT) € HacThiuiIo cpen 125 (18 %) ot 715 yyacTHunHM B cTpaTaTta
C TI0-BUCOK xeMoryio0nH B cpaBHeHHe ¢ 97 (14 %) ot 717 ydacTHHIIN B cTpaTara ¢ MO-HUCHK
xeMoryioouH (koeduimeHT Ha pucka [hazard ratio — HR] 1,3; 95 % JUW: 1,0; 1,7, p = 0,03).

[IpoBexxnanu ca cOOpHU post hoc aHanU3u Ha KIMHUYHY NTpoyuyBaHus Ha ESA npu ygactHuIn

C XpOHUYHA OBOpEeUHa HEAOCTaTBUHOCT (KOUTO Ca Ha luaan3a, KOUTO HE ca Ha JUajiu3a, Ipu
yuacTHUIM ¢ 1uabet u 6e3 auader). HabnronaBa ce TeHACHIMS KbM OLICHKH 3a TIOBHUILIEH PHCK OT
CMBPTHOCT 10 BCSIKaKBH IIPUYMHH, ChPACYHOCHIOBU K MO3bYHOCHIOBU CHOUTHS, CBBP3aHH C TI0-
BHCOKH KyMYyJIaTUBHU 1031 ESA, HE3aBUCHUMO OT HAIMYMETO WJIU JINTICaTa Ha 1UabeT Win Juain3a
(Bx. Touka 4.2 1 Touka 4.4).

Jleuenue Ha nayuenmu ¢ anemus, UHOYUUPAHA OM XUMUOMEPANUsL

Enoetun anda e npoyuBaH B KIMHWYHU IPOYYBAHUS [TPU BB3PACTHA OHKOJIOTHYHO OOTHHU YYaCTHUIIH
C aHeMHUsl, C JTUMQPOUTHH ¥ COTHUIHU TYMOPH, M TIPH YYACTHUIM Ha PA3IMYHU CXEMH Ha
XUMHUOTEPAIHS, BKIFOUUTEITHO ChABPIKAIIY IJIATHHA U He-ChIbPIKAIH IIaTuHa cxeMu. [Ipu Te3u
MIPOYYBaHUS € YCTAHOBEHO, Y€ €MOeTHH ajda, mpuiarad 3 mbTH CEAMUYHO U BEAHBXK CEIMHYHO
yBeJIMYaBa XeMOTJIOOMHA U HaMaJIsiBa HEOOXOIMMOCTTa OT TpaHCc(y3Hs Cie]] IbPBHS MeCell OT
TepanusTa NP OHKOJOTUYHO OOJHH YYACTHHIIM C aHEeMHUs. B HAKOM Mpoy4BaHus, TBOWHOCISIATA
(haza e Oma mocienBaHa OT OTBOpEeHa ¢a3a, o0 BpeMe Ha KOSTO BCHYKH YUACTHHUITH ca IOTydaBaIn
ernoeTHH anda 1 e HabIroAaBaHO OAIbpKaHe Ha edekTa.

HanuvHauTe NaHHU Mpejonarar, 4e Y9acTHUIM ¢ XEMATOJIOTHYHH 3]I0KaYeCTBEHH 3200 IsIBAHUS

U COJIMJIHU TYMOPH OTTOBapsT €HAKBO Ha TePAlMATa C CMOCTHH an(da, U ue YIYaCTHUIIUTE ChC WU 0e3
TyMOpPHA UHQWITPAIKS HA KOCTHUSI MO3bK OTTOBapAT €HAKBO Ha Tepanusira ¢ ernoetuH anda. [Ipu
MPOYYBAHUS C MTPOBEKIAHE HA XUMHUOTEPATIHS, CPABHUTEIHUIT UHTCH3UTET HA XUMUOTEPATIHS

B TPYIIUTE Ha JICYCHHUE C EMOSTHH alida U Tanedo ce JeMOHCTPUPA OT CXO/HA TUIOII IT0/T KpHBaTa
HeyTpo(dUI/BpeMe TIPU YYaCTHUITUTE, JICKYBaHU C CTIOCTHH ai(a U yJYaCTHUIUTE, JICKYBaHU

¢ miane6o0, KaKTO U OT CXOJICH ST YYACTHUIU B TPYIUTE, JICKYBAHU C EMOCTHH aa v TPYyIUTe,
JIEKyBaHU ¢ Tu1ane0o, che craa B abcomoTHUS O6poit Ha HeyTpodumuTe mox 1 000 u 500 kretkw/pl.

B nmpocniekTuBHO, paHAOMU3UPAHO, IBOHHOCIIAIO, M1ale00-KOHTPOIUPAHO MIPOYUYBaHE, IPOBEACHO
npu 375 y4acTHULIM ¢ aHEMUS C PA3IMYHI HEMHUEJIOUIHN MaJIUTHEHH MIPOLIECH, IT0JTyYaBalli
He-TUTATHHOBA XMMUOTEPAITUs € HaOII0JaBaHO 3HAYMMO HaMaJICHHE Ha CBBP3aHUTE C aHEMUSTA
MOCJeACTBHS (HAamp. yMOpa, HaMaeHa eHeprus U HaMalieHa akTHBHOCT), U3MEPEHH Ype3 CICIHUTE
MHCTPYMEHTH U cKayin: DyHKIMOHAIHA OLIEHKA Ha JICUYCHUETO Ha aHEMUSTa IIPU OHKOJIOTMYHO OOJIHU
yuactHum (Functional Assessment of Cancer Therapy-Anaemia (FACT-An)) o6ma ckana, FACT-An
ckaina 3a ymopsieMocT 1 OHKOJIOTHYHA JIMHeHa aHanoroBa ckana (Cancer Linear Analogue Scale
(CLAS)). IBe npyru no-MajikH, paHAOMH3UPaHH, J1aned0 KOHTPOIUPAaHH TPOYUBAHUS HE YCISIBAT Aa
IIOKa)KaT 3Ha4MMO NOJ00psABaHE Ha TapaMEeTPUTE 3a KaUeCTBOTO HA JKUBOT, CbOTBETHO, 10
EORTC-QLQ-C30 ckamara i CLAS ckanara.

[pexuBsieMocTTa U pOrpecHaTa Ha TYMOpPA ca U3MUTBAHU MPH MET FOJIEMU KOHTPOJIHPAHH
MPOyYBaHuUs, 00XBamamy o610 2 833 yJacTHHIIN, OT KOUTO YETHPH ca TBOMHOCIEIH T1anebo
KOHTPOJIUPAHU H €IHO — OTKPHUTO MpOy4YBaHe. B nmpoyuBaHusiTa ca BKIIOUCHH WM YYaCTHHUIIH,
JIEKYBaHH C XUMHOTepanus (JBe MPOyYBaHMs), WM Ca U3MOI3BAHH MOMYJIAlUK YYaCTHULU, IPU KOUTO
He ca noka3anu ESA: aHeMust Ipy y4acTHULM € paKOBH 3a00IIBaHUs, KOUTO HE ca Ha JICUSHUE

C XUMHOTEPAITUS U YYACTHUIIM C HEOIIa3MH B 00JIaCTTa HA TJIaBaTa ! IIUsTA, TIOJIOKCHU Ha
npyenedeHne. JKenaHoTo HUBO Ha KOHIIEHTpAIMATA Ha XEMOTJIOOMHA TIPH JIBE OT MIPOYYBAHUATA

e > 13 g/dl (8,1 mmol/l); mpu ocrananure Tpu noyusanus - 12 no 14 g/dl (7,5 no 8,7 mmol/l). Ilpu
OTKPHUTOTO NPOYYBaHE HE € YCTAHOBEHA Pa3/IMKa II0 OTHOLIEHUE Ha 00I1aTa NPEeKUBSIEMOCT MEKIY
YYACTHUIINTE, JIEKYBaHH C pEKOMOMHAHTECH YOBEIIKH €PUTPONIOSTHH U KoHTposwuTe. [Ipu yetupure
1ane60 KOHTPOJIMPaHU POYUBaHUsI KOSPHUIMEHTHT HA PUCK 3a 00IIaTa MPeXUBSIEMOCT Bapupa
mexay 1,25 u 2,47 B mon3a Ha KOHTpoiuTe. Te3u MpoydBaHus IOKa3BaT CTaOwITHA, HEOOsCHEHA,
CTaTUCTUYECKU 3HAYUMa CBPBX CMBPTHOCT NPH YYACTHHUIIM C aHEMHUSI, CBbpP3aHa C Pa3InIHU YECTO
CpelIaHu paKoBHU 3a00JIsIBaHHSA, KOUTO MOTYy4aBaT YOBEIIKH EPUTPOTIOCTHH B CPaBHEHHE

¢ koHTponuTe. KpaiiHusaT pe3yarar 3a 00111a npexXxuBIeMOCT TP NPOYYBaHUATA HE MOXKe Ja ObJe
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00sicHEH 3aJOBOJIMTCIIHO C PA3JIMKUTE B YECTOTATa Ha TpOM603a " CBbP3aHUTC YCIIOXKXKHCHUS MCKAY
YYaCTHULUTE, ITOJTyHaBaJIn peKOM6I/IHaHT6H YOBCILKU CPUTPOINOCTHH, U TE3U OT KOHTPOJIHATA CTpaTa.

W3BBpIIIeH € ChINo Taka aHAIW3 Ha TAHHUTE Ha HUBO MalUeHT mpu moseue oT 13 900 oHKOIOTUYHO
0oHM (Ha XUMHOTEpAaIus, IbUeTeparus, XAMUOTbUeTepanus Wik 0e3 JeueHNe), KOUTO ca OmiTn
BKIIFOUEHH B 53 KOHTPOJIMPAHU KIMHUYHH MMPOYYBAHUS C HIKOJIKO pa3INYHU ermoeTHHa. MeTa-
aHAJIM3BT Ha JJAaHHHUTE 3a 00IIaTa MPEXUBICMOCT J1aBa OllCHKA Ha koeduimeHTa Ha puck 1,06 B mos3a
Ha koHTpoaute (95 % JAU: 1,00, 1,12; 53 npoyuBanus u 13 933 y4yacTHUIM), a P OHKOJIIOTUIHO
OOJHHTE, KOWTO MOJTy9aBaT XUMHUOTEpaIus, Koe(pUIIMEeHTHT Ha PUCK 3a o0mIara mpexussiemoct e 1,04
(95 % AW: 0,97, 1,11; 38 npoyuBanus u 10 441 ygactauim). Mera-aHaIH3UTE CHINO TaKa IOKa3BaT
Y 3HAYKMMO TOBUIIICH OTHOCHUTEJICH PHUCK 32 TPOMOOEMOOIMYHYU CHOUTHS TIPU OHKOJIOTUYHO OOJTHUTE,
KOUTO TIOJTy4YaBaT peKOMOWHAHTEH YOBEIIKH €PUTPOIIOETHH (BXK. Touka 4.4).

[IpoBeneHo e paHAOMHU3UPAHO, OTKPUTO, MHOTOLIEHTPOBO IpoyuBaHe mpu 2 098 xeHu ¢ aHeMHus

1 METacTaTH4eH KaplIMHOM Ha I'bpJaTa, KOUTO ca MOJYUYHIIN IIbPBa JIMHUS WIN BTOPA JIMHUS
xumuoTepanus. ToBa e HeMHpeprHopHO MPOyUYBaHe, MPEABHSHO Aa H3KIouu 15 % moBuieHue Ha
pHUCKa OT IpOTpecHs Ha TYMOpa WM CMBPT IPH €MOCTHH ajiha TUTI0C CTaHAAPTHU TPUKH, B CPaBHEHUE
CaMo ChC CTaHJApTHH Tpiku. KbM aTata Ha 3aKimioyBaHe Ha KIMHUYHNATE JaHHU MEHaHaTa Ha
npexussemoct 0e3 nporpecus (PFS), ciopen onenkara Ha n3cnenoBaTens 3a Mporpecus Ha
3abomnsaBaneTo, ¢ 7,4 mecena BBB Besiko pamo (HR 1,09, 95 % JIM: 0,99; 1,20), koeTo mokassa,

Ye 1eJiTa Ha MPOYyYBAHETO He € MOCTUrHaTa. Ha 3HaYMTeNHO Mo-MaJIko YYaCTHUIM Ca HallpaBeHH
TpaHcdysun Ha eputpouuTn (RBC) B pamoTo Ha enoeTuH ajida mioc cTaHaapTHU rpuxi (5,8 %
cupsmo 11,4 %); 3HaYUTETHO TTOBEYe YYACTHHUITM 00ade ca UMaH ChJI0OBH TPOMOOTHYHH CHOUTHS

B PaMOTO Ha eNoeTHH an(a IuToc cTanaapTH rpuxku (2,8 % cipsmo 1,4 %). [Ipu okoHuaTenHus
aHaJM3 € uMajo cboOmIeHus 3a 1 653 cMbpTHHU cinydas. MeauanaTta Ha o01iarta npeKUBsIeMOCT

B TpyIiaTa Ha enoeTuH anda Iuioc CTaHnapTHU Tpiku e 17,8 mecenia, B cpaBHeHne cbe 18,0 Mecera
B rpymara camo cbe ctangaptau rpmwku (HR 1,07, 95 % AN: 0,97; 1,18). Menuanara Ha BpeMeTO 10
nporpecus (TTP) Bb3 ocHOBa Ha onpeneneHara oT u3cienoBarens nporpecus Ha 3abomnsBanero (PD)
e 7,5 Mecena B rpynara Ha €OeTHH aida IUII0C CTaHOApTHU TPKH U 7,5 Mecela B rpynaTa caMo ChC
craggaptau rpmwku (HR 1,099, 95 % JIM: 0,998; 1,210). Menuanata Ha TTP BB3 ocHOBa Ha
onpenencHara ot HezaBucumara komucus 3a nperien (Independent Review Committee, IRC) PD

e 8,0 Mecena B rpynara Ha eOeTHH aida IUII0C CTAaHAAPTHU TPKH U 8,3 Mecela B rpynaTa caMo ChC
craggaptau rpwku (HR 1,033, 95 % JIU: 0,924; 1,156).

IIpocpama 3a npedsapumenno 0enoHupane Ha asmoN0NHCHA KPbE

EdextnT Ha enoetun anda 3a ynecHs BaHe Ha NPOLEAYypaTa 3a aBTOJI0KHO KPbBOAAPSIBAHE MIPH
MAIMEeHTH C HUCHK XeMaToKpuT (< 39 % u 6e3 mojiexaiia aHeMHst TOPay XKeJle3eH AePHUINT), KOUTO
Ca IJIaHWPaHU 3a rojisiMa opToneanudHa onepanusa, € OCHCH B HBOﬁHOCHHHO, HHaHC60-KOHTpOHI/IpaHO
npoy4BaHe, MpoBeaeHo Npu 204 y9acTHUIM, U €AUHUYHOCIISIIO, [1ale00-KOHTPOIMPAHO IPOyYBaHE
MpHU 55 y4aCTHHUIIU.

B nBoitHOCIAIOTO IpOyYBaHe, yYACTHHUIIUTE ca JeKyBaHu ¢ emoeTrH anda 600 [U/kg wim mane6o,
WHTPaBEHO3HO, BEAHBXK JHEBHO, HA BCEKH 3 10 4 THU, B IPOABIDKEHUE HAa 3 ceaMuIH (0010 6 103H).
Karto 10, YH4aCTHUIUTE, JICKYBaHU C CIIOCTUH an(ba ca OMIN B CbCTOSHUE Ja acnoHupar
MIPEIBAPUTEITHO 3HAYUTEITHO TIOBEYE SUHUIIM KPBB (4,5 SIUHUIM) B CPABHCHUE C YUYACTHUIINTE,
nexyBanu ¢ mane6o (3,0 exuHUIM).

B eauHuYHOCIANOTO IPOyYBaHe, Y4acCTHULIUTE ca JeKyBaHH ¢ enoeTuH aida 300 [U/kg nmu

600 1U/kg, unm mnane0o, MHTPaBEHO3HO, BEAHBXK THEBHO, HA BCEKH 3 110 4 THU, B IPOIBIDKCHIE HA
3 cemmunn (00110 6 T03M). YYACTHUITUTE, JIEKYBAHU C €MOCTHH ajida CHIIo ca OWMIN B CbCTOSHUE Aa
JETIOHUPAT TPEJBAPUTEIHO 3HAYUTEITHO TIOBeve enuHuIM KpbB (enoetuH anda 300 [U/kg = 4,4
eaununy; enoetuH ainda 600 IU/kg = 4,7 enuHuIm) B CpaBHEHUE C YUYACTHUIINTE, JICKYBAaHUTE

¢ rame6o (2,9 enquHUIm).

Tepanusita ¢ enoeTuH ajda e HaMmallniia pucKka oT u3jarane Ha anoreHna KpbB ¢ 50 % B cpaBHeHHE
C YYaCTHHLH, KOMTO HE MOJIyyaBaT emoeTrH ada.
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Lonama enekmusna opmoneouyHa onepayus

EdexrbT Ha enoetun anda (300 IU/kg nnu 100 IU/kg) BEpXy €KCHO3ULMSATA HAa AJIOTCHHO
KPBBOIPEIIMBAHE € OIICHEH B IIale00-KOHTPOINPAHO, JBOMHOCIIAINO KIMHIYHO [IPOYyYBAHE TIPH
BB3PACTHH yYacTHHUIHU Oe3 KeJe3eH Ae(DUINT, INIAaHWPAHU 32 TOJIsIMa eJICKTHBHA OPTOIeJYHA
orepanys Ha Ta300epeHa WM KOJIsIHHA cTaBa. EnmoetrH anda e Oun npuiarad moAKOXHO

B IIpOoABbIDKeHHE Ha 10 THU pen omepamusiTa, B ICHsS Ha ONepalusITa U B IPOIBIDKCHUE HA YETUPH
JTHH CJIE/] OTIePALUATA. YIACTHHIIUTE ca CTPATU(GHUIUPAHH CIIOPE]] TEXHUS H3XOJICH XeMOTIIO0WH
(£10 g/dl,> 10 o < 13 g/dl u > 13 g/dl).

Enoerun anda 300 [U/kg, HamMansBa 3HaYNTEITHO PUCKA OT AJOTEHHO KPBHBOIIPEIHBAHE MPH
YUYACTHHUIM € XeMOTTIo0nH npeau sieuenuero > 10 no < 13 g/dl. lllectraneceT nponenTta ot
ydacTHULIMTE Ha edenue ¢ enoetuH anda 300 [U/kg, 23 % ot Te3n Ha neyeHue ¢ enoeTuH anda
100 IU/kg n 45 % ot yuacTHHIIHTE, IEKyBaHU C TuTaiebo0, ca MMl HyXa OT KPHBOIIPEIINBaHE.

Enno oTkpuTO, MapayieaHo TpyrnoBo MpoydYBaHe MPU Bh3PACTHU YYACTHUIIM Oe3 Kele3eH neuIurT,

¢ xeMoroOuH mpenu edennero > 10 mo < 13 g/dl, nmanupanu 3a ronsMa OpToNneanYHA OTIepaIis Ha
Ta300eIpeHa WM KOJITHHA CTaBa, cpaBHsBa enoetuH ajnda 300 [U/kg, mokokHO, eKEeTHEBHO,

B IIpoabbkeHue Ha 10 JHU npeau onepaiusiTa, B ACHS Ha ONEPANUATa U B TPOABIDKCHUE Ha YSTHPH
JIHH cies1 onepanusTa ¢ enoetud anda 600 TU/Kg, moaKoKHO, BEIHBK CEAMUYHO, B TIPOIBIDKEHHE HA
3 cenmMUIIM TIpEIN OTIEPANAATA U B JICHS Ha OIepalfusTa.

OT MOMEHTa MPE/IM HAYAIOTO HA JICYSHHETO 10 MOMEHTA MPEIU OTllepaTHBHATA HHTECPBEHIHS,
CPEIHOTO TTOBUIIICHUE Ha XeMOoTIo0nHa B cTparara Ha jedenne ¢ 600 IU/kg cemmuano (1,44 g/dl)

€ JIBa IIbTH MO-BUCOKO OT TOBa, HAOJI0jaBaHo B cTpaTara Ha Jieuenue ¢ 300 IU/kg auesno (0,73 g/dl).
CpemHuTe HUBA Ha XeMOTJIOOWHA ca OWITM CXOJHU 3a IBETE IPYIH HA JICUCHUE B XO/1a Ha [SITUs
CJICZIOTICPATUBEH MEPHO/I.

EputponoeTnuHusAT OTTOBOP, HAOMIOAaBaH B JBETE TPYIH HA JICUEHHE € TOBEJ O CXOTHH YECTOTH Ha
Tpancdysus (16 % B crpatara ¢ 600 IU/kg cenmuuno u 20 % B ctpatara ¢ 300 IU/kg nHeBHO).

Jleuenue na ev3pacmuu nayuenmu ¢ MJIC ¢ Hucvk wiu mescounen — 1 puck

B panmomu3supaHo, JBOWHOCIATIO, TUTANE00-KOHTPOIHUPAHO, MHOTOLIEHTPOBO MTPOYYBaHE € OI[CHEHA
e(rkacHOCTTa ¥ OE30ITACHOCTTA Ha €MOSTHH ayida Mpu BB3pacTHH yJacTHHUITH ¢ anemust u MJIC

C HUCBK HNJIM MCKIAUHCH — 1 PHUCK.

ITpy CKpHHUHTA YYaCTHUIIUTE ca CTpaTU(UIMpPaHH 110 HUBO Ha cepyMeH epurponoeTut (cETIO)
Y HAJTMYHE Ha TPEeIUIIHN TpaHcdy3un. B tabnuiiata mo-moi1y ca moka3aHu KJIFOYOBUTE H3XOIHU
XapakTepucTuky 3a ctpatara < 200 mU/ml.
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H3xonnu xapakTeprucTHKU HA yyacTHHIHTE cbe CEITO <200 mU/ml npu ckpuanHra

Pannomuzupanu
O6mo (N)° Enoerun anda [Tnane6o
852 45

cEIIO npu ckpununnra < 200 mU/ml (N) 71 39

XemorroouH (g/1)

N 71 39
Cpenna cToiHOCT 92,1 (8,57) 92,1 (8,51)
Mennana 94,0 96,0
I'panuim (71, 109) (69, 105)
95 % 11U 3a cpennara (90,1, 94,1) (89,3, 94,9)
CTOHHOCT

IIpenumran Tpanchy3un

N 71 39

Ha 31 (43,7 %) 17 (43,6 %)
< 2 eIWHHIIHA SPUTPOITUTHA 16 (51,6 %) 9 (52,9 %)
Maca
> 2 u < 4 euHALN 14 (45,2 %) 8 (47,1 %)
€pPUTPOIIMTHA Maca
> 4 eTUHUIN EPUTPOLIUTHA 1(3,2 %) 0
Maca

He 40 (56,3 %) 22 (56,4 %)

3 [IpU €IWH TMAlMEHT ca JiricBanu ganau 3a cEI10
6 B ctparara > 200 mU/ml e umaino 13 y4acTHHIM B CTpaTata Ha emoeTuH anda u 6 y4aCTHULH
B CTpartaTa Ha mjanedo

EputpougHuaT OTroBOp € omnpezesieH o Kputepuute Ha MexxayHapoHarta paboTHa rpyna
(International Working Group, IWG) 3a 2006 r. kaTo yBenu4yaBane Ha xemoryioousa ¢ > 1,5 g/dl
CTIPSIMO U3XOHOTO HUBO WJIM HAMAJIIBaHE HA MPEJIETHTE SANHHUIN EPUTPOLITHA Maca ¢ abCOMOTEeH
Opoii moHe 4 eAMHUIIM HA BCEKU 8 CEIMHIIM B CPAaBHEHHE C 8-T€ CEMHIIN MPEIU U3XOJHOTO HUBO

1 IPOIBIDKUTETHOCT HA OTTOBOPA MIOHE § CEAMUIIH.

[o BpeMe Ha mbpBUTE 24 cCeIMUIM OT IPOYYBAHETO € MOKAa3aH ePUTPOUICH OTrOBOp Iipu 27/85

(31,8 %) y4acTHHIIM B CTpaTaTa Ha emnoeTuH ajda B cpaBHeHue ¢ 2/45 (4,4 %) ydacTHHLIM B cTpaTara
Ha mare6o (p < 0,001). Becuukn yuactHuim ¢ otroBop ca ommm B crparara ¢be cEINO < 200 mU/ml
o BpeMe Ha ckpuHuHTa. B Ta3u ctpara 20/40 (50 %) ygactHuim 63 mpenuiTHu Tpancys3nn ca
MOKa3aJii EPUTPOUCH OTTOBOP Ipe3 MbpBUTE 24 ceMULIU B cpaBHeHHUE che 7/31 (22,6 %) yuacTHHUIM
C MPEeIUIIHT TpaHC(y3HH (IBaMa yJacTHULM C IPEIUIIHA TpaHC(y3us ca JOCTUTHANIM ITbPBUYHATA
KpaiiHa TO4Ka Bb3 OCHOBA Ha HAMAJIIBaHE Ha IPEJIETUTE EAUHUIY €PUTPOLMTHA Maca ¢ a0COII0TEH
Opoii moHe 4 eNMHUIIA HA BCEKH 8 CEAMMUIIN B CPABHEHHE C 8-T€ CEAMUITH MPEIU U3XOTHOTO HHUBO).

MenunaHnara Ha BpeMETO OT 3XOAHOTO HUBO JI0 IIbpBaTta TpaHc(y3us € Omiia CTaTUCTUUECKH 3HAYMMO
MO-JIBJITO B CTpaTara Ha ernoeTrH ajnda B CpaBHEHHUE ¢ cTpaTaTa Ha 1uiaiedo (49 cupsmo 37 nHu;

p = 0,046). Crnex 4 ceaMuy jJJe4eHrne BpEMETO J0 IbpBaTa TpaHcy3us JOIBIHUTEIHO Ce

€ YBEeIM4YWJIO B cTpaTara Ha ernoeTrH anda (142 cupsmo 50 qau, p = 0,007). [IpoueHThT Ha
VYACTHHIIUTE C TPAaHC(Y3HUs B CTpaTaTa Ha enoeTrH aida ¢ Hamarst ot 51,8 % B 8-Te ceaMuIy mpeau
U3XO0JTHOTO HUBO 110 24,7 % Mexay cenmui 16 u 24 B cpaBHEHHE ¢ cTpaTara Ha miare0o, KbJIeTo

€ MMaJIo MOBHIIABaHE HA YecToTaTa Ha TpaHcdysuu ot 48,9 % no 54,1 % 3a cpuiuTe nepuoau ot
BpeEMeE.

IlenpaTpuyHa DomyJaamus

Xponuuna 6vOpeuna HedocmamvyHoCm
Enoerun anga e oneHeH npu eHO OTBOPEHO, HEPAHIOMU3UPAHO, C OTKPHUT JI030B HHTEPBAII
KJIMHUYHO MPOYYBAHE, C IPOIBIDKUTEIHOCT 52 CEIMHUIIY, IPY NeAuaTpruuHu yuacTHuIim ¢ XbH,
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MOJUTOXKEHU Ha XeMoquain3a. CpelHaTa Bb3pacT Ha BKIIOYCHHUTE yJacTHUIUTE ¢ Omna 11,6 ronuHu
(mmamazon 0,5 mo 20,1 rogumm).

Enoerun anda e 6w npunaras B 1o3a 75 1U/kg/cenmunia, HHTpaBEHO3HO, B 2 MJTH 3 pa3JIeliCHU 103U
Clle Iuajan3a, TUTpUpaH cbe cThika ot 75 [U/kg/cenmunia npe3 uHTepBanu oT 4 ceaMuLu (10
makcumyM 300 [U/kg/cenmuria), 3a 1a ce MOCTHTaHE TOBUINIaBaHe Ha XemMorioouHa ot 1 g/dl/mecerr.
JKenanusar nuana3oH Ha KOHIICHTpaIMUTE Ha xemorioduHa € 9,6 no 11,2 g/dl. Ocemaecet u equn
MIPOLICHTA OT YYaCTHHUIIMTE ca IOCTUIHAJIM HUBOTO Ha KOHIIEHTpAHA Ha XxeMorioouHa. CperHoTo
BpeMe JI0 MOCTHraHe Ha nenra ¢ ouso 11 cenMuIm, a cpeHara /103a Npy MOCTUTAHE Ha TIeNTa ¢ Ouna
150 IU/kg/cenmunia. OT ydaCTHHIIUTE, TOCTUTHAH 11eiTa, 90 % ca OWiIM Ha 1030B PEKUM 3 IBTH
CEeIMUYHO.

Crnen 52 cenmurty, 57 % OT y4aCTHHIIATE Ca OCTaHAIH B MIPOYYBAHETO, KATO Ca IMOIYyJIaBalii CPETHA
no3a ot 200 IU/kg/cenmuria.

KimHUYHWTE TaHHW TIPH TOIKOXKHO TIPHIIOKEHHUE TIPH JeTa ca OrpaHndeHu. B 5 Manku, OTKpHTH,
HEKOHTPOJIMPAHU MPoy4IBaHUs (OpOSIT HA YIaCTHUIUTE € Oui B Tuamna3ona 9-22, obmo N = 72)
enoeTuH anda e Mpuiiarad MoJK0XHO 1pu jena npu Havanau go3u 100 [U/kg/cenmuna no

150 1U/kg/cenmunia ¢ Bb3MOxHOCT 3a moButraBane A0 300 [U/kg/cenmunia. B Te3u mpoyuBanus
MOBEYETO yUACTHUITN ca 6min npenu auanmsa (N = 44), 27 yJacTHUIN ca OWITH Ha TIEpUTOHEATHA
JMain3a, a 2 ca OMJIM Ha XeMOJMalin3a, KaTo Bh3pacTTa ¢ Ouia B Auara3oHa oT 4 Mecena J0

17 roguaun. Kato 11510, T€31 IpOyYBaHUS HMAT METOAOJIOTHYHU OrPaHUYEHUS, HO JICYSHUETO € OMiIo
CBBP3aHO C MOJIOKUTEITHA TSHICHITNN KBM TI0-BHCOKH HUBA Ha XeMorjao0nHa. Hsama cho0mmenws 3a
HEOYaKBaHU HEKEIIAHU Peakiuu (BxK. ToUka 4.2).

Anemus, quvuupaHa om xumuomepanus

Enoerun anga 600 [U/kg (mpunarad MHTpaBEHO3HO WIIM TTOAKOXXHO BEHBXK CEIMUYHO) € OLICHEH

B €IHO PaHAOMH3HPAHO, JBOHHOCIIAIO, IIAne00-KOHTPOIUPAHO, 16-CeIMUYHO IPOYYBAHE U B €HO
PaHIOMU3UPAHO, KOHTPOJIUPAHO, OTKPUTO, 20-CEIMUYHO IIPOYYBaHE NIPU NEIUATPUUHH yUYaCTHULIH
C aHeMHs, ToTydaBallyd MUEJIOCYIPeCUBHA XUMHOTEPAIINS 32 JISYeHHE Ha pa3IMuHU HEMHUETIOUIHH
3710KaYeCTBEHH 3a00IABaHUs MIPH ACLA.

B 16-ceqmuunoTO ipoyuBaHe (n = 222), Ipu yYaCTHUIUTE, JICKYBaHU C ETIOSTHH alida, He € UMalo
CTaTUCTUYECKU 3HAUYUM e(eKT BbPXY ChOOLICHNTE OT NalMEHTa MM ChOOIEHUTE OT POAUTEIS
OIIEHKH 110 BBIpocHMKa 3a Ka4eCTBOTO Ha JKUBOT IpH neanatpudHu ydactHuiM (Paediatric Quality of
Life Inventory) nimu Moaymna 3a pak (Cancer Module), B cpaBHeHHE ¢ y4acTHUITUTE Ha TU1ane6o
(rppBHUYHA KpaiiHa TouKa 3a epuKacHoCT). B JombiHeHne, He € UMajlo CTaTHCTHYECKa pa3sinKa 1o
OTHOLICHHE Ha MPOLIEHTa YYaCTHHUIIU, HY>KAACIIX ce OT TpaHcdy3us Ha epurpouuTHa Maca (pRBC),
MEXIy cTpaTaTa Ha ermoeTHH anda 1 cTparara Ha Iuramnebo.

B 20-ceamuynoTo npoyuBate (n = 225) He ¢ HaOII0JaBaHa 3HAYUTETHA Pa3jivKa B TbPBUYHATA
KpaiiHa TO4YKa 3a e(pHKACHOCT, T.C. TPOICHTHT YUYACTHHIIH, HY)K/ACIIH ce OT TpaHchy3us Ha
epurporut (RBC) cnen den 28 (62 % ot ydyacTHUIMTE Ha ernoeTuH aida cupsamo 69 % ot
YUACTHHUIIUTE HA CTaHAapPTHA TEPAITHS).

5.2 DapMaKOKHHETHYHHU CBOIiCTBA

Abcopoyus
Crnen MoIKOKHO HH)KEKTUPAHE CEpyMHHTE HUBA HA €MOETHH ajida rocTurar muk Mexay 12 u 18 gaca

clie] IPUIIOKEHUE Ha fo3ara. He ce HaOmogaBa KyMyJIMpaHe clie]] MHOTOKPAaTHO MPUIOKEHUE Ha 71032
ot 600 IU/kg, moaKO)KHO, BEAHBXK CEIMHUYIHO.

AOcooTHaTa OMOHAIMYHOCT HA €MOSTUH ajidha 3a MOAKOKHO MpHIokKeHue ¢ mpudnusurenHo 20 %
MPY 37IPABU UHAUBU/IH.

Pasnpedenenue
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Cpennusart o0eM Ha pasnpeneneHue ciel naTpaBeno3Hu no3u ot 50 u 100 [U/kg npu 3apaBu
nHauBHM € 6mit 49,3 ml/kg. Cnex MHTpaBeHO3HO MPHUIIOKEHHE HA €TIOETHH ajida MpH MalueHTH
¢ XpOoHUYHA OBOpETHA HETOCTATHYHOCT, 00EMBT Ha pa3mnpeneicHue Bapupa ot 57-107 ml/kg,
CBHOTBETHO CJIe/I MPUIIOXKeHHe Ha eaHoKpaTHa fo3a (12 IU/kg) no 42-64 ml/kg cien MHOTOKpaTHO
npunoxenue (48-192 1U/kg). [1o To3u HauuH 00eMBT Ha pa3NpeaesieHHe € MAJIKO O-TOJSIM OT
IU1a3MeHus 00eM.

Enumunupane
[Tomy>kMBOTHT Ha ermoeTHH anda cie;; MHOTOKPAaTHO HHTPABEHO3HO MPHIIOKEHUE € TPUOTU3UTEITHO

4 yaca npu 3ApaBU MHIUBUIH.
[omyXHBOTHT NPH MOJKOKHO NPUIIOKEHHE CE OTPEENis, Ue € NpUOIN3UTEeNHO 24 yaca pu 3ApaBH
UHIUBUIN.

Cpennusr kupbHC (CL/F) 3a no3osu pexxumu cbe 150 [U/kg 3 mbtu cenmuyno u 40 000 IU Beaubx
CEJIMUYHO TIPU 3/[paBH WHAMBHIHU € choTBeTHO 31,2 n 12,6 ml/uac/kg. Cpeauust CL/F 3a no3oBu
pexxnmu cbe 150 [U/kg 3 metr cenmuano 1 40 000 IU BegHBX ceAMIUIHO MTPH OHKOJIOTUYHO OOITHU
MAIMEHTH C aHEeMUs € ChoTBEeTHO 45,8 1 11,3 ml/uac/kg. [Ipu moBeueTo OHKOIOTUYHO OOJIHU
MAIUEHTH C aHeMUs, IO TydaBaly uKindHa xumuotepanusi, CL/F e mo-HUCHK clie/ MoIKOKHO
npunoxenne Ha 1034 oT 40 000 [U Bequbx cenmuuno u 150 [U/kg 3 mbTH ceAMUYHO B CpaBHEHHE
ChC CTOMHOCTHUTE TIPH 3APABU WHIUBUIH.

Junetnocm/nenunetinocm

[Ipu 3apaBu MHAMBUAM ce HAOJOAAaBA IPONOPIIMOHAIHO HA 103aTa IIOBUIIEHHE HA CEPyMHUTE
KOHIICHTpAIIMK Ha €MOeTHH anda ciaen uHTpaBeHo3Ho npuioxenue Ha 150 u 300 IU/kg 3 mbTH
cenmuuHo. [IpunoxkeHneTo Ha eAHOKpaTHU 103U enoeTuH anda ot 300 go 2 400 [U/kg, monkoxHoO,
BOJM 10 JINHEWHA 3aBUCUMOCT MexAy cpeaHara Cy,, ¥ 1o3ata, U Mexy cpeqHata AUC u nozara.
[Ipu 3npaBu nHAUBUAK ce HaOMIOAaBa 0OpaTHA Bpb3Ka MEKAY MPUBHUIHIS KIMPBHC U 103aTa.

[Ipu npoyuBanusi, HAaCOUYEHH KbM yAbKaBaHe Ha HHTepBajia Ha npuioxenue (40 000 IU Benabx
ceaqmuaro u 80 000, 100 000 m 120 000 IU mpe3 nBe ceaMuIy) ¢ HaOIrO1aBaHa JTMHEHHA, HO HE
MPOIOPIIMOHATHA Ha JT03aTa Bpb3ka MexXIy cpennara C., 1 103ata, u Mmexay cpeanata AUC

1 103aTa B CbCTOSTHUE Ha PAaBHOBECHE.

Bpwsku papmarxoxkunemuxa-cpapmaxoounamuxa
Enoerun anga nokassa 10303aBUCUM e(DEKT BHPXY XEMaTOJIOTUYHHUTE TIOKA3aTEU, KOWTO HE 3aBUCH
OT HAYMHA Ha MIPUIIOKEHHE.

Tleouampuuna nonyaayus

Cro01m1aBa ce 3a OMYKUBOT OT MPHOIH3UTETHO 6,2 110 8,7 Yaca npu NeIuaTpUIHA MallMeHTH

C XpOHUYHA OBOpETHA HETOCTATHYHOCT CJIE] HHTPABEHO3HO MPUJIOKEHNE Ha MHOTOKPATHH JTO3U
enoetrH anda. Okaspa ce, 4e papMaKOKHHETUIHUAT MPOQUII Ha ENOSTHH anda MpH Aena 1 IOHOLIH
€ CXOJICH C TO3U MPHU BB3PACTHHU.

(DapMaKOKI/IHeTI/IT-IHI/ITe JaHHU IIPpYU HOBOPOACHU Ca OTPaHUYCHH.

Enno npoyuBane npu 7 HEAOHOCEHH HOBOPOJECHH C MHOT'O HUCKO TErJIo pu paxxkaane u 10 3apasu
BB3PACTHU, IPH KOWUTO € MpHUJIaraH MHTPaBEHO3HO epUTPOTIOETHH, MTOKa3Ba, 4e 00eMbBT Ha
pasnpezeseHue e Npudau3uTeNnHo 1,5 10 2 TbTH MO-BUCOK MPU HEOHOCEHUTE HOBOPOJICHH,
OTKOJIKOTO IIPH 3[IPaBUTE BH3PACTHH, & KIUPBHCHT € MPUOIU3UTENHO 3 IBTH MO-BUCOK MPHU
HEI0HOCEHNUTE HOBOPOJEHH, OTKOJIKOTO NPH 3APaBUTE Bb3PACTHH.

Bvbpeuno yepescoane
Ipu manueHTH ¢ XpOHUYHA OBOPEUHA HEAOCTATHYHOCT MOTYKHBOTHT HA MPUIIOKEHUSI HHTPABEHO3HO
eroeTHH ajida € JIEKO YABIDKEH, IIPHOIM3UTENHO 5 Yaca, B CPaBHEHHE ChC 3/IpaBH HHIUBHU/IH.

53 IMpeAkIMHUYHA JaAHHH 32 0€30MaCHOCT
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[Ipu TOKCUKOIIOTUYHM MTPOYYBAHUS C MHOTOKPATHU JIO3U BBPXY Ky4eTa U ILTbXOBE, HO HE U BEPXY
MaiMyHH, MPUIOKEHUETO HA SMOSTHH a(a € CBhP3aHO ChC CyOKIMHUYHA KOCTHOMO3b4YHA (GUOpo3a.
KoctHOMO3BuHATA (hrOpo3a € MO3HATO YCIOKHEHHE ITPH XPOHUYHA ObOpETHa HEIOCTATHIHOCT TIPH
X0pa M MOe Jia ObJIc CBbP3aHO C BTOPUYUCH XUIEPIAPATUPCOUIN3IBM UM C HEU3BECTHH (DAaKTOPU.
Yecrorara Ha KOCTHOMO3bUHA (GUOPO3a HE Ce € TIOBHIITIIIA IPY IPOYYBAHE MPH YYACTHUIIN HA
XEMOJINAIN3a, KOUTO ca JIEKYBAHHU C EMOCTHH ali(ha B MPOABIDKCHHUE HA 3 TOIMHU, B CPABHCHHUE ChC
CBHOTBCTCTBAILlA KOHTPOJIHA CTpaTa Y4aCTHUIM Ha XEMOJra/In3a, KOUTO HE Ca JICKYyBaHU C CIIOCTUH
anda.

Enoerun anda He nHAyMpa OaKTepUaTHA TeHHU MyTauu (Ames TecT), XpOMO30MHH abeparin
B KJIEThYHA KYJITypa OT 003aiiHUIIN, MUKPOHYKJIEU TIPH MUIIKHA WM T€HHUA MYTallH B JIOKyca

HGPRT.

He ca npoBexxaanu AArOCPOUHU U3MUTBAHUA 33 KaHLEPOreHHOCT. [[poTuBOpeunBY INTEpAaTypHU
cboOLIeHNS, Oa3UpaHy Ha in Vitro HAXOAKH OT YOBEIIKM TYMOPHH NMPOOH MpeArnoarar,

Yye epUTPOIIOETHHUTE MOTI'aT J1a UMaT HAKaKBa poJisi B TyMOpHaTa nponudepanus. He e curypHo ganu
TOBa MMa HIKAaKBO 3HAYEHHE B KJIMHUYHA CUTYaLHUs.

B xiteThuHU KyNTYpH OT YOBEIIKH KOCTHOMO3BYHH KJIETKH, €TIOETHH ajda CTUMYIUpa epuTporoe3ara
crenu(uIHO U He MOBIHABA JeBKornoe3aTa. He ca Omnm 3abens3any MUTOTOKCHYHU eeKTH Ha
enoetuH anda BbpXy KOCTHOMO3bYHHUTE KIICTKH.

[Ipu npoyuBanus BEpXyY )KUBOTHH, EOETHH aji(ha IIOKa3Ba HAMAJISIBAHE HA TEJIECHOTO TETrJO Ha
(heryca, 3a0aBsHE Ha TIpoIeca Ha ocU(HUKAITUS U TIOBHINIaBaHe Ha (heTaTHaTa CMBPTHOCT, KOTaTo

€ puJjiarad CCAMHUYHO B 103U, HpI/I6JII/I3I/ITeJIHO 20 mbpTH Hag OpenopbUuTeiHaTa CEAMNYHA 103a IIpH
xopa. Te3n u3mMeHeHus ce 00ACHIBAT KaTO BTOPUYHH, BCIECACTBHE HAMaIsIBaHE HA TEJIECHOTO TETJI0 Ha
MalKHTe, ¥ 3HAYMMOCTTA 3a XOpara € HeM3BECTHA C OTJIe]] Ha TepaneBTUYHUTE T030BH HUBA.

6. DPAPMAIEBTUYHU JAHHHA
6.1 CnucnLK HA IOMOIIHUTE BellecTBA

Harpues quxumporendocdart muxuapar
HunatpueB pocdar quxuapar

Hatpues xnopun

JRi%000%05

ITommcopbar 80

Bopa 3a nHxkexuuu

XnopoBoAopoHa KucenrHa (3a Kopeknus Ha pH)
Hatpues xunpoxcu (3a kopekmus Ha pH)

6.2 HecbBMeCTHMOCTH

[pu nunca Ha Mpoy4YBaHUs 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOAYKT HE TPsiOBa J1a ce cMecBa
C IpYTH JIEKapCTBEHU IMPOAYKTH.

6.3 Cpoxk Ha roaHoCT
2 TOOUHU
6.4 CrnennaJIHu yCJIOBHSI HA CbXpPaHEeHHe

Ja ce cexpansBa u Tpancroptupa B xaammrHuK (2 °C mo 8 °C). To3u TeMiiepaTypeH HHTEpBa TpsiOBa
Jia ce TMOIIbPKa CTPUKTHO JI0 IPHIIOKEHHE Ha TIPOJTyKTa Ha MAIUEHTA.

[Tpu amOynaropHa ynoTpeba nIpogyKTHT MoXke Ja ObJe N3BaJICH OT XJIaJIITHIKa, 0e3 Ja ce MoCcTaBs
OTHOBO B HETO, 38 MAaKCHUMAaJIEH IIEPHOA OT 3 IHH, IPH TEMIIEpaTypa He Mmo-BUcoka ot 25 °C.

AKO JIeKapCTBOTO HE C€ M3II0JI3BA 10 Kpasi Ha TO3H NEPUOI, TO TPAOBa Ja ce U3XBBPIIH.
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I[a HE CC€ 3aMpa3ssiBa WK pa3Kiialla.
I[a CC€ CbXpaHsBa B OpUTHMHAJIHATa OIIAaKOBKaA, 3a Aa CC MPEAIasu OT CBECTJINHA.

6.5 Bua u chabpikanue HA ONMAKOBKAaTa

[IpenBapuTenHo HaTBITHEHN CIIPHHIOBKH (CTBHKIO TUT I), che mim Oe3 mpeanasuTen 3a uriara,
¢ OyTaro (ryma ¢ TeIOHOBO IOKPUTHE), 3ariedaTaHy B OJIHCTED.

Abseamed 1 000 1U/0,5 ml MHXEKIMOHEH PAa3TBOP B IPEABAPUTEIHO HATBIHEHA COPUHIIOBKA
Besika cipuniioBka cpabspxka 0,5 ml MHKEKIIMOHEH pa3TBOp.
OmakoBKH OT 1 WK 6 CIIPUHITOBKH.

Abseamed 2 000 IU/1 ml nHXEKIMOHEH PA3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Bcesika cipuHmoBka chabspka 1 ml HHXKEKIIMOHEH pa3TBOP.
OmnakoBku oT 1 wim 6 CIPUHIIOBKY.

Abseamed 3 000 1U/0,3 ml MHXEKIIMOHEH PA3TBOP B IIPEIBAPUTEIHO HABIHEHA CIIPUHIIOBKA
Besika cripunamioBka cpabpxka 0,3 ml HHXEKIIHOHEH pa3TBOP.
OmnakoBku oT 1 nim 6 CIIPUHIIOBKY.

Abseamed 4 000 1U/0,4 ml MHXEKIIMOHEH PA3TBOP B IIPEIBAPUTEIHO HANBIHEHA CIIPUHIIOBKA
Bcesika cipuanioBka cpaspka 0,4 ml HHKEKIIMOHEH pa3TBOP.
OnakoBku 0T 1 unu 6 CIPUHIIOBKH.

Abseamed 5 000 TU/0,5 ml nHXEKIMOHEH PAa3TBOP B IIPEABAPUTEIHO HAMBIHEHA COPHUHIIOBKA
Bcesika cnpunnoBka csaspxa 0,5 ml vHKEKIHOHEH pa3TBoOp.
OnakoBku 0T 1 UK 6 CIPUHIIOBKH.

Abseamed 6 000 IU/0,6 ml nH»XEKIIMOHEH PA3TBOD B IIPEABAPUTENIHO HAITLIHEHA CIIPUHIIOBKA
Bcesika cripuniioBka chabpika 0,6 ml HHXEKIIMOHEH pa3TBOp.
OnakoBky OT | wiK 6 CIPUHIIOBKH.

Abseamed 7 000 1U/0,7 ml MHXEKIIMOHEH PA3TBOP B IIPEJABAPUTEIHO HANBIHEHA COPUHIIOBKA
Besika cipuniioBka cpabspxka 0,7 ml HHXKEKIIMOHEH pa3TBOp.
OmakoBKH OT | Wi 6 CIIPUHITOBKH.

Abseamed 8 000 1U/0,8 ml MHXEKIIMOHEH Pa3TBOP B IIPEIBAPUTEIHO HANBIHEHA CIPUHIIOBKA
Bcska cripuaiioBka csabpika 0,8 ml HHXEKIIHOHEH pa3TBOP.
OmnakoBku oT 1 nim 6 CIPUHIIOBKY.

Abseamed 9 000 1U/0,9 ml MHXEKIIMOHEH Pa3TBOP B IIPEIBAPUTEIHO HABIHEHA CIPUHIIOBKA
Bcesika cipuanioBka cpaspika 0,9 ml mHXEKIIMOHEH pa3TBOP.
OnakoBku oT 1 unu 6 CIpUHIIOBKY.

Abseamed 10 000 TU/1 ml MHXEKIIMOHEH PA3TBOD B IPEABAPUTEIHO HAITBIHEHA CIPHUHIIOBKA
Bcesika cripuHIoBKa chabpka 1 ml MHXKEKIIMOHEH pa3TBOP.
OnakoBku 0T 1 unu 6 CIPUHIIOBKH.

Abseamed 20 000 TU/0,5 ml MHXEKIMOHEH PA3TBOD B IPEIBAPUTEIHO HATBJIHEHA COPUHIIOBKA
Bcesika cipuniioBka chabspika 0,5 ml HHKEKIIMOHEH pa3TBOP.
OnakoBku 0T 1, 4 wnu 6 CIPUHLIOBKH.

Abseamed 30 000 1U/0,75 ml MHKEKIIMOHEH pa3TBOP B IPEBAPUTEIHO HA'bIHEHA CIPUHIIOBKA
Bcesika cnpunnioBka chabspxa 0,75 ml MHKEKIMOHEH pa3TBOP.
OmakoBKH OT 1, 4 Wi 6 CIIPUHITOBKH.
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Abseamed 40 000 IU/1 ml MHXEKIMOHEH PA3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Besika cipuHiioBka chabspxa 1 ml HHXEKIMOHEH pa3TBoP.
OmakoBKH OT 1, 4 win 6 CIIPUHITOBKH.

He Bcuukn BHUOOBC OIMAKOBKU MOrart aa 6T>,Z[aT IMIyCHATHU Ha mma3apa.

6.6 Crnenuaany npeanas’Hy MepKHU NPH U3XBbPJsHe H padoTa

Abseamed He TpsiOBa /1a ce U3MOI3BA U TPSAOBA Ja Ce 3XBBPIIU

- AaKO TCYHOCTTAa € OLBCTCHA WJIM B HEA CC BMIKAAT IIITyBalllkd YaCTULIU.
- aKo € HapyIIeHa [eJIOCTTa Ha OIIAKOBKATa.

- aKo 3HAaeTe WM II0JI03UpaTe, e CIIydaifHo € OMII 3aMpa3eH Hin

- aKO XJIaAUJIHUKBT €© oun B HCUBIIPABHOCT.

[IpenBapuTeTHO HATBTHEHUTE CIIPUHIIOBKH Cca TOTOBH 3a yrmoTpeda (Bx. Touka 4.2). [Ipensapurenno
HallbJIHCHATa CIIPUHIIOBKA HE Tp$[6Ba Ja CC pa3kjiaiia. Bpry CIIPUHIIOBKHUTE MMa U3IIbKHAJIO
penedHo rpamyupaHe ¢ el Ja MOXKe Ja Ce M3I0JI3Ba YacT OT KOJIMYECTBOTO, aKO Ce HaJIoXKU. Beeku
MPBCTEH OT rpagyupanero otroBaps Ha ooem ot 0,1 ml. [IpoaykThT € camo 3a eAHOKpaTHa yroTpeoa.
OT BecsIKa CIPUHITOBKA M3MOJI3BATE caMo 10 eqHa J03a Abseamed, KaTo U3XBBPIBITE HEKETAHOTO
KOJIMYECTBO PAa3TBOP MPEAN UHKEKTUPAHE.

H3non3Bane Ha OpeABapUTEIHO HAITBJIHEHA CIIPUHIIOBKA C IPEAA3UTEII 33 UrjlaTa

[Ipennasurensat moKpuBa UriaTa cie] MHXEKTUPAHETO, 3a JAa ce n30erHaT HapaHsABaHUs OT yOoKaaHe.
Toii He BiMsie HA HOPMAIHOTO (PYHKIIMOHMPAHE Ha cpuHLIoBKaTa. HaTuckaiite OyTanoro 6aBHO

¥ paBHOMEPHO JI0 MH)KEKTHpaHe Ha Ijsy1aTa /103a U 0 Kpas Ha Xofa Ha OyTtanoro. OTcTpanere
CIPUHIIOBKATa OT MALMEeHTa, KaTO MOJAbpKATE HATUCKA BBpXY OyTanoTo. [Ipeanasurensr me nokpue
urjiarta npH OTIIyCKaHETO Ha OyTaJoTo.

H3noi3Bane Ha OpeABapHUTEIHO HAITBJIHEHA CIPUHIIOBKA 0€3 Mpeana3uTe 3a uriara

[punoxere mo3ara cropes CTaHAAPTHUS MPOTOKOJL.

Hewusnon3sanusr JICKaAPCTBCH MPOAYKT WJIN OTHAABYHUTEC MATCPpUATIN OT HETO TpSI6Ba Ja CC U3XBBPJIIAT
B CbOTBCTCTBHMEC C MCCTHUTC U3MCKBAHUA.

7. IHNPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Medice Arzneimittel Pitter GmbH & Co. KG
Kuhloweg 37

58638 Iserlohn

I'epmanus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Abseamed 1 000 [U/0,5 ml nHxeKIIMOHEH pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA CIIPUHIIOBKA
EU/1/07/412/001
EU/1/07/412/002
EU/1/07/412/027
EU/1/07/412/028

Abseamed 2 000 1U/1 ml uH>keKIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAIIBIHEHA CIIPHHIIOBKA
EU/1/07/412/003
EU/1/07/412/004
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EU/1/07/412/029
EU/1/07/412/030

Abseamed 3 000 1U/0,3 ml nHxeKIIMOHEH pa3TBOP B MPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/412/005
EU/1/07/412/006
EU/1/07/412/031
EU/1/07/412/032

Abseamed 4 000 1U/0,4 ml nHxeKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIIHEHA CIIPHHIIOBKA
EU/1/07/412/007
EU/1/07/412/008
EU/1/07/412/033
EU/1/07/412/034

Abseamed 5 000 1U/0,5 ml umkeKIIHOHEH pa3TBOP B MIPEABAPUTEITHO HAIThIHEHA CIIPUHITOBKA
EU/1/07/412/009
EU/1/07/412/010
EU/1/07/412/035
EU/1/07/412/036

Abseamed 6 000 1U/0,6 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
EU/1/07/412/011
EU/1/07/412/012
EU/1/07/412/037
EU/1/07/412/038

Abseamed 7 000 1U/0,7 ml nHxeKIMOHEH pa3TBOP B MPEIBAPUTETHO HATBIHEHA CIIPUHIIOBKA
EU/1/07/412/017
EU/1/07/412/018
EU/1/07/412/039
EU/1/07/412/040

Abseamed 8 000 1U/0,8 ml nHxeKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIHEHA CIIPHHIIOBKA
EU/1/07/412/013
EU/1/07/412/014
EU/1/07/412/041
EU/1/07/412/042

Abseamed 9 000 1U/0,9 ml nmxeKknnoHEH pa3TBOP B IPEABAPUTEITHO HAITBITHEHA CIIPHHITOBKA
EU/1/07/412/019
EU/1/07/412/020
EU/1/07/412/043
EU/1/07/412/044

Abseamed 10 000 [U/1 ml nHxeKIMOHEH pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA CIIPHHIIOBKA
EU/1/07/412/015
EU/1/07/412/016
EU/1/07/412/045
EU/1/07/412/046

Abseamed 20 000 IU/0,5 ml nHxeKunoHEH pa3TBOP B NPEABAPUTEIHO HAITBIHEHA CIPUHIIOBKA
EU/1/07/412/021
EU/1/07/412/022
EU/1/07/412/047
EU/1/07/412/053
EU/1/07/412/048
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Abseamed 30 000 IU/0,75 ml nHXeKIMOHEH pa3TBOP B IIPEABAPUTEIHO HATBIIHEHA CIIPUHIIOBKA
EU/1/07/412/023
EU/1/07/412/024
EU/1/07/412/049
EU/1/07/412/054
EU/1/07/412/050

Abseamed 40 000 1U/1 ml nHxeKrOHEH pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA CIIPHHIIOBKA
EU/1/07/412/025
EU/1/07/412/026
EU/1/07/412/051
EU/1/07/412/055
EU/1/07/412/052

9. JATA HA TbPBO PA3ZPEINABAHE/TIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[lata Ha mbpBoO paspemaBane: 28 aBryct 2007 r.
JlaTa Ha nocienHo nogHoBsBaHe: 18 roam 2012 1.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMoapodHa uHbopMalus 3a TO3H JEKapCTBEH MPOJYKT € MpeJocTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHITu 110 JIeKapcTBaTa http://www.ema.europa.eu/.
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MPUWJIOKEHME I
MPOU3BOJUTEJINA HA BUOJTOTMYHO AKTUBHOTO BEILIECTBO
W MIPOU3BOJUTEJ, OTTOBOPEH 3A OCBOBOKJIABAHE HA
MAPTUIU
YCJIOBHSI WJIM OTPAHMYEHUS 3A TJOCTABKA M YIIOTPEBA

JAPYI'N YCJIOBUS N UBUCKBAHUSA HA PASPEIIEHUETO
3A YIIOTPEBA

YCJIOBUA NJIN OTPAHUYEHMUS 3A BE3OITACHA 1 E@QEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOAUTEJ HA BUOJOI'MYHO AKTUBHOTO BEHIECTBO U
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXKIABAHE HA ITAPTUN

HMe u aapec HA IPOU3BOAUTEIS HA OHOJIOTHYHO AKTUBHOTO BEILIECTBO

Novartis Pharmaceutical Manufacturing LLC
Kolodvorska cesta 27

1234 Menges

CrnoBenus

Hme u aapec Ha IPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOKIaBAHE HA MMAPTUJINTE

Sandoz GmbH
Biochemiestr. 10
6336 Langkampfen
ABcTpus

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MPOIYKT CE OTITyCKa IO OrpaHWICHO JeKapcKo npeanucanue (Bx. [Ipmnoxenue I:
Kpatka xapakTepucTika Ha MpoAyKTa, Touka 4.2).

B. JPYI'M YCJIIOBUSA U N3UCKBAHMUS HA PASPELHIEHUETO 3A YIIOTPEBA
e JlepuoanyHM aKTyaTU3NPAHHU AOKJIAAN 32 0€30MACHOCT

M3uckBanmsTa 3a I0JJaBaHe HA IEPUOINIHH aKTyaTU3upaHu TOKIAIH 3a 0€30MMacHOCT 3a TO3U
JIeKapCTBEH MPOJYKT ca MOCOYSHHU B CIIMCHKA ¢ pedepeHTHUTE AaTH Ha EBponeiickus cpio3 (EURD
CIUCHK), IpeaBuaeH B 4. 1078, an. 7 ot Jupexrusa 2001/83/EO, 1 BB BCHUKH CIeIBAIITH
aKTyaJIu3aliy, MyOIMKyBaH! Ha eBPOIEHCKIS yeOmopTal 3a JIeKapcTBa.

r. YCJI0BUsA NWJIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA ITPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

[Ipurexatensat Ha pa3pemiernero 3a ynorpeda ([IPY) tpsoBa na u3BbpIBa H3UCKBAHUTE JCHHOCTH

" JEHCTBUS, CBBP3aHU C MPOCIICIIBAHE Ha JeKapcTBeHaTa 0€301MacHOCT, MOCOYeHU B o100penus [TYP,
npezacraBed B Moayn 1.8.2 Ha pa3penieHreTo 3a yrnorpeda, KakTo U BbB BCHUKH CIIeIBAIIN OJJOOpEHH
aktyanu3auuu Ha [TYP.

Axrtyanuzupan [1YP Tpa6Ba na ce nmoxasa:

° 1o uckaHe Ha EBpomnelickaTta areHius 1o JeKapcTBara;

. BHHATH, KOTATO CE U3MEHS CUCTeMaTa 3a YIpaBJeHHE Ha PUCKA, 0COOCHO B pE3yiTar Ha
MoJTyYyaBaHe Ha HOBa MH(GOPMAITHUs, KOSATO MOXKE Ja TOBEJIE 10 3HAUMMU MPOMEHU
B CHOTHOIIICHUETO IT0JI3a/PUCK, HITU CIIE/ JOCTUTaHEe Ha BayKEH eTall (BbB BPh3Ka
C TIpocJeIsiBaHe Ha JIEKapCTBEHATa OE30MacHOCT WIIM CBEXKIaHE HA PHUCKA 10 MUHUMYM).
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MNPUJIOKEHUE 111

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 1 000 [U/0,5 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTenHo HarbiiHEHA cripuHIoBKa OT 0,5 ml cpapprka 1 000 mexaynapoaau exmanmm (1U)
EKBUBAJICHTHHU Ha 8,4 MUKpOTpaMa ermoeTuH aida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTeIHO HA'bJIHEHA cripuHIOBKa OT 0,5 ml

6 IMpeBapuUTEeITHO HATBIHEHH CrprHIOBKH OT 0,5 ml

1 mpenBapuTeNHO HAITBIIHEHA CIPHHIIOBKA OoT 0,5 ml ¢ npexnasuren 3a Uriata
6 mpeaBapUTEIHO HATBIHEHU cipuHIOBKY OT 0,5 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/001
EU/1/07/412/002
EU/1/07/412/027
EU/1/07/412/028

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 1 000 1U/0,5 ml

| 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIIOYECH YHUKAJIEH HICHTUPHUKATOP.
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18. YHUKAJIEH UIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 1 000 IU/0,5 ml unmxekiust

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 2 000 IU/1 ml ur>xeKHOHEH pa3TBOP B MPEABAPUTEIHO HAIIBIHEHA CIIPHUHLIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpeaBapuTeIHO HaTbiIHEHA cripuHITOBKA OT 1 ml chappika 2 000 mexmyHapoaau exuauiy (IU)
€KBHBaJICHTHH Ha 16,8 MUKporpama emnoetuH ajida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpenBapUTETHO HATBJIHEHA CIIPUHIIOBKA OT 1 ml

6 MpeBapUTETHO HAITBIHEHH CIPHUHIIOBKH OT 1 ml

1 mpeaBapuTENHO HATBIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpeama3uren 3a uriata
6 MpeIBapUTEIHO HATBIHCHH CIPUHIIOBKY OT 1 ml ¢ mpeana3uTen 3a uriara

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/003
EU/1/07/412/004
EU/1/07/412/029
EU/1/07/412/030

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 2 000 TU/1 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 2 000 IU/1 ml nmxexnus

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 3 000 [U/0,3 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTenHo HarbiiHEeHA cripuHIoBKa OT 0,3 ml chappika 3 000 mexayHnapoaau exwanmy (1U)
eKBUBAJIICHTHHU Ha 25,2 MUKpOTrpama eroeTHH ajda.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTeIHO Ha'bJIHEHA cripuHIoBKa oT 0,3 ml

6 MpeBapuUTEeTHO HATBIHEHH crprHIOBKH OT 0,3 ml

1 mpenBapuTEIHO HaIbJIHEHA cripuHIIOBKa OT 0,3 ml ¢ mpeamasurTen 3a uriata
6 mpeBapUTEIHO HATBIHEHU cipuHIOBKY OT 0,3 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/005
EU/1/07/412/006
EU/1/07/412/031
EU/1/07/412/032

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 3 000 1U/0,3 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 3 000 1U/0,3 ml nrxekiust

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

49



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 4 000 [U/0,4 ml nH>xeKIMOHEH Pa3TBOP B MPEIBAPUTEHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTenHo HarbiiHEHa cripuHIoBKa OT 0,4 ml chappika 4 000 mexaynapoaau exwanmy (1U)
€KBHBAJICHTHH Ha 33,6 MUKpOTpama ernoeTuH ajida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTeIHO Ha'bJIHEHA cripuHIoBKa 0T 0,4 ml

6 IMpeBapuTEeTHO HATBIHEHH criprHIOBKY OT 0,4 ml

1 mpenBapuTEIHO HaIbJIHEHA cripuHIIOBKa OT 0,4 ml ¢ mpeamasuTen 3a uriata
6 mpeaBapUTEIHO HATBIHEHU clipuHIOBKY OT 0,4 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/007
EU/1/07/412/008
EU/1/07/412/033
EU/1/07/412/034

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 4 000 1U/0,4 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. HUME HA JIEKAPCTBEHUS ITPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 4 000 1U/0,4 ml umxexius

enoetuH anda
Lv./s.c.

| 2. HAYHNH HA ITPUJIOKEHUE

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. INAPTUJAEH HOMEP

Lot

| 5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JPYTO
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 5 000 [U/0,5 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTEHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiiHEHA cripuHIOBKa OT 0,5 ml chappika 5 000 mexayHnapoaau exwanmy (1U)
eKBHBaJICHTHH Ha 42,0 MUKpOrpama ernoeTuH ajida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTeIHO HA'bJIHEHA cripuHIOBKa OT 0,5 ml

6 IMpeBapuUTEeITHO HATBIHEHH CrprHIOBKH OT 0,5 ml

1 mpenBapuTeNHO HAITBIIHEHA CIPHHIIOBKA OoT 0,5 ml ¢ npexnasuren 3a Uriata
6 mpeaBapUTEIHO HATBIHEHU cipuHIOBKY OT 0,5 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/009
EU/1/07/412/010
EU/1/07/412/035
EU/1/07/412/036

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 5 000 1U/0,5 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 5 000 IU/0,5 ml unmxekiust

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 6 000 [U/0,6 ml nH>xeKIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiIHEHA cripuHIOBKa OT 0,6 ml chappika 6 000 mexayHnapoauau exwanmy (1U)
eKBUBAJIEHTHHU Ha 50,4 MUKpOTrpama enoeTHH ajda.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTEIHO HA'bJIHEHA cripuHIOBKa 0T 0,6 ml

6 IMpeBapuTEeITHO HATBITHEHH CIIpUHIIOBKH OT 0,6 ml

1 mpenBapUTEIHO HAIBbJIHEHA CIIpUHIIOBKA OT 0,6 ml ¢ mpeama3uTen 3a uriata
6 mpeBapUTEIHO HATBIHEHU cipuHIOBKY OT 0,6 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/011
EU/1/07/412/012
EU/1/07/412/037
EU/1/07/412/038

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 6 000 1U/0,6 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 6 000 IU/0,6 ml umxeKius

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

61



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 7 000 1U/0,7 ml nH>xeKIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiiHEHA cripuHIoBKa OT 0,7 ml chappika 7 000 mexayHnapoaau exwanmy (1U)
€KBHBAJICHTHH Ha 58,8 MuKporpama emnoetuH aida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP

1 mpeaBapuTEIHO HA'bJIHEHA cripuHIOBKa 0T 0,7 ml

6 IMpeBapuUTEeITHO HATBITHEHH CIIpUHIOBKH OT 0,7 ml

1 mpenBapuTeNHO HAITBIHEHA CIPHHIIOBKA oT 0,7 ml ¢ mpexnasuren 3a Uriata
6 mpeaBapUTEIHO HATBIHEHU cripuHIOBKY OT 0,7 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/017
EU/1/07/412/018
EU/1/07/412/039
EU/1/07/412/040

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 7 000 1U/0,7 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 7 000 IU/0,7 ml umxekius

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

65



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 8 000 [U/0,8 ml nH>xeKIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiiHEHA cripuHIoBKa OT 0,8 ml chappika 8 000 mexayHnapoauau exmammy (1U)
eKBUBAJICHTHHU Ha 67,2 MUKpOTrpama eroeTHH ajda.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTeIHO Ha'bJIHEHA cripuHIOBKa 0T 0,8 ml

6 IMpeBapuUTEeITHO HATBIHEHH CrIprHIOBKH OT 0,8 ml

1 mpenBapuTEIHO HaIbJIHEHA cripuHIIOBKa OT 0,8 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBIHEHU cipuHIOBKY OT 0,8 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

66



| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/013
EU/1/07/412/014
EU/1/07/412/041
EU/1/07/412/042

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 8 000 1U/0,8 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 8 000 1U/0,8 ml nmxekius

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

69



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 9 000 1U/0,9 ml nHxeKIMOHEH pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiiHEHA cripuHIOBKa OT 0,9 ml chappika 9 000 mexayHnapoaau exwanmy (1U)
€KBHBAJICHTHH Ha 75,6 MUKpOTrpama ernoeTuH ajida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKIIMOHEH pa3TBOP

1 mpeaBapuTeIHO Ha'bJIHEHA cripuHIoBKa 0T 0,9 ml

6 IpeBapuUTEeITHO HATbIHEHH criprHIOBKH OT 0,9 ml

1 mpenBapUTEIHO HabJIHEHA cripuHIIOBKa OT 0,9 ml ¢ mpeamasuren 3a uriata
6 mpeaBapUTENHO HATBIHEHU cipuHIOBKY OT 0,9 ml ¢ mpeamasuren 3a uriata

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

70



| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/019
EU/1/07/412/020
EU/1/07/412/043
EU/1/07/412/044

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 9 000 1U/0,9 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN

7
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 9 000 1U/0,9 ml nmxekius

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

73



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 10 000 IU/1 ml nHkeKunOHEH pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiIHEHA cripuHIOBKa OT 1 ml chabpixa 10 000 mexaynaponuau equauim (1U)
eKBUBAJICHTHHU Ha 84,0 MUKpOrpama enoeTHH ajnda.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpenBapUTETHO HATBJIHEHA CIIPUHIIOBKA OT 1 ml

6 MpeBapUTETHO HAITBIHEHH CIPHUHIIOBKH OT 1 ml

1 mpeaBapuTENHO HATBIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpeama3uren 3a uriata
6 MpeIBapUTEIHO HATBIHCHH CIPUHIIOBKY OT 1 ml ¢ mpeana3uTen 3a uriara

5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHHE.
[Ipenu ynorpeba mpoverere TMCTOBKATA.
He pazknamaiire.

6. CIHEHUAJIHO MPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

| 7. JAPYI'U CHHEOUAJIHU ITPEAYIIPEXJIEHUSA, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

74



| 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsaBa U TPAHCTIOPTHPA B XJIAIITHHUK.
a He ce 3ampassiBa.

CLXpaHHBaﬁTC NpEeABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA B KAPTOHCHATA OIIAKOBKaA, 34 [1a CC
npearasu OT CBETJIIMHA.

C’LXpaHﬂBaﬁTe MPEABAPUTCIIHO HAIIBJIIHCHUTE CIIPUHIIOBKHU B KapTOHCHATA OIMMAKOBKaA, 3a a CC
npeanasaT OT CBECTJIMHA.

10. CHELOUAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanust

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/412/015
EU/1/07/412/016
EU/1/07/412/045
EU/1/07/412/046

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Abseamed 10 000 IU/1 ml

| 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByr3MepeH 0apKo/i ¢ BKIIFOUEH YHUKAJICH UIACHTU(OUKATOP.

| 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN

75
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 10 000 IU/1 ml umxexus

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

77



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 20 000 IU/0,5 ml uHkeKunOHEH pa3TBOP B IPEABAPUTEIHO HAITBIHEHA CIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTennHo HambiHEHA cripuHIoBKa OT 0,5 ml cpappika 20 000 mexmyHapoaau enuauiy (1U),
eKBHBaJICHTHU Ha 168,0 MUKporpamMa ernoeTuH aida.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTeIHO HA'bJIHEHA cripuHIOBKa OT 0,5 ml

6 IMpeBapuUTEeITHO HATBIHEHH CrprHIOBKH OT 0,5 ml

1 mpenBapuTeNHO HAITBIIHEHA CIPHHIIOBKA OoT 0,5 ml ¢ npexnasuren 3a Uriata
4 mpeaBapuTEIHO HAIIBIHEHU cpuHIOBKH OT 0,5 ml ¢ mpennasuren 3a uriara
6 mpeaBapUTENIHO HATBJIHEHU cipuHIOBKY OT 0,5 ml ¢ mpeamasuren 3a uriata

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

3a MOJKOXKHO M MHTPABEHO3HO MPHIIOKEHHE.
IIpenu ynorpeba npodereTe TMCTOBKATA.
He pazxiamaiire.

6. CIIEHMAJIHO NPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTVIEAA U TOCEI'A HA IELIA

I[a CC ChbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYI'U CHEHUAJIHU HPEAYIPEXIEHUS, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

78



| 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsBa U TPAHCIIOPTHPA B XJIAJUIHHUK.
Ha He ce 3ampassiBa.

CroxpaHsBaiiTe IpeIBapUTEITHO HAITBIHEHATa CIIPUHIIOBKA B KAPTOHEHATa ONIAKOBKA, 32 J1a Ce
Ipeanasy OT CBETINHA.

CpxpaHsaBaiTe NpeIBapUTEIHO HATbIHEHUTE CIPUHIIOBKY B KAPTOHEHATA OIMAKOBKa, 3a Jja ce
MIPENMNa3AT OT CBETIMHA.

10. CHENMWAJHU NPEAITAZSHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHHUTE ITPOAYKTH NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/021
EU/1/07/412/022
EU/1/07/412/047
EU/1/07/412/053
EU/1/07/412/048

13. HNAPTHUIEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILUSI HA BPAILJIOBA A3BYKA

Abseamed 20 000 1U/0,5 ml

| 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYECH YHUKAJIEH HICHTU(DHUKATOP.

| 18. YHUKAJIEH UIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC

79
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 20 000 1U/0,5 ml umxekiys

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

81



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 30 000 IU/0,75 ml nHKXeKIMOHEH pa3TBOP B MIPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiHEeHA cripuHIOBKa OT 0,75 ml ceappxa 30 000 mexaynaponau exuauim (1U)
eKBUBAJICHTHHU Ha 252,0 MUKporpama enoeTHH anda.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpeaBapuTEIHO HA'bJIHEHA cripuHIOBKa 0T 0,75 ml

6 penBapUTETHO HATBIHEHH CIPHUHITOBKH OT 0,75 ml

1 mpenBapuTeNHO HaITbIHEHA CIpUHIIOBKA OoT 0,75 ml ¢ mpeamasuresn 3a uriaara
4 mpeaBapUTEITHO HAITBIHEHU cipuHIOBKH OT 0,75 ml ¢ mpeamnasuTen 3a uriara
6 mpeaBapUTEIHO HABJIHEHHU clipuHIOBKH OT 0,75 ml ¢ mpeanasuTen 3a uriaara

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

3a MOJKOXKHO M MHTPABEHO3HO MPHIIOKEHHE.
IIpenu ynorpeba npodereTe TMCTOBKATA.
He pazxiamaiire.

6. CIIEHMAJIHO NPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTVIEAA U TOCEI'A HA IELIA

I[a CC ChbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYI'U CHEHUAJIHU HPEAYIPEXIEHUS, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

82



| 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsBa U TPAHCIIOPTHPA B XJIAJUIHHUK.
Ha He ce 3ampassiBa.

CroxpaHsBaiiTe IpeIBapUTEITHO HAITBIHEHATa CIIPUHIIOBKA B KAPTOHEHATa ONIAKOBKA, 32 J1a Ce
Ipeanasy OT CBETINHA.

CpxpaHsaBaiTe NpeIBapUTEIHO HATbIHEHUTE CIPUHIIOBKY B KAPTOHEHATA OIMAKOBKa, 3a Jja ce
MIPENMNa3AT OT CBETIMHA.

10. CHENMWAJHU NPEAITAZSHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHHUTE ITPOAYKTH NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/023
EU/1/07/412/024
EU/1/07/412/049
EU/1/07/412/054
EU/1/07/412/050

13. HNAPTHUIEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILUSI HA BPAILJIOBA A3BYKA

Abseamed 30 000 1U/0,75 ml

| 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYECH YHUKAJIEH HICHTU(DHUKATOP.
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18. YHUKAJIEH UIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 30 000 IU/0,75 ml umxexius

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO

85



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHITHA KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Abseamed 40 000 IU/1 ml nHkeKunOHEH pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA

enoetuH anda

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mpenBapuTeHO HarbiIHEHA cripuHIOBKA OT 1 ml chabpixa 40 000 mexaynaponuau equauiy (1U)
eKBHBaJICHTHU Ha 336,0 MUKporpamMa ernoeTuH anda.

3. CIIUCBK HA IOMOINHUTE BEINECTBA

[TomomrHY BelecTBa: HaTpUEB AUXUAporeHpochaT TUXUAPAT, TUHATPHUEB PocdaT AUXUIPAT, HATPUEB
XJIOpHJ, TIULHH, onucopOaT 80, XJI0pOBOAOPOIHA KUCEINHA, HATPUEB XUAPOKCH 1 BOJA 32
WHKEKINH.

3a mombIHMTENTHA HHPOPMAIUS BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHXeKMOHEeH pa3TBOP

1 mpenBapUTETHO HATBJIHEHA CIIPUHIIOBKA OT 1 ml

6 MpeBapUTETHO HAITBIHEHH CIPHUHIIOBKH OT 1 ml

1 mpeaBapuTENHO HATBIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpeama3uren 3a uriata
4 mpeBapUTEIIHO HATBJIHEHHU CIPHHIIOBKY OT 1 ml ¢ mpenma3uTel 3a uriara
6 IMpenBapUTETHO HAITBIHEHN CIPUHIIOBKY OT 1 ml ¢ mpeamasuTen 3a uriara

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

3a MOJKOXKHO M MHTPABEHO3HO MPHIIOKEHHE.
IIpenu ynorpeba npodereTe TMCTOBKATA.
He pazxiamaiire.

6. CIIEHMAJIHO NPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTVIEAA U TOCEI'A HA IELIA

I[a CC ChbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYI'U CHEHUAJIHU HPEAYIPEXIEHUS, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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| 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsBa U TPAHCIIOPTHPA B XJIAJUIHHUK.
Ha He ce 3ampassiBa.

CroxpaHsBaiiTe IpeIBapUTEITHO HAITBIHEHATa CIIPUHIIOBKA B KAPTOHEHATa ONIAKOBKA, 32 J1a Ce
Ipeanasy OT CBETINHA.

CpxpaHsaBaiTe NpeIBapUTEIHO HATbIHEHUTE CIPUHIIOBKY B KAPTOHEHATA OIMAKOBKa, 3a Jja ce
MIPENMNa3AT OT CBETIMHA.

10. CHENMWAJHU NPEAITAZSHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHHUTE ITPOAYKTH NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Medice Arzneimittel Piitter GmbH & Co. KG, Kuhloweg 37, 58638 Iserlohn, I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/412/025
EU/1/07/412/026
EU/1/07/412/051
EU/1/07/412/055
EU/1/07/412/052

13. HNAPTHUIEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILUSI HA BPAILJIOBA A3BYKA

Abseamed 40 000 IU/1 ml

| 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYECH YHUKAJIEH HICHTU(DHUKATOP.
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18. YHUKAJIEH UIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETUKET/CIHPUHIIOBKA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Abseamed 40 000 IU/1 ml umxexus

enoetuH anda
L.v./s.c.

| 2. HAYUH HA ITPUJIIOKEHUE

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIU

| 6. JPYTO
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b. IUCTOBKA
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JlucroBka: uHpopMauus 3a NaHeHTa
Abseamed 1 000 IU/0,5S ml uH:KeKIMOHEH pa3TBOP B NMPeABAPUTETHO HATBJIHEHA CIPHHIIOBKA
Abseamed 2 000 IU/1 ml uH:KeKUIMOHEH Pa3TBOP B MPeABAPUTEIHO HANTbJIHEHA CIPUHIIOBKA
Abseamed 3 000 1U/0,3 ml nHkeKnMoHeH pa3TBOP B MPeABAPHTE]IHO HAITBJIHEHA CIPHHIOBKA
Abseamed 4 000 I1U/0,4 ml uH:KeKIMOHEH Pa3TBOP B NMPeABAPUTETHO HATBJIHEHA CIIPHHIIOBKA
Abseamed S 000 IU/0,S ml uH:KkeKOMOHEH pa3TBOP B NMPEABAPUTETHO HATBJIHEHA CIIPHHIOBKA
Abseamed 6 000 I1U/0,6 ml uH:KeKIMOHEH pPa3TBOP B NPeABAPUTETHO HATBJIHEHA CIPHHIOBKA
Abseamed 7 000 IU/0,7 ml nH:keKLMOHEH Pa3TBOP B NPEeABAPUTEIHO HANbJIHEHA CIIPUHIIOBKA
Abseamed 8 000 1U/0,8 ml nHxeknmoHeH pa3TBOP B NpeABAPUTE]IHO HANTbJIHEHA CIPHHIIOBKA
Abseamed 9 000 1U/0,9 ml uH:KeKIMOHEH Pa3TBOP B MPeABAPUTETHO HATBJIHEHA CIIPHHIIOBKA
Abseamed 10 000 1U/1 ml nH)keKIOHEH Pa3TBOP B NPeIBAPUTEIHO HAITbJIHEHA CIPUHIOBKA
Abseamed 20 000 IU/0,5 ml nH:keKI{HOHEH Pa3TBOP B NPeIBAPUTETHO HAITbJIHEHA CTIPMHIIOBKA
Abseamed 30 000 IU/0,75 ml uH:keKIIHOHEH PAa3TBOP B NPeIBAPUTEHO HAITbJIHEHA CIIPUHLIOBKA

Abseamed 40 000 1U/1 ml nH)keKIIOHeH Pa3TBOP B NMPeIBAPUTEIHO HAITbJIHEHA CIPUHIIOBKA
enoetuH anda (epoetin alfa)

IIpoyeTeTe BHUMATEIHO HAJIATA JUCTOBKA, MPEAN 1A 3all09HeTe 1a N3M10JI3BaTe TOBA

JIEKApPCTBO, Thil KATO THA ChAbP:Ka BaxkHa 32 Bac nngopmanus.

- 3amazere Ta3u MMCTOBKAa. MOYXKe /1a ce HaJIO0XHU Ja sl MPOYeTeTe OTHOBO.

- AKO UMare HIKaKBH JOMBIHATEITHA BBIIPOCH, TTonuTaiiTe Bamus nekap, papmarest nim
MEAMIINHCKA CecTpa.

- ToBa nekapcTBo € npenanucado JuyHo Ha Bac. He ro npeorcrbnBaiite Ha ipyru xopa. To Moxe
Jla UM HaBpeIH, He3aBUCUMO Y€ TIPU3HALNTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo Bamure.

- AKO MoNy4ynTe HSIKaKBH HEXEJIaHU peaklny, yBenomere Bamus nekap, papMareBT win
MeIMIIMHCKA cecTpa. ToBa BKIIFOUBA U BCHUKH BB3MOXKHU HEXXEJIaHH PEaKIINH, HEOTTUCAHH
B Ta3M JINCTOBKA. BrkTe Touka 4.

KakBo cbabpika Ta3u JIHCTOBKA

Kaxso npencrasisiBa Abseamed u 3a KakBO ce M3MOI3Ba
Kakso Tps0Ba na 3Haere, npeau na usnon3sate Abseamed
Kak nma msnonssare Abseamed

BB3MOXKHYN HE)KENTaHN PEaKIUuH

Kak na cexpansBare Abseamed

ChIrpprkaHue Ha ONAKOBKATa M JOIBIHUTEIHA HHPOpMALUs

A e

1. KaxBo npencraBiasiBa Abseamed u 3a KakBO ce U3M0JI3Ba
Abseamed chabpika aKTUBHOTO BEILECTBO €MOETUH al(ha, OENTHK, KOUTO CTUMYJIMPa KOCTHHSI MO3bK

Ila 00pasyBa MoBede YepBEHN KPHBHH KIIETKH, KOUTO HOCST XeMOTJIOOWH (BEIIECTBO, KOETO IPeHACS
kuciopon). Emoerun anda e xomue Ha YOBEMIKUS OSITHK EPUTPOIIOCTHH U JACHCTBA TI0 CHIHS HAYWH.
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Abseamed ce u3mos3Ba 3a JieueHHe HA CHMITOMATUYHA AHEMHUs, IPUYUHEHA OT 0bOpeYHo
3a00/191BaHe:

L4 IIpu Aela Ha XeMOoanaJim3a
L4 IIpU BB3pPAaCTHU Ha XEMOAWAIN3a UK [ICPUTOHCAIHA JHUaJin3a,
L4 IIpU BB3pPACTHU C TCIKKA aHEMH, KOUTO BCC OILC HE Ca Ha XEMOAHAJIN3a.

Axko nmate 6b0pedHO 3a00IsBaHE € BH3MOKHO J]a UMaTe HeJJOCTUT Ha YePBEHU KPBBHH KIIETKH,

ako ObOperTe By He MPOM3BEkKIAT JOCTATHYHO KOJINYECTBO EPUTPONOSTUH (HEOOXOIMM 32
NPOAYKIMSTA HA YEPBEHU KPBBHU KIIeTKH). Abseamed ce mpennucea 3a CTUMYJIMpaHe Ha KOCTHUS Bu
MO3bK J1a MPOU3BEXK/a OBEUE YSPBEHU KPBBHH KIICTKH.

Abseamed ce u3nos3Ba 3a JieueHue Ha AaHeMUsl IPU Bb3PACTHH, MOJIYYABALIM XUMHOTEPaIUs
CpeILy COMUIHN TYMOPH, 3T0Ka4eCTBEH JTUM(OM M MYJITHIIIICH MUEJIOM (paK Ha KOCTHHUS MO3BK),
KOHMTO MOKE Jla UMaT HY»/Ja OT KpbBolpeianBaHe. Abseamed Moske Jla HAMalM HY>KAaTa OT
KPBBOIPEIUBAHE NP TE3U MALUECHTH.

Abseamed ce U3M0/13Ba MPU Bb3PACTHU ¢ YMEPEHA aHEMU, KOUTO JIENOHUPAT YACT OT CBOAATA
KPbB MpeIN onepanus, Taka 4e T J1a MOXe J1a UM ObJie 00paTHO MpessiTa 10 BpeMe Ha WM CIIe]
omepanusTa. Trit kato Abseamed cTuMyHpa TIPOAYKIUATA HA YEPBEHU KPBBHU KIETKH, € BH3MOXKHO
JIEKapUTE J1a U3TETJIAT MOBEeUe KPBB OT TE3U MAIIMCHTH.

Abseamed ce U3n0/13Ba PU Bb3PACTHU C YMEPEHA AHEMHUSs, HA KOMTO IPeACTOH IroJisiMa
opToneIMYHAa onepauus (HampuMep oreparyy 3a CMsSHa Ha Ta300epeHa Wit KOJITHHA CTaBH) C el
HaMaJIsIBaHE Ha MMOTCHIHAJIHATA HYKAAa OT KPBBOIPCIUBAHE.

Abseamed ce u3m0/13Ba 3a JleyeHHe HA AaHEMMS NPU BH3PACTHH € HAPYIIeHHE HA KOCTHUA MO3bK,

KO€TO NPUYHUHABA CCPUO3HO HAPYIICHHUE B oﬁpasyBaHeTo Ha KPbBHU KIICTKHA
(MI/IeJIO,Z[HCIIJIaCTH‘IHI/I CI/IH,III)OMI/I). Abseamed moxke Ja HaMaJIi HyXXKJaTa OT KPbBOIIPCIIUBAHEC.

2. Kakso TpsiOBa 1a 3HaeTe, peau Ja uznojspare Abseamed

He m3no3Baiite Abseamed

o aKo CcTe aJIeprHYHH KbM €IO0eTHH anda Wik KbM HAKOS OT OCTaHAJIMTE ChbCTABKHM HAa TOBA
JIeKapcTBO (M30pOCHM B TOUKA 6);
. ako Bu e mocTaBeHa AMarHo3a npuaooMTa (YMCTa) ania3usd Ha ePUTPONUTHTE (KOCTHHUAT

MO3BK HE € B ChCTOSTHHE /1a 00pa3yBa JOCTaThbYHO YEPBEHU KPBBHH KIIETKH) CJIE]] PEIXOIHO
JIeYCHHE C APYTH MIPOAYKTH, KOUTO CTUMYJIUPAT IPOAYKLHATA HA YEPBEHU KPbBHU KIIETKH
(BxmounTtenHo Abseamed). Bikre Touka 4;

o aKo UMaTe BHCOKO KPBbBHO HAJIAITaHe, KOETO HE € YCIEUTHO KOHTPOJIUPAHO C JIEKapCTBa;

° C IIeJT CTUMYJIHpaHe Ha MPOAYKITHATA Ha COOCTBEHU YePBEHU KPBBHU KIIETKH (32 J1a MOTaT
JIEKapuTe /1a B3eMar MoBeye KpbB 0T Bac), ako He MoskeTe Aa MOJTy4nTe NpeJMBaHe Ha
co0CTBeHAa KPBB 10 BpEME Ha WM CJIEA XUPYPruuHa HHTCPBEHLIUS.

o aKo Tps0Ba 1a ObAeTe MOAJI0KEHH HA roJIIMa eJIeKTHBHA OPTONeIMYHA onepauus (KaTo
CMsHA Ha Ta300epeHa Wi KOJITHHA CTaBa) U:
®  pMaTe TeXKO ChPJEYHO 3a00sIBaHe
o UMaTe TCXKKU HAPYIICHUA HAa BCHUTE U apTCPUUTE
®  HACKOpO CTe UMaJli ChpAedYeH NH(PAPKT Ui YAAp
e  He MOXeTe Ja IIpreMare JIEKapcTBa 3a pa3pekaaHe Ha KpbBTa
Bp3moxHO ¢ Abseamed na He e monxozsi 3a Bac. Mouist, o0¢cbaeTe ToBa ¢ Bamus nekap.
Korato ca Ha neuenne ¢ Abseamed, HKOM XOpa UMaT HY’KIa OT JIGKapCTBa 3a HaMaJlsiBaHe Ha
pHCKa OT 00pa3yBaHe Ha ChbCUPEL. AKO He MOsKeTe [a pueMare JeKapcTBa, NpeaAna3pau
oT o0pa3yBaHe Ha KPbLBHM ChCHpeNH, He TPAOBa Na npuemMaTe Abseamed.
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[penynpesxkaeHusi ¥ NpeaNa3Hl MEPKH
T'oBopete ¢ Bammst mekap, ¢hapmarieBT WK METUITMHCKA CECTpa, TIpean a u3rmoinsBare Abseamed.

Abseamed ¥ APYrH MPOAYKTH, KOUTO CTUMYJIMPAT MPOAYKIHATA HA YePBEHU KPHBHH KJIETKH
(epUTpOUMTH) MOTAaT A MOBHIIAT PUCKA OT Pa3BUTHE HA KPbBHHU ChCHUPENH MPH BCHYKH
nanueHTH. Bb3MOKHO € TO3U PUCK 12 0b/ie O-BUCOK, AKO HMAaTe JPYrd PUCKOBHU (pakTopH 3a
pa3BUTHE HAa KPBBHU ChCUPCIU (Hanpumep, ako cme UMaiu KPb8eH CbCUpeKk 8 MUHAIOMO WU cme

C HAOHOpMEHO me2o, umame ouabem, umame cbpPOeUHO 3a00aA8aHe ULU CIE 00e308UNCEHU 3a ObA20
epeme 6 pezyamam Ha onepayust unu 3abonsseare). Mo nadopmupaiite Baius nekap, ako umare
HSKOE OT Te3H ChCTOsHUS. BamusaT nexap me Bu momorne na permre ganu Abseamed € moaxosig 3a
Bac.

Ba:xHo e 1a nndopmupare Bamms Jiekap, ako HAKOe OT ClIeIHUTe ce oTHacs 10 Bac. Be3aMoxkHO
€ Bce mak Ja usnon3Bate Abseamed, HO BPBO 00ChHAETE TOBa ¢ Bamus nexap.

AKo 3HaeTe, e cTpajiaTe WU CTe CTpajaly OT:

. BHCOKO KPBBHO HAJISAITAHE;

eNWJIeNTHYHU NPUNAXbIU WIH I'BPUYOBeE;
yepHOAPOOHO 3a00JsIBaHe;

aHeMMs MIOPAJU APYTrH NPUYNHHU;
nop¢pupus (paako 3ad60/1siBaHe HA KPBLBTA).

AKO CTe NAIMEeHT ¢ XPOHUYHA 0bOpeYHa HeOCTATHYHOCT, U 0OCOOCHO aKO HE OTrOBapsITe
MIPAaBHJIHO Ha JieueHueTo ¢ Abseamed, Bammust siekap me npoeepu Barrara no3a Abseamed, Tl kaTo,
aKo He OTroBapsITE Ha JICYCHUETO, MHOTOKPATHOTO MOBHUIIIaBaHe Ha no3arta Abseamed Moxe aa
MOBHIIIK PHCKA OT MPOOJIEMHU ChC CHPILETO W KPHBOHOCHUTE CHIOBE M OM MOTJIO J1a OBHUIIH PUCKA
OT MHOKapJIcH UH(PAPKT, UHCYIT U CMBPT.

AK0 MMaTe paKkoBo 3200J1s1BaHe, TPsIOBa 1ja 3HAeTe, Y€ MPOAYKTUTE, KOUTO CTUMYJIMPAT
o0pa3yBaHeTO Ha YepBEHH KPHBHU KIIETKH (KaTo Abseamed), MoKe Jja IeficTBAT KaTo PacTe:KeH
(hakTOp U MO Ta3u NPUYMHA HA TEOPHS MOTAT Aa HOBJIMAAT BbPXY Pa3BUTUETO HAa PAKOBOTO
3a00J1sIBaHe.

B 3aBucuMoOCT OT HHANBHUAYAJHOTO Bu cheTosiHUE 3a mpeanoyuTaHe MosKke 1a e 1a Bu ce mpenee
KpbB. MoJis, 00cbaeTe ToBa ¢ Bamms gekap.

AKo0 UMaTe paKoBo 3adojsiBaHe, Tp10OBa j1a 3HaeTe, ye ynorpebara Ha Abseamed Moxe 1a Ob/e
CBBp3aHa C MO-KpaTKa MPEKHUBSIEMOCT ¥ MO-BUCOKA YECTOTAa HA CMBPTHHU CIIy4Yau MPH MAIUCHTH C PaK
Ha IJIaBaTa U [IHUATa, ¥ METaCTaTUYEH pak Ha IbpJara, KOUTO MOJyIaBaT XUMHOTEPAIIHS.

C”LO6H_[aBaT C€ CEPHO3HM KOKHU pEaKIMH, BKIIOUYUTEIIHO CUHAPOM Ha CTI/IB’BHC-H)KOHC”LH
1 TOKCUYHA €muacpMaiHa HEKPOJIn3a, CBbp3aHU C JICHCHUCTO C CIIOCTHUH.

CI/IHZ[pOM Ha CTI/IB’BHC—I[)KOHC’BH 1 TOKCHUYHA CIuACpMaliHa HCKPOJIn3a MOrarT Jia €€ IMpOsABAT
II'bpBOHAYAIHO KaTO YCPBCHUKABH, HOZ[O6HI/I Ha MUIIC€HA NE€THA WJIN KPBIJIN IUIaKH, YECTO C MEXYPU
B Cpcaarta. C’leO TaKa MOrart ia CC IMOABSAT SA3BU B yCTaTa, I'bPpJIOTO, HOCA, TCHUTAJIMUTE U OUYUTC
(‘lepBCHI/I U NMoAYyTH O‘II/I). Te3u CCPUO3HHU KOKHU 06pI/IBI/I YeCTO Ca NpeAUICCTBAHU OT TPECCKa W/uinu
I’pI/IHOHO,I[OGHH CHUMIITOMMU. O6pI/IBI/ITe Morar Aa rIpe€MUHaT B OejeHe Ha 06IHI/IpHI/I y4acTbu OT
KOXaTa U Ja C€ CTUTHE A0 JXKUBOTO3acTpaliaBally yYCIOXKHCHHA.

Ako nipu Bac ce oOpa3yBa ceprio3eH 0OpHB UM C€ TIOSBH HAKOH JIPYT OT T€3H KOXKHH CUMIITOMH,
cripete na nmpuemare Abseamed u ce cBBpkeTe ¢ Bamms ekap, niiu He3a0aBHO IMTOThpPCETe

MEIUIIMHCKA ITOMOIII.

O0bpHeTe celaJIHO BHUMAHUE NIPU YIIOTPedaTa HA APYTH NPOLYKTH, KOUTO CTUMYJIUPAT
NPOAYKIHUATA HA YePBeHH KPbBHU KJIETKHU:
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Abseamed npuHAANIEKN KbM TpyIaTa IPOIYKTH, KOUTO CTUMYJIHPAT MPOAYKIUATA HA YSPBEHH
KPBBHU KJIETKH MTOJ0O0OHO HA YOBEILIKHUS €pUTPONIOCTHH. BalusaT MEANIMHCKY CIIEIUaICT BUHATH 111e
3arucBa TOYHO KOW MPOAYKT u3nonseare. Ako Bu 0b1e naneHo 1pyro gekapcTBo OT ChILlaTa Ipyla,
pasnn4Ho oT Abseamed, Mo BpeMe Ha JieueHueTo Bu, ropopere 3a ToBa ¢ Bamms nekap nin
(hapMareBT npean Aa To U3MOJ3BaTe.

JApyru nexapcrBa u Abseamed

Tps0Ba ga kaxere Ha Bamus nekap, ako npreMaTe, HaCKOpo CTe MPpHUeMaTi WM € Bb3MOXKHO A2
npreMarte IpyTrH JeKapcTBa.

AKo cTe manueHT ¢ xenatut C U nojy4aBare HHTep(epoH U puOABUPUH

Tps6Ba na o0chauUTE TOBa ¢ Bamms nexap, Thil kKaTo KOMOMHALIMS Ha €OeTHH ajda ¢ HHTepdepoH

¥ puOaBUPUH B PEIIKU CIIydau € BOAWIA A0 3ary0a Ha eekT 1 pa3BUTUE HA 3a00Js1BaHE, HAPEUCHO
npuaoOuTa (YKCTa) aryia3us Ha epUTPOLMTHTE, TeXKa (hopma Ha anemusi. Abseamed He e o00peH 3a
JieYeHUEe Ha aHeMus, CBbp3aHa ¢ xenatut C.

AKo npuemare JIeKapcTBO, HAPEYEHO UKJIOCIOPHH (U3II0/13Ba C€ HaIp. clie]l TPaHCIUIaHTalus Ha
0B0peK), o BpeMe Ha JieueHneTo ¢ Abseamed, Bamust nekap Moske 1a Ha3HAYW CTICUATHA KPbBHU

H3CJIICABAHUS 3a ONIPCACIIAHEC HAa HUBATA HA TUKIIOCIIOPUH.

Job6aBKu, ChIBPKALIY 7KeJI5130, H APYTH KPBBHHU CTUMYJIAHTH MOTaT Ja yBeIn4yaT e(peKTHBHOCTTA
Ha Abseamed. Bamusr siekap 1ie peru Aainu € noaxoasnio 3a Bac na ru npuemare.

AKo mocenaBaTe 00JTHUIA, KINHUKA WIH ceMeeH Jiekap, nHopMupaiite ru, e cTe Ha JIeYeHHe
¢ Abseamed. To Moe J1a TOBIHUSIC HA PYTH JICUCHUS WK HA PE3YJITATUTE OT U3CIICBAHUS.

BpemenHocT, KbpMeHe U pepTHINTET

Ba:kHo e 1a ungopmupare Bamus jekap, ako HAKOe OT cleJHUTE ce oTHacs 10 Bac. Be3moxkHo

€ Bce Tak ja m3nomBare Abseamed, HO TEpBO 00CHIeTe TOBa ¢ Bamms nekap:

o aKo cTe OpeMeHHA WM KbPMHUTE, CMATATe, Y€ MOXKe Ja cTe OpeMeHHa MK TUIaHUpaTe
OpeMEeHHOCT, MoChBEeTBaTE ce ¢ Bamms nexap i gapmanieBT mpeau ynorpedbaTa Ha TOBa
JIEKapCTBO.

Hsama nannu 3a eexture Ha Abseamed BbpXy (epTunurera.

Abseamed cbabpxa HATPHIA:

ToBa nexapcTBO ChAbpika Mmo-mManko oT 1 mmol Hatpuii (23 mg) Ha n03a, T.€. MOXKE J1a ce Kaxe, ue
HPaKTUYECKU HE ChAbPKa HATPUil.

3. Kak ga m3noasBare Abseamed

Bunaru uznossBaiite ToBa JIeKapCTBO TOYHO KakTo Bu e kazan Bamusar jekap. Ako He cTe
CUT'YPHU B HEIllO, NonuTaiTe Bamus nekap.

BamusT Jekap e npoBes KPbLBHU U3CJIEABAHUS 1 € IPELICHWI, Y€ UMaTe HyXk1a oT Abseamed.

Abseamed Moxe Ja ce mpujiara 4pe3 HHKEKTUPaHe:
. WIN BBB BeHA, WIK Npe3 TPhOUUKA, KOSTO € BbBElIcHA BbB BeHA (MHTPABEHO3HO),
o WJIH TT0JT KOKaTa (ITOIKOKHO).
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Bamusit nexap mie pemm kak TpsiOBa fa ce nHxkektupa Abseamed. OOMKHOBEHO HHKEKITUUTE 11ie Bu
ObJaT MPHUIIATAHU OT JIeKap, MEIUIINHCKA CeCTpa WIH APyT MEAUIWHCKY crienuainct. Hsaxon xopa,

B 3aBUCHUMOCT OT TOBA IT0 KaKBa IMPUYHHA Ce HYXIAiAT OT JieueHue ¢ Abseamed, ¢ B3MOXKHO 1a ce
Hay4aT BIIOCJICJICTBHE Jla CU TIOCTaBAT CAMHU TOJIKOKHU WHIKEKIIMU: BUKTE ,, IHCmpyKyuu 3a
CaMOCMOAMEnHO OUHMICeKmupare Ha Abseamed' 6 Kpast Ha Ta3u JUCTOBKA.

Abseamed He TpsOBa J1a ce U3IIOJI3BA:

J ClJIe/l CpOKa Ha TOTHOCT, OTOENsI3aH BhPXY €THKETa M BHHITHATA OMIAKOBKA,
J aKo 3HaeTe WM MHUCIINTE, Y€ MOXKe Ja € O CllydaifHO 3aMpaseH, WK
o aKo XJIaJIUITHUKBT € OWJI MOBPEIEH.

Hozata Abseamed, kosiToO mosryyaBare, 3aBUCH OT TesecHOTO Bu tersno B kunorpamu. [lpuunnara 3a
aHeMusTa Bu cblo npencrasisiBa akTop 3a pelieHneTo Ha Baius nekap 3a npaBuiIHaTa J103a.

Bammsr JICKAap p€a0BHO LIC MTPOCJICAABa KPBBHOTO Bu HaJIarssHe, JOKaTO MU3I10J3BaTC Abseamed.

IanuenTn c 0L0peuHo 3a00/s5IBaHE

° Bamust nexap 1ie nmoaappxka HUBOTO Ha xemoryioouna Bu mexay 10 u 12 g/dl, Twii kaTo
BHCOKO HUBO Ha XeMOTJI00MHA MOKE Ja TTOBUIIIM PUCKa OT 00pa3yBaHe Ha KPBBHU ChCUPELIN
u cMbpT. [lpu nema HuBOTO Ha XemornoOuHa TpsOBa fa Obae monabppkano mexay 9,5 u 11 g/dl.

. Oonuaiinata HavyaaHa 103a Abseamed 3a Bb3pacTHU U aena € 50 MeXAYHAPOIHU €AMHHUITH
(IU) na kunorpam (kg) TenecHo Tersio, npujiaraHy TpU MbTH ceaMUUHO. [Ipu marueHTy Ha
nepuToHea Ha quanu3a Abseamed Moe a ce mpuiara J1Ba TbTH CEIIMUYHO.

o IIpu BB3pacTHH 1 nena Abseamed ce mpuiiara uype3 UHKEKTHUPAHE HITU BbB BEHA
(MHTPaBEHO3HO), HJIH Mpe3 TPHOUYKA, KOITO ¢ BbBe/IcHa BbB BeHa. KoraTo TaksB T0oCThII (Upes3
BEHA WJIU TIpe3 TPhOMUKa) OTCHhCTBA, Bammsar nexap Moxe na pemn, ye Abseamed TpsiOBa 1a ce
WHXKEKTHpa 1Mo Koxkara (1oKk0kH0). ToBa BKJIIOYBA MAIUCHTH HA IUAJIM3a U TAKUBA, KOUTO
Olle HE ca TOJIOKCHU Ha JUANN3A.

o Bamusr nekap 1ie Ha3HaYM PeJJOBHU KPHBHH U3CIICABAHUS, 32 1 CIICAN KaK Ce MOBIHSIBA
aHEeMUsTA, ¥ MOXKE Jla KOPHTHpa J103aTa, 0OOMKHOBEHO HE MO-9eCTO OT BEIHBK Ha BCEKH YETUPU
cenmunn. TpsOBa 1a ce n304rBa MOBUIIABaHE HA HUBOTO Ha XeMoriioOuHa ¢ moseue oT 2 g/dl 3a
TIEPUOJT OT YSTUPH CCIMHUIIH.

o Crnen kato aHeMusTa € Ouila KopurupaHa, Bamust nekap 1ie mpoabinKe Ja MpociesBa
CBCTOSIHMETO Ha KpbBTa Bu pemoBHo. [lo3aTa Bu u yectoTaTa Ha npminoxenue Ha Abseamed
Morar Ja ObJaT TOBJIHUTEITHO aJanTHPAHH, 32 Jla Ce MOAbpka BammusaT otroBop Ha
JIeYeHUEeTO. BammmsT jiekap 1e u3noi3Ba Hail-HUCKaTa epeKTHBHA J103a, KOSTO Ja KOHTPOJIMpa
cUMITOMUTE Ha Bamara anemust.

o AKO He OTroBapsTe aJIckBaTHO Ha JiedeHneTo ¢ Abseamed, BamusaT nekap mie nposepu Bamara
nmo3a u me Bu uadopmupa, manu ce Hajgara mpoMsiHa Ha qo3ute Ha Abseamed.
o AKO CT€ ¢ TO-yIBJIKSH JJ030B HHTEePBaj (II0-TOJIsIM OT BEIHBK CeAMUYHO) Ha Abseamed, Moxke

Ja HE IOAABPIKATC JOCTATHYHU HUBA HA XEMOIJIOOMHA U Ja UMAaTe HYXJa OT IMOBUIIIAaBAHC HA
A03aTa WK 4€CTOTaTa Ha IPHUJIOXKCHUC Ha Abseamed.

. BB3MokHO ¢ 1a Bu ObaaT 1agieHu 100aBKH, ChIBPIKAIIN KETSI30, MPESIU U TI0 BpeMe Ha
nedeHneto ¢ Abseamed, 3a 1a craHe TO MO-eEKTUBHO.
. AKXo cTe Ha JUaJIM3HO JIEYEHHUE, KOraTo 3aro4yHeTe jedeHne ¢ Abseamed, BB3MOKHO € 1a ce

HAJIOXH BamusaT pexxuM Ha uanusa fa 0bJie KopurupaH. BammsT nekap 1ie peim Tosa.

Bnb3pacTHu Ha XUMHOTepanus

o Bb3MorkHO e Bamusr niekap aa 3anovne sieuenue ¢ Abseamed, ako xemornoouasT Bu e 10 g/dl
WU TI0-MAaJIKO.

. Bammsr nexap e noabpka HUBOTO Ha xeMoryioonHna Bu mexay 10 u 12 g/dl, Teii kato
BHCOKO HHMBO Ha XEMOTJIOOMH MOXe J1a IIOBHIIIN pHCKa 3a 00pa3yBaHe Ha KPHBHH ChCHPELN
U CMBPT.

° Hauannaara mo3a e uam 150 IU Ha kxumorpam TeIeCHO TETJI0, IPHIOKEHH 3 TBTH CEIMUTHO,

win 450 IU Ha KuiiorpaM TEJIECHO TETII0 BEAHBK CEAMHYHO.
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. Abseamed ce nputara upe3 HHKEKTHpaHE 0T KoXaTa.

. BamusaT nexap 1ie Ha3Hauu M3CJIeABaHMs Ha KPbBTA U € Bb3MOXKHO J1a KOpUIHpa J103aTa
B 3aBHCHMOCT OT TOBa KaK aHEMHUTA C€ MOBIUABA OT JeUeHUETO ¢ Abseamed.

. Bb3moxHO € na Bu Obaat qamenu n1o0aBKu, ChIbPIKAIIN XKEIA30, IPSIU U 110 BpeMe Ha
nedeHnueTo ¢ Abseamed, 3a 1a craHe TO MO-ePEKTHUBHO.

. OOUKHOBEHO TpsOBa J1a MPOABIDKHUTE JieueHHeTo cu ¢ Abseamed B npoabinkeHue Ha 1 Mecel

CJIC Kpasd Ha XUMHUOTEpanuiaTa.

Bb3pacTHu, KpbBOAAPSBALLM COOCTBEHATA CH KPbB

. Oo6uxHoBeHo mo3aTa ¢ 600 [U Ha KujorpaM TeIECHO TETJIO ABa ITBTH CEIMUTHO.

o Abseamed ce mpuiara upe3 HH)KEKTHpaHE BbB BEHA BeIHATa CJIE]] KaTO CTE JapviIh KPBB
3 cenMuUIU MIPEIN OTIEPAIIHSTA.

° Bb3moxHO ¢ 1a Bu Obaat gaenu 100aBKu, ChIbPIKAIIN XKEJA30, IPSIU U 110 BpeMe Ha

nedenueto ¢ Abseamed, 3a 1a ce yBennun e(heKTUBHOCTTA MY.

BL3paCTHI/I, IJIaHYBaHH 3a roJjsiMa oproneanvHa onepauus

. Ipenopbunteanara go3a ¢ 600 [U Ha xuinorpam TeIeCHO TETIO BEAHBK CEIMUYHO.

° Abseamed ce npunara upe3 HHKEKTUPAHE MOJ] KOJKaTa BCSIKA CEIMUIIA B MTPOABIDKCHUE HA TPH
CEIMHIIM TIPEJIN OTIepaIusaTa U B JICHS Ha OIepanusiTa.

. AKO MMa MeUIIMHCKA HYKJa J1a C€ CKCH BPEMETO IIPEeIu onepanusiTa, e Bu 0b1e npunarana

exenaeBHa m103a oT 300 [U/kg mo MakCUMyM JteceT THH MPEAr OneparusaTa, B 1eHs Ha
orepauusiTa U 4 THM HEMOCPEACTBEHO CIIe TOBA.

) AKO KPBBHHTE U3CJICIBAHUS ITOKA3BAT, Y€ XEMOTJIOOMHBT B € mpekaaeHo BUCOK IpeIn
orepanusTa, JICICHHETO Iie ObJIe IPEeKPaTeHO.
) Bp3moxHo € na Bu 6b1at qaneHu n106aBKy, ChABPIKAIIN KEIA30, IPEIN U 110 BpeMe Ha Ha

nedeHnero ¢ Abseamed, 3a 1a craHe TO MO-ePEKTUBHO.
Bb3pacTHu ¢ MUEJIOIUCILIACTHYEH CHHAPOM

o Br3moxHO e Bamusat nexap na 3anouHe nedenue ¢ Abseamed, ako xemornoounsT Bu e 10 g/dl
WM no-Maiko. llenra Ha JeueHHeTo € qa moArbpa HUBOTO Ha XeMoroouna Bu mexy 10
u 12 g/dl, Thif KaTO BICOKO HMBO Ha XeMOTIIOOWH MOXe J1a TIOBUIIIH PHCKa 32 00pazyBaHe Ha
KPBBHU ChCUPEIH U CMBPT.

. Abseamed ce npunara upe3 HHKEKTHpaHe 0T KoXaTa.
. Hauannara mo3a e 450 U Ha kijtorpaM TEJIeCHO TETJI0 BEIHBXK CEIMUYIHO.
o BammsT nexap mie Ha3HaYM W3CIEABAHMS HA KPHBTA U € BE3MOXKHO J1a KOPUTHpA 103aTa

B 3aBUCHMOCT OT TOBa KaK aHEMHUsITa Ce TOBJIUABA OT JieueHueTo ¢ Abseamed.
HNHCcTpyKIIMM 32 CAMOCTOSITE/IHO MHKeKTHPaHe HAa Abseamed
B Havanoto Ha jgeueHneTo 00MKHOBEHO Abseamed ce MHXKEKTHpA OT JISKAp WU MEIUIIMHCKA CeCTpa.

[Mo-kwecHO, Bamust nexap Moxe a1a Bu npennoxu Bue ninn BammsaT 6osHOrI€1a4 12 e HAYYUTE 1A
CH TIOCTaBsTe camu HHKeKIusaTa Abseamed o koxkara (nodkoicHo).

. He npaBeTe onuTH 1a CM NOCTABUTE CAMH MHKEKIMATA, OCBEH aKO He cTe OWJIM 00y4YeHH
3a ToBa OT Bamus jJexap njim MeTUIIMHCKA cecTpa.

. Bunaru nznospaiiTe ToBa JieKapCTBO TOYHO KaKTO ca Bu e kazan BammsaT Jiekap nian
MeIUIMHCKA cecTpa.

o YBeperte ce, 4ye HHKEKTHPATe CaMO KOJINYECTBOTO TEYHOCT, YKa3aHo oT Bammus Jexkap win
MeIUIMHCKA cecTpa.

. H3nona3Baiite Abseamed camo ako e OMJ1 CLXpPaHsSIBaH NPABUJIHO — BUIKTE TOUKa 5, Kak oa

cvxpanaeame Abseamed.
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. IIpenu ynorpe6a octaBeTe cipuHIOBKaTa Abseamed 1a 1ocTUrHe cTaliHa TeMIiepaTypa.
OO0uKHOBeHO 32 TOBa ca HeoOxoauMu Mexay 15 n 30 munyTn. U3nosassaiite
CIPUHIIOBKATA B PAMKHTE HAa 3 THM cJIe/l KaTo cTe 51 M3BAJMIMN OT XJIAAMIHUKA.

IIpniaraiiTe camo 1o exna 103a Abseamed 0T Besika CHPHHIIOBKA.

Ako Abseamed ce MHXKEKTUPA 0] KOKaTa (ITOIKOXKHO), HHKEKTHPAHOTO KOJIMUECTBO OOMKHOBEHO HE
e moBeve OT equH MuTiuThp (1 ml) 3a e1HO MHKEKTHPaHE.

Abseamed ce mpmirara caMoCTOSTETHO U HE TpIOBa Jla Ce CMeCBa C IPYTH MHKCKITMOHHN TCIHOCTH.

He paskinamaiite cnpuHnoBkute Abseamed. [IpoabKuTeNHO EHEPrUYHO pa3KilallaHe MOXeE J1a
yBpeAU NPOIyKTa. AKO MPOAYKTHT € OMJI pa3KIaTeH €HEPIrUUHO, HE TO U3II0JI3BaMTe.

I/IHCprKI_[I/II/I 3a TOBa KaK CaMH Ja CHU IMOCTAaBATC MHXXCKIHMATA Abseamed e nomecTeHa B Kpas Ha Ta3u
JIMCTOBKA.

AKO cTe N3I0/13BAJIH TOBeYe 0T Heo0XoauMaTa 103a Abseamed

HNudopmupaiite Bammst 1ekap mim MeTUITMHCKA cecTpa He3a0aBHO, aKO MUCITHUTE, Y€ € HHKCKTHPaH
TBBpIe MHOrO Abseamed. Majiko BEpOSITHO € J]a ce IOJIy4aT HeXeJaH! PeakIuy MPH MPeI03upaHe Ha
Abseamed.

AKo cTe mponycHaJM aa usnoiaseare Abseamed

ITocTaBere cnenBaiaTa HHXXEKIUS BEHATa IOM CE€ CETUTE 3a TOBa. AKO OCTaBa IO-MaJIKO OT €IUH
JIEH JI0 ciieiBaliaTa MHKEKIUS, He TpuilaraiTe nporycHarara U NpoAbJKETE 0 HOPMaIHUs CU
rpaduk. He B3emaliTe nBoiiHa 1032, 3a 1a KOMIICHCUPATE MIPOIyCHATATA JI034.

AKO mMare HSKaKBH JOIBIHATEITHA BBIPOCH, CBBP3aHH C YIIOTpedaTa Ha TOBa JIEKAPCTBO, TOTTUTANTE
Barmus siekap, MeIUIIMHCKA CECTpa WK (hapMaIieBT.

4. BB3MOXKHHU HEKeJJaHH pPe€aKkumumn

Kakro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a TPCAN3BHUKA HCKCIIaHNU PCAKIIUU, BBIIPCKU Y€ HC
BCCKH I'l I[TI0JTy4aBa.

YBeaomere He3a0aBHO Bamus JIEKap WM MeIUIIMHCKA ceCcTpa, ako 3a0eNIeKUTE HAKOS OT
p€aKOruTE OT CICIHUA CIIUCHK.

Cro0IIaBar ce Cepuo3HH KOXHH 0OPUBH, BKIIFOUNUTEIHO CHHAPOM Ha CTUBBHC-/[?)KOHCHH ¥ TOKCUYHA
enuaepMaliHa HEKpOJin3a, CBbP3aHu C JISYEHHUETO C eMOeTHH. 1€ MoraT J1a ce MpOsBAT KaTo
YEPBEHUKABH, II0JJOOHM HAa MUIIICHA TIETHA WJIM KPBIJIM TUIAKH, Y€CTO C MEXYpPHU B cpejiara, OejeHe Ha
KOXara, sI3BH B yCTaTa, IbPJIOTO, HOCA, TEHUTATMUTE U OYUTE U MOTaT Ja ObJIaT NPEAMICCTBAHA OT
Tpecka u rpunononodnu cumnromu. [Ipekparere ynorpebata Ha Abseamed, ako pa3BueTe Te3u
CUMIITOMU, U CC CBBPIKETE C Bamms JICKap 1 He3a0aBHO MOTHPCETEC MEAMIIMHCKA ITOMOII. Buxre
CBIIIO TOYKA 2.

MHoro 4ecTr HeXKEIaHU pPCaKIInu

Morart na 3acerHat nosede ot 1 Ha 10 gymmu.
JAunapus

Hepa3snoJioxkenue B cromaxa
IHoBpbane

IloBuena remneparypa
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L Nma C’I)O6HIeHI/I${ 34 KOHIeCTUA HA IUXATCJIHUTE MbTUIIA, KaTO 3aITylICH HOC U BH3IaJICHO
T'bpPJIO, IPpU NMALIUCHTHU C 6’b6p611H0 3a60naBaHe, KOHMTO BCC OIIC HE Ca HA AWaiM3a.

Yectu HeXxEJIaHU peaklnu
Morar ga 3acersat no 1 na 10 gymm.

. IoBumeHo KpbBHO HaisATaHe. [J1aB060METO, 0COOCHO BHE3AITHOTO, OCTPO MUTPEHO3HO
r1aBo0oJHe, ycelaHeTo 3a 00bPKAHOCT WJIH MPUCTHIMTE MOTAT Ja ca MMPU3HAIN Ha
BHE3aITHO MMOBHINIABaHE Ha KPBBHOTO HajsraHe. ToBa Hajara CrenHo jeueHue. [lopumeHoTo
KPBHBHO HAJIATAHE MOJXKE J1a U3UCKBA JICUCHUE C JICKapCTBa (MM KOPUTHPAHE Ha cXeMara Ha
JeKapcTBaTa 3a KpbBHO HajsTraHe, KonuTo Bue Bede mpuemare).

. Cheupenu (BKIIOYATETHO ABI00Ka BEHO3HA TpoMO03a MM eMOO0IIHs), KOUTO MOTAT Jia Hajlarat

JIedeHue 1o cremHocT. Karo cuMnromu Moxe 1a uMaTe rpbHa 00JIKa, 3a1yX, KAKTO

" 00JIe3HEHH OTOIM U 3aYepPBsiBaHe, 00MKHOBEHO M0 KpaKara,

Kamumma.

Ko:xxHu 00puBH, KOUTO MOTAT J1a Ce IbJIKAT HA aJIePrHYHA PeaKius.

KocTHu mim MmyckyaHu 00JKH.

I'punonogodHu cHMITOMH KaTO TJIaBOOOIIME, OOJIKH B CTABUTE, YCEIIaHE 3a CIa0oCT,

BTpHICaHE, yMOpa M 3aMastHOCT. Te MoTaT /1a ca 1Mo-4eCTH B Ha4aJIOTO Ha JICUSHHETO.

AKO TojIyyaBaTe T€31 CUMIITOMHU I10 BpeME Ha HH)KEKTHpaHe BbB BeHAaTa, €HO M0-0aBHO

MPUJIOKEHUE HA MHIKEKIIUATA MOXKE Jla CIIOMOTHE 32 N30ATBaHETO UM B OBbJIEIIIE.

. 3auepBsiBaHe, mapeHe U 00JIKA HA MSICTOTO HA HHKEKTHPAHeE.

. INoxyBaHe HA rjIe3eHUTE, XOANJIATA HJIU MPHCTUTE.

. BoJika B pbpueTe WiIn Kpakara.

HedecTu HexenaHu peakiuuu
Morar ga 3acersat no 1 #a 100 myrmmm.

. Bucoku HuBa Ha KaJWii B KPBBTA, KOSTO MOXKE Ja JIOBEJIE 10 a0HOPMEH ChPJICYCH PUTHM
(TOBa € MHOTO YECTO CpellaHa He)KellaHa PeaKIvsl PH MallueHTH Ha TAAIH3a).

Hpucrbnu.

3anymBaHe Ha HOCA WJIH AUXATEHUTE MbTHIIA.

AJlepruyHa peaxkums.

KonpuBHa Tpecka.

Penxu HexxemaHu peakinuu
Morar ga 3acersat no 1 va 1 000 gymm.

. CumnToMu Ha npuaoouTa amiazus Ha epurpountute (ITAE)

ITAE o3HauaBa, 4e KOCTHUAT MO3BK HE IIPOU3BEXKAA JOCTATHYHO YepBEHU KpbBHU KieTKH. [TAE Boau
IO 0CTPa M TexkKa aHemusi. CHMOTOMHTE ca:

o HETHIIMYHA YMOpa,
o yceljaHe 3a 3aMasiHOCT,
o 3aayx.

Wma mHuoro peaxu cpobmenus 3a [TAE, B moBedeTo ciyyau npu nauueHTy ¢ 0b0pedHo 3abosBane,
CJIeZ JICYEHHE C IPOABJIKUTEIIHOCT MECEIIM A0 FOJUHU C EPUTPOIIOCTHH ajda U APYTH CPeACTBa,
KOUTO CTUMYJHpAT 00pa3yBaHETO Ha YePBEHU KPBBHU KIETKH.

) BB3MOXHO € 1a HACTHITH MOBUIICHUE HAa OpOs Ha EMH BUJ MAJIKA KPbBHH KIICTKU (HapHYaHU
TPOMOOIIUTH ), KOUTO Y4acTBaT B 00pa3yBaHETO Ha ChCUPEIH, OCOOEHO B HAYAJIOTO HA
JICYCHUETO. BammsT jiekap 1me mpoBeze W3CICIBAHUS 3a TOBA.

L Texka AJICPIrUYHa pCaKlus, KOATO MOXKE 1a BKIIFOYBA:
L IMOAYyBaHC Ha JIMIICTO, YCTHUTE, yCTAaTa, €3MKa UJIU I'bPJIOTO,
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J 3aTPyAHEHO MPETITbIIAHE WIH JAUIIAHE;
o 00pHB CchC ChpPOEXK (KOIIPUBHA TPECKA).

L HpO6J'ICM C KPBBTA, KONTO MOXKE Ja IpUIrHU 60m<a, NOTBbMHABAHC HA YpHUHATa WX MMOBUIIICHA
YYBCTBUTCIHOCT Ha KOXXaTa KbM CIIbHYCBATA CBCTJIMNHA (HOp(I)I/IpI/ISI).

AXo cTe Ha JIeUeHue ¢ XeMoauaiam3a:

. BB3MOXHO € B IMaIM3HUS IIBHT 1a ce 00pa3yBar cheupenu (Tpom603a). ToBa e mo-BeposTHO,
aKo MMaTe HUCKO KPBbBHO HaJsIraHe win axko ¢ucryiara Bu e ¢ ycinoxHeHus.

. Bb3moxHO € 1a ce 006pa3yBaT chCcHMpellu U B XeMouanu3Hata Bu cucrema. Bamusar nekap
MO2Ke€ JIa Pell Ja YBEeIU4H 103aTa By xenapuH 1o BpeMe Ha Juanu3ara.

YBenomere He3a0aBHO Bamus exap niu MeIMIUHCKA CECTPA, aKo 3a0€JIeKUTE HIKOS OT TE€3U
PeaKIMu WM aKko 3a0esie)knTe HAKaKBU APYTH PEaKLUH Mo BpeMe Ha eueHueto Bu ¢ Abseamed.

AKO HSIKOSI OT HE)XEJIaHUTE PEaKLMK CTaHE CEPHO3HA WK 3a0€JIeKUTE APYTH, HEONUCAHU B Ta3H
JHUCTOBKA HEKEJIAaHU PEaKILUH, MOJIs yBegoMeTe Barus nexap, MeUIIMHCKA cecTpa HiIH (apMaleBT.

CpodIaBaHe HA HesKeJIAHU peaKIuu

AKO TIOJTy4YHTe HIKAKBH HEXEJIaHU JIEKAPCTBEHU PEaKIuy, yBeqoMere Bamms nekap, GpapManeBT wiu
MEINIMHCKA cecTpa. ToBa BKIIFOUYBA BCHYKH BH3MOXKHU HEOTIMCAHU B Ta3H JIUCTOBKA HEXKETaHH
peakun. Mo)KeTe CBITo J1a ChbOOIINTE HEeXKETAHN PEaKINK JUPEKTHO Upe3 HAIMOHATHATA CUCTEMA 3a
choOIaBane, mocoyena B [Ipmioxkenue V. Kato cho0I1aBaTe HE)KEIaHU PEaKIUi, MOXKETE Ja JajieTe
CBOSI MPUHOC 32 TIOJTyYaBaHe Ha MoBede WH(HOPMAIUI OTHOCHO 0€30ITacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpansBate Abseamed

. [a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIela.

o He n3non3BaiiTe TOBa JIeKapCTBO CIIE/ CPOKa HA TOTHOCT, OTOETSI3aH BBPXY €TUKETA Cle]
»EXP“ 1 BbpXy KapTOHEHaTa OMaKoBKa cien ,,l'onen 10:“. CpokbT Ha TOAHOCT OTTOBaps Ha
MOCTIETHUS JICH OT MTOCOYEHUS MECEII.

. Ja ce cpxpansgBa u TpaHcmoptrpa B xjaammuiHuK (2 °C-8 °C).

o Mosxe na uzBagute Abseamed OT XJTaJMITHUKA U J1a TO CbXpaHsABaTe HA CTaliHa TeMIepaTypa
(mo 25 °C) 3a He moBeue ot 3 mau. Creq KaTo CIPUHITOBKATA BETHEK € U3BAJICHA OT
XJIIUITHUKA U € JOCTUTHAJA cTaiiHa Temnepatypa (1o 25 °C) tpsbBa wiu 1a ObJie U3M0I3BaHa
B PaMKHTE Ha 3 JIHU WK A3 ObJle U3XBHPIICHA.

o Jla He ce 3amMpazsBa WK pa3Kialia.

o Jla ce chxpaHsBa B OpUTHHATIHATA OMAKOBKA, 3a Ja Ce MPEAINa3yu OT CBETIHHA.

He u3mnosn3Baiite TOBa JIEKapCTBO, aKO 3a0€ICIKUTE Ue:

®  pa3TBOPHT € OMJI CIIy4aifHO 3aMpa3eH WIIH,

o XJIaIUJIHUKBT € onn B HCUBIIPABHOCT,

o TCYHOCTTA € OUBETCHA WJIM aKO BMKIAATEC IIyBallll B HEA YaCTUIIH,
e ¢ HapylIeHa L[eJOCTTa Ha ONaKOBKaTa.

He u3xBbpJsiiTe JekapcTBaTa B KaHaauzanusaTa. [lomuraiite Bamms hapmarieBT kak ga

N3XBBPJIATE JICKApPCTBATa, KOUTO BEYC HE MU3II0JI3BATE. Te3u MCPKH 1I€ CIIOMOTHAT 3a OIIa3BaHC Ha
OKOJIHATa cpeaa.
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6. Chabp:kaHHue HA ONAKOBKATA U JOMbJIHUTENHA HHGopManust

KaxkBo cbabp:ka Abseamed

- AKTHBHOTO BeIIECTBO €: eNOeTHH ayi(a (32 KOTMUECTBaTa BIDKTE ClIeABaIIaTa TaduIa).

- Jlpyrure cbCTaBKH ca: HATPUEB XuAporeHPpocdar AuXuapaT, AMHATpUeB pocdar nuxuapar,

HaTPHUEB XJIOPH, MIMIMH, nosmcopdar 80, XJI0poBOIOpOIHA KUcenuHa (3a Kopekuus Ha pH),
HaTpHEB XUIAPOKCHT (3a KopeKust Ha pH) 1 Boja 3a MHXKEKIHU.

Kax HU3TJICKAa Abseamed 1 KakBO CbABbpiKa OIMAaKOBKAaTa

Abseamed ce npeniara moa gopmaTa Ha OUCTBP, OE3UBETEH HHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO
HaIbJHEHA CIIpUHIOBKA. CIPUHLIOBKUTE ca 3are4yaTaHy B OiucTep.

®opma CboTBeTHa (hopmMa KaTO KoaunuectBo
KOJIN4eCcTBO/00eM 3a BesKa enoeTuH anada
KOHIeHTpalus

[peasapurenHo 2 000 IU/ml:

HambJIHeHH cripuHIioBKy™ | 1 000 1U/0,5 ml
2000 IU/1 ml

8,4 Mukporpama
16,8 mukporpama

10 000 IU/ml:

3 000 IU/0,3 ml 25,2 MuKporpama
4 000 1U/0,4 ml 33,6 MEKporpama
5000 IU/0,5 ml 42,0 mukporpama
6 000 IU/0,6 ml 50,4 Mukporpama
7 000 1U/0,7 ml 58,8 Mukporpama
8 000 TU/0,8 ml 67,2 MUKporpama
9 000 IU/0,9 ml 75,6 MUKporpama
10 000 IU/1 ml 84,0 muxporpama
40 000 IU/ml:

20 000 IU/0,5 ml 168,0 muxporpama
30 000 IU/0,75 ml 252,0 MuKporpama
40 000 TU/1 ml 336,0 mukporpama

*ButoBe onakoBku: 1, 4 wiu 6 peIBapUTEIHO HAITBJIHEHH CIIPUHIIOBKH ChC MJIHM 0€3 TpeIma3uTen 3a
WTJIaTa.
He Bcuuku BUIOBE OMAaKOBKY MOTaT /1a Ob/IaT ITyCHATH Ha Masapa.

IIpureskaTes Ha pa3pelieHUETO 32 ynorpeda

Medice Arzneimittel Piitter GmbH & Co. KG
Kuhloweg 37

58638 Iserlohn

I'epmanus

IlpousBoauTen
Sandoz GmbH
Biochemiestr. 10
6336 Langkampfen

ABcTpus

JlaTa Ha mocJeaHo mpepasriexaaHe Ha gucroBkata {MM/I'TTT}.
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[onpobua nHpopmanus 3a TOBA JIEKapCcTBO € pefocTaBeHa Ha yeOcaiita Ha EBporneiickara areHuus
o JekapcTBara: http://www.ema.europa.eu.

HHCeTpyKIUH 32 CAMOCTOSATETHO HHKEKTHPaHe (CaMo 32 NAIUEeHTH ChC CHMITOMATHYHA
aHeMUsl, NPUYMHEHA 0T 0LOpPeYHo 3a00/15IBaHe, 32 BL3PACTHU NALMEHTH HA XUMUOTEpaNusl,
BB3PACTHH MANIMEHTH, IVIAHYBAHU 32 OPTONEIUYHA ONEPANUS WJIH Bb3PACTHH NANIMEHTH

€ MHEJIOAUCTIJIACTUYHU CHHPOMM)

To3u pa3zaen cbabpxa UH(GOPMAIUS KaK CaMU Jla CH MTOCTaBUTe HHKeKus Abseamed. BaxkHo e 1a He
ce ONMUTBATE /1A CH MPABUTE CAMH MHIKEKIUsI, PeIH A CTe MOJYYHIH CTIeNHATHO 00yUYeHune 0T
Bamus Jiekap ujin MeTuiiuHcKa cecTpa. Abseamed ce npemiara cbC win 0e3 Ipeara3uTel Ha
urjaTa. Bamusr gekap wim MeAMIIMHCKA cecTpa Iie Bu mokaxar kak Jia ro u3Moji3BaTe caMu. AKO He
CTE CUTYPHH OTHOCHO CaMOCTOSTEITHOTO WHXEKTHPAHE WM UMAaTe HAKAKBU BBHIIPOCH, MOJIS TIOUCKANTE
MOMOIIl OT Barmuist iekap uix MeUIMHCKA cecTpa.

NPEAYTIPEXXAEHUE: He nznon3saiite, ako CIpUHILIOBKATA € M3MyCKaHa BbPXY TBBP/Aa NOBBPXHOCT
WM € U3IyCHaTa clell IpeMaxBaHe Ha 3alllUTHAaTa Karnadyka Ha uriata. He usnonsaiite
IpeABAPUTEIHO HallbJIHEHATa CIPUHIIOBKa Abseamed, ako e cuyneHa. BppHeTe npenBapuTesIHO
HaIIbJIHEHATA CIIPUHIIOBKA U OIIAKOBKATA, B KOSATO € JOCTABEHA, B allTEKaTa.

Wsmulite ppuere cu.

W3Banere enHa CIpUHIIOBKA OT OMIAKOBKAaTa M MaxHeTe 3allliTHAaTa Karadka oT urinara. Bepxy
CIPUHLIOBKUTE UMa U3IIBKHAJIO penedHO IpalynpaHe ¢ Lell 1a MOXKE J1a Ce U3I0I3Ba 4acT OT
KOJIMYECTBOTO, aKO C€ HAJIOKU. BCekn mpbCTeH oT rpagyupaneTo orroaps Ha odem ot 0,1 ml.
AKO ce Hajara caMo YaCTHYHO M3I0JI3BaHe Ha CIPUHIIOBKA, MTPEeI MHKEKTUPAHE OTCTPaHEeTe
HE)KeJlaHaTa 4acT OT pa3TBoOpa.

[TouncreTe KOXkaTa Ha MACTOTO HAa HH)KEKTUPAHE KaTO U3I0JI3BATE TAMIIOH, HAIIOEH ChC CITUPT.
3axBaHeTe KoxkaTa ¢ IIOMOLITa Ha Iajiella ¥ [oKa3alela Taka, 4e a ce 00pa3yBa KOXKHa I'bHKA.
Bkapaiite urnata B Ko>kHaTa I'bHKa ¢ OBbp30, yBEpEHO IBMKeHHUE. HKeKTHpaiiTe pa3TBopa
Abseamed, kakTo Bu e mokaszan Bamms nekap. Ako He cTe CUTypHU B HEIIo, onuTaiite Bammis
nekap wim (hapMarienT.

N —

whw

IIpeaBapuTeIHO HAITBJIHEHA CIPUHIIOBKA 0e3 OpeanasuTea

6. Haruckaiite 6yTanoto 6aBHO W paBHOMEPHO, KaTo 3aIbpiKaTe Mpe3 sI0To
BpeMe KOXXHATa I'bHKA.

7. Crnen MHXEKTHPAHETO Ha TEYHOCTTA OTCTPAaHETe UIJIaTa H OTITyCHETe
Koxxara. [IpuTrcHeTe MACTOTO HAa MHXKEKTHUPAHE ChC CyX, CTEPUIICH )
TaMIIOH. N

8. W3xBBpIeTe HEU3ION3BAHNUA TPOAYKT WIIH OTIIAbYHUTE MATSPUAIIH. T ]
M3non3BaiiTe Besika CIPUHIIOBKA CaMO 3a €HA UHKEKITHUSL.

[IpenBapuTenHO HATbJIHEHA COIPHUHIIOBKA C MTPEINA3UTEIN 33 UTIIaTa

6. HatwuckaiiTe OyTanoro 6aBHO U paBHOMEPHO 10 HHXEKTUPAHE Ha IsaTa
J103a ¥ 10 Kpas Ha Xofa Ha OyTalloTo, KaTo 3aJbpKaTe Mpe3 LAJI0TO BpeMe
KO)kKHaTa TpHKA. He otmyckaiite Oyranoro!

7. Crnen nH)XEKTHpaHe Ha TEUHOCTTA M3BAAETE UIilaTa, KaTo HE OTIyCKaTe D)
OyTanoTo, 1 OTITycHETE KokaTa. [[puTHcHeTE MSICTOTO HA HHKEKTHPaHE e
ChC CyX, CTEPHUIICH TAMIIOH. S

8. OtmycHete OyTanmoTo. [Ipenmasutenar Ha uriata 6bp30 II1e MOKpHe
uriara.

9. W3xBBpreTe HEU3MOI3BaHUS TPOAYKT WIH OTIAbUHUTE MaTepuain. M3mnon3saite Besaka

CIIPUHITIOBKA CaMO 3a ¢THAa WHKEKITHS.
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