INPUJIOKEHHE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUA ITPOAYKT

Binocrit 1 000 1U/0,5 ml nreKunoHeH pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Binocrit 2 000 1U/1 ml nrkeKIMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
Binocrit 3 000 1U/0,3 ml umxeKunoHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Binocrit 4 000 1U/0,4 ml nrXeKIMOHEH pa3TBOP B MIPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Binocrit 5 000 1U/0,5 ml nrxeKkunoHeH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
Binocrit 6 000 1U/0,6 ml nmxeknnoHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Binocrit 7 000 1U/0,7 ml umxeKknnoHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Binocrit 8 000 1U/0,8 ml nrxekunoHeH pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
Binocrit 9 000 1U/0,9 ml urxeKroHeH pa3TBOp B IPEIBAPUTEIHO HATBIHEHA CIIPUHIIOBKA
Binocrit 10 000 1U/1 ml umkeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIIBIHEHA CITPUHIIOBKA
Binocrit 20 000 1U/0,5 ml urxeKiioHeH pa3TBOp B MPEABAPUTEITHO HAMTBIIHEHA CIIPHHIIOBKA
Binocrit 30 000 1U/0,75 ml nmkeKkunoHeH pa3TBOp B MPEABAPUTEIIHO HAMTBIHEHA CIIPHHIIOBKA
Binocrit 40 000 1U/1 ml umkeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIIBIHEHA CITPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Binocrit 1 000 1U/0,5 ml uH»XeKIMOHEH Pa3TBOP B MPEABAPUTEIHO HAMTBIHCHA COPUHIIOBKA
Bceku ml ot paztBopa chabpxa 2 000 IU enoetun anda (epoetin alfa)*, exkBuBasieHTHH Ha

16,8 mukporpama Ha ml.

Enna npenBaputenHo HambiaHeHa cupuHiioBka ot 0,5 ml ceappika 1 000 MekayHAPOAHH €AMHULIA
(IU), exBuBasieHTHH Ha §,4 MUKpOTrpaMa ermoeTrH anda.*

Binocrit 2 000 1U/1 m] uHXXeKIHOHEH pa3TBOP B IPEABAPUTEIHO HABJIHEHA CIPUHIIOBKA

Bceku ml ot pasrBopa chabpika 2 000 IU emoetun anda (epoetin alfa)*, ekBuBaeHTHH Ha

16,8 mukporpama Ha ml.

Enna npenBaputenno HambiHeHa cpyuHIOBKa OT 1 ml cpabpxka 2 000 mexxaynaponuu equnauiy (1U),
ekBHBaJieHTHH Ha 16,8 Mukporpama emnoerus anda.*

Binocrit 3 000 1U/0,3 ml MHXEKIIMOHEH Pa3TBOP B MPE/IBAPUTEIHO HABIHECHA CIIPUHIIOBKA
Bceku ml ot paztBopa cpabpxa 10 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npenBaputenHo HambiaHeHa cupuHiioBka oT 0,3 ml ceappika 3 000 MekayHAPOAHH €AMHULIA
(IU), exBuBasieHTHHU Ha 25,2 MUKpOrpama ernoeTHH anga.*

Binocrit 4 000 1U/0,4 ml uHXEKIIMOHEH PAa3TBOP B MPEABAPUTEIHO HAIIBJIHCHA COPUHIIOBKA
Bceku ml ot paszrBopa cpabpxa 10 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npenBaputenHo HambiaHeHa cupuHiioBka oT 0,4 ml ceappika 4 000 MekayHAPOAHH €AMHULIA
(IU), exBuBanenTHu Ha 33,6 MUKporpamMa ernoeTuH ajida.*

Binocrit 5 000 1U/0,5 ml uHXeKLIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bceku ml ot pasrBopa chabspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBajIeHTHH Ha

84,0 mukporpama Ha ml.

EnHa npenBapuTeHO HambJIHEHA cripuHIioBKa oT 0,5 ml chaspika 5 000 MekyHApOIHN SAMHULINA
(IU), exBuBanentuu Ha 42,0 MukporpamMa ernoeTuH ajida.*

Binocrit 6 000 1U/0,6 ml nHXeKIIMOHEH pa3TBOP B MIPE/IBAPUTEIHO HATBIHECHA CIPUHIIOBKA
Bceku ml ot paztBopa cpabpxa 10 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 Mmukporpama Ha ml.

Enna npenBaputenHo HambiaHeHa crpuHiioBka oT 0,6 ml ceappika 6 000 MeKayHAPOAHH €AMHULINA
(IU), exBuBasienTHU Ha 50,4 MUKpOrpama enoeTHH anga.*

Binocrit 7 000 1U/0,7 ml MHXEKLIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bceku ml ot pasrBopa chabspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBajIeHTHH Ha
84,0 mukporpama Ha ml.




Enna npenBaputenHo HambiaHeHa cupuHiioBka oT 0,7 ml ceappika 7 000 MekayHAPOAHH €AMHULIA
(IU), exBuBanenTuHu Ha 58,8 Mukporpama ernoeTuH ajida.*

Binocrit 8 000 1U/0,8 ml uHXeKLMOHEH PAa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bceku ml ot pasrBopa chabspska 10 000 IU enoetun anda (epoetin alfa)*, ekBuBajIeHTHH Ha

84,0 Mmukporpama Ha ml.

Enna npenBaputenHo HambiaHeHa cripuHIioBka oT 0,8 ml ceappika 8§ 000 MexxayHApOAHH SAMHULIA
(IU), exBuBasieHTHU Ha 67,2 MUKpOrpama enoeTHH anga.*

Binocrit 9 000 1U/0,9 ml uHXeKIMOHEH pa3TBOP B MPE/IBAPUTEIHO HABIHECHA CIIPUHIIOBKA
Bceku ml ot paztBopa cpabpxa 10 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

84,0 mukporpama Ha ml.

Enna npenBaputenHo HambiaHeHa cupuHiioBka oT 0,9 ml ceappika 9 000 MexkayHAPOAHH €AMHULIA
(IU), exBuBasieHTHHU Ha 75,6 MUKpOrpama enoeTuH anga.*

Binocrit 10 000 1U/1 ml uHXXEeKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bceku ml ot pasrBopa chaspika 10 000 IU enoetun anda (epoetin alfa)*, ekBuBajIeHTHH Ha

84,0 mukporpama Ha ml.

EnHa npenBapuTeliHO HaMbJIHEHA cpUHIIOBKA OT 1 ml chaspika 10 000 MexxayHapOAHN eIUHUIN
(IU), exBuBanentuu Ha 84,0 MukporpamMa ernoeTuH ajida.*

Binocrit 20 000 1U/0,5 ml uH»&eKLIMOHEH PAa3TBOP B MPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
Bceku ml ot paztBopa cpabpxa 40 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

336,0 mukporpama Ha ml.

Enna npenBaputento HambiHeHa cpuHIOBKa oT 0,5 ml ceabpska 20 000 MexxayHapoJHH €IMHULN
(IU), exBuBasienTHu Ha 168,0 Mukporpama enoetux anda.*

Binocrit 30 000 1U/0,75 ml nH)KeKIIMOHEH PAa3TBOP B NPEABAPUTEIIHO HANTBIHEHA CIPHHIIOBKA
Bceku ml ot paztBopa cpabpxa 40 000 IU enoetun anda (epoetin alfa)*, ekBuBaneHTHH Ha

336,0 muxporpama na ml.

Enna npenBaputenHo HambiHeHa cupuHiioBka ot 0,75 ml ceabprka 30 000 MexxayHapOaHU AUHUIIU
(IU), exBuBasienTHU Ha 252,0 MUKporpaMa enoeTuH anda.*

Binocrit 40 000 1U/1 ml uHXXEeKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bceku ml ot pasrBopa chaspika 40 000 IU enoetun anda (epoetin alfa)*, ekBuBajJeHTHH Ha
336,0 muxporpama na ml.

EnHa npeaBapuTeNIHO HaMbJIHEHA CpUHIIOBKA OT 1 ml chabpika 40 000 MexayHApOAHN eIUHUIIN
(IU), exBuBanentuu Ha 336,0 mukporpama emnoetus anda.*

* [IpomusBeneH nocpeactBoM pekomOmHanTHa JIHK TexHomornst B OBapua Hu KIETKH Ha KUTaHCKA
xamctep (Chinese Hamster Ovary, CHO).

3a IBJIHUA CIUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TO4UKa 6.1,

To3u JekapcTBEH MPOAYKT ChAbpPkKA HATPHHA, To-Manko ot 1 mmol (23 mg) Ha 103a, T.e. MPaKTHYECKH
HE ChAbpKa HATPUH.

3. JIEKAPCTBEHA ®OPMA

WHXeKIMOHeH pa3TBOP B MPEIBAPUTEITHO HAITBTHEHA CIIPUHIIOBKA (MHKEKITHS)
buctsp, 6e3mBeTeH pa3TBOp

4, KJIMHUYHU JAHHHU
4.1 TepaneBTHUYHHU MOKAZAHUS

Binocrit e moka3aH 3a nedeHUe Ha CUMITOMATHYHA aHEMUS, CBbpP3aHa C XpOHNYHA OBOpevHa
HegoctarbuHOoCT (XBH):



- MIPH BB3PACTHH U TIEIUATPUYHU NAIIMCHTH Ha BB3pacT OT 1 1o 18 roguHu Ha XeMouanusa u
BB3PACTHH NAllMEHTH Ha MEPUTOHEa IHa auann3a (BXK. Touka 4.4).

- MIPH BB3PacTHH ¢ OBOpEYHA HEJTOCTATHYHOCT, KOUTO OIIE HE Ca MOJI0KEHU Ha JUain3a 3a
JIeUCHHE Ha TEKKa aHEMUsI OT ObOpeUeH MPOU3XO0/I, IPUIPYKaBaHA OT KIMHUYHA CUMITOMU
npH manuenTuTe (BK. Touka 4.4).

Binocrit e mokaszaH npy Be3pacTHH HA XUMHUOTEPAIHUS ChC COMIHN TYMOPH, MAJIMTHEH JTUM(OM HitH
MYJITUTUIEH MUEJIOM U C PHUCK OT TpaHc(]y3usi, pelieHeH Bb3 OCHOBA HA OOLIOTO ChCTOSHHIE HA
naryenTa (Hamp. ChpJAeYHO-CHI0B CTaTyC, aHEMUS, ChIIECTBYBAIA TIPS 3aI0YBaHE Ha
XMUMHUOTEPAIUSATA) 32 JICUCHUE Ha aHEMUS ¥ HaMaJIsiBaHE Ha HEOOXOJUMOCTTa OT TpaHC(y3usl.

Binocrit e mokazaH npu Bb3pacTHH, BKIIOYSHH B IIporpamMara 3a JeloHUpaHe Ha aBTOJI0KHA KPbB 32
yBeIIMuaBaHe Ha JOOMBA Ha aBTOJIOXHA KPbB. JleueHueTo TpsOBa Ja ce npujiara caMo Ha MalueHTH C
yMepeHa aHeMus (IMana3oH Ha KOHIIEHTpanuuTe Ha xemoriaoouHa [Hb] mexay 10 mo 13 g/dl [6,2 mo
8,1 mmol/1], 6e3 sxene3eH NePUIUT), aKO HIMA B3MOXKHOCT 32 JISOHUpaHe Ha KPBB WK TO €
HEJIOCTAaThYHO, KOTaTO TUIAHUPaHATA IoJIsiMa eJICKTHBHA OTepaIysi U3UCKBA roJisiM 00eM KpbB (4 nin
MOBEYEe CAMHUIIM KPBB 32 )KCHH WK 5 ¥ MOBEYE SAMHUIIN 32 MBXKE).

Binocrit € noka3an npu Be3pacTHH 0e3 kene3eH AeHUIUT Pean ToIsiMa eJIeKTUBHA OPTONeIMYHA
oriepanys Py HAJIMYKE Ha TOJISIM PUCK OT XeMOTPaHC(HY3MOHHHU YCIIOKHEHHS 32 HAMAIIsSIBaHE Ha
HEoOXOIUMOCTTA OT MpEJIMBaHe Ha aJIOTEHHA KPbB. YHoTpedara TpsiOBa 1a Obe orpaHudeHa
IPEIMMHO NPH MAIMEHTH ¢ yMepeHa aHeMUsI (I1ana3oH Ha KOHIIEHTPALMHUTE Ha XeMOTJIO0NHA MEXKTy
10 o 13 g/dl unu 6,2 no 8,1 mmol/l), kouTo He ca BKIIOUSHH B IIporpama 3a NpeIBAPUTEIHO B3eMaHe
Ha aBTOJIOXKHA KPBB M C€ OYaKBa yMmepeHa kpbBosaryba (900 mo 1 800 ml).

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

JleaenueTto ¢ Binocrit Tps6Ba ga 0b/1€ 3a110YHATO TIOJ] HAOIFOIEHUETO Ha JIEKAPH C OIUT B JISYEHUETO
HAa TAIUEHTH C TOPETIOCOYSHNUTE TIOKA3aHMS.

AOBI/I[ZOBKa

Benuku apyru npuywnay 3a aHemus (AeQUIUT Ha Kelsa30, ponaTi Wik BUTaMuH Biy, anymuHueBa
WHTOKCHUKAIHS, HHOEKIUS WIH Bbh3NalleHHE, 3ary0da Ha KpbB, XeMOJIN3a H KOCTHOMO3b4YHa (hudpo3a ot
BCSIKAKbB MPOU3XO0/) TPSIOBA Jia ce OIICHST U JIa Ce JISKYBAT MPE/IY 3all04YBaHE Ha TeparusiTa ¢ eIoeTHH
anda 1 KoraTo ce B3eMa pellicHHE 3a MOBUINIABAHE HA J03aTa. 3a J1a CE OCUTYPH ONITUMAITHO
TIOBIIMSIBAHE OT JICUCHHUETO C EMOCTUH alda, TPSAOBa Ja e OCUTYPSIT JOCTATHUHU 3aIacH OT KEIsI30 U
aKo € HeOOXOIMMO, J1a Ce TIPUIIOKAT JOOABKH, ChIbPIKAIIHN JKENA30 (BXK. Touka 4.4).

Jleuenue Ha cumnmomamuiHa anemus npu 6v3pacmnu nayuermu ¢ XxpoHu4Ha 6b6petma
HeQOCmAamvyHoCm

CuUMITTOMHUTE Ha aHEMUS U IMOCJICACTBUATA MOT'aT JIa BapyupaT B 3aBUCHUMOCT OT Bb3pacCTTa, I10Ji1a U
CbIIBbTCTBAIIIUTE 3a60J'I$IBaHI/I}I; HCO6XO)_'[I/IMO € JICKApAT Ia OICHU UHAWBUAYAJTIHOTO KIMHUYIHO
IMPOTHYaHEC U CbCTOAHMUETO Ha IMAlUCHTA.

[TpenopbUNTENHUAT JKeNIaH ANara30H Ha KOHIIEHTpanuuTe Ha XxeMorsioonna e mexxay 10 g/dl no

12 g/dl (6,2 no 7,5 mmol/l). Binocrit TpsiOBa 1a ce mpuiara 3a MOBUILIABaHE HA HUBOTO Ha
xemorobuHa 1o He moseue ot 12 g/dl (7,5 mmol/l). TpsOBa aa ce n36sTBa MOBUIIABaHE HAa HUBOTO HA
xemortobuHa ¢ moseve ot 2 g/dl (1,25 mmol/l) 3a mepuosa ot yeTUpu ceAMUIIUA. AKO TOBA CE CITyUH,
TpsI0Ba J1a ce HAaIpaBsT ChOTBETHH KOPEKIIMH Ha JI03aTa, KAKTO € MMOCOYEHO.

IMopanu MHTEpUHANBUAYATHA BAPUAOUIHOCT, MOTAT Jla ¢c€ HAOJII0]aBaT OTACTHH CTOHHOCTH Ha
XeMOrJI00MHA 32 1a/IeH MAMEeHT HaJl WIIH MO/ )KEJIaHHs IUara30H Ha KOHIIEHTPALUKUTE Ha
XeMOoTJ00HuHa. BapraOuiHOCTTa Ha XeMOTIOOMHA TPsOBA J]a Ce KOHTPOJIMpPA Ype3 MPOMSHA Ha 103aTa,
KaTo ce MMa MMPEIBH I Ahaa3oHa Ha KOHIEHTpauuTe Ha Xxemorobuna ot 10 g/dl (6,2 mmol/1) go

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



TpsiOBa na ce n304rBa NOAIBPIKAHETO HA MOCTOSHHO HUBO Ha Xemornoouna Hax 12 g/dl (7,5 mmol/l).
AKO HHBOTO Ha XeMorjo0uHa ce mosuiasa ¢ mosede ot 2 g/dl (1,25 mmol/l) Ha Mecerr umu ako
cToifHOCTHTE Ha XeMornoouHa HanxBbpisT 12 g/dl (7,5 mmol/l), Hamanere no3ara Ha Binocrit ¢ 25 %.
Axo HEBOTO Ha xeMornoouHa HaaxBbpiu 13 g/dl (8,1 mmol/l), npeycranoBere Tepamusta, JOKaTo
cmague mox 12 g/dl (7,5 mmol/l) u Torasa 3amounere 0THOBO JieueHHeTo ¢ Binocrit ¢ no3a 25 % mo-
HHCKa OT IIPEIX0/IHATA J103a.

[TanuenTrre TpssOBa 1a OBJAT CICIEHU BHUMATEIHO C SN J]a C& OCUTYPH M3IOI3BAaHETO Ha Hald-
HHUCKaTa 07100peHa edekTrBHA 103a Binocrit, KOsSTO ocUrypsiBa aJeKBaTeH KOHTPOJI HAa aHEMHSTA U Ha
CUMITOMUTE Ha aHEMUsI, JOKATO C€ TO/UIbPKa KOHIICHTPAIHs Ha XeMOTJIOOMHA TI0]] WJTH paBHA Ha

12 g/dl (7,45 mmol/l).

[Tpu nanyenTr ¢ XpoHUYHA OBOPEUHA HETOCTATHYHOCT TPSOBA J]a C€ BHUMAaBa MPH MOBUIIIABAHE HA
nosute Ha Binocrit. [Ipu nauuenTn cbe cnad oTroBOp 10 OTHOLICHUE Ha XeMOIJIOOMHA KbM JICUCHUETO
¢ Binocrit Tps6Ba 1a ce moMucnu 3a gpyru 00scHeHUs 3a cnadust oTroBop (Bk. Touku 4.4 u 5.1).

Jledenueto ¢ Binocrit ce paznens Ha ABa erana - ¢ha3a Ha KOPUTMpaHe Ha J103aTa U ¢a3a Ha
MOJTBPIKAIIO JICUCHHUE.

Bwv3pacmnu nayuenmu na Xemoouanusa

HpI/I MalxeHTU Ha XeMOoJuajin3a ¢ BCUC HAJIMUYCH MHTPABCHO3CH AOCTHII, 3a MPEANOIUTAHC €
HWHTPABCHO3HOTO MPUJIIOKCHUC.

Dasa 3a Kopueupare Ha 003ama
Hauannara no3za e 50 IU/kg 3 bt cenmudHoO.

Axo e HeoOx0auMO, yBeaudeTe win Hamaiere go3ata ¢ 25 IU/Kg (3 mbTi cenMu4HO), TOKATO ce
MIOCTHUTHE YKEJTAHHAT TUAITa30H Ha KOHIEHTpanuuTe Ha Xxemornobura mexxay 10 g/dl mo 12 g/dl (6,2 mo
7,5 mmol/l) (ToBa TpsOBa Aa ce M3BBPIIBA MOCTENIEHHO HA UHTEPBAJIM OT IOHE YETUPU CEIMHIIN).

Dasza Ha no0OvBPACAWO TeuenUe
IpemoppunTeaHaTa obIa ceamuuHa g03a € Mmexay 75 TU/kg u 300 1U/Kg.

TpsOBa fa ce HanpaBH MOIXOAAIIA KOPEKIUS Ha 103aTa, 32 Jia Ce MOIAbPIKAT CTOHNHOCTUTE Ha
XEMOIJIOOHMHA B JKeJIaHMs JMara3oH Ha KoHleHTparuure Mmexay 10 g/dl mo 12 g/dl (6,2 mo
7,5 mmol/l).

[Ipu manmeHTH ¢ MHOTO HUCHK M3X0/IeH XeMornoouH (< 6 g/dl mim < 3,75 mmol/l) moxe na ca
HEOOXOMMH MO-BUCOKH MOIbPIKAIIN J03H, OTKOJIKOTO ITPH MAIUSHTH C HE TOJKOBA TE)KKA aHCMHUSI B

Hayanoto (> 8 g/dl wam > 5 mmol/l).

Bwspacmuu nayuenmu ¢ 6v6peuna Hedocmamvp4Hocm, KOUMo oule He ca NOOJIOANCEHU HA OUAIU3A

[Ipu oTchecTBHE HA HHTPABEHO3EH TOCTHIT Binocrit Moxe Ja ce mpwuiiara moaKoxHO.

Dasa Ha Kopueupatre Ha 0o3ama

Hauannara no3a e ot 50 IU/Kg 3 mbTH ceiMudHO, TIOCIIEABAHA IIPH HEOOXOIUMOCT OT yBEINYaBaHE Ha
nosuposkara ¢ 25 1U/kg (3 mbTi ceaAMUYIHO), TOKATO Ce MOCTUTHE JKETaHaTa KOHIICHTPAIUs Ha
XeMOIJIOOHHA (TOBa TPSOBA J1a CE M3BBHPINBA MTOCTEIICHHO HA MHTEPBAIU OT MIOHE YSTHPHU CEIIMUIIH).

Daza Ha nodovpICAUO Tedenle

Mo Bpeme Ha (a3ara Ha MO IbPIKAIIO JieueHHe Binocrit Moxke a ce mpuiiara 3 MbTH CEMUYHO, A B
Clly4ail Ha IOJIKOYKHO MPUIIOKEHUE — BEIHBK CEIIMHYHO WIIM BEAHBK HA BCEKU 2 CEIIMHUIIM.

Tpsi0Ba 1a ce HANPaBH MOIXO/ISIIO aJaNTHPAHE Ha 03aTa M J030BUTE UHTEPBAJIH, 3a J1a Ce MOIbpKa
HHMBOTO Ha XeMaryioOuHa B xeanuTe rpanuiy — mexay 10 g/dl u 12 g/dl (6,2 mo 7,5 mmol/l).

VY ibIDKaBaHETO Ha IO30BHTE MHTEPBAIN MOJKE Ja HAJIOKH MTOBUIIIABAHE HA J103AaTa.



MakcumMaiHaTta J03UpoBKa He TpsoBa fa Haasuirasa 150 1U/kg 3 metu cemqmuuno, 240 TU/kg (1o
makcumym 20 000 IU) Beaubx cenmuuno win 480 [U/kg (mo makcumym 40 000 IU) Beaubx Ha BCEKH
2 CEIIMHUIIN.

Bwv3pacmnu nayuenmu na nepumoneaina ouanusa

HpI/I OTCBHCTBHUC HA UHTPABCHO3CH JOCTbBIL Binocrit moxke Ja C€ npujiara NOAKOXHO.

@asza Ha Kopueupane Ha 003ama
Hauannara no3a e 50 1U/Kg 2 mbTH ceaMU4HO.

Dasza Ha noOOBPICAUO IeYeHUe

[IpemoppunTeaHaTa moaIbpIKaiia 103a € mexay 25 IU/kg u 50 1U/KQ, 2 mbTH cCeaqMHUYHO B B
WHXEKIIUH C PABHHU JI03H.

TpsiOBa na ce HanpaByu MOIXO/IAIIO aJaNTHPAHE Ha 103aTa, 3a Ja Ce MOAIbPIKAT CTOWHOCTUTE Ha
XeMoryio0uHa Ha xexanoto HuBo Mexay 10 g/dl no 12 g/dl (6,2 no 7,5 mmol/l).

Jleuenue na 8v3pacmuu NAUUEHmMYU C aHemusl, uyévuupana om xumuomepanus

CuMnToMHTE HA aHEMHUS U MOCJICACTBUATA MOT'aT 1a BapyUpaT B 3aBUCUMOCT OT Bb3paCTTa, I10JIa U
OAJIOCTHOTO COIIMAJIHO 3HAYCHUC HA 3a6OJ'I$IBaH€T0; HCO6XOZ[I/IMO € JICKApAT Ja OLCHU
WHANBUAYATHOTO KIIMHUYHO IIPOTUYaHE U CbCTOAHUETO HA IMalluCHTA.

Binocrit TpsiOBa 1a ce npuiiara npy NayueHTy ¢ aneMus (T.e. KOHIeHTpanus Ha xemoriooun < 10 g/dl

(6,2 mmol/l)).
Havannara no3a e 150 IU/kg moakoxHo, 3 MbTH CEAMHYHO.

AnrtepHaTuBHO, Binocrit Moe fa ce nmpunara B HauainHa 1o3a oT 450 [U/kg moakoxHO, BEAHBX
CEIMUYHO.

TpsiOBa na ce HanpaBy MOIXO/AIIO aJaNTHPAHEe Ha 103aTa, 3a Ja Ce MOAAbPKAT KOHIIEHTPALMHUTE Ha
XEeMOIJI00MHA B paMKHTE Ha XKEJTaHuUs Mana3oH Ha KoHIeHTpanuure: mexay 10 g/dl mo 12 g/dl (6,2
1o 7,5 mmol/l).

[Mopaau MHTpaNHIMBUIyaTHATA BAPHAOIHOCT € BE3MOXKHO MTOHSKOT'a J1a c€ HAOII01aBaT OTACITHH
KOHIICHTPAIIMU Ha XeMOTJIOOHMHA 32 JIa/IeH MAIMeHT HaJ/l WIH MOJI )KeJTaHHs AUara3oH Ha
KOHIICHTpAIMUTE HA XeMOTIo0nHa. BaprabumHocTTa Ha XeMoriioOnHa TpsIOBa Jja ce OBJIajIsBa upe3
KOHTPOJIMPAHE Ha J103aTa, KaTO JKEIAHUST JUANa30H Ha KOHIICHTPAIIMUTE HA XEMOTIIOONHA € MEKIY
10 g/dl (6,2 mmol/1) mo 12 g/dl (7,5 mmol/l). TpsiOBa na ce U30sArBa MOIBPIKAHETO HA TIOCTOSIHHA
KOHIIeHTpaIms Ha xemoroouna Haa 12 g/dl (7,5 mmol/1); mpemopbkuTe 3a MOIXOIAIIN JO30BH
KOPEKIINH MPU KOHIIEHTPAIMK Ha XeMOTI00nHa, kouto HaaxBbpisat 12 g/dl (7,5 mmol/l) ca onrcanu
H0-/10ITy.

- AKO cliell YeTUPUCEIMUYHO JICYCHHE KOHIICHTPALIMSTA HAa XeMOTJIOOMHA Ce € TIOBHIIMJIA TIOHE C
1 g/dl (0,62 mmol/l) uu 6GposAT Ha peTUKyIoNUTHTE ce € yBeauura > 40 000 knerku/pl Haz
U3XOJHOTO HUBO, 03aTa TpsiOBa na octane 150 IU/kg 3 mbtu cenmuano mim 450 1U/kg BenHbK
CEIMHYHO.

- AKXO KOHIICHTpAIMATa Ha XeMoriaoouna ce ¢ mosumuia ¢ < 1 g/dl (< 0,62 mmol/l) u Gposit Ha
petukynonutute ce e yBennuri < 40 000 kietku/pl Hag U3XOAHOTO HUBO, A03aTa TPsOBa Ja ce
yeemuun 10 300 IU/Kg 3 mbTi ceaMuuHO. AKO Ciie/T TOMBIHATETHO YeTUPUCEAMUYIHO JICUCHHE
¢ 300 1U/kg 3 mbTH cCeMHUYHO KOHIIEHTpAIUATA Ha XeMOTI00uHa ce e mosuiwia ¢ > 1 g/dl
(= 0,62 mmol/l) unu O6posT Ha peTukynouuTuTe ce ¢ yBemuumi > 40 000 kietku/pl, no3ara
TpsioBa na ocrane 300 1U/Kg 3 mbTu ceaMuyHO.

- Axo KOHIIeHTpanuaTa Ha Xxemorioouna ce ¢ nosuimwia < 1 g/dl (< 0,62 mmol/l) u 6posT Ha
petukynouutute ce e yBeanuni ¢ < 40 000 knetku/pl Ham M3XOMHOTO HUBO, MAJIKO BEPOSITHO €
Jla ce MOJTy4YH MOBJIMSBAHE M JICYSHUETO TPIOBa Ja ObJIe MPEyCTaHOBEHO.



Kopexyuu na 0ozama ¢ yen noodowvparcane Ha KOHYeHmpayuume Ha xemoz2nobuna mexcoy 10 g/dl 0o
12 g/dl (6,2 0o 7,5 mmol/l)

AKXO KOHIICHTpaIMATa Ha XeMorioOuHa HapacTsa ¢ moseue ot 2 g/dl (1,25 mmol/l) Ha Mecen uam ako
KOHIIEHTpaIusaTa Ha Xxemorinoouna Haaxsepau 12 g/dl (7,5 mmol/l), namanere mo3ara Ha Binocrit ¢
okoJ10 25 10 50 %.

AKo0 KOHIIEeHTpanuATa Ha Xxemorioouna Haaxebpiu 13 g/dl (8,1 mmol/l), mpeycraHoBeTe Tepamnusra,
nokato crague oz 12 g/dl (7,5 mmol/l) u Toraea 3amo4yHeTe OTHOBO JieueHHETO ¢ Binocrit B 103a
25 % mo-HHCKa OT MPEXoHATA.

HpenopﬁqMTenHaTa CXeMa Ha INPHUJIOKCHUE € IPCIACTAaBCHA Ha CJIEAHATa ayarpama:

150 1U/kg 3 mbTH CeIMUYHO
win 450 [U/kg BeaHBX cCeAMUIHO

3a 4 ceaMULIA

- o

VBenudenue Ha 6post petuxysnonutu > 40 000/pl VYBenuueHnue Ha Oposi pETUKYIOUTH
< 40 000/pl
niy nosumasane Ha Hb > 1 g/dl u nosumasane Ha Hb < 1 g/dl
Tapreren Hb 300 IU/kg
(<12 g/d) 3 IBTH CEAMHYHO
T 3a 4 cenMuIU

VBenuuenue Ha 6post perukymonuts > 40 000/pl
wi nosuinasane Ha Hb > 1 g/dl

<
<

VBenuueHue Ha OpOsi PETUKYITOIIUTH
< 40 000/pl
u noBumasane Ha Hb < 1 g/dl

l

HperaTHBaHC Ha TCparuAaTa

[ManmenTture TpsOBa Aa OBIAT CIICNCHN BHUMATEIHO C 11T J]a CE OCUTYPH M3II0I3BAaHETO HA Hali-
HHUCKaTa 0f00peHa 103a CTUMYJIMPALIO0 epuTpoIioe3ara cpeacTBo (erythropoiesis stimulating agent,
ESA), xoaTo ocurypsiBa ajieKBaTeH KOHTPOJ HA CHMIITOMUTE Ha aHEMHUSL.

TepanmsTa ¢ emoetuH anda TpsOBa ga MPOIBIKH SIUH MECEIT CIIE] IPUKITIOYBaHE HA
XUMHOTEpAIusTa.

Jleuenue Ha 8b3pacmMuU XUpypeUYHU NAYUEHmMY 8 NPO2PAMa 3a NPe08apumenHo 0enoHupane Ha
ABMONOAHCHA KPbE

[TammenTure ¢ ymepena anemus (xeMaTokpuT 33 1o 39 %), n3nckBamy AeTOHUpaHe Ha > 4 eTUHUIN
KpBB, TpsOBa 1a Obaat nexkyBanu ¢ Binocrit 600 [U/kg naTpaBeHo3Ho0, 2 MbTH CEIMHUYHO, B
NPOIBIDKCHUE HA 3 CeAMULM Mpeau onepanusaTta. Binocrit TpssOBa fa ce npuiara ciel NIpUKIIOYBaHEe
Ha Ipoleypara 1o KpbBoAapsBaHe.




Jleuenue Ha 8b3pacmuu NAYUeHMY, NIAHYEAHU 34 20JIAMA eIeKMUBHA OPMONeOUdHa Onepayusl
[Ipenopbuntennara qo3a ¢ 600 IU/kg Binocrit, mpuiIokKeH MOAKOKHO, SKECEAMHYHO 38 TPHU CEAMMIIN
(mam 21-Bu, 14-TH ¥ 7-MH) IpeH OTiepanusTa U B IeHs Ha onepanusta (1eH 0).

Koraro ce Hanara 51a ce chbKpaTu BpeMETO MPEIN OTepaIuaTa Ha Mo-MajaKo OT TPU CeIMUIIM TpsOBa aa
ce npunoxar noaxkokao 300 IU/kg Binocrit qHeBHO 3a 10 mociiejoBaTeHN JHH MPEIU ONEpaluaTa, B
JICHS Ha oTiepalusTa u 4 JHA HETIOCPEICTBEHO CIIC]] Hesl.

Axo xemorinoounsT nocturae HuBo ot 15 g/dl (9,38 mmol/l) mnu no-Bucoko, o Bpeme Ha
npeIoNepaTHBHUS MEPHOT, IPUIIOKEHUETO Ha Binocrit TpsOBa fa ce mpekpaTH U Ja He ce puiiarat

clIeIBaIy JO3H.

Heduamputma nonyaayus

Jleuenue Ha cuMnmomMamuyHa auemus NpY NAYUCHMY ¢ XPOHUYHA ObOpeuHa HedoCmamv4HOCH Ha
XemMoouanus3a

CHMITOMHTE Ha aHEMUS M TIOCIIEACTBUATA MOTAT Jia BApUPAT B 3aBUCUMOCT OT BB3PAaCTTa, 1oJia 1
CHIIBTCTBAIIUTE 3200 ISIBAHMS; HEOOXOAUMO € JICKApAT J1a OI[CHN WHIUBHYATHOTO KIHHHUYHO
NPOTUYAHE U ChCTOSIHUETO HA MAIUCHTA.

[Tpn neanaTpUYHN MAIMEHTH MPENOPBUNTEITHUSAT ANANA30H Ha KOHIICHTPAMUTE HAa XeMOTJIOOMHA €
mexay 9,5 g/dl o 11 g/dl (5,9 no 6,8 mmol/l). Binocrit TpsibBa na ce mpuiara 3a MOBUILIABAHE Ha
HHUBOTO Ha xeMoriioouHa 1o He nmoseve ot 11 g/dl (6,8 mmol/l). TpsadBa na ce u30srBa noBuIIaBaHe Ha
xemortobuHa ¢ moseve ot 2 g/dl (1,25 mmol/l) 3a mepuosa ot yeTupu ceAMUIIUA. AKO TOBA CE CITyUH,
TpsiOBa Jla ce HAIPABAT ChOTBETHH KOPEKIIUK Ha J103aTa, KAKTO € TIOCOYCHO.

[ManmenTture TpssOBa Aa ObIAT ClICNECHH BHUMATEIHO C 1€ J]a CE OCUTYPH M3II0JI3BAaHETO Ha Hal-
HHCKaTa o7i00peHa j103a Binocrit, KosTo ocurypsiBa ajjeKBaTeH KOHTPOJ Ha aHEMUsITa M Ha
CHMITOMHUTE Ha aHEMHUSL.

Jleuenueto ¢ Binocrit ce pa3zens Ha 1Ba eTana - (pa3a Ha KOpUrupaHe Ha go3aTa u (asza Ha
MOJUTBPIKAIIIO JICUECHHE.

HpI/I NeAUATPUYHU MAIITUCHTH Ha XEMOAHAJIM3a U C BEYC HAJIMYCH MHTPABCHO3CH JOCTHII, 3a
MMPEAIIOYUTAHC € HHTPABCHO3HOTO MPUIIOKCHHUC.

Daza na Kopueupaue Ha 003ama
Havamnara no3a e 50 IU/kg naTpaBeH03HO, 3 IHTH CEAMUYHO.

Axo e HeoOxoaMMoO, yBerueTe Win Hamanete fo3ata ¢ 25 IU/Kg (3 meTi ceaMuuH0), 10KaTo ce
MOCTUTHE YKEJaHUsT IHara30H Ha KOHIIEHTPAaMKUTe Ha XeMorinoouHa mexay 9,5 g/dl no 11 g/dl (5,9
1o 6,8 mmol/l) (ToBa TpsiOBa 1a ce U3BBPIIIBA ITOCTEIIEHHO HA HHTEPBAJIM OT TIOHE YETUPU CEJIMHULIN).

Dasza Ha no0OwBPICAUO JIeueHUEe

TpsOBa 1a ce HanpaBy MOIXOAAIIA KOPEKIUS Ha J103aTa, 33 Ja Ce MOIbPIKAT CTOHHOCTUTE Ha
XEeMOTJIOOWHA B JKEJIaHMs JUara3oH Ha KOoHIeHTpaunTe Mmexay 9,5 g/dl mo 11 g/dl (5,9 no
6,8 mmol/l).

Oo6ukHOBeHO nena oA 30 kg M3UCKBAT MO-BUCOKH MO IBPIKAIIH JI03U, OTKOJIKOTO jaena Hax 30 kg u
BB3PACTHH.

[leauaTpyuHu MAMEHTH ¢ MHOTO HUCKO M3XOJIHO HUBO Ha XemorioouHa (< 6,8 g/dl umu

< 4,25 mmol/l) Mo>ke 1a 3UCKBAT MO-BUCOKH MOAIBPKAIIN 03U, OTKOJIKOTO MAITUEHTH C TI0-BHCOK
u3xo/eH xemorinooun (> 6,8 g/dl wiu > 4,25 mmol/l).

Anemus npu nayuermu ¢ XpoHu4Ha OvOpeyHa HedOCMaAmMbYHOCH NPEOU 3AN0YEAHE HA OUAAU3A UAU HA
NepUmoHeania OuaIuza

BesomacHocTTa 1 ehrkacHOCTTa Ha €MOCTHH ay(a MpH MAIMeHTH C XPOHUYHA ObOpeUHa
HEJOCTAaThYHOCT ¢ aHEMHUS MIPEIU 3all0UBaHe Ha JUalii3a WK Ha MepUTOHEealIHA Thaln3a He ca




ycTaHOBeHH. HalMuHUTE MOHACTOSIIEM TaHHH 3a MOAKOKHO MPUIOKEHHE Ha CIMOSTHH anda B Te3U
MTOTIYJIAITMH Ca OIMCaHU B ToYKa 5.1, HO mpermopbsKH 3a T03UPOBKATA HE MOTAT Aa OBbAAT JajcHH.

Jleuenue na neduampuyny nAYUEHMU ¢ anemMus, UHOVYUPAHa Om XumMuomepanus
be3onacHocTTa M e(hUKACHOCTTA HA €MOSTHH ali(a MpH NeTUATPUYHY NAIIMEHTH Ha JICUCHHE C
XMMHOTEPAITHS HE Ca yCTaHOBEHHM. (BXK. Touka 5.1).

Jleuenue na neduampuuny Xupypeuynyu RAyUeHmi 8 npo2pama 3a npeoeapumento 0enoHupane Ha
ABMOJI0JHCHA KDb6

be3zomnacHocTTa 1 ehKacCHOCTTa Ha €OCTUH ajida MpH MeIHaTPUIHH MAIUCHTH HE Ca YCTaHOBEHHU.
JIumicBar gaHHU.

Jleuenue na neduampuyny nayuenmu, NIAHUPAHY 34 201MA eeKMUBHA OPMONeOUYHd Onepayusl
Bbe3zomacHocTTa M ehKacHOCTTa Ha €MOSTUH ajida IpH MeIHaTPUIHH MAIUCHTH HE ca YCTaHOBEHH.
JIumicBar qaHHU.

Hauunu Ha OPHUITOKCHUC

HpCZ[Ha3HI/I MCPKH, KOUTO TpSI6Ba Ja 6’BZ[aT B3CTHU MIpcan pa60Ta ChbC WU MMPUIJIOKCHUC Ha
JICKApCTBCHUSA TPOAYKT

IIpenu ymotpeba octaBeTe cripuHITOBKaTa Binocrit ma qocturae craitHa remmeparypa. OOMKHOBEHO 3a
TOBa ca HeoOxoauMu Mexay 15 u 30 MuHyTH.

KaxTo mpu Bcexn Apyr MHKEKIIHOHEH MPOAYKT, IPOBEPETE pa3TBOpa 3a HAIMYHE HAa BHIUMHU YaCTHIIH
W 32 MPOMsIHA B 11BeTa. Binocrit e cTepuiieH, HO € POIYKT, KOWTO HE ChJIbPKa KOHCEPBAHTH U € CaMO

3a eIHOKpaTHa ynotpeda. [Ipunaraiite HEOOXOTUMOTO KOJTMUYECTBO.

Jlewenue na cumMnmomMamuyta anemus npU 6b3pacmuy nayueHmuy ¢ XpoHuyna 6vopeuna
HEe0OCmambyHOCm

3a npeanounTane € Binocrit ga ce npuiara HHTPaBEHO3HO MU MALUEHTH ¢ XPOHUYHA ObOpeyHa
HEIOCTAaThYHOCT U C BeUe HaJMUYCH MHTPABEHO3CH AOCTHI (IIALIMEHTH Ha XEeMOIUAIIN3a).

Binocrit Moke 1a ce mpuyiara Kato IoIKOKHA MHXKEKITHS TIPH OTCHCTBUE HA HHTPABEHO3CH JOCTHIT
(marmeHTH, KOUTO OINe HE ca TOJUIOKESH! Ha JTUalin3a, U MalueHTH Ha TICPUTOHCAITHA JUATTN3a).

Jleuenue na ev3pacmuu NAyUeHmy ¢ AHemusl, UHOVYUPAHA Om XUMUOMEPAnUs
Binocrit TpsiOBa 1a ce mpuiara KaTo MOAKOKHA HHKECKIIHS.

Jleuenue Ha 8b3paACMHU XUPYPULYHU NAYUSHMU 8 NPO2PAMA 34 NPE08APUMENHO OeNOHUpane Ha
ABMONONHCHA KPbE
Binocrit TpsiOBa n1a ce npuiara HHTPaBEHO3HO.

Jleuenue Ha ev3pacmuu nayuenmuy, NIAHUPAHY 3d 20JIAMA eeKMUGHA OPMONeOUYHa Onepayusl
Binocrit Tps6Ba na ce mpuiara KaTo IMOJAKOKHA WHKCKITHS.

Jlewenue na cumMnmomMamuyra anemus npu NeOUampuyHy NAYUeHmu ¢ XpoHuyra bvopeuna
HEe0OCmamvbyHoC HA XeMOOUAAU3A

HpI/I NeANATPUYHU MAIUCHTHU C XpPOHUYHA 6L6peqHa HECAOCTATBbYHOCT, IPHU KOUTO UHTPABCHO3CH
AO0CTHII € HAJIMYCH PYTHUHHO (HaI_II/ICHTI/I Ha XCMOZ[I/IaJ'II/IBa), HWHTPABCHO3HOTO MPWJIOKCHUC HA Binocrit e
3a IpeArnoYnuTane.

Unmpasenosno npunooicenue

IIpunaraiite 3a Hali-MaJIKO €IHA JO ITeT MUHYTH, B 3aBUCUMOCT OT o0Iara no3a. [Ipu manueHTy Ha
XeMOIHalIn3a MOKe J1a Ce TMPHIIOKH OO0TYC MHXKEKIIKS TI0 BpeMe Ha IHaln3HaTa mpoleaypa apes3
TTOIX OIS BEHO3€H BXO/ B Aualin3HaTa JuHUS. [0 1pyr HaUMH WHXEKIHITa MOXKe J1a ObJe
MIPUJIOKEHA B Kpasi HA IMann3ara 4pe3 KaHIoJIupaHe Ha (PUCTyaTa, MOCIeABaHO OT MPUIaraHe Ha

10 ml u3oToHMYEH PU3NOJOTHYCH PA3TBOP 3a MPOMUBAHE Ha CUCTEMAaTa U 3a OCUTYPSIBaHE HA ITbJIHO




HaBJIM3aHE Ha MPOIYKTa B KPbBOOOpamieHneTo (Bk. J03upoBKa, ,,Bb3pacTHH ManueHT Ha
xeMmoauanuza').

[Ipu manueHTH, KOUTO pearupaT Ha JICUCHHETO C TPUTIONOI00HN CUMIITOMH 32 MPEIIOYUTAHE € T0-
6aBHO mpuIOKeHne (BXK. Touka 4.8).

He npunaraiite Binocrit upe3 nHTpaBeHO3Ha MH(Y3US WK 3a€HO C IPYTH Pa3TBOPH Ha JIEKApCTBEHU
MPOAYKTH (MOJIS, BUXKTE TOUKa 6.6 3a MTOBIHUTETHA HH(OPMAITUS ).

Llooxooicho npujioxcerue
Makcumanausat ooem ot 1 ml B CAHO MSACTO HAa MHIKCKTHUPAHC OOUKHOBEHO HE TpSI6Ba Ja ce
HaJBHUIIIaBa. HpI/I IO-TOJICMHU 06€MI/I, Tp$16Ba Ja ce I/IB6I/Ipa IMOBCYC OT €AHO MACTO HAa MHXKCKTUPAHC.

Wmxexnuute TpsiOBa Aa ce mpwiiaraT B 00J1acTTa Ha KpaWHUINTE WK MTpeIHaTa KOPEMHA CTEeHa.

B cnywanre, koraTo jgekapsT NpeleHH, Ye MalUeHTHT WU TPIDKEIIHST Ce 32 Hero MoraT 0€30TacHO
e(eKTUBHO caMu Ja mpujarat Binocrit moakoXHo, TpssOBa 1a ce 1afaT HHCTPYKIMH 32 TOUYHATa
JIO3UPOBKA U MPHUIIOKESHUETO.

“NHCcTpyKIMH 32 CAaMOMHXEKTHpaHe Ha Binocrit” e moMecTeHa B Kpasi Ha JIMCTOBKATA.
4.3 IIpoTuBOmOKA3aHUS

- CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIJIH KBM HSIKOE OT MIOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

- [ManueHTH, KOUTO pa3BUBAT MPUI00UTA (YUCTA) aTUia3us Ha CPUTPOIIMTHTE BCIICACTBHE HA
JICYCHUE C HAKAKbB EPUTPOIIOCTUH He TPsOBa Jla moxydaBat Binocrit wim qpyr epuTponoeTnH
(Bk. Touka 4.4).

- HexonTtposnnpana XUIIEpTOHHUS.

- Bceuuku npoTHBONOKa3aHus, CBbP3aHU C IPOrpaMara 3a JEIMOHUPAHE HA aBTOJIOKHA KPbB,
Tpsi0Ba Ja OBJAT OTYMTAHU MPH MALMECHTH, HA KOMTO ce npuiara Binocrit.

Ynotpebara Ha Binocrit mpu narnuenTy, MmiIaHUpaHH 32 ToJIsIMa eJIEKTUBHA OPTONEINYHA OTIepaIis 1
HE yJacTBaIlld B IIpOrpaMa 3a MpeBapuTelIHO B3eMaHE Ha aBTOJIOKHA KPBB, € MPOTUBOIIOKA3aHa MpU
NAIMEHTH C TeXKa KOpOHapHa, nepudepHa apTepraina, KapoTHIHA W LepeOpo-BacKyIapHa 0oecT,
BKITFOUUTEITHO MAIIMEHTH ChC CKOPOIIIEH MUOKAPACH WHPAPKT WK epeOpo-BacKyIapeH UHIH/IEHT.

- XUpypruyHH NAUEHTH, KOUTO 10 HAKaKBa MPUYMHA HE MOTAT JIa MOJTydaT MOIXOAIIIa
AHTUTPOMOOTHYHA MPOPUITAKTHKA

4.4 CneuuajHM mpeaynpeskaeHUs U MpeANa3sHu MePKH PU ynoTpeda

OO0mum

[Ipu Bcruky NaryieHTy, MoJIydaBaliy ermoeTHH anda, KpbBHOTO HaJIATaHe TPsIOBa BHUMATEITHO Jia ce
npociie/isiBa U KOHTPOIHPA, aKo € Heooxonumo. Enoetun anda tpsidBa 1a ce mpuiiara ¢ MoBHIIICHO
BHUMaHHeE [P HAJIMYWE Ha HENEeKyBaHa, HEJJOCTAThYHO JIEKYBaHA WM JIOIIO KOHTPOJIHpaHa
XUTNEPTOHUS. BB3MOKHO € 1a ce HaJIOXKU T00aBsiHE WK NoJ00psBaHEe HA aHTUXHUIIEPTSCH3UBHOTO
JeueHne. AKO KpBBHOTO HaJsITaHE HE MOJXKE JIa ce KOHTPOIIUPa, JICYUSHHETO C eroeTHH anda TpsiOoBa aa
Cce TIpeKpaTy.

CaI110 Taka, 1Mo BpeMe Ha JIeUeHHE C eNMOSTHH alida ca ce Pa3BIIU XUTIEPTOHUYHY KPU3H C
eHredanonarusi ¥ TbpuOBe, KOUTO Ca HAIOKHITM He3a0aBHA JIeKapCKa TIOMOII U HHTEH3UBHO JICUCHHE
IIPH MAIMEHTH, KOUTO MPEIX TOBA ca OUJIM ¢ HOPMAJTHO MJIM HUCKO KpbBHO Hajsirane. OcoOeHo
BHUMaHHE TPs0Ba Ja ce 00bpHE HAa BHE3AIMHOTO MPOOOKIAII0 MUTPEHOIIOA00HO TI1aBO0OIHE KAaTO
BB3MOKEH MPEIYIIPEAUTEICH CUTHAI (BX. TOuKa 4.8).
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Enoerun anda tpsdBa na ce npuiiara ¢ MOBUILEHO BHUMaHKE TP MALMEHTH C SICTICHsI, aHaMHe3a
3a I'bpUOBE WM 3a00JSIBaHUS, CBBP3aHU C IIPEAPA3OI0KEHOCT KbM I'bpUOBA AKTUBHOCT KaTo
undexuu Ha LTHC 1 Mo3puHN MeTacTasu.

Enoerun anga tpsiOBa 1a ce M3M0I3Ba ¢ TOBUILIEHO BHUMAHKE NP MALUEHTH C XPOHUYHA
4epHOIPpOoOHA HEJOCTaThYHOCT. be3zonacHocTTa Ha enoeTrH anda He € yCTaHOBEHA MPH NallMeHTH C
YepHOAPOOHa AUCHYHKIHS.

Texxku koxHN Hexenanu peakiuu (SCARs), BkirounTennHo cuHApoM Ha Stevens-Johnson (SJS) u
Tokcu4Ha enuaepmania Hekposmsa (TEN), kouto MoraT na ObJat )KHBOTO3aCTpAIIABAIIH HIIH J1a
JOBEJAT /10 JIETaJIeH U3X0/l, Ca ChOOIIABaHH BHB BPb3Ka C JICUCHUETO C enoeTHH. [1o-Texxku ciryyan ca
HaOJII01aBaHU NIPU IBJITOACHCTBALIM EOSTHHU.

[Tpu npeanucBaneTo nanueHTUTE TPIOBA J1a ObIAT HHPOPMUPAHU 32 MIPU3HAIINTE U CUMIITOMUTE, U J]a
Obaar HaOMOJaBaHU C MOBHUIICHO BHUMAHHUE 32 KOXKHU PeakH. AKO CE MOSBAT NPU3HALU U
CHMIITOMH, [TOJICKa3Ballly Te3u peakiu, Binocrit TpsioBa He3abaBHO 1a ce crpe U Ja ce 0OMUCIN
JIPYro JIeYEHHE.

AKO ManyeHThT € pa3BUIl TeXKa KoxxHa peakuust, HanpuMep SJS wim TEN, nopaau ynorpedata Ha
Binocrit, meuennero ¢ Binocrit Hukora He TpsAOBa Aa ce 3am0YBa OTHOBO IIPH TO3H MAIIHEHT.

HabnronaBaHa e moBHIeHa 4ecToTa Ha chA0BH TpoMOoTHuHN chouTus (CTC) npu nanueHTy,
nonyuaBamy ESA (Bx. Touka 4.8). Te BKIIIOUBAT BEHO3HA U apTepuaiHa TpoM003a u eMOoHs
(BKITFOUMTENTHO HAKOM C (aTaieH u3X0[), KaTo IbhJI00Ka BEHO3Ha TpoMO03a, OenoapodHa eMOoIIHs,
TpomO03a Ha peTHHATa U HHPAPKT Ha MUOKap/a. JIOMbIHUTEIHO ce ChOOIIaBa 32 MO3bYHOCHI0BH
MHIOWACHTH (BKJI. MO3bYCH HHCYJT, MO3bUYEH KPBBOMU3IIHB U MPEXOIHU HCXEMUYHH aTaKH).

CrobmaBanute puckose 3a Te3n CTC TpsiOBa BHUMATEIHO JIa C€ TPEIEHST CIPSIMO MOJ3ZUTE OT
JICYCHUETO C eNOoeTHH ana, 0COOCHO MPH MAMEHTH C MpeANIecTBay puckoBr paxropu 3a CTC,
BKJTFOUHMTEITHO 3aTIIBCTSABAHE M NpeauinHa anamuesa 3a CTC (Hamp. 1p100ka BeHO3HA TpoMOO03a,
0enoapoOHa eMOO0US U MO3BYHOCHI0B HHIUJICHT).

Hupata Ha xemornoOuHa TpsOBa Ja ce pocCiiesIBaT BHUMATEIIHO MPU BCHYKU MAIIMEHTH TOPaIn
MOTEHITUATHO TTOBUIICHUS PUCK 32 TPOMOOEMOOIMYHHN HHITUACHTH | 32 (paTajeH u3XoJl, ako ce
JICKYBAT MAIMCHTH C HUBA HA XEMOTJIO0MHA HaJI TUara3oHa Ha KOHI[CHTPAIIMKUTE 3a JaJICHO
IOKa3aHHeE.

BB3M0OkHO € yMepeHo [103a-3aBUCHMO TIOKAauBaHe Ha Oposi Ha TPOMOOIIMTHTE B PaMKHUTE Ha
HOPMAaJIHUTE FPaHUIIM IO BpEMe Ha JICYEHUETO C ENOCTUH an(a, KOeTo HaMaslsiBa 10 BpeMe Ha Kypca
IpH IIPOIBIDKUTENHA Tepanus. B 1ombiHeHNe KbM TOBa UMa ChOOIICHUS 32 TPOMOOIIUTEMHS HAJ|
HOpMaHATE TpaHuny. [IpenoppuBa ce OposAT Ha TpOMOOIIUTHTE Aa OB PEAOBHO MPOCIeNsIBaH Ipe3
IBPBUTE 8 CEIMUIIM OT JICUCHUETO.

Bewnuku apyru mpuduHU 3a aHeMus (IeUIUT Ha JKens30, Gonath nin BUTaMuH Bio, amymuHueBa
MHTOKCHUKAIWs, HHQEKIHs WK Bb3NaJeHNe, 3ary0da Ha KpbB, XeMOJIN3a U KOCTHOMO3bYHa (ubpo3a ot
BCSIKAKBB IPOM3X0/T) TPsIOBA J]a ce OLEHAT M Ja e JICKyBaT IPeIy 3all0YBaHe Ha TEPaIusTa ¢ eIOeTHH
anga 1 KoraTo ce B3eMa pelleHue 3a MOBHIIaBaHe Ha 103aTa. B moBeyero cirydan cepyMHOTO HUBO Ha
(epuTHH ciaga eJHOBPEMEHHO € TIOBUILIABAHE HA KOHIIEHTPALMSITA B KIIETKUTE. 3a [1a & OCUTYPH
OTITUMAITHO TIOBJIMSIBAHE OT JICYCHUETO C ETIOSTHH alida, TPsSOBa Jia C€ OCUTYPSIT JOCTATHYHH 3aMacH
OT JKEJIS30 U aKO € HEOOXOAMMO, 1a Ce TIPUIIOKAT JOOABKH, ChIbPIKAIIH XKeNsA30 (BK. Touka 4.2):

- 3a manueHTH ¢ XpOHWYHA ObOpeYHa HEeJJOCTAThYHOCT, IOOABKH, ChIbPIKAIIH KEIA30
(enemenTHO xens30 200 1o 300 mg/nen nepopaiHo 3a Bb3pactHu u 100 1o 200 mg/nex
NepopaltHO 32 MeUATPUIHU TTAIMEHTH) Ce MPETophYUBaT, aKO HUBOTO Ha (pepUTHH B cepyMa €
oz 100 ng/ml;

- 3a OHKOJIOTUYHO OOJTHU MAIUCHTH, J00ABKH, ChIBPIKAIIH KENA30 (eIeMeHTHO xens30 200 1o
300 mg/neH nepopaliHo) ce MpenopbuBa, ako caTypanusara Ha Tpancheput e moa 20 %.
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- 3a manueHTH OT Mmporpama 3a MpeIBapUTeITHO ACTIOHNPAaHE Ha aBTOJI0KHA KPBB TPOBa J1a ce
Ipujiarat J00aBKH, ChABPIKAIIM XKelIs130 (eeMeHTHO kest30 200 mg/aeH nmepopaiHo), HAKOJIKO
CEIMHMIIY TIPS/ 3al0YBaHE HA MPEABAPUTEITHOTO JICTTIOHUPAHE Ha aBTOJIOXKHA KPBB, C e
MOCTUTAHE HA BUCOKH 3aIacH OT JKEJI30, PEI HAYaJIOTO U 110 BpEMEHa MU KypC Ha
TepamusTa C eroeTyuH anda.

- 3a manueHTH, TUIaHUPaHH 32 TOJISIMA eIEKTHBHA OPTOIIEANYHA OTlepamnys, TpsAOBa Ja ce
TpujIarat 100aBKH, ChABPIKAIIH Kels130 (eneMeHTHO xkest30 200 mg/neH nmepopaiHo) 1o Bpeme
Ha IeJIUs KypC Ha TeparusaTa ¢ enoeTuH ajida. AKO € Bb3MOXKHO, IPUJIaraHeTo Ha J00aBKH,
CHABPIKAIIIH KEIA30, TPSAOBA Ja 3al0YHE MPEI HAYAIOTO Ha TeparusiTa ¢ ernoeTuH anda, 3a 1a
€€ MOCTUTHAT JAOCTAaThYHHU 3aMaCH OT JKEJA30.

MHoro psiiko € HabIro1aBaHO Pa3BUTHE WK 000CTPsIHE Ha MOPGUPHS MPH MAIIUEHTH, JIEKYBaHU C
enoetuH anga. Enoerun anda tpsOBa 1a ce M3M0I3Ba BHUMATEIHO NIPY MALUEHTH ¢ TOPQHUPHSL.

C nen na ce moao0pH Bb3MOXKHOCTTA 32 TPOCIIE/sIBAaHE HA CTUMYITHPALIUTE ePUTPOIIOe3aTa CPEACTBA
(erythropoiesis stimulating agents, ESA) uMeTo Ha MPUIIOKEHOTO CTUMYJIUPAIO SPUTPOTIOL3aTa
CpeaCTBO TPsIOBa CHO Ja Ob/ie 3anucaHo (MM yKa3aHO) B KAPTOHA Ha MAIUCHTA.

[Manuenture TpsiOBa qa mpemuHaBaT oT eaHO ESA Ha Ipyro moj moaxo/siio HaOoIeHHUe.

IIpunobura (uucra) amiasus Ha epurpormture (ITAE)

Nma cpoOienus 3a antuTsuio-Mequupana [1AE cren iedeHne ¢ OAKOKHO MPIIIOKEHUE HA STIOSTUH
B TIPOJIBJDKEHUE HA MECEIIH JIO TOJIMHU OCHOBHO TIPH MAIUCHTH ¢ XpPOHUYHA ObOpedHa
HemocTarbuHOCT. CHOOIIaBa ce 1 3a CiIydau MpH MarrueHTH ¢ xernatut C, JIeKyBaHu ¢ HHTep(EepOoH U
pubaBupuH, KOraTo enHoBpeMeHHO ce m3non3BaT u ESA. Enoerun anda He € 01o0peH 3a nedeHue Ha
aHeMus, cBbp3aHa ¢ xernatut C.

[Ipu manueHTH, pa3BUIIM BHE3aIHA JIMIICA HA e(PUKACHOCT, ONpe/e/icHa KaTo HaMaJlsiBaHEe Ha
xemornoouHa (1 1o 2 g/dl i 0,62 1o 1,25 mmol/l MecedHo) ¢ yBenmudeHa HyX/1a OT
KPBBOIPEJIMBaHe, TPSOBA Ja ce MPOoCieAr OpOsAT Ha PETUKYJIOIUTUTE U JIa C€ TPOBEPSIT TUITUUHUTE
MPUYUHHM 32 JIMIICA HA OTrOBOP (HAaMp. AShUIUT Ha XKeNs30, (OJIMeBa KUCeIMHA WM BUTaMUH By,
ATyMUHHEBa UHTOKCUKAIWSI, HOEKINS WIX Bh3MaICHUE, 3ary0a Ha KPbB, XeMOJIU3a 1
KOCTHOMO3bYHA (pUOPO3a OT BCAKAKHB MPOU3XO).

[Tpu napajokcaiiHO criajane Ha XeMOTJIOOMHA U pa3BUTHE HA TEKKa aHEMUSI, CBbp3aHa ¢ HUCHK Opoit
PETHUKYJIOIUTH CE Hajara He3abaBHO MPEKpaTsIBaHe Ha JICYCHUETO C CIOSTHH anda U MpOBEXKIaHE Ha
W3CJICIBaHMUS 3a THPCCHE HAa aHTUEPUTPOIIOCTHH aHTUTeNa. 3a AuarHoctupane Ha [TAE cbIo Taka
TpsiOBa Jia ce MMa NpeIBUJI N3CiIe[BaHe Ha KOCTEH MO3bK.

He tpsi6Ba na ce 3anousa tepanus ¢ apyru ESA nopaau pucka oT KpbCTOCaHA PEaKIHAL.

JleyeHne Ha CUMIITOMATHYHA AHEMUS IIPU BB3PACTHU U EAUATPUYHYU NALMEHTH C XPOHUYHA
OBOpeYHa HEIOCTATEYHOCT

Ha narnuentu ¢ XxpoHn4Ha Ob0pevHa HETOCTaThYHOCT, KOMTO CE JICKYBAT C CIOCTHH ajida, TpsOBa
PEIIOBHO J1a ce M3cIie/IBa XEMOTTIO0MHA JIO TOCTUTaHe HA CTAOMITHO HUBO U TIEPHOIUYHO CIIe]] TOBA.

Ipu nanueHTr ¢ XpOHUYHA OBOPEUHA HETOCTATHYHOCT CTEIIEHTA Ha MOBUIIIABAHE HA XEMOTJIOOHMHA
Tpsi6Ba ma e npubausurenno 1 g/dl (0,62 mmol/l) Ha Mecen 1 He TpssOBa na Haasurmasa 2 g/dl
(1,25 mmol/l) Ha Mecer, ¢ e Ja c€ MUHUMH3HMPA PUCKBT 3a 3aCUIIBAHE HA XUIIEPTOHMSATA.

Ipu nanueHTH ¢ XpOHUYHA OBOPEUHA HEMOCTATHYHOCT, TOAIbPIKAHATA KOHIICHTPAIIHS Ha
XEMOTJI00MHA He TPsOBa J1a Ha/(BUINIABA TOPHATA IPAHUIIA HA JHANA30HA HA KOHIICHTPAIIUUTE HA
XeMOTJI00WHA, KaKTO ce TpenopbuBa B Touka 4.2. [Ipy KTMHUYHN POyYBaHUS € HaOII01aBaH
MOBHUIIICH PUCK OT CMBPT U CEPHO3HHU ChPJICUHO-CHOBU CHOUTHS MpH npuiarane Ha ESA 3a
MOCTHraHe Ha HUBO Ha KOHIICHTpaIusTa Ha xeMoryiobuna Han 12 g/dl (7,5 mmol/l).
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KOHTpOJ'II/IpaHI/I KIIMHUYHU TPOYYBAHUA HC Ca IOKAa3aJIk 3HaA4YUMa MoJji3a OT IMPpUJIaraHneTo Ha CIIOCTUHHU,
KOraTto KOHICHTpaIuATa Ha XEMOTJIOOWHA € ITOBHIIICHA HaJ HHUBAaTa, HCO6X0,I[I/IMI/I 3a MOCTHUI'aHC Ha
KOHTPOJI BbpXY CUMIITOMUTC HA aHCMUATA U C LCJT M30srBaHE Ha TpaHC(l)y3I/I$I Ha KPBB.

[Ipu manmenTH ¢ XxpoHUYHa OBOpPEUHA HEOCTATHYHOCT TPSIOBA JIa CE BHIUMAaBa MPH MOBHUIIIABAHE HA
no3uTe Ha Binocrit, Thil KaTo BUCOKHTE KyMyJIaTUBHU 1031 €MIOETUH MOTAT Ja ObJaT CBhP3aHH C
MOBHIIIEH PUCK OT CMBPTHOCT, CEPHO3HU ChPJICUHOCHIOBU U MO3BFYHOCHIOBU ChOUTHSA. [Ipn
MAIMEHTH ChC CJ1a0 OTTOBOP MO OTHOIICHUE HAa XeMOTJIO0OMHA KbM JICUEHUETO C EITOCTUHU TPSOBa J1a
ce TIOMUCIIH 3a APYTy O0SICHEHHUS 3a ¢i1abust oTroBop (BxK. Touku 4.2 u 5.1).

[TanuenTrTe ¢ XpoHU4YHA OLOPEYHA HEAOCTATHYHOCT, JIEKYBAHU C STIOSTHH aida MOJAKOXKHO, TPAOBa
na Obaat HaOMIOgaBaHK PEIOBHO 32 3ary0a Ha e(hUKACHOCT, ONpPE/IeNIeHa KaTO OTChCTBHUE MIIH
MOHWYKaBaHE Ha OTTOBOPA KbM JICUCHHETO C €NOCTUH ajidha P HMAIUEHTH, KOUTO IPEIH TOBa ca ce
MIOBIIMSIBAJIH OT Hero. Tl ce XapakTepu3upa ¢ IOCTOSIHHO CIIajjaHe Ha XeMOTJIO0MHA, HE3aBUCUMO OT
NOBHINIABAaHE Ha 703aTa ernoeTHH ajida (Bxk. Touka 4.8).

Hsixon manyieHTH ¢ Mo-yABJIKEHU T030BU HHTEPBAIH (ITO-TOJIEMU OT BEAHBK CEAMHUYHO) HA CIIOCTHH
ana MOXe J1a He TOUIbPKAT JOCTAThYHN HHUBA Ha XeMOrI00uHa (BK. Touka 5.1) U 1a ©Mat HyKaa OT
MOBHINIABAaHE HA Jl03aTa Ha eroeTH anda. HuBata Ha xeMorinoOuHa TpsiOBa ga ObIaT PEAOBHO
MpOCTesIBaHN.

[Ipn manueHTH HAa XeMOIMAIN3a ca Ce Pa3BIIIM IIBHTOBU TPOMOO3H, 0COOSHO P TE3H, KOUTO UMAT
CKJIOHHOCT KbM XUIIOTOHHS HJIH YUHTO apTEPHOBEHO3HU (DUCTYIIM UMAT YCIOKHEHHUS (HAIp. CTEHO3H,
AaHEBPU3MHU U T.H.). [IpH Te3U ManyeHTH ce MpernopbuBa paHHO PEBU3NpaHE HAa ITbHTA U
AQHTUTPOMOOTHYHATA MPO(UIIAKTHKA Ype3 IpUIaraHe Hamp. Ha alleTHICATHIIIIOBA KHCEIHHA.

[pwm oTnenHu ciaydau e HaOIroIaBaHa XUIIEPKAITMEMUS, BBITPEKU Y€ HE € YCTaHOBEHA MPUYNHHO-
cienicTBeHa Bpb3Ka. [Ipu mamuenTy ¢ XxpoHndHa Ob0peyHa HeIOCTaTHYHOCT TPsIOBa /1a ce
NPOCIEIABAT EJICKTPOJIUTUTE B cepyMa. AKO C€ YCTaHOBST TIOBUIIIEHH WIJIM TIOKa4YBaIH CE HUBA Ha
CepYMHUS KaJIMi, B JIOIBJIHEHUE KbM IOAXO/IAIIO JICUCHHE Ha XUIIEPKAIHEMHATA, TPIOBa 1a ce
0oOMHUCIIN NIPEKPATSBAHE Ha MIPUJIOKEHUETO Ha €MOeTUH allda, 10KaTo Ob/ie KOPUTUPAHO CEPYMHOTO
HHUBO Ha KaJHs.

I[To Bpeme Ha XxeMoMaIN3a YECTO Ce HaJlara yBeJIM4yaBaHe J03aTa Ha XelapuHa Py Teparus ¢
ernoeTHH anga, Thil KaTO Ce MOBUIIaBa KOHLEHTPALUATA B KIETKUTE. AKO XelapuHU3aLHUsATa HE €
ONITUMAJIHA € BE3MOXKHO 3allylIBaHe B TUATU3HATA CHCTEMA.

B®3 ocHOBa Ha HaJMYHATA Jl0cera HHPOPMAIIKs, KOPUTHPAHETO HA aHEMUSTA C CTIOCTHH anda npu
BB3PACTHH MAIUEHTH, KOUTO OIIIe HE ca MOTOKEHH Ha THalli3a He YBEINYaBa CTCIICHTA Ha TIPOTPeCcHst
Ha OBOpEYHATa HEIOCTATHYHOCT.

JledeHne Ha MAIMEHTH ¢ aHEMMS, MHAYIIMPAaHa OT XUMHUOTEPaIus

Ha onkonornaHo 00THM MAMEHTH, KOUTO C€ JIEKYBAT C CMOCTHH anda, TpAOBa PEIOBHO J1a Ce
W3MEpBaT HMBATa Ha XeMOTJIOOWHA JI0 MMOCTUTaHe Ha CTA0OWIIHO HUBO M MEPUOIMYHO CIIE]T TOBA.

Enoerunute ca pactexxuu GpakTopu, KOUTO OCHOBHO CTUMYJIMPAT 00pa3yBaHETO Ha EPUTPOLIUTH.
EpuTponoeTHHOBH penenTopy MOTaT J1a ¢a eKCIIPECHPAHH Ha IIOBBPXHOCTTA HA PAa3JINYHA TYMOPHHU
kJeTku. KakTo npu BcHuku pacTeskHH (HaKTOPH, ChLIECTBYBA CTAHOBHUIIIE, Y€ ETIOCTUHUTE MOTAT Ja
CTHUMYJHpAT pacTeka Ha TymopHu. Pornsita Ha ESA mpu nporpecusara Ha TyMOpH WM TIOHMKEHATa
MIPEKUBAEMOCT O€3 Mporpecus He MOXKe Ja ce U3KIoun. [Ipn KOHTpoIMpany KIMHAYHHI TPOYYBaHUS
NPUIOKEHUETO Ha ernoeTHHH anda u apyru ESA e Ouio cBbp3aHO ¢ MOHMKEH JIOKOPETHOHAIEH
TYMOPEH KOHTPOJI WM HaMajeHa o011a MpeXUBSIEMOCT:

- HOHIKABaHE Ha JIOKOPErHOHAIHKS KOHTPOJI IIPH MAIMEHTH C HAIPEIHaa HEoIIa3Ma B
o0JlacTTa Ha IJ1aBaTa U NIMATA, ITOUIOKCHU Ha JbYesiedeH e, IPH MPHIaraHe ¢ el HOCTUTaHe
Ha HMBO Ha KOHIIEHTpAIMsATAa Ha XeMorjioouHa mo-sucoko ot 14 g/dl (8,7 mmol/l),

- CKBCsIBAaHC Ha 06u1aTa MPEKUBACMOCT U MMOBHUIIaABAHC HA CMBPTHOCTTA IMOPaAH IMMPOrpeCusd Ha
3a00JISIBAHETO KbM YUCTBBPTUA MCCCI] ITPU MAIMUCHTU C METACTATUYCH KapIMHOM Ha I'bpAaTa,
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TIOJUTOKEHH Ha XUMHUOTEPAIIHSI, TIPH TPUJIATaHe C IIeJT TOCTUTAHE Ha UAIa30H Ha
KOHIIEHTpaIuTe Ha Xemoraoouna 12 mo 14 g/dl (7,5 mo 8,7 mmol/l),

- MOBHIIIABAHE HAa PHCKA 32 CMBPT, IIPH MPUJIAraHe C eI MOCTUIaHe HAa HUBO Ha KOHIIEHTPAIUsTa
Ha xemorioouua 12 g/dl (7,5 mmol/l), mpu manueHTH ¢ aKTUBHA HEOIUIa3Ma, KOMTO HE ca
TIOJUTOKEHH HUTO Ha XUMHO-, HUTO Ha Jibuerepanus. ESAs He ca mokasanu 3a yrnorpeba npu
Ta3M MOIyJIALMS TAl[MEHTH,

- Habro1aBaHo 9 % MOBHIIEHHE HA PUCKA OT MPOrpecHs Ha 3a00JSIBAHETO MITM CMBPT B rpymara
Ha eMoeTHH ai(a IUTF0C CTAHIAPTHHU IPHKU OT OCHOBEH aHaiu3 U 15 % moBuIIeHNEe HA PHCKa,
KOETO He MOXe J1a Ob/Ic CTATUCTHYESCKHU U3KITFOUCHO, MPH MAMCHTH C METACTATUYCH KapIIMHOM
Ha I'bp/IaTa, HO/UIOKECHH Ha XMMHOTEPAIusl, IIPY MPUJIaraHe ¢ el MOCTUTaHe Ha AWana3oH Ha
KOHIICHTpaIMuTe Ha Xemornobuna ot 10 mo 12 g/dl (6,2 no 7,5 mmol/l).

C ornen Ha M3JI0KEHOTO TO-TOPE, PU HIKOW KIMHUYHU CHTYalluy KPHBOIIPEIMBAHETO TPSIOBA /1a
ObJic PEANOYNTAaH METO/ Ha JICUCHHE Ha aHEMUATA MPH MALMEHTH ¢ KapiuHOM. Perienuero 3a
npuiIarane Ha JIedeHHe ¢ peKOMOMHAHTEH EpUTPOINIOCTHH TPsIOBa Jla € Oa3upaHo Ha OIeHKa Ha
CHOTHOIIIEHUETO IT0JI3a/PUCK, B KOSITO J1a y4acTBa U CaMUSIT MAIIMEHT, KaTo TPsiOBa Ja ce OTYHTa
KOHKPETHHST KIIMHUYEH KOHTEKCT. DakTOpUTE, KOUTO TPAOBA J]a Ce€ MMAT MPEIBHUI TIPU Ta3H OICHKA,
TpsI0Ba Jla BKJIFOUBAT BUJA HA TYMOpa M HETOBUS CTaJINH; TEKECTTA HA AHEMUATA; OYaKBaHATA
NPEKUBIEMOCT; CPeliaTa, B KOSATO CE OCHINECTBSIBA JICUCHUETO HA MAIIMEHTA; IPEAMOYUTAHUITA HA
nanyenTa (BxK. Touka 5.1).

IIpy OHKOJIOTHYHH MAI[HEHTH, TIOTOKEHH Ha XMMHUOTEPAITHsI, KOTaTO Ce MPEIEHsBA JTaJIH JICYEHHETO C
ermoeTHH ada € MoIXO/IAMI0, TPIOBA J1a ce OTYUTA 2- 10 3-CEIMUIHOTO 3aKHCHCHUE MEKTY
npuiaraneto Ha ESA u nosiBaTa Ha CTUMYJUPAHUTE C SPUTPOTIOCTHHA EPUTPOIUTH (MTAIIMEHTH C PUCK
3a xeMoTpaHchy3us).

XI/IDVDFI/IHHI/I NalMCHTH B IIPpOrpaMHu 3a JCIIOHHWPAHC Ha aBTOJOXXHA KPbB

Tps6Ba fa ce crma3BaT BCUYKH CIEHAIHHI MPEIYTPEKICHIUS U CIIEIIHATHY PEANa3Hd MEPKH,
OTHACSII Ce 0 MIPOrPaMUTE 3a JIEMTOHNPaHe Ha aBTOIOXKHA KPBB U 0COOEHO TE3H 38 PYyTHHHO
3aMeCTBaHE Ha 00eM.

HagI/IeHTI/I, IJIAHWPAHU 3a T'OJIEMHU CIICKTHUBHU OPTONICANYHN OIICPATUBHU MHTCPBCHIINU

[IpaBunara Ha 10Opa MeAUIIMHCKA TPAKTHKA 32 padoTa ¢ KpbB BUHATH TPsIOBa Ja ce mpujaraT npu
MEPUONIEPATUBHU YCIIOBUSI.

[ManuenTuTe, MIAHKPAHU 33 TOJIEMU E€JICKTUBHU OPTOIICINYHU ONIEPATUBHY MHTEPBEHIMU TPSIOBA 1a
MOJTy4aBaT aJIeKBaTHA aHTUTPOMOOTHYHA POPUIIAKTHAKA, Thii KATO MOTAT JIa CE Pa3BUAT
TPOMOOTHUYHU U CHIOBH CHOUTHUS IPH XUPYPTUUHHU MALUESHTH, 0COOEHO IPH TE3U C MOUICKAIIO0
ChpACYHO-CHJIOBO 3a00IsiBaHe. B TombiIHEHNE KbM TOBa, TPSIOBa Jia ce B3eMaT CICIUAHH TpeINazHu
MEPKHU IpH MalUeHTH ¢ Tpeapas3nonoxenue 3a pazsutre Ha [IBT. JlombaHUTETHO PH NALMEHTH C
usxozeH xemornooun > 13 g/dl (8,1 mmol/l) He Moke a ce U3KITIOUH Bh3MOXKHOCTTA JICYSHHETO C
ernoeTHH alnda Jia € CBbP3aHo C MOBHIIEH PUCK OT IMMOCTONEPATUBHHA TPOMOOTHUIHH/ChIOBU CHOUTHSL.
[To Ta3u npuurHa emoeTrH anda TpsaodBa Ja ce U3I0JI3Ba IPH MAIUSHTH ¢ U3XO0JICH XeMOTIIO0MH

> 13 g/dl (8,1 mmol/l).

Tlomonruu BCIICCTBA

To3u nekapcTBeH MPOAYKT ChIbpXkKa HaTpuii, mo-manko ot 1 mmol (23 mg) Ha npeaBapuTeIHO
HaI'bJIHEHA CIIPUHIIOBKA, T.€. IPAKTUYECKH HE ChbpKa HATPUM.

4.5 B3aumopneiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (opmMu Ha B3auMoelcTBHE

Hsama nanHu, mokasBaiiy, ue JICYCHHETO C SMOSTHH alda MPOMeHs MeTaboIn3Ma Ha JIPYTH
JIEKapCTBEHU TPOAYKTH.
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JlekapcTBEHUTE POIYKTH, KOUTO HAMAISBAT €PUTPOIIOE3aTa MOTAT Ja HAMAJISIT IOBJIHSBAHETO OT
JIEYCHUETO C ETIOCTHH anda.

Tbii KaTO HMKIOCHOPHH ce cBbp3Ba ¢ eputpouuntHte (red blood cells, RBC), nma motenmuan 3a
B3aMMOJICHCTBHS C JIEKapCTBEHH MIPOIYKTH. AKO €TOeTHH ajda ce mpuara e THOBPEMEHHO C
[IUKJIOCTIOPUH, HUBOTO B KPBBTa Ha IIUKJIOCHOPHH TPsOBa J1a ce mpociesIBa U J03aTa Ha
LUKJIOCTIOPUH J]a c€ KOPUTHpa MPH NOBUIIEHUE HA XeMaTOKPHUTA.

Hsma nannu, mokasBaiiy B3aMMOACHCTBHE MEXAY €MOSTHH anda 1 rpaHyIoLHT-
kosionuoctumyaupari pakrop (G-CSF) wiu rpanynonut-mMakpodar-KoJI0HHOCTUMYTUpaI] GakTop
(GM-CSF) o oTHolIeHNE HAa XeMaToJIOrMYHaTa qrudepeHnnanys wiv nponudepanus Ha mpoOH oT
TYMOpHa Ouoricus in Vitro.

[Tpu BB3pacTHU MAMEHTKH C METACTATHYEH PaK Ha I'bp/aTa, €THOBPEMEHHOTO MOKOXKHO
npuioxenue Ha 40 000 [U/ml enoetun anda c Tpactyzymad 6 mg/kg He e oka3ano BIUSHUE BbPXY
(hapMakOKMHETHKATa Ha TPACTy3yMao.

4.6 @eprTHaNTET, )PEMEHHOCT H KbPMEHe

Bbpemennoct

JlumnicBat wnw UMa orpaHWYeHH TaHHU OT yroTpebaTa Ha ermoeTHH anda nmpu OpeMeHHH! KEHH.
[Ipoy4BaHuATa MPU )KUBOTHH MOKA3BAT PEMPOAYKTHBHA TOKCHYIHOCT (BXK. Touka 5.3). CienoBaTeiHo,
enoeTrH anda TpsaOBa J1a ce U3MOI3Ba M0 BpeMe Ha OPEMEHHOCT, CaMO aKo TOTCHITHATHATA 110133
HAJIXBBPIIS TIOTCHITMATHHS PUCK 32 1ioja. He ce nmpemnopbuBa ynoTpedara Ha ernoeTuH anda npu
OpeMeHHM XUPYPrUYHHU MAlUSHTKH, KOUTO YYacTBaT B MPOrpaMa 3a JACTIOHUPAHE Ha aBTOJIOXKHA KPBB.

Kspmene

He e u3BecTHO nanm eK30TeHHUST eNOeTHH alda ce eKCKpeTHpa B KbpMaTa. Enoetun anda tpsosa aa
Ce M3M0JI3Ba C MOBHUIICHO BHUMAaHUE MpH KbpMadky. TpsaOBa ga ce B3eMe pelieHne Jajiu a ce
HPEKbCHE KbPMEHETO MIIN J1a € MPEKbCHE/1a He ce MPeANIpueMa Tepanus ¢ eNoeTHH anga, KaTo ce
B3eMarT IIpeBU] I0/13aTa OT KbPMEHETO 3a JETETO U 10J13aTa OT TepalusaTa ¢ eIoeTuH ajida 3a
JKEeHaTa.

He ce npenopwuBa yrnorpebara Ha enoeTrH anda npu KbpPMEIId XUPYPrHIHH MalUeHTKH, KOUTO
y4acTBaT B MpoTrpamMa 3a JeNOHUpaHe Ha aBTOJIOKHA KPBB.

DepTunuTer

Hsma npoydBanust, OIEHABAIIN MOTCHIIMATHUS e(EeKT Ha eTOETHH al(a BbPXY MBKKHS HIIH )KEHCKHS
¢deprunuTer.

4.7 EdexTu BbpXy cnioco0HocTTA 32 ogupaHe u padora ¢ MAIIUMHA

He ca npoBexxaanu mpoyuBaHus 3a €PEeKTUTE BBPXY CIOCOOHOCTTA 3a ModupaHe u padboTa ¢ MallluHU.
Binocrit He TOBIMABA WK MOBIHSIBA MPEHEOPESIKUMO CITOCOOHOCTTA 3a 1o upanHe u padboTa ¢
MaIIIHHH.

4.8 He:xesnanu JekapcTBeHU peakuMu

Obobuwenue na npoduna na besonachocm

Haii-uecTaTa HexellaHa JieKapCTBEHA PEaKIIMs [0 BpEME Ha JICUSHHETO C €IOCTHH ajida ¢
J1032-3aBICHMOTO TIOBHINIaBaHE HA KPHBHOTO HAISTAHE WJIM BIIOIIABAHETO HA CHIECTBYBAIATa
xunepTonus. TpsaOBa 1a ce mpociieaaBa KPbBHOTO HAJIAraHe, 0COOCHO B HAYAJIOTO Ha JICUECHUETO (BK.
Touka 4.4).
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Haii-gecTo cpemanuTe HeXETaHH JICKapCTBEHH PEaKIUK, KOUTO ca OWiii HaOII0JaBaH! MTPH
KIMHAYHUTE MTPOYIBAHUS C ENOCTHH anda, ca Tuapus, TaJeHe TOBphIIaHe, MUPEKCHsI U TI1aBo0oIHe.
I'punonmogo6HOTO 3a00sABaHE MOXKE 1A C€ MPOSBU OCOOCHO B HAYAJIOTO HA JICUCHHUETO.

B npoyuBanus ¢ yabpKeHH 030BM MHTEPBAIN IIPH B3PACTHH MAlMEeHTH ¢ 0BOpeyHa
HEI0CTaThYHOCT, KOUTO BCE OILE HE Ca HEMOAJI0KEHHU Ha AMaJIN3a, UMa ChOOILEHHs 38 KOHI'€CTHs Ha

AUXATCJIIHUTC MIBbTHUIA, BKIIFOYBAIA CITy4and Ha KOHTCCTUA HAa TOPHUTE JUXATCIIHU IbTUILA, HA3aJIHA

KOHI'€CTHUA U HaBO(l)apI/IHFI/IT.

HabmroaBana e moBuineHa 4ectora Ha cha0BU TpoMOoTHyHU chouThs (CTC) npu nanueHTy,
nonyuaBaim ESA (Bx. Touka 4.4).

Cnucwvk Ha Hexceranume peakyuu 6 mabnuyen suo

Ot 0061110 3 262 nareHTy B 23 paHIOMHU3UPaHHU, IBOHHOCIICIIH, TIANec00-KOHTPOIMPAHH TPOYYBaHHUS
WJIN TIPOYYBAaHHS KOHTPOJIMPAHU ChC CTAHAAPTHU IPUKHU, OOIIUST mpodui Ha 0e30MacHOCT Ha
enoetuH anda e oneHex mpu 1 992 nmanmentn ¢ anemust. Bkirouenu ca 228 aeKyBaHH ¢ COSTHH ajida
nanueHTd ¢ XbH B pamkuTe Ha 4 MpOy4YBaHUs 32 XPOHHYHA ObOpPEUHA HEJOCTATHYHOCT

(2 mpoyuBanus npeau auanusa [N = 131 excrionnpanu nanuentu ¢ XbH] u 2 npu auanusa

[N =97 excnionupanu nanuent ¢ XbH]; 1 404 excrioHnpaHu OHKOJIOTUYHO OOJTHHU MAIIHEHTH OT
16 npoyuBaHus Mpu aHEMUs, IbIDKAIIA Ce HA XUMHOTeparus; 147 eKCIIOHUpaH! MallMeHTH OT

2 poy4BaHUs 3a aBTOJIOXXHO KpbBOoAapsiBaHe; U 213 ekcrioHMpaHH NalMeHTH oT | mpoyuBaHe Ha
nepuorepaTUBHUS ieproa. Hexenanure neKkapcTBEHN peakiy, cho0ImeHH oT >1 % oT manueHTure,
JIEKYBaHHU C €MOeTHH ajda B Te3H NPOY4BaHUs, ca MOKa3aHH B TA0IMIATa TI0-J0TTY.

Orienka Ha yectoraTa: MHOTO yectd (> 1/10); wectu (> 1/100 o < 1/10); meuectu (> 1/1 000 no
< 1/100); pexxu (> 1/10 000 no < 1/1 000); muoro peaxu (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT
HaJUYHUATE JaHHU HE MOXE J1a Ob/Ie HAallpaBeHa OIICHKA).

Cucremo- YectoTa
OpraHeH KJjac
Mmuoro | Yectn Heuectn Peaxu | MHoro peaxu C
4ecTH HEU3BeCTHA

4ecToTa

Hapywenus na Eputponoetnn

Kpbema u AHTHUTSIIO-

aumpnama MeITuupaHa

cucmema YKCTa ariasus Ha

epuTponuTUTE 4,
TpoMOonuTEMHs !

Hapywenus na XunepkanueMus?

Memabonusma u

Xpauenemo

Hapywenus na Amnadmrak-

UMYHHAMA THYHA

cucmema peakuus®,
CBPBHXUYB-
CTBUTENHOCT”

Hapywenus na I'maBoGomue | I'bpuoBe

HepeHama

cucmema

Cvoosu Benosuu u Xumnep-

HapyuieHus apTepUaTHA TOHUYHA

TpoMOO3H®, kpusa®
XUIEPTOHHUS

Pecnupamopnu, Karmuuia Konrectus Ha

2PBLOHU U JIUXATCITHUTE

MeOUACMUHATIHU MBTUINA
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HapyuieHus
Cmomauno- Huapmus,
upesHu rajicHe,
HapyuieHus MOBPB-
1aHe

Hapywenus na O6puB AHTHOHEBPO-
Kodcama u THYEH enem?,
nooKodcHama ypTukapus®*
MbKAH
Hapywenus na Aprtpanrus,
MYCKYIIHO- Oomka B
cKelemnama KOCTHUTE,
cucmema u MUAJTH,
cveOuHumennama Oomnka B
MbKAH KpallHUIHUTE
Bpooenu, [Mopdupus*
pamuinu u
2eHeMUYHU
HapyuieHus
Obwu IIupex- | Brpucane, Jlumica Ha
HapyuleHus u cust TpUIo- edeKT oT
egpexmu na noJo00HO JIEKapCTBEHU
MACMOMO HA 3a0oJIsIBaHe, A mpoyKT
npUodACeHUe peakius Ha

MSICTOTO Ha

WHKCKTH-

pase,

nepudepHu

oTouu

1 Vcranosenu 1o BpeMe Ha MOCTMAPKETHHIOBHS OIUT U KATETOPHATA 110 YECTOTA € ONpEJIesIeHa Ha
0a3a 4eCcTOTHTE Ha CIOHTAaHHHUTE CHOOIIIEHUS

2 YecTo npu Auanusa

$ BirouBa apTepHaIHy M BEeHO3HH, (paTaany ¥ He)aTalHu ChOUTHS, KaTO HAIIPUMED JbIOOKA
BEHO3HA TpoM0O03a, OesroapodHa eMOoHs, TpoM003a Ha peTHHATA, apTepHaATHAa TPOMO03a
(BKITFOUMTETHO MH(PAPKT HA MUOKApAA), MO3BYHOCHIOBH HHIIUACHTH (BKIIOYUTEITHO MO3BUCH
WHPAPKT ¥ MO3bUEH KPHBOU3JINB), IPEXOJHI UCXEMUYHH aTaKH, TPOMO03a Ha IIbHTA (BKIFOUUTEITHO
obopy/BaHe 3a Tuanu3a) U TpoM003a B paMKHTE Ha apTEPHOBEHO3HU IIIPHTOBH aHEBPH3MH

4 Pasrnenanu B OATOYKATA TI0-0JTy M/UIK B To4Ka 4.4,

Onucanue Ha M36D(1Hu Hedlcelanu jekapcmeeHu peakyuu

Mma cbo01eHus 3a peakiMi Ha CBPbXYyBCTBUTEIHOCT, BKIFOUUTEIHO CIIy4au Ha oOpUB
(BKIJIFOUUTEITHO yPTUKApUs), aHAPMIaKTHYHH PEaKIMy U aHTHOHEBPOTHYCH OTOK (BXK. TouKa 4.4).

Chb10 Taka, 10 BpeMe Ha JISUeHHUE C EMOeTHH ajida ca ce pa3BUIH XUIIEPTOHUYHHU KPU3H C
eHuedaIonaTus ¥ rbpuoBe, KOUTO Ca HATOKIIN He3a0aBHA JIeKapcKa IOMOII ¥ HHTEH3UBHO JICUCHHUE
NP MaLMEeHTH, KOUTO MPeI TOBa ca OMIIM ¢ HOPMAIHO WIIM HUCKO KpbBHO Hajsirane. OcobeHo
BHUMaHHUe TpsiOBa J1a ce 00bpPHE Ha BHE3AITHOTO MPOOOXKIAI0 MUTPEHONOA00HO TI1aBO00INE KaTo
BB3MOXKEH MPETyPEAUTENCH CUrHAI (BXK. Touka 4.4).

Hma MHOTO Pe/IKU ChOOIICHHUS 32 aHTUTSIO-MEIMUPAaHa YUCTA arlia3usi Ha ePUTPOITUTUTE (TIPH
< 1/10 000 ciay4as Ha AIMEHTOTOAMHA) CIIE JIEYEHHE C TPOIBIKUTETHOCT MECEIN 10 TOUHH C
ernoetuH anda (Bx. Touka 4.4).

Texku koxHU Hexenanu peakiuu (SCARs), BkimrounTennHo cuHapoM Ha Stevens-Johnson (SJS) u
ToKcu4Ha enuaepmania Hekpoiusa (TEN), kouTo Mmorat fa ObAatT )KMBOTO3aCcTpAIlIaBaIly WU Ja
JOBEJIAT JI0 JIETaJIeH M3XO0I, Ca ChOOIIaBaHu BbB BPh3Ka C JICYEHUETO C EMOCTHH (BX. Touka 4.4).
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Teduampuuna nonyrayus ¢ XpoHuYHA ObOPEUHa HeOOCMAMbYHOCH HA XeMOOUANUZA

ExcrosuiusaTa Ha meInaTpUYHK MAMEHTH ¢ XpOHYHa ObOpedHa HEAOCTATHYHOCT Ha XEMOIHAIN3a
NpY KIIMHUYHYU TPOYYBAHUS M OT TOCTMAPKETHHTOBUS OMHUT ¢ orpaHuucHa. [Ipu Ta3u momymaius
HSIMa CHOOIICHHUS 3a CIICIM(DUIHN HEXKETAaHU PEAKIUK 3a TIeqUaTpruyHaTa MoImyJialis, KOUTo Ja He ca
CIIOMEHATH ITO-PaHO B TabIHIaTa TO-TOPe, UK TAKWBa, KOMTO J1a HE Ca B CHOTBETCTBHE C
MOJIJIEIKAIIOTO 3a00/IIBaHE.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

CpoOmraBaHeTo Ha TOI03UPAHH HEXKEIIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynoTpeda Ha JeKapCTBEHUS
OPOIYKT € BaykHO. TOBa MO3BOJIABA A2 NPOIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAULIMHCKUTE CIICUATIICTH CE U3UCKBA Ja ChOOLIaBaT BCSIKa
HO03MpaHa HEeKEJIaHa PeaKknus ype3 HallMOHAIHA CHCTeMa 3a ChoOIaBaHe, IOCOYeHa B
[Ipunoxenue V.

4.9 Ilpeno3upane

TepaneBTUYHNTE PAHULIM HA €MTOCTHH alipa ca MHOTO mUpoku. [Ipeno3upanero Ha enoeTuH anda
MOJKeE J1a TIpeIu3BUKa e(DeKTH, KOUTO ca MPOABIKEHUE Ha (DapMaKOJIOTUYHUTE e(PEKTH HAa XOPMOHA.
AKO ce YCTaHOBH ITPEKOMEPHO BHCOKO HUBO Ha XeMOTJIOOWHA, MOXKeE J1a ce U3BHpIIH (Hh1e60TOMuSI.
TpsiOBa Ja ce OCUTYpH JOIBIHATEITHO TOAIBPIKAIIO JICUSHUE CIIOPE] HYKIHTE.

5. DOAPMAKOJIOT'NYHU CBOUCTBA

5.1 ®apmakoauHAMHUYHU CBOWCTBA

dapMakoTepaneBTHYHA Tpyna: aHTHaHeMu4HH, eputponoeTis, ATC xox: BO3XAO01.

Binocrit e 6monorunyHO MOK00CH JIeKapcTBEH MPOoayKT. [logpobHa mHbOpManms € IpeIocTaBeHa Ha
yebOcaiita Ha EBporefickara arenmus mo JekapcTrara http://www.ema.europa.eu.

MexaHU3bM Ha TEWCTBUE

Eputponoetunst (EI1O) € rimkonpoTeMHOB XOPMOH, IPOU3BEKAaH OCHOBHO OT OBOpenuTe B OTTOBOP
Ha XUIOKCHSI U € KIIFOUOBHAT perynaTop Ha npou3BoacTBoTo Ha eputpount (RBC). EITO yuactBa
BbB BCUYKH (Pa3u Ha €pUTPOUIHOTO Pa3BUTHE U OCHOBHUAT My €(EKT € Ha HUBOTO Ha EpUTPOUTHUTE
npexypcopu. Cnen karo EITO ce cBbprke KbM HETOBHS NOBBPXHOCTHO-KJIETHUEH PELENTOP, TOH
aKTHUBHpA CUTHAJTHU TPaHCAYKIIMOHHH ITBTHUILA, KOUTO IIPEYaT Ha aronro3aTa U CTUMYJIHpa
npoiudepanuaTa Ha epUTPOUIHN KICTKH.

PexomOunanTHusIT yoBemku EITO (enoeTtuH anda), ekcrpecupaH B KIETKH OT SSHYHUIA Ha KHTAHCKH
XaMmcTep, UMa MOCJIeI0BATETHOCT OT 165 aMUHOKHMCENNHH, UJIEHTUYHA C Ta3H Ha YOBEIIKHS ypUHAPEH
ETIO; nBara ca Hepa3znuunMu Ha 6a3aTa Ha (GYHKIMOHAIHY aHAIN3U. ATIapeHTHATa MOJICKYJIHA Maca
Ha epurponoetrHa e 32 000 no 40 000 nanToHa.

EputponoeTnHbT npeacTaBisiBa pacTexeH GakTop, KOWTO CTUMYJIHpa INIABHO 00pa3yBaHETO Ha
YepBEHU KPBBHU KIETKH. EpUTPOIIOeTHHOBUTE PEIEITOPH MOXKE J1a ca EKCIIPECUpPaHH Ha
MOBBbPXHOCTTA Ha Pa3INYHU TYMOPHH KJIETKH.

dapMakoAMHAMUYHU ePEKTH

30pasu dobposoryu

Crnen egnokpatau 031 (20 000 go 160 000 U moakoxHO) enoeTHH anda ¢ HabmroaaBaH
JI0303aBUCHM OTTOBOP 3a U3CJIEABAHNUTE (DapMaKOAWHAMUYHU MapKEPH, BKIFOYUTEIHO:
petukyaouuty, epurpouutd (RBC) u xemornooun. Habnronasa ce onpeaeieH npodui

., KOHIIEHTpaIusA-BpeMe" C MUK ¥ BPBIIaHe JI0 U3XOAHOTO HUBO 3a IPOMEHUTE B TPOICHTA Ha
petukynouuture. [lo-cnabo u3pasen npodun ce Habmoaasa 3a epurpouutute (RBC) u xemornoduna.
Karo 1510, Bcuuku apMakoJUHAMUYHU MapKepH HApacTBAaT JIMHEHHO C J103aTa, KaTO JJOCTHTaT
MaKCHMaJIeH OTIOBOP MPH Hal-BHCOKUTE JO30BH HHUBA.
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Hombnautennu GpapmakoanHamMuyan npoyusanus nzcaensaT 40 000 IU BegHbx ceAMUYHO B
cpaBuenue cbe 150 1U/Kg 3 mpTH cemmuuno. BhIpeku pa3aukuTe B mpoduia ,,KOHIEHTpaIusI-BpeMe”
(hapMakOIMHAMUYHUSAT OTTOBOP (M3MEPEH Upe3 MPOMEHHUTE B TIPOLIEHTA PETUKYIOLHUTH, XeMOTIIO0NH
u o611 Opoit epurporutu (RBC)) e cxoneH Mex Ty Te3u J030BU peKUMH. J[OBIHUTETHN TPOYYBAHUS
cpasusiBat cxema ¢ 40 000 IU enoetun anda BeIHBK CEAMHYHO C IPUIOKECHHUE Ha T03U B HHTEpBajia
ot 80 000 mo 120 000 IU Ha BCekH J1BE CeIMUIU MOAKOKHO. KaTo 151710, Bb3 OCHOBA Ha PE3YJITATUTE
OT Te3u (hapMaKOIMHAMUYHH NMPOYYBAHMS NPH 3APaBH MHIAWBUAH, 1030BUAT pexkum ¢ 40 000 U
BEJIHHXK CEIMUYHO M3TIICK/IA MMO-€(PEKTUBEH 3a MPOn3BOACTBO Ha epuTporuté (RBC), B cpaBHeHME
ChC CXEMUTE Ha PUIIOJKEHNE BEIHBK Ha BCEKH JIBE CEIMHUITU, BHIPEKU HAOIOAaBaHOTO CXOJICTBO B
NPOU3BOACTBOTO HA PETUKYJIOLMUTUTE PHU 1030BUTE PEKUMHU C MPUIIOKECHUE BEJHBXK CEAMUYHO U Ha
BCEKH JIBE CEIMHUIIU.

Xponuuna 6v0peuna HedocmamvyHocm

YcTaHOBEHO €, 4e enoeTUH anda CTUMYIIUpa EPUTPOIIoe3aTa Mpu aHeMUdH! narueHTH ¢ XbH,
BKJIFOUUTEITHO MAI[MCHTH Ha JUan3a U HallMeHTH Mpean Auann3a. [IbpBoTO 10Ka3aTeICTBO 3a
OTTOBOP KbM €I0eTHH ajida ¢ yBeInyaBaHe Ha OPOSIT Ha PETUKYJIOLUTUTE B paMKuTe Ha 10 IHH,
MOCIICZIBAHO OT YBEIMUYEHUE B OpPOsl HA EPUTPOLIUTUTE, XEMOTIIOOMHA M XeMaTOKpUTa, OOMKHOBEHO B
pamkute Ha 2-6 ceqmui. OTrOBOPHT Ha XeMOTJIO0MHA Bapupa IpY OTACIHUTE MAIUSHTH U MOXE J1a
OBJI€ TOBIUSH OT 3aIIACUTE OT JKEJIA30 M HAIMYHMETO HA CHITLTCTBAIIM 3a00/ISIBaAHMS.

Anemus, uHOYYUPAHA OM XUMUOMEPANUS

YcTaHOBEHO €, e enoeTuH anda, Mpuiarad 3 mbTH CSAMUYHO WIH BETHBK CCIMUYHO YBEIHYABA
XEMOTJIOOMHA M HaMalsiBa HEOOXOJUMOCTTA OT TPAHCQY3HUs CIIe/T IBPBHUSI MECEIl OT TepanusiTa Mpu
OHKOJIOTUYHO OOJTHU MAIMEHTH C aHEMHSI, TIOJJIOKCHNA Ha XUMHOTEPAITHS.

B exHo npoyuBaHe, cpaBHsBaIIo 1030BuTe pexxumu cbe 150 1U/Kg 3 mbtr cemmuuno u 40 000 1U
BEJIHBXK CEIIMUYHO TIPH 3/IpaBH UHIUBUIN ¥ OHKOJIOTUYHO OOJHU MAIMEHTH C aHEMUSI, BDEMEBUTE
poMIK Ha IPOMEHHUTE B MPOIICHTA PETHUKYJIOIKUTH, XEMOTJIOOWH U 001l OpOil EpUTPOIIUTH ca OWITH
CXOJIHHM MEXJTy JIBaTa I030BH PEKUMAa, KAKTO MPH 3IPaBH UHIUBHUIN, TaKa U MIPH OHKOJIOTUYHO OOJTHU
narueHTy ¢ anemus. AUC Ha choTBETHUTE (DapMaKOIMHAMUYHY [TApaMETPH Ca CXOIHU MEXTY
nmososute pexumu cbe 150 1U/Kg 3 metr cemmuuno u 40 000 TU BeHBK CEAMUYHO TIPH 3IPaBU
WHIVBHUIY U IPU OHKOJIOTHYHO OOJHM MAI[USHTH C aHEMUSI.

Buv3pacmuu xupypeuunu nayueHmu 8 npoepama 3a npedsapumenio 0enoHUpane Ha amonotCHAd KPb8
Jloka3zaHo e, 4e ermoeTHH ajda CTUMYJIUpa MPOH3BOJACTBOTO HA EPUTPOLIMTH 33 YBEIMYABAHE HA
KOJIMYECTBOTO B3€Ta aBTOJIOKHA KPBB, KAKTO M 32 OrpaHMYaBaHE Ha CIaja Ha XeMOTJI00WHA TIPH
BB3PACTHY NALMEHTH, IJIAHUPAHH 3a TOJIsIMA CJICKTUBHA OIIepaliysl, IIPU KOMTO HE Ce 0YaKBa
IPEBAPUTEITHO JIa ACHOHUPAT TEXHUTE IIEPUONICPATHBHU HYXIH OT KPbB n3Lsi10. Hail-ronemure
e(eKTH ce HaOIrJaBaT MpH MAIMEHTH ¢ HUCHK xeMornoouH (< 13 g/dl).

Jleuenue na 8b3pacmuu nAYUeHMuY, RIAHUPAHU 3 2ONAMA eNeKMUBHA OPMONeousHa Onepayusl

ITpn manmeHTy, IUIAHUPAHH 3 TOJSIMA €IEKTHBHA OPTOIEIMYHA ONepanys ChC CTOWHOCTH Ha
xeMorjoouHa npenu aedenneTo > 10 go < 13 g/dl, e ycraHoBeHO, ue enoeTuH anda NoHMWKaBa pucKa
OT NOJTy4aBaHe Ha aJIOTEHHN XEeMOTPAHC(Y3HH U yCKOPSIBA EPUTPOUITHOTO Bh3CTAHOBSIBAHE
(moBHIIaBaHE HUBATa HAa XeMOTJIOOMHA, HUBATa HA XEMAaTOKPHUTA M OpOs Ha PETHKYJIOLUTHUTE).

KinnnunyHa ehukacHOCT ¥ 0€30IacHOCT

Xponuuna 6vbpeyna HedoCmamvyHoCcm

Enoerun anda e mpoy4BaH B KIMHUYHU M3MHUTBAHUS TP Bh3PACTHU NAIMEHTH ¢ aHeMus u XbH,
BKITFOUUTEITHO MAIIMCHTH Ha XEMOIUAlIN3a U MPEAr XeMOANATN3a, 3a JICUCHNE Ha aHEMUSITA U
MOTHPKaHE HAa XeMaTOKPUTA B PAMKUTE Ha TaApTeTHHS TUAITa30H Ha KoHIeHTparuuTe oT 30 10 36 %.

[Ipu KIMHUYHKA U3MUTBAHUS ¢ HaYaaHu 1034 oT 50 1o 150 1U/kg Tpu mbTH CeIMUYHO,
npuOIM3UTETHO 95 % OT BCHMUYKH MAIUSHTH OTTOBAPSAT ¢ KIIMHUYHO 3HAYUMO MOBHINIABAHE Ha
xematokputa. Ciies MpuOIU3UTETHO JIBA MECella Ha Tepamws, TIOYTH BCHIKH MAIMeHTH ca OWITn
HE3aBUCUMU OT TpaHCcPy3uu. [1[om KaTo € OMIT MOCTUTHAT TAPTETHUAT XEMAaTOKPHT, ObprKaliaTa
J103a € oTpeieNieHa NHINBHUIyaTHO 32 BCEKH MAIlHCHT.
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B TpuTe Haii-roneMu KIMHUYHYA U3NUTBAaHU, IPOBEICHH NIPU BH3PACTHU MALMEHTH HA AUAIIN3A,
cpenHaTa moagbpIKaiaTa 103a, Heo0XoAnMa 3a MoAabpiKaHe Ha xemMaTokpuTa Mexry 30 10 36 % e
ouna npubnuzutento 75 [U/kg, npunaranu 3 mbTH CEIMUYHO.

Ipu eqHO ABOWHOCIATIO, TUIAE00-KOHTPOIUPAHO, MHOTOLIEHTPOBO MPOYYBAHE HA KAYECTBOTO HA
UBOT npu narmeHTH ¢ XbH Ha Xxemomuanu3sa, KIMHAYHO U CTATUCTUYECKH 3HAYMMO MOI00peHue ce
HaOJTF0/1aBa MPH MAIMEHTHUTE, JICKYBAHU C CMOCTHH anda B cpaBHEHHUE ¢ Tpymnara Ha ranebo npu
U3MepBaHe Ha yMopa, GU3NUSCKH CHMITTOMH, B3aUMOOTHOIIICHUS U aenpecus (BbnpocHUK 3a
0b0peunu 3a0onsaBanus - Kidney Disease Questionnaire) ciien mect mecera jeuenue. [lanuenture ot
rpyrnata Ha JIeYeHHEe C eMOeTHH anda ca OUIK BKIFOYECHH U B €THO OTKPHUTO PA3LIUPEHO MPOYyUYBaAHE,
KOETO MOKa3Ba Mo1o0peHue Ha KauecTBOTO UM Ha )KUBOT, KOETO CE 3ara3Ba B MPOIBDKEHHUE Ha OIIE
12 mecena.

Bwspacmuu nayuenmu ¢ 6v0peuna nedocmamvpunocm, KOUmMo owje He ca NOOJIOHCEHU HA OUATU3A

B ximHWYHY TpOyYBaHUS, IPOBe/cHY MpH manueHTH ¢ XbH, KouTo He ca Ha AMau3a u ce JIGKYBaT C
enoeTHH anda, cpeJHaTa NpoAbDKUTEITHOCT Ha JICUSCHHUETO € OHiia MOYTH MeT Mecena. Te3u MarueHTH
ca OTTOBOPWJIM Ha TepaIusITa C eoeTHH ada 1mo HayuH, MoA00eH Ha TO3H, HAOJIFO1aBaH MpH
nanueHTy Ha nquanusa. [lammentn ¢ XBH, kouTo He ca Ha Muanu3a MoKas3Batr J0303aBUCUMO U
YCTOWYHBO ITOBHUILIABAHE HA XEMaTOKPHUTA, KOTaTo €NOeTHH anda ce Mpuiiara Wi HHTPaBEHO3HO, HITH
10IK0XKHO. [To100HY MTOBHIICHUS] HA XEMATOKPHTA Cca HAOJII0JaBaHu MPH MIPHUJIaraHe Ha enoeTHH anda
W TI0 JIBaTa HA4YMHA Ha rpriokenue. OCBEH TOBa MMa JJaHHM, Y€ JI03H ernoeTrH anda ot 75 1o

150 IU/kg cenMuuHO moaabpkat xeMaTokpura oT 36 10 38 % 3a 1o 1mect Mecena.

B 2 mpoyuBaHus ¢ yIbIKEH HHTEPBA Ha MpUJIaraHe Ha enoeTrH anda (3 mbTH CeIMHYHO, BETHBXK
CEIMUYHO, BEIHBK Ha BCEKH 2 CEAMULM U BEIHBK Ha BCEKH 4 ceIMUIIN) HIKOU MALUEHTH C HO-IBJITH
WHTEPBaJIN Ha JO3UpaHE He MOAABPKAT TOCTaThUYHN HUBA HAa XEMOTJIOOMHA U ca IOCTUTHAIH JI0
JIe(UHUPaHUTE OT MPOTOKOJIA HABA HA XEMOTJIOOMHA 33 IPEKpaTsBaHe HA YYaCTHETO UM B
npoyusaneTo (0 % B rpynara c 1o3upaHne BeIHBK CEAMHUYHO, 3,7 % B rpynara c JO3UpaHe BEAHBXK Ha
BCEKH 2 ceamuLy, U 3,3 % B rpymnaTa ¢ J103UpaHe BEAHBXK Ha BCEKU 4 CEMHULIN).

EnHo paHaoMuU3MpaHO MPOCIIEKTUBHO M3MMUTBaHE olieHABa 1 432 manueHTy ¢ aHeMUs U XPOHUYHA
O0BOpeyHa HeJJOCTATHYHOCT, KOWTO HE ca Ha Ananu3a. Ha maruenTuTe e O1ito Ha3HaYeHo JICUSHHE C
enoeTrH ainda, IMaIno 3a el MoIIbp)KaHe Ha HABO Ha XxemornobuHa ot 13,5 g/dl (mo-Bucoko ot
NPENOPBYUTEIHOTO HUBO Ha KOHIIEHTpaIys Ha xemorioouna) wiu 11,3 g/dl. Cepuozno
CBHPJEYHOCHIOBO CHOUTHE (CMBPT, MHGAPKT HA MUOKAP/Ia, MHCYIIT WA XOCTTUTAIN3AIMS T0OPaTi
3acTOiHA Chp/IEYHA HEOCTATHYHOCT) € HacThImio cpex 125 (18 %) ot 715 manuenTtu B rpymnara c 1o-
BHCOK XeMorio6uH B cpaBHeHHE ¢ 97 (14 %) ot 717 mauueHT B rpynata ¢ Io-HUCHK XeMOTJIOOHH
(rxoeturent Ha pucka [hazard ratio — HR] 1,3; 95 % JIU: 1,0; 1,7, p = 0,03).

IMpoBesxnanu ca cOopHu POSt hoC aHanmM3u Ha KJIMHUYHE TpoyuBaHus Ha ESA npu namueHTu ¢
XpOHHNYHA 6176peqHa HEAOCTAaThbYHOCT (KOI/ITO Ca Ha Iyajir3a, KOUTO HC Ca Ha Juajin3a, Ipyu NalfuCHTU
¢ nuabet u 6e3 auader). Habnronaa ce TeHACHIUS KbM OIICHKH 3a TIOBUILIEH PUCK OT CMBPTHOCT 110
BCSIKAaKBH PHYHMHH, ChPICYHOCHIOBH U MO3bYHOCHJOBH CHOUTHUS, CBHP3aHH C MO-BUCOKH
KyMmyJaTuBHH 7031 ESA, HE3aBUCHMO OT HAJIMYMETO WJIM JIUICATa Ha quadeT win auaiusa (BxK.
Touka 4.2 v Touka 4.4).

Jleuenue na nayuenmu ¢ anemusl, UHOYUUPAHA OM XUMUOTHEPANUSL

Enoernn anda e npoy4BaH B KIMHAYHHA U3MUTBAHUS ITPU BH3PACTHH OHKOJIOTUYHO OOJIHU TAIUEHTH C
aHeMusi, ¢ IUMGPOUIHU U COTUITHN TYMOPH, U MPH MAIIMEHTH HA PA3JIMYHU CXEMU Ha XUMHUOTEPATTHS,
BKITFOUUTEITHO ChABPIKAIIN TUTATHHA W He-ChIbPKAIHY IUIATHHA cXeMH. [Ipu Te3u u3nutBanus e
YCTaHOBEHO, Ue ernoeTuH anda, mpunarad 3 mbTH CEIMHUYHO U BEJHBXK CEJIMUYHO yBEIHUaBa
XEMOTJIOOMHA M HaMassiBa HEOOXOJUMOCTTa OT TPAHCQY3HUsl CIIe/l IBPBUSI MECEIl OT TepanusTa Mpu
OHKOJIOTUYHO OOJTHU MallMeHTH ¢ aHeMHus. B HIKOM nmpoydBaHus, NBOMHOCHAMaTa daza e Onna
MocJie/IBaHa OT OTBOPEHa (ha3a, 0 BpeMe Ha KOSTO BCHUYKHU MAIMEHTH Ca MOJTy4aBaH eMoeTHH anda u
€ Ha0JIr0TaBaHO TTOIbPKaHe Ha eeKTa.

Hanuunawte JAaHHU Mpearnojarat, 4€ rnalveHT ¢ XEMaTOJOI'MYHHU 3JI0KaUCCTBCHU 3a00JISIBAHUS U
COJIMAHU TYMOPH OTTOBApPAT €IHAKBO Ha TCpalluiaTa C CIIOCTUH ami)a, 1 49€ NMaUCHTHUTE CbC UIIH 0e3
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TYMOpPHA HHQUITPAIUS HA KOCTHHSI MO3bK OTTOBAPSIT €IHAKBO HAa TepanusiTa ¢ ernoetud anda. [Ipu
U3IMHUTBAHUATA C IPOBEXKIAHE HA XMMHUOTEPAITHsI, CPDABHUTEIHUSIT HHTCH3UTET HA XUMHUOTEPAITHUs B
IpyNUTE Ha JICUCHHE C CMOCTHH anda u mianedo ce IEMOHCTPUPA OT CXOIHA IJIOII MO/ KpHUBaTa
HeyTpodUIH/BpeMe NPH MAIUCHTUTE, JIEKYBaHHU C SMOCTHH an(a v MAIluEeHTHUTE, JICKYBaHHU C M1aneoo,
KaKTO M OT CXOJICH JIsUT MAIIMCHTH B TPYIHUTE, JISKYBAHU C MOCTUH ayia U rpynuTe, JeKyBaHH C
mane6o, Cbe craja B abcomoTHUs Opoit Ha HeyTpodmiute mox 1 000 u 500 kinetku/pl.

B nmpocnekTuBHO, paHIOMU3UPAHO, ABOHHOCISIIO, M1aleb0-KOHTPOIUPAHO MPOYYBaHEe, IPOBEICHO
npu 375 ManueHTy ¢ aHeMUsl ¢ Pa3TNYHN HEMHUEIIOUIHU MaJIMTHEHH TPOIECH, TTOJTyYaBaly
He-TUIATHHOBA XMMHUOTEPaITUs € HaOIr01aBaHo 3HAYMMO HaMalleHHE Ha CBbP3aHUTE C AaHEMHUATA
NOCJIEACTBUS (HAIp. yMOpa, HaMaJIeHa EHeprus U HaMaJleHa akTHBHOCT), U3MEPEHH Ype3 CIECIHUTE
WHCTPYMEHTH U cKayn: DyHKIMOHATHA OIICHKA Ha JICYUSHHETO Ha aHEMHATA ITPH OHKOJIOTUYHO OOJIHU
nanuenTn (Functional Assessment of Cancer Therapy-Anaemia (FACT-An)) o6ia ckana, FACT-An
ckana 3a ymopsiemoct 1 OHKOJIOTHYHA JTMHelHa aHaoroBa ckana (Cancer Linear Analogue Scale
(CLAY)). [IBe npyru no-mMajiky, paHIOMHU3UpaHH, TIae00 KOHTPOIMPaHU POYYBaHUs HE YCIIsBAT Ja
MOKaXaT 3HAYMMO NOJI00psiBaHE Ha MapaMeTPHUTE 3a Ka4eCTBOTO Ha )KUBOT, CHOTBETHO, T10
EORTC-QLQ-C30 ckanara nnu CLAS ckanara.

[IpexuBsieMocTTa ¥ IPOrpecHsTa Ha TYMOPA Ca U3MUTBAHU MIPH MIET FOJIEMH KOHTPOJIUPAHH
npoyuBaHusi, ooxpamany oomo 2 833 manueHTy, 0T KOUTO YETUPH ca JBOHHOCIENH Tiane6o
KOHTPOJIMPAHU ¥ €IHO — OTKPUTO MpoyuBaHe. B mpoyuBaHusTa ca BKIIOUYEHH WIH TTAlMEHTH,
JIEKyBaHH ¢ XUMHOTepanus (JBe NPOyYBaHMsA), WIH Ca U3MOI3BAaHH NOIYJIaluH MAUCHTH, IPU KOUTO
He ca nmokazanu ESA: aHemus Ipyu ManyeHTH ¢ pakoBH 3a00JIsIBAHUS, KOUTO HE Ca Ha JICUCHHE C
XUMHUOTEPAITUS U TAMEHTH C HEOTUTa3MHU B 00JIacTTa Ha IIaBaTa U IIUITa, MOJIOKEHHU Ha
mpyenedeHue. JKenaHoTo HUBO Ha KOHIIEHTPALMITA Ha XEMOIJIOOMHA IIPH JIB€ OT IPOYYBAHHUSATA €

> 13 g/dl (8,1 mmol/l); npu ocrananute Tpu noyusanus - 12 no 14 g/dl (7,5 mo 8,7 mmol/l). ITpu
OTKPHUTOTO MPOYYBaHE HE € YCTAHOBEHA pa3jiMKa MO OTHOUICHUE Ha 001aTa MPEKUBIEMOCT MEXKIY
MALUEHTHUTE, JICKYBaHH ¢ PeKOMOMHAHTEH YOBEIIKH EPUTPOIIOCTHH U KOHTpoaute. [Ipu yetupure
1ane60 KOHTPOJIMPAHH NPOYUBaHHsI KOS(HIUEHTHT HA PUCK 3a 001I1aTa MPEKUBSIEMOCT Bapupa
mexay 1,25 u 2,47 B non3a Ha KoHTposuTe. Te3n npoyuBaHus MOKa3BaT CTaOWIIHA, HEOOSICHEHA,
CTaTUCTUYECKH 3HAUMMa CBPBX CMBPTHOCT TPH MAIMEHTH C aHEMHUsI, CBbp3aHa C pa3InYHU YeCTO
CpeIIaHu PaKoBHU 3a00JIIBaHMS, KOUTO MOJIY4aBaT YOBELIKH EPUTPOIIOETHH B CPAaBHEHHE C
KOHTponuTe. KpailHUAT pe3ynrtat 3a o01a NpeKuBsEMOCT NIPY POYUBAHHSITA HE MOXe Jia ObJe
00SICHEH 33/I0BOJIMTEIHO C PA3IMKUTE B YECTOTATa Ha TPOMOO03a U CBHP3aHUTE YCIOKHEHUS MEXKTY
MAIUEHTHUTE, [10Jy4aBajal PEKOMONHAHTEH YOBELIKH €PUTPOIIOETHH, U T€3U OT KOHTPOJIHATA IPYTIA.

W3BBpIIIeH € ChINo Taka aHaJdN3 Ha JaHHUTE Ha HUBO MaleHT npH nmoBede oT 13 900 oHKOIOTHIHO
00JHU (Ha XUMHOTEpAIus, ThUeTepamnusi, XUMHUOTbUYeTEpanisl WK 0e3 JIeYeHne), KOUTo ca Ouiu
BKITFOUCHH B 53 KOHTPOJIMPAHU KIIMHUYHH POYYBAHUS C HIKOJKO PA3IUYHU ernoeTrHa. MeTa-
aHaJIM3BT Ha MTaHHUTE 33 00IaTa MPEeKUBSIEMOCT JaBa OICHKa Ha KoeduimenTa Ha puck 1,06 B momsa
Ha kouTponute (95 % JU: 1,00, 1,12; 53 npoyuBanus u 13 933 nanuenTH), a Npyu OHKOJIOTHYHO
OOJHHTE, KOWTO MOy9aBaT XUMHUOTEpaNs, KOe(UIIUEHTHT Ha PUCK 3a obmaTa mpexussemoct e 1,04
(95 % JAN1: 0,97, 1,11; 38 m3nurBanus u 10 441 mannentn). MeTa-aHaIn3uTe CHIO TaKa ITOKa3BaT U
3HaYMMO MOBUIIEH OTHOCUTEJIEH PUCK 32 TPOMOOEMOOINYHN CHOUTHUS IPH OHKOJIOTUYHO OOJTHHTE,
KOHTO TI0JIy4aBaT PeKOMOMHAHTEH YOBELIKH €PUTPOIIOCTUH (BK. TOUKa 4.4).

[IpoBeneHO € paHAOMU3UPAHO, OTKPUTO, MHOTOLIEHTPOBO mpoy4uBane npu 2 098 sxeHu ¢ aHeMus U
METacTaTHYCH KapIUHOM Ha T'bpJaTa, KOUTO Cca MONYYMIN TbPBA JUHUS WK BTOPA JTHMHUS
xuMuoTepanus. ToBa ¢ HenH(pEepHOpHO POyUBaHe, MPEABUACHO Aa u3KiIoun 15 % moBumeHne Ha
pHCKa OT IIPOTPECHsI HAa TyMOPa WITH CMBPT IPH EMOSTHH ajda IUTI0C CTAHAAPTHU TPUXKH, B CPABHEHUE
caMo ChC CTaHJAPTHH Iprku. MenuanaTa Ha npexuBsiemocT 0e3 mporpecus (PFS), copen onenkara
Ha M3CJIeIoBaTeNs 3a MporpecHs Ha 3abossiBaneTo, € 7,4 Mecena BbB Besiko pamo (HR 1,09, 95 % JIU:
0,99; 1,20), xoeTo MOKa3Ba, 4ye LeJITa Ha IIPOYYBAHETO HE € MOCTUrHaTa. KbM /aTa Ha 3aKIIIOYBaHE Ha
KIMHUYHNTE JaHHU € uMasio cbobuienus 3a 1 337 cMbpTHU ciyyas. MeauanaTa 3a o01ma
MIPEKUBIEMOCT B TpyIIaTa Ha eMoeTHH ay(pa TUTFoC cTaHaapTHH rprku e 17,2 Mecena, B cpaBHEHUE ChC
17,4 mecena B rpynara camo cbe crangaptau rpmwku (HR 1,06, 95 % JIW: 0,95; 1,18). Ha 3xHauunrento
TO-MaJIKO TAI[MEHTH ca HanpaBeHu Tpancdysuu Ha epurporuty (RBC) B pamoTo Ha ermoetud anda
witoc cranaaptau rpwkH (5,8 % crpsimo 11,4%); 3HaunTEIHO NMOBEYE MAMEHTH 00aye ca HMaIH
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TPOMOOTHYHH CHIOBU CHOUTHS B PAaMOTO Ha €MOETHH ajida IIroc cranmapTau rpwku (2,8 % copsmo
1,4 %).

Ilpoepama 3a npedsapumento 0enoHUpane Ha A6MOJIONCHA KPbE

EdektnT Ha enoeTuH anda 3a yJIeCHIBaHE Ha MPOIIeypaTa 3a aBTOJIOKHO KPbBOAAPSIBAHE MIPH
MAIMCHTH C HUChK XeMaTOKpHUT (< 39 % u 0e3 moajieskaliia aHeMUs IIOPaI JKEIe3eH ISPULIMT), KOUTO
ca TUIaHUPAHU 3a TOJIIMa OPTOIEAMYHA OTIepaIlus, € OIICHEH B JIBOMHOCIIAINO, TIaie00-KOHTPOIUPAHO
MpoyYBaHe, MpoBeeHo npu 204 MarueHTH, ¥ eIUHIYHOCIISTIO, TUIaNe00-KOHTPOIMPAHO TPOyYBaHE
npu 55 MalueHTH.

B nBoiiHOCIANIOTO MTpOyYBaHe, MAMEHTHUTE ca JeKyBaHHu ¢ ernoetud anda 600 [U/kg nnu mnanedo,
MHTPaBEHO3HO, BEJHBX JHEBHO, HA BCEKHU 3 10 4 THU, B MPOABDKEHHE Ha 3 ceaMuiu (001o 6 103u).
Karo 1510, nanpeHTHTE, JIEKYBaHH C €MTOeTHH anda ca OMiM B ChCTOSIHUE 1A ISTIOHUPAT
[IpeJBapUTEITHO 3HAYUTEIHO [TOBEYE SANMHUIM KPbB (4,5 eIMHNLIN) B CPAaBHEHUE C AIlUEHTHTE,
nexyBanu ¢ Tane6o (3,0 exuHUIM).

B eMMHUYHOCIANIOTO POyYBaHe, MAIMEHTHUTE ca JeKyBaHu ¢ ernoeTuH anda 300 [U/kg nim 600 1U/Kg,
WM 1iane0o, HHTPaBEHO3HO, BEAHBXK AHEBHO, Ha BCEKH 3 10 4 IHHU, B IPOABIDKEHUE HA 3 CEIMHULN
(o6mo 6 no3m). [lanyenTute, NTeKyBaHH ¢ €OETHH anda chIIo ca OUIHM B ChbCTOSHHE Aa ACTIOHUPAT
HPEIBAPUTEITHO 3HAYMTEIIHO MOBeYe eNUHUIM KpbB (enoetuH anda 300 1U/Kg = 4,4 eqununmy;
enoetu anda 600 IU/Kg = 4,7 eqununm) B cpaBHEHHUE C MAIMEHTUTE, JICKYBAHUTE C ILIAIE00

(2,9 equnanmm).

Tepanusita ¢ enoetus anda e HamanuiIa pUcKa OT U3JIaraHe Ha ajJoreHHa KpbB ¢ 50 % B cpaBHEHHE ¢
MAIMeHTH, KOUTO HE MOJTy4aBaT eMoeTHH ada.

Lonsama enexkmusna opmoneduuna onepayus

EdexrsT Ha enoetun anda (300 IU/kg wnu 100 [U/kE) BbpXy eKCIO3UIIMATA HA AJIOTCHHO
KPBBOMPEINBAHE € OI[CHEH B MIAIe00-KOHTPOIUPAHO, ABOHHOCIIANO KJIMHAYHO U3MUTBAHE MPH
BB3PACTHH MAIUEHTH 0€3 XKeme3eH AeHUIUT, TUITAHUPAHH 3a TOJIsIMA SJICKTHBHA OPTOTICIHYHA
orepalys Ha Ta300eApeHa Wik KoJsHHA cTaBa. Enoetun anda e Oui mpujiaraH MoIK0KHO B
npoabkeHne Ha 10 JHU Tpean oneparysaTa, B ACHS Ha ONEpaIUsITa U B MPOIBIKCHUE HA YCTHPH JHU
cies onepanuaTa. [lanueHTUTe ca CTPaTHPUIMPAHU CIIOPE TEXHUS U3XoaeH xemorinooun (< 10 g/dl,
> 10 mo <13 g/dl u > 13 g/dl).

Enoernn anda 300 [U/kg, HamansiBa 3HAUNTEITHO PUCKA OT AJIOT€HHO KPHBOIIPEIMBAHE MPH MAIIHEHTH
¢ xeMornoOuH npeau iedennero > 10 no < 13 g/dl. lllecTrageceT npouenTa OT NalMEHTHTE HA
nedenue ¢ enoetud anda 300 1U/Kg, 23 % ot Te3u Ha snedenue ¢ enoetud anda 100 TU/kg u 45 % ot
HalUCHTHTE, JIEKYBaHH C IUIane0o, ca UMalk Hy)XK/Ja OT KPbBOIPEIHBAHE.

Enno oTkpuTO, MapanesHo TpymoBO U3MMTBAHE MPHU BH3PACTHH MAMEHTH 0€3 jKeme3eH NeUIuT, C
XeMOoTJI00MH npenu Jieuenuero > 10 no < 13 g/dl, nmnanupanu 3a royisiMa OpTOIEANYHA ONepalys Ha
Tazo0eIpeHa Win KOJISTHHA CTaBa, cpaBHsABa enoetuH anda 300 [U/kg, monkoxHO, e:KeTHEBHO, B
npopinkerne Ha 10 qHY Mpenu orepanusira, B ISHs Ha OTepaIiaTa U B IPOIbIDKEHIE HA YeTUPH JHH
cien ornepanusra ¢ enoetud ajnda 600 [U/kg, moaKokKHO, BEAHBXK CEAMUYHO, B IPOIBDKEHUE HA

3 ceaMUIIM MTPeIU OTepalusaTa U B JACHS Ha OlEpalusiTa.

Ot MOMEHTa Tpe/IM HAYaI0TO Ha JICYSHUETO 10 MOMEHTA TIPE/IH ONlepaTHBHATA HHTEPBEHIHS,
CPEZHOTO MOBHIIICHHE HAa XeMOTJI00MHa B Tpynara Ha siedenue ¢ 600 [U/kg ceamuuno (1,44 g/dl) e nBa
IIBTH TI0-BUCOKO OT TOBa, HabII01aBaHo B rpymnata Ha jgeuerue ¢ 300 IU/kg nuesno (0,73 g/dl).
CpenHuTe HUBA Ha XeMOTJIOOMHA ca OMJIM CXOJHH 3a IBETE IPYIH Ha JICYCHHE B XO/[a Ha LIEITHs
CIIeIOTICPAaTUBEH IEPHO/I.

EputponoeTnuHusT OTTOBOp, HAOMIOAaBaH B BETE TPYIH HA JICUEHHE € JIOBEJ JJO CXOTHH YECTOTH Ha
tpancdysus (16 % B rpynata ¢ 600 IU/kg ceamuuno u 20 % B rpynara ¢ 300 IU/kg nueBHO).

Ilenuarpuyna nomnyianus

Xponuuna 6v0peuna HedocmamvyHocm
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EnoernH anda e omeHeH Npy eTHO OTBOPEHO, HEPAHIOMU3UPAHO, C OTKPUT JJO30B HHTEPBAI
KIIMHAYHO MPOYYBAHE, C MPOABDKUTEIHOCT 52 CeIMUII, TIPH TTeTUaTpHIHN TarueHTH ¢ XbH,
MOJIIOKEHH Ha XeMouanu3a. CpelHaTa Bb3pacT Ha BKIIOUSHHUTE NaleHTuTe ¢ omna 11,6 ronuau
(mmanazon 0,5 no 20,1 roauHM).

Enoerun anda e Oun npunaran B go3a 75 IU/kg/ceqmuiia, MHTpaBEHO3HO, B 2 WK 3 pa3AeiaCHH J03H
clle]l [uanu3a, TATpUpaH cbe crhika oT 75 IU/kg/cenmuna npe3 naTepBanu ot 4 ceamMuu (10
makcumyMm 300 [U/kg/cenmunia), 3a na ce mocTuraHe nopuiIaBane Ha xemornoOuna ot 1 g/dl/mecer.
JKenanusar auarna3oH Ha KOHIIGHTpalMKUTE Ha xemMoryioduHa € 9,6 1o 11,2 g/dl. Ocemaecer u eauH
NPOLIEHTa OT NAlMEHTHUTE Ca MOCTUTHAIN HUBOTO HAa KOHLIEHTpauus Ha xeMorinoouna. CpeqHoTo
BpeMe JI0 TOCTUraHe Ha uenra e ouno 11 ceamuny, a cpegHara J103a py NOCTUTaHE Ha 1elTa € Ouna
150 TU/kg/cenmunia. OT manueHTuTe, mocTuraany 1enta, 90 % ca Ounu Ha 1030B peXXHUM 3 TBTH
CEIMUYHO.

Crnen 52 ceamuiy, 57 % OT HallMEHTUTE ca OCTaHAJIX B MIPOYUYBAHETO, KATO ca MOJIy4yaBaid CpeaHa
no3a ot 200 IU/kg/cenmuria.

KiIMHUYHNTE NaHHU MPHU MOAKOYKHO MPHJIOKEHHUE ITPH Jelia ca orpaHu4eHu. B 5 Maiiku, OTKpuTH,
HEKOHTPOJIMPAHU poy4BaHus (OposIT Ha ManUeHTUTe € O B auanazona 9-22, oouo N = 72)
ernoeTHH ada e IpuiIarat MoAKOKHO MpH Aetia npu Havanuu go3u 100 1U/Kg/cenmura g0

150 IU/kg/cenmuria ¢ Bb3MoskHOCT 3a nopuiiaBane 10 300 1U/Kg/cenmuria. B Te3u nmpoyuBanus
HOBEYETO MarueHTH ca oumm npeau quanusa (N = 44), 27 nanueHTd ca OWIH Ha IEPUTOHEATHA
JMainza, a 2 ca OWJIM Ha XeMOJMalin3a, KaTo Bh3pacTra ¢ Ouia B auana3oHa oT 4 mecena J0o

17 romuuu. Karto 1si10, Te3u npoy4BaHus UMaT METOI0JIOTUYHHU OTPAaHMUYEHUS, HO JICUSHUETO € OUII0
CBBP3aHO C MOJIOKHUTEITHN TCHACHIMH KbM MO-BUCOKU HHBA Ha XeMoroOnHa. Hsma cholmieHus 3a
HEOYaKBaHU HEXeJaHu chOouTHs (BXK. TOuKa 4.2).

AHemu;z, uHévuupaHa onm xumuomepanus

Enoerun anga 600 1U/kg (mprnaran MHTpaBeHO3HO WM MOAKOKHO BEIHBXK CEIMUYHO) € OLICHCH B
€/IHO PaHJOMH3HMPAHO, TBOHHOCIIAIO, TIaned0-KOHTPOIUPaHO, 16-ceAMUYHO TPOyYBaHE U B €THO
PpaHIOMHU3HPaHO, KOHTPOJIUPAHO, OTKpHUTO, 20-cCeIMUYHO MPOYYBaHE MPH MEAUATPUYHH MALUEHTH C
aHEeMUsl, OTy4YaBally MUEJIOCYTIPECHBHA XUMHUOTEPAIIUS 3a JICUCHUE Ha Pa3IMUYHI HEMHEIOUIHU
37I0Ka4eCTBEHH 3a00JIsIBaHUS TIPH AeLa.

B 16-ceamuunoTo npoyuBane (N = 222), 1pu MalMeHTHTE, JIEKYBaHHU C EIOSTHH ajida, He € HMao
CTaTHCTHYECKU 3HAYUM e()eKT BbPXY CHOOILEHNTE OT MAIlMEHTa WA ChOOLICHUTE OT POAUTEIIS
OLIEHKH 110 BhIIpoCcHMKa 3a KaueCTBOTO Ha KMBOT Ipu neauarpuyann manuerty (Paediatric Quality of
Life Inventory) wiu Mogayna 3a pak (Cancer Module), B cpaBHeHHe ¢ TAMEHTHTE HA TIAIIC00
(rppBUYHA KpaiiHa TOUKa 3a e(UKAaCHOCT). B MombiHeHHe, HE € UMAaJI0 CTATUCTHYECKa pa3iinKa 1Mo
OTHOIIICHHE Ha TIPOLIEHTA TIAIMEHTH, HY)KIaeln ce oT Tpancdysus Ha epurporura maca (DRBC),
MEXy Tpylara Ha eroeTHH anda 1 rpynara Ha rianeoo.

B 20-cenmuunoTo mpoyuBane (N = 225) He e HaOMI01aBaHa 3HAYUTEIIHA PA3JIMKa B TbPBUYHATA
KpaifHa TouKka 3a e(UKacHOCT, T.€. MPOLEHTHT MAIIMEHTH, HYKJACIH CE OT TPaHCPY3Hus Ha
eputpouut (RBC) cien Jlen 28 (62 % ot marmeHTHTE Ha enOeTHH aida cripsmo 69 % ot
MAlMEHTUTE HA CTaHJapPTHA TEpaIusi).

5.2 ®dapmakokuHeTHYHH CBOHCTBa

Abcopoyus
Cren MOAKOKHO WH)KEKTUPAHE CEPYMHUTE HUBA HA €MOCTUH anda gocTurar muk Mmexay 12 u 18 gaca

cien npuiaraHe Ha go3ara. He ce HaOmronaBa KyMyiupaHe clieJl MHOTOKPATHO ITPUJIaraHe Ha /103a oT
600 [U/kg, momKoX)HO, BEAHBXK CSIMUIHO.

AbconoTHaTa OMOHATMYHOCT Ha €MOETHH al(a 3a MOJIKOKHO NpuiIokeHue e npudnnzutenHo 20 %
IpU 3ApaBU UHAUBUAH.

Pasnpedenenue
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Cpennusar o0eM Ha pasnpeesieHue cien naTpaBeHo3nu 1034 oT 50 u 100 1U/kg npu 3apasu
uuauBuad € 6mn 49,3 ml/kg. Cinen MHTPaBEHO3HO MPHUIOKEHUE HA CIIOCTHH ajida Py MalueHTH ¢
XpOHMYHA OBOpEYHa HEOCTaTHYHOCT, 00EMBT Ha pasnpeaesieHue Bapupa ot 57-107 ml/kg,
CBHOTBETHO CJIe]] TpUilarane Ha eHokpaTHa go3a (12 IU/kg) no 42-64 ml/kg cinen MHOTOKpaTHO
npuioxenue (48-192 IU/kg). 1o To3u HaunH 00eMBT Ha pa3NpeaeacHUE € MaJIKO IO-TOJISIM OT
IU1a3MeHUs1 00eM.

Enumunupane
[Toy>XMBOTHT Ha €MOCTHH aida cjel MHOTOKPATHO HHTPABEHO3HO IPUIIOKECHHE € MPUOIU3UTEITHO

4 yaca nipu 37paBu UHIUBUIN.
[Tory>kMBOTHT TIPH MOJIKOKHO MPUIIOKESHHUE CE ONPEILIIs, Y€ € MPUOTU3UTEITHO 24 Yaca MpH 3/IPaBH
HHIUBHIH.

Cpemuust kaupbac (CL/F) 3a mo3osu pexxumu cbe 150 IU/Kg 3 metr cemmurano u 40 000 TU Bemubik
CeIMHUYHO MPHU 3ApaBu WHAWBUAU € chOTBeTHO 31,2 1 12,6 ml/yac/kg. Cpennusat CL/F 3a no3oBu
pexumu cbe 150 1U/Kg 3 mbtu cenmuuno u 40 000 TU BeaHBK CEAMUYHO MPH OHKOJIOTUYHO OOTHH
MAIMEHTH C aHeMUs € chOoTBETHO 45,8 1 11,3 ml/uac/kg. [Ipu moBe4eTo OHKOJIOTHYHO OOJTHH
NalMeHTH C aHEMHUsL, TIoTyYaBally nukiandHa xuMuorepanusi, CL/F e mo-HUCBK cle]] TOAKOXKHO
npunokenne Ha 1031 ot 40 000 IU Begubk cemmuuno u 150 1U/Kg 3 bTH ceIMUYHO B CpaBHEHHE
ChC CTOMHOCTHUTE TIPH 37[PABU WHAUBUIH.

Jlunetnocm/nenunetinocm

[Ipu 3apaBu MHAUBUAM Cce HAOJIFOAaBa MPOMOPIMOHAIIHO HA J03aTa IOBUIIICHHE HA CEPYMHUTE
KOHIIEHTpAIMK Ha eMOeTHH ajida cjel MHTpaBeHo3Ho mpmiokenue Ha 150 u 300 1U/Kg 3 meTH
ceamuyHo. [IpunoxeHnero Ha eTHOKpaTHU 103U enoeTrH anda ot 300 mo 2 400 1U/kg, momkoxHO,
BOJIM JI0 JIMHEHHA 3aBUCUMOCT MeXKIy cpeaHata Cmax M 103aTa, U Mekay cpeqnata AUC u mozara.
[Ipu 3apaBu uHIUBUAM ce HaOII0AaBa 0OpaTHA BPb3Ka MEXKIY IPUBHIHHUS KIMPBHC U J103aTa.

[pu npoyuBaHus1, HACOUYEHH KbM yIbDKaBaHe Ha MHTepBana Ha npwiarade (40 000 IU Benubx
ceamuuno 1 80 000, 100 000 u 120 000 IU npe3 aBe ceamuiin) ¢ HaOJIt01aBaHa JIMHEHHA, HO HE
MIPOTIOPIIFIOHATHA Ha JT03aTa BPb3ka MKy cpenHara Cmax B 103aTa, U MeX Iy cpeaHata AUC u
J103aTa B ChCTOSIHAE HAa PaBHOBECHE.

Bpvska OK/DJ]

Enoernn anga mokassa 10303aBUCHM €EKT BLPXY XEMATOJIOTUIHUTE TIOKA3aTENN, KOUTO HE 3aBUCH
OT HAYMHA Ha MPUJIOKCHUE.

[leduampuuna nonynayus

Crpo01m1aBa ce 3a MOTYKUBOT OT MPpUOIU3UTENHO 6,2 M0 8,7 Yaca IpH MeUaTPUIHU TAITUSHTH C
XpOHHYHA OBOpEYHA HEOCTATHYHOCT CJIC]l MHTPABEHO3HO MPHIIOKCHUE HA MHOTOKPATHH JI03U
enoetuH anda. Okas3sa ce, 4e papMaKOKHHETUYHUAT TPOGUI Ha SHOCTHH ajida MpH Jela ¥ FOHOIIN €
CXOJICH C TO3U TIPU BH3PaCTHH.

(DapMaKOKI/IHCTI/I"IHI/ITC JaHHU IIPpXU HOBOPOJACHU Ca OrPAaHUYCHHU.

Enno nmpoyuBane nipu 7 HEJOHOCEHW HOBOPOAECHH C MHOTO HHCKO TerjIo npu paxkaane u 10 3apaBu
BB3PACTHH, IPH KOUTO € NPWJIaraH HHTPaBEHO3HO EPUTPOIIOCTHH, IT0Ka3Ba, Y€ 00eMbT Ha
pasnpezesneHue € npuOIU3UTENHO 1,5 10 2 MbTH MO-BUCOK NP HETOHOCEHUTE HOBOPOJICHH,
OTKOJIKOTO TIPH 3JIpaBUTE Bh3PACTHH, & KIUPBHHCHT € NPUOIU3UTENHO 3 TBTU T0-BHCOK MPH
HEJOHOCEHNUTE HOBOPOIEHH, OTKOJIKOTO TPH 3[PaBUTE Bb3PACTHH.

Bvbpeuno yepescoane
[Ipu manpeHTH ¢ XpOHNYHA OBOpPEeUHa HEAOCTATHYHOCT HOIYKUBOTHT HA IPHIIOKEHUS HHTPABEHO3HO
enoeTHH ada € JIeKO YABDKCH, TPUOIU3UTEHO 5 Yaca, B CPABHEHHE ChC 3APaBH WHINBU/IN.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

[Ipy TOKCHKOJIIOTUYHH MTPOYYBAHUS C MHOTOKPATHHU 031 BBPXY KydeTa U ITbXOBE, HO HE M BBPXY
MalMyHHU, MPUIOKEHUETO HA ETIOSTHH aida € CBbP3aHO ChC CYOKIMHUYHA KOCTHOMO3bUHA Pubpo3a.
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KoctHOMO3buHATA PrOPO3a € MO3HATO YCIIOKHEHUE MMPH XPOHUYHA ObOpEeYHA HEAOCTATHYHOCT MPU
X0pa U MOXe J1a ObJie CBhP3aHO ¢ BTOPHUYCH XUIEPIAPATHPEOUIN3BM HITH C HEU3BECTHU (PAKTOPH.
YecroTara Ha KOCTHOMO3bUHA (GUOPO3a HE CE € MOBUIITUIIA IPU IPOYYBAHE MPH MAIUSHTH HA
XEMOJIaIIn3a, KOUTO Ca JIEKYBaHU C €IIOCTHH an(da B MPOAbIKEHUE HA 3 TOJUHH, B CPABHEHHUE ChC
CHOTBETCTBAIA KOHTPOJHA TpyIa MAIEHTH Ha XEMOINAIN3a, KOUTO HE ca JIEKYBaHH C €MOeTHH amda.

Enoerun anda He nHIyrpa 6akTepruaIHd FTeHHN MyTanuy (Ames TeCT), XpOMO30MHH abepaliy B
KJIEThYHA KYJITypa OT 003alfHULIM, MUKPOHYKJIEH MTPY MHULIKH WM TeHHU MyTanuu B tokyca HGPRT.

He ca nmpoBexxganu ApATOCPOYHN U3NUTBAHUA 33 KaHIEpOreHHOCT. [[poTHBOpeunBy IuTepaTypHu
cboOIeH s1, 6a3upaHu Ha IN VItro HaXOIKU OT YOBEIIKY TYMOPHH IPOOH Mpe/Ioiarar, e
€pUTPOIIOETHHUTE MOr'aT J1a UMaT HAKaKBa poJisi B TYMOpHaTa nposudepanusi. He e curypro nanu
TOBa MMa HAKAKBO 3HAYCHHE B KJIMHUYHA CUTYaIlUs.

B kneTh4HU KYATYpH OT YOBEIIKH KOCTHOMO3bYHH KJIETKH, CTIOCTUH al(a CTUMYJIHpa epUTPOIoe3aTa
cnenuUYHO U HE TIOBJIHABA JIeBKoToe3ara. He ca Ounm 3a0ens3aHu MUTOTOKCUYHH e(heKTH Ha
ernoeTHH anda BbPXy KOCTHOMO3BbYHHTE KIICTKH.

[Ipu npoyuBaHus BEPXY >KMUBOTHH, EMOETHH an(a IOKa3Ba HaMaIsIBaHE Ha TEJIECHOTO TErJo Ha
¢etyca, 3a0aBsHe Ha Tpoleca HAa OCH(HKALKI U OBUIIaBaHE HA (eTalHaTa CMBPTHOCT, KOraTo €
MIpUJIaraH CeIMUYHO B 103H, MpUOIU3uTeNHO 20 MbTH HaJ MPENopbYNTETHATA CEIMUYHA J03a MPH
xopa. Te3u uzmeHeHust ce 0OSACHABAT KaTO BTOPHUYHH, BCJIEACTBIE HaMaJIsIBaHE HA TEJIECHOTO TEIJIO Ha
MalKNTE, U 3HAYMMOCTTA 32 XOpaTa € HEM3BECTHA C OIJIE]] Ha TEPANleBTUYHUTE JTO30BH HUBA.

6. DAPMAIIEBTUYHU JAHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BeLIeCTBA

Harpues quxunporendocdar quxuapar
Hunatpues pocdart quxumpar

Harpues xnopun

'y

ITommcop6at 80

Boza 3a umxekuun

XiopoBoaOpoIHA KHCENTUHA (3a Kopekius Ha pH)
Hatpues xunpokeun (3a kopekius Ha pH)

6.2 HecbBMecTHUMOCTH

[Tpu nunica Ha MpOyYBaHMUs 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOJYKT HE TPsOBa Ja ce cMecBa C
JIPYTH JEKapCTBEHU MPOTyKTH.

6.3 Cpok Ha rogHoCT
2 TOOVUHU
6.4 CnenuajJHM yCJIOBUS HA ChbXpaHeHUe

Ha ce cpxpansiBa u Tpancrioptupa B xyaawiauk (2°C go 8°C). To3u TemneparypeH HHTEpBal TpsiOBa
Jia ce MOAIbPIKa CTPUKTHO J0 TIPUJIaraHe Ha MPOJYKTa Ha MallUeHTa.

[Ipu amOynaTopHa ymoTtpeba MpoayKThT MOXe /1a ObJie U3Ba/IeH OT XJIaANTHUKA, Oe3 1a ce MMOCTaBs
OTHOBO B HETO, 32 MaKCHMaJIeH MePHOJ OT 3 JTHHU, IPU TeMIlepaTypa He mo-Bucoka ot 25°C. Ako
JIEKapCTBOTO HE C€ U3I0JI3Ba JI0 Kpasi Ha TO3U MEPUo/, TO TpAOBa Ja ce U3XBbPIIH.

Jla He ce 3ampassiBa WIHM pa3Kiamia.
Jla ce cbxpaHsBa B OpHUI'MHAIHATA ONAKOBKa, 3a Ja e MPEIIa3n OT CBETIHHA.
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6.5 Buau chbabp:kaHue HA ONMAKOBKAaTa

[IpeaBapuTeaHO HAITBJIHEHHN CIPUHIIOBKHU (CTHKIIO THII 1), Che MM 6€3 ImpeanasuTen 3a uriiaTta, ¢
OyTano (ryma ¢ TeIOHOBO TIOKPHUTHUE), 3aieYaTaH B OJUCTED.

Binocrit 1 000 1U/0,5 ml HH)XEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Besika cipuHiioBka chabspxka 0,5 ml MHKEKIIMOHEH pa3TBOp.
OnakoBku 0T | uian 6 CIPUHIIOBKH.

Binocrit 2 000 1U/1 ml usxeKIMOHEH pa3TBOP B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
Besika cipuHiioBka chaspxka 1| ml HHKeKIIMOHEH pa3TBoOp.
OnakoBku 0T | nian 6 CIPUHIIOBKH.

Binocrit 3 000 1U/0,3 ml MH)XEKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HABJIHEHA CIPUHIIOBKA
Besika cnipuniioBka ceabspxka 0,3 ml vHXEKIIMOHEH pa3TBOp.
OnakoBku 0T | uian 6 CIPUHIIOBKH.

Binocrit 4 000 1U/0,4 ml MH)XEKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Besika cnipuniioBka ceabspxka 0,4 ml MHXEKIIMOHEH pa3TBOp.
OnakoBku 0T | uian 6 CIPUHIIOBKH.

Binocrit 5 000 1U/0,5 ml nH)XEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bcesika cripuHiioBka chabspxa 0,5 Ml HHKEKIMOHEH pa3TBOP.
OmakoBkH OT 1 wim 6 CIIPUHITOBKH.

Binocrit 6 000 1U/0,6 ml nH)XEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bcesika cripuHIioBka chabpxka 0,6 Ml HHKEKIIMOHEH pa3TBOP.
OmakoBkH OT 1 wim 6 CIIPUHITOBKH.

Binocrit 7 000 1U/0,7 ml MH)XEKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bcesika cnipuHiioBka chabspxka 0,7 Ml HHKEKIIMOHEH PasTBOP.
OmakoBky OT 1 wim 6 CIIPUHITOBKH.

Binocrit 8 000 1U/0,8 ml nHXEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bcesika cripuHiioBka chabspxka 0,8 Ml HHKEKIMOHEH pa3TBOp.
OmakoBkH OT 1 wim 6 CIIPUHITOBKH.

Binocrit 9 000 1U/0,9 ml MHXEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Bcesika cripuniioBka chabspxa 0,9 ml HHKeKIMOHEH pa3TBOp.
OmakoBkH OT 1 wim 6 CIIPUHITOBKH.

Binocrit 10 000 1U/1 ml uHXXeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Besika cipuHIoBka ceabpka 1 ml HEKEKIIMOHEH pa3TBOp.
OmakoBky OT 1 wim 6 CIIPUHITOBKH.

Binocrit 20 000 1U/0,5 ml uH»&eKLIMOHEH PAa3TBOP B MPEABAPUTEIHO HAMNBIHEHA CIIPUHIIOBKA
Besika cpunmoBka ceaspxka 0,5 Ml HEKEKIIMOHEH pa3TBOp.
OmakoBk# OT 1, 4 win 6 CIPUHITOBKH.

Binocrit 30 000 1U/0,75 ml uH»XkeKIMOHEH PA3TBOD B PEABAPUTEIHO HATBIHEHA CIIPUHIIOBKA
Besika cupunmoBka ceaspxka 0,75 Ml HEKEKIIMOHEH pa3TBOP.
OmakoBky OT 1, 4 win 6 CIPUHITOBKH.

Binocrit 40 000 1U/1 ml uHXXEeKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA
Besika cipuHIoBka ceaspka 1 Ml HEKEKIIMOHEH pa3TBOp.
OmakoBkH OT 1, 4 win 6 CIPUHITOBKH.

He Bcuukn BHOOBEC OIMAKOBKH MOTIaT Ja 6’LI[aT ITyCHATU B npoz[a>i<6a.
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6.6 ChenmuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Binocrit He TpsOBa 1a ce M3MO3Ba U TPSAOBA A C€ U3XBBPIIH

- aKO TEYHOCTTA € OIBETCHA WJIU B HEs C€ BIDKJAT IUTYBAIH YACTHIIH.
- aKo € HapylIeHa [IeJOCTTa Ha ONaKOBKAaTa.

- aKo 3HaeTe WU MOI03UpaTe, Y€ CIydaiiHo € OWII 3aMpaseH Wi

- aKO XJIaIMTHUKBT € OWJI B HEU3IPABHOCT.

[IpenBapuTeIHO HAITBIHEHUTE CIPUHIIOBKH Ca TOTOBH 3a yrotpebda (Bx. Touka 4.2). [IpenBapureHo
HaIbJTHEHATa CIIPUHIIOBKA HE TPSIOBa Ja ce paskiamia. BepXy CprHIIOBKHTE MMa W3ITBKHAIO
peniedHO TpagyupaHe ¢ Lell 1a MOXKE /1a Ce U3I0JI3Ba YacT OT KOJIMYECTBOTO, aKO ce Hanoxu. Beekn
NpPBCTEH OT rpagyrpaneTo orroBapsa Ha o0em ot 0,1 ml. [IpoaykThT € camo 3a eqHOKpaTHa yrnoTpeoa.
OT Besika CIIPUHIIOBKA B3eMaiTe camo 110 ejHa J03a Binocrit, KaTo H3XBBPIATE HEKEIAHOTO
KOJIMYECTBO PA3TBOP NMPEAH MHKEKTHPAHE.

H3non3Bane Ha mpeaBapUTEIHO HATBJIHEHA CIPUHIIOBKA C IIPEAITA3UTEN 33 UrjlaTa

[Ipennasurenar moKpuBa Uriata cjiel HHXEKTHPAHETO, 32 JAa ce N30erHaT HapaHsIBaHUs OT yOoKIaHe.
Toli He BiMsie HA HOPMATHOTO (PYHKIIMOHUPAHE Ha CIpUHLIOBKaTa. HaTuckaiite OyTanoro 6aBHO
paBHOMEPHO J0 MHXKEKTHPaHEe Ha IIs1aTa 03a U A0 Kpast Ha Xoaa Ha Oyranoro. OTcTpaHeTe
CIIPUHIIOBKATA OT MallMeHTa, KaTo MOAIbpKaTe HATHCKa BbpXy OyTanoro. [Ipeanazutensr me nokpue
uriara npH OTIyCKaHETO Ha OyTaJoTo.

H3non3Bane Ha IpeBAPUTEIIHO HAIThIHEHA CIIPUHIIOBKA 0€3 Mpeamna3nuTesl 3a uriarta

HpI/IJ'IO)KeTe Ao3arta cruopea CTaHAAPTHUA ITPOTOKOJI.

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3UCKBAHH.

7. INPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Binocrit 1 000 1U/0,5 ml umxekunoHeH pa3TBoOp B IMPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/001
EU/1/07/410/002
EU/1/07/410/027
EU/1/07/410/028

Binocrit 2 000 1U/1 ml urxeKioHeH pa3TBOpP B MPEABAPUTEIHO HATBIHEHA CIIPUHIIOBKA
EU/1/07/410/003
EU/1/07/410/004
EU/1/07/410/029
EU/1/07/410/030

Binocrit 3 000 1U/0,3 ml ur»KeKIHOHEH pa3TBOP B MPEABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
EU/1/07/410/005
EU/1/07/410/006
EU/1/07/410/031
EU/1/07/410/032
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Binocrit 4 000 1U/0,4 ml nrXeKIMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/007
EU/1/07/410/008
EU/1/07/410/033
EU/1/07/410/034

Binocrit 5 000 1U/0,5 ml umxeKkunoHEH pa3TBOp B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/009
EU/1/07/410/010
EU/1/07/410/035
EU/1/07/410/036

Binocrit 6 000 1U/0,6 ml nmxeKknoHEH pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/011
EU/1/07/410/012
EU/1/07/410/037
EU/1/07/410/038

Binocrit 7 000 1U/0,7 ml uryKeKIIMOHEH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/017
EU/1/07/410/018
EU/1/07/410/039
EU/1/07/410/040

Binocrit 8 000 1U/0,8 ml nmkeknnoHeH pa3TBOp B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/013
EU/1/07/410/014
EU/1/07/410/041
EU/1/07/410/042

Binocrit 9 000 1U/0,9 ml nmkeknnoHeH pa3TBOp B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/07/410/019
EU/1/07/410/020
EU/1/07/410/043
EU/1/07/410/044

Binocrit 10 000 1U/1 ml umxeKIioHeH pa3TBOpP B MPEIBAPUTEIIHO HATBIHEHA CIIPUHIIOBKA
EU/1/07/410/015
EU/1/07/410/016
EU/1/07/410/045
EU/1/07/410/046

Binocrit 20 000 1U/0,5 m] uHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
EU/1/07/410/021
EU/1/07/410/022
EU/1/07/410/047
EU/1/07/410/053
EU/1/07/410/048

Binocrit 30 000 1U/0,75 ml uHXeKIMOHEH pa3TBOp B MPEIBAPUTEITHO HAITBJIHEHA CIIPHHIIOBKA
EU/1/07/410/023
EU/1/07/410/024
EU/1/07/410/049
EU/1/07/410/054
EU/1/07/410/050

Binocrit 40 000 1U/1 ml nmxeKIoHeH pa3TBOP B MPEIBAPUTEIIHO HAITBIIHEHA CIIPUHIIOBKA
EU/1/07/410/025
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EU/1/07/410/026
EU/1/07/410/051
EU/1/07/410/055
EU/1/07/410/052

9. JATA HA TbPBO PA3PEINABAHE/IIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jata Ha mepBO pazpemanane: 28 aBryct 2007 r.
Jlata Ha nmocneaHo noaHoBsiBane: 18 roHu 2012 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

[Honpobna nHpopManys 3a TO3M JEKApCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiiTa Ha EBponeiickaTta
areHIs 1o jiekapcrsata http://www.ema.europa.eu.

29



INPUJIOKEHHE 11

MMPOU3BOJUTEJIN HA BUOJIOIT'MYHO AKTUBHOTO BEIIECTBO U
MMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJABAHE HA
ITAPTHU N

YCJI0BUSA UK OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

APYI'N YCJIIOBUA U UBNCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUA NJIN OTPAHNYEHMUS 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHMUSA ITPOAYKT
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A.  MPOU3BOAUTEJIN HA BUOJIOT'NMYHO AKTUBHOTO BEIIECTBO
MNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKIABAHE HA ITAPTUIN

HmMe u agpec Ha TPOM3BOIUTENANTE HA OMOJIOTHYHO AKTHBHOTO BEIISCTBO

Rentschler Biotechnologie GmbH
Erwin-Rentschler-Strasse 21
D-88471 Laupheim

T'epmanus

Lek Pharmaceuticals d.d.
Kolodvorska 27

SI-1234 Menges
CrnoBeHus

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 3a 0CB060)KI[aBaH€ Ha NapTHUAUTC

Sandoz GmbH
Biochemiestr. 10
A-6336 Langkampfen
ABcTpus

b. YCJIOBUsA NN OI'PAHUYEHUA 3A JTOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT CE OTITyCKa [0 OTpaHUuEHO Jiekapcko npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTeprcTuka Ha MpoAayKTa, Touka 4.2).

B. JAPYI'M YCJIOBHUA U N3NCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
e [lepnoanyHM aKTYyaIU3MPAHH AOKJIAIHU 32 0€30I1aCHOCT

M3uckpanusTa 3a NO/IaBaHe HA ICPHOIUTHH aKTyaTU3UpaHU JOKIATH 32 0€30TaCHOCT 32 TO3H
JIEKapPCTBEH MPOAYKT Ca IMOCOYCHHU B CIHCHKA ¢ pedhepeHTHUTE NaTh Ha EBponeiickus chio3 (EURD
CIUCHK), ipeaBuicH B wi. 1078, an. 7 ot upextusa 2001/83/EO, 1 BbB BCUYKH CIIEABAIIN
aKTyaJu3alliy, MyOJMKyBaHHU Ha €BPOTICHCKHsI yeOImopTall 3a JJeKapcTBa.

I'.  YCJI0OBUSA UWJIN OTPAHUYEHUS 3A BE3OITACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS IPOAYKT

e [lnan 3a ynpasijienne Ha pucka (IIYP)

[IPY tpsiOBa 1a M3BBPILIBA U3UCKBAHUTE ACHHOCTH U IEHCTBUS, CBBP3aHU C MPOCIeIsIBaHe Ha
JeKapcTBeHaTa 0e30macHoCT, mocodeHu B ogoopenus IIYP, nmpencrasen B Monyn 1.8.2 Ha
pasperieHneTo 3a ynorpeda, KakTo | MPU BCUYKHU CIIEIBAIIN ChITIacyBaHU akTyann3anuu Ha [TYP.

Axrtyanmsupan [IYP TpabBa na ce mopasa:

. 10 MCKaHe Ha EBporielickaTa areHuus 1o JeKapcTBara;

o BHUHArM, KOraTo ce U3MEHS cucTeMaTa 3a yIpaBJieHHe Ha pUCcKa, 0COOEHO B pe3yiTar Ha
MoJTy4aBaHe Ha HOBa HH(MOpMaIIUs, KOSTO MOXe Ja JOBEJIE JI0 3HAYNMHU TIPOMEHH B
CHOTHOILICHUETO TIOJI3a/PUCK, WK CIIe]T IOCTUTAaHEe Ha BaKEH eTar (BbB BPb3Ka C TPOCiIe/sIBaHe
Ha JIeKapCTBeHaTa 0e30MaCHOCT MM CBEXIAaHE Ha PHCKA IO MUHUMYM).
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INPUJIOKEHHE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 1 000 1U/0,5 ml umxeKkunoHEH pa3TBOp B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTEIHO HambIHEHA cripuHIoBKa OT 0,5 ml chaspika 1 000 mexnyHaponuu eaunuiy (1U)
EKBHMBAJICHTHH Ha 8,4 MUKporpaMa ernoeTuH ajnda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TUXUApaT, AMHATpHEB (hocdhar AUXUIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a momrbIHATETHA HHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 npeaBapuTeTHO HATBJIHEHA cripuHIOBKa oT 0,5 ml

6 mpeaBapUTEIHO HAITbJIHEHN CIPHHIOBKH oT 0,5 ml

1 npenBapuTenHO HabJIHEHA cripuHIOBKA 0T 0,5 ml ¢ mpeamasuTen 3a urinara
6 mpeaBapUTENHO HATBIHEHHU cripuHIoBKH oT 0,5 ml ¢ mpeanasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsBa U TpaHCcTIOpTUpa B XiamuHuK (2°C-8°C).
[a He ce 3ampa3siBa.

CrpxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
npeanasy OT CBETIIMHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/001
EU/1/07/410/002
EU/1/07/410/027
EU/1/07/410/028

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 1 000 1U/0,5 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

36



MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 1 000 1U/0,5 ml urxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 2 000 1U/1 ml nmxeKknuoHeH pa3TBOp B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anda

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTEIHO HaMlbIHEHA cipuHIOoBKa OT 1 ml chabprka 2 000 mesxmyrapoauu equnuim (IU)
eKBHMBaJICHTHH Ha 16,8 MUKporpama emnoetuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) u Boja 3a WHKEKIIHY.

3a MorbITHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 nmpeaBapuUTETHO HAITBJIHEHA CIPUHIIOBKA OT 1 Ml

6 mpeaBapUTEIHO HAITbJIHEHN CIPUHIOBKH OT 1 ml

1 npenBapuTeIHO HATBJIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpennasuTen 3a uriata
6 mpeaBapUTEIHO HATBIHEHH CIIPUHIOBKM OT 1 ml ¢ mpeamasuren 3a uriata

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenn ynotpeba npoyereTe IMCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TT'OJHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ila ce cpxpaHsBa U TpaHCIOpTHpa B xnaamiHuk (2°C-8°C).
a ue ce 3ampasspa.

C’LXpaHHBaﬁTC IpeABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA B KAPTOHCHATA OITAKOBKA, 34 J1a CC
mnmpeamnasy OT CBETINHA.

10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/003
EU/1/07/410/004
EU/1/07/410/029
EU/1/07/410/030

13. TAPTHUJAEH HOMEP

ITaptuna:

14. HAYMH HA OTIITYCKAHE

15. YKA3AHMA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Binocrit 2 000 1U/1 ml

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKo ¢ BKJIIOYECH YHUKAJIEH HACHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Binocrit 2 000 1U/1 ml urxekmus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO

41



JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 3 000 1U/0,3 ml umxeKInOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTeNHO HambIHEHA cripuHIoBKa oT 0,3 ml chaspika 3 000 mexnyHaponuu eaunuiy (1U)
€KBHMBAJICHTHH Ha 25,2 MUKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a MorbIHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeKkunoHeH pa3TBOpP B NPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

1 mpenBapuTENHO HAITBJIHEHA CrIpHHIOBKa oT 0,3 ml

6 npenBapUTENHO HAITBJIHEHH CIPUHIIOBKH oT 0,3 ml

1 mpenBapuTETHO HATBIIHEHA criprHIIOBKA 0T 0,3 ml ¢ mpennasuTen 3a uriara
6 mpeaBapUTENHO HATbIHEHH cripuHioBKH oT 0,3 ml ¢ mpeanasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEXK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampassiBa.

CroxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
MpeAnasy oT CBETIUHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/005
EU/1/07/410/006
EU/1/07/410/031
EU/1/07/410/032

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 3 000 1U/0,3 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

a4



MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJUWHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 3 000 1U/0,3 ml unxekuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 4 000 1U/0,4 ml umxeKIHOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTeNHO HambIHEHA cripuHIoBKa OT 0,4 ml chabpika 4 000 mexnyHaponuu eaunuiy (1U)
€KBHMBaJICHTHH Ha 33,6 MUKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXUAPOreHpochaT TMXUApPAT, AMHATpHEB (pocdar AuXuIpaT, HATPUCB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a MorbIHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeKkunoHeH pa3TBOpP B NPEABAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA.

1 npenBapuTeTHO HaTBJIHEHA cripuHIoBKa oT 0,4 ml

6 npenBapUTENHO HAITBJIHEHH CIPUHIIOBKH oT 0,4 ml

1 npeaBapuUTENHO HATBIHEHA cIpUHIIOBKA OT 0,4 ml ¢ mpema3uren 3a uriata
6 mpeaBapUTEIHO HATBIHEHHU cripuHIoBKH oT 0,4 ml ¢ mpeamasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampassiBa.

CroxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
MpeAnasy oT CBETIUHA.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/007
EU/1/07/410/008
EU/1/07/410/033
EU/1/07/410/034

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 4 000 1U/0,4 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JIBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAICH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 4 000 1U/0,4 ml unxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO

49



JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUSA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 5 000 1U/0,5 ml umxekunoHeH pa3TBOp B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTEIHO HaMbIHEHA cipuHIlOBKa OT 0,5 ml chaspika 5 000 mexnyHaponuu eaunuiy (1U)
eKkBHMBaJIeHTHH Ha 42,0 MUKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a MorbIHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 npenBapuTeNHO HaITbJIHEHA cpuHIOBKa OT 0,5 ml

6 mpeaBapUTEIHO HAITbJIHEHN CIPHHIOBKH oT 0,5 ml

1 npenBapuTenHO HabJIHEHA cripuHIOBKA 0T 0,5 ml ¢ mpeamasuTen 3a urinara
6 mpeaBapUTENHO HATBIHEHHU cripuHIoBKH oT 0,5 ml ¢ mpeanasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI'U CHEUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampassiBa.

CroxpaHsBaiiTe MpeIBapUTETHO HAITBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMIAKOBKA, 3a J1a CE
MpeAnasy oT CBETIUHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/009
EU/1/07/410/010
EU/1/07/410/035
EU/1/07/410/036

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIAA HA BPAJIOBA ABBYKA

Binocrit 5 000 1U/0,5 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 5 000 1U/0,5 ml unxkekuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO

53



JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 6 000 1U/0,6 ml umxeKunoHEH pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 npeaBapuTEIHO HaMTbJIHEHA cipuHIOBKa OT 0,6 ml chabspika 6 000 mexnyHaponuu eaunuiy (1U)
eKkBHBaJieHTHH Ha 50,4 MUKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TUXUApaT, AMHATpHEB (hocdhar AUXUIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a momrbIHATETHA HHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeKkunoHeH pa3TBOpP B NPEABAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA.

1 npenBapuTeTHO HATBJIHEHA cripuHIOBKa oT 0,6 Ml

6 npenBapUTENHO HAITBJIHEHH CIPUHIIOBKH 0T 0,6 Ml

1 npeBapUTENHO HATBIHEHA CIPUHIIOBKA OT 0,6 ml ¢ mpema3uTen 3a uriata
6 mpeaBapUTEIHO HATBIHEHHU cripuHIoBKH oT 0,6 ml ¢ mpeanasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsBa U TpaHCcTIOpTUpa B XiamuHuK (2°C-8°C).
[a He ce 3ampa3siBa.

CrpxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
npeanasy OT CBETIIMHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/011
EU/1/07/410/012
EU/1/07/410/037
EU/1/07/410/038

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 6 000 1U/0,6 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 6 000 1U/0,6 ml nrxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 7 000 1U/0,7 ml umxeKInOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTeIHO HambIHEHA cripuHIioBKa oT 0,7 ml chaspika 7 000 mexnyHaponuu eaunuiy (1U)
€KBHMBaJICHTHH Ha 58,8 MUKporpama emnoetus anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a MHKEKIIHY.

3a MorbITHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

VHKeKIIMOHEH pa3TBOP B MPEBAPUTEIIHO HAITBIIHEHA CIIPUHIIOBKA.

1 npenBapuTeTHO HATBJIHEHA cripuHIoBKa ot 0,7 ml

6 npenBapUTENHO HAITBbJIHEHH cripuHIoBKH oT 0,7 ml

1 npeaBapuTeTHO HAaTBbJIHEHA CHPHHIIOBKA OT 0,7 ml ¢ mpexnasuTen 3a uriara
6 mpenBapUTETHO HAITBJIHEHH CIPHHIIOBKY oT 0,7 ml ¢ mpenna3uren 3a uUriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenn ynotpeba npoyerere IMCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampassiBa.

CroxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
MpeAnasy oT CBETIUHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/017
EU/1/07/410/018
EU/1/07/410/039
EU/1/07/410/040

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 7 000 1U/0,7 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 7 000 1U/0,7 ml urxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 8 000 1U/0,8 ml nmxeKunoHEH pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTeIHO HambIHEHA cripuHIoBKa oT 0,8 ml chaspika 8 000 mexnyHaponuu eaunuiy (1U)
€KBHMBAJICHTHH Ha 67,2 MUKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) v Bojia 3a MHKEKIIHY.

3a MobIHATETHA HHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeKkunoHeH pa3TBOp B NPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA.

1 npenBapuTenHO HaTbJIHEHA cripuHIoBKa OT 0,8 ml

6 npenBapUTEHO HAITBJIHEHH CIPUHIIOBKH oT 0,8 ml

1 npeaBapuUTENHO HaBIHEHA cripuHIOBKa oT 0,8 ml ¢ mpeama3uren 3a uriiata
6 mpeaBapUTENHO HATBIHEHHU cripuHIoBKH oT 0,8 ml ¢ mpeanasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampa3siBa.

CroxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
MpeAnasy oT CBETIUHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/013
EU/1/07/410/014
EU/1/07/410/041
EU/1/07/410/042

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 8 000 1U/0,8 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 8 000 1U/0,8 ml nrxekuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 9 000 1U/0,9 ml umxeKknnoHEH pa3TBOp B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anga

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTEIHO HambIHEHA cripuHIoBKa OT 0,9 ml chaspika 9 000 mexnyHaponuu eaunuiy (1U)
€KBHMBAJICHTHH Ha 75,6 MEKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a MombIHUTETHA HHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeKkunoHeH pa3TBOpP B NPEABAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA.

1 npeaBapuTeTHO HATBJIHEHA cripyuHIOBKa oT 0,9 ml

6 npenBapUTENHO HAITBJIHEHH CIPUHIIOBKH oT 0,9 ml

1 npeaBapuUTENHO HaBIHEHA cipUHIOBKa oT 0,9 ml ¢ mpeama3uren 3a uriata
6 mpeaBapUTENHO HATBIHEHH cripuHIoBKH oT 0,9 ml ¢ mpeanasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXKHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampassiBa.

CroxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
MpeAnasy oT CBETIUHA.

10. CHEIWMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/07/410/019
EU/1/07/410/020
EU/1/07/410/043
EU/1/07/410/044

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 9 000 1U/0,9 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(DHUKATOP.

67



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

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXXJIAHE

Binocrit 9 000 1U/0,9 ml urxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 10 000 1U/1 ml umkeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIIBIHEHA CIIPUHIIOBKA

Enoerun anda

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTEIHO HalTbIHEHA cripuHIloBKa OT 1 ml chabpika 10 000 mexxayHapoauu eauauiu (IU)
eKBHMBaJICHTHH Ha 84,0 MUKporpama ernoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a MHKEKIIHY.

3a MorbITHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 npeaBapuUTETHO HAITBJIHEHA CIPUHIIOBKA OT 1 Ml

6 mpeaBapUTEIHO HAITbJIHEHN CIPUHIOBKH OT 1 ml

1 npenBapuTeIHO HATBJIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpennasuTen 3a uriata
6 mpeaBapUTEIHO HATBIHEHH CIIPUHIOBKM OT 1 ml ¢ mpeamasuren 3a uriata

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

3a NOJKOXHO ¥ UHTPABEHO3HO NPHIIOKEHHUE.
[Ipenun ynotpeba npoyereTe IUCTOBKATA.
He pasknamaiite.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYTI'U CHEHUAJIHM IIPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cbxpaHsiBa U TpaHCcTIOpTUpa B XiaquHuK (2°C-8°C).
Ja He ce 3ampassiBa.

CroxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OIIAKOBKA, 3a J1a CE
MpeAnasy oT CBETIUHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/015
EU/1/07/410/016
EU/1/07/410/045
EU/1/07/410/046

13. TMAPTHUJAEH HOMEP

ITapTuna:

14. HAYMH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Binocrit 10 000 1U/1 ml

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JiBynamepeH 0apKoJ1 ¢ BKIIIOYCH YHUKAIECH HICHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMWHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 10 000 1U/1 ml waxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 20 000 1U/0,5 ml umkeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIIBIHEHA CIIPUHIIOBKA

Enoerun anda

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHHIIECTBO(A)

1 npeaBapuTEIHO HamrbIHEHA cripuHIioBKa oT 0,5 ml chabspika 20 000 mexxayHapoauu eauaunu (IU),
eKkBuBajJeHTHHN Ha 168,0 MuKporpama ermoeTuH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATPHEB (hochaT TUXUIPAT, HATPHECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 Kopurupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a WHKEKIIHY.

3a momrbIHATETHA HHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 npeaBapuTeTHO HATBJIHEHA cripuHIOBKa oT 0,5 ml

6 mpeaBapUTEIHO HAITbJIHEHN CIPHHIOBKH oT 0,5 ml

1 npenBapuTenHO HabJIHEHA cripuHIOBKA 0T 0,5 ml ¢ mpeamasuTen 3a urinara
4 mpenBapUTETHO HATBJIHEHU CIPHHLOBKH OT 0,5 ml ¢ mpeamaszuTen 3a uriara
6 mpeBapUTENHO HAITBIHEHH CIIPUHIIOBKY 0T 0,5 ml ¢ mpexnasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHUE.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.
He paskinamaiire.

6. CIHEHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

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

‘ 7. JAPYI'U CHEHNUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ila ce cpxpaHsBa M TpaHCIIOpTHpa B XiaawiHuk (2°C-8°C).
Jla He ce 3ampassiBa.

C’LXpaHHBaﬁTC IpeaABAPUTCIIHO HAITBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA OITAKOBKA, 34 Jia CC
mnmpeamnasy OT CBETINHA.

10. CHEIWMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJJPEC HA TIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/07/410/021
EU/1/07/410/022
EU/1/07/410/047
EU/1/07/410/053
EU/1/07/410/048

13. TTAPTHUJAEH HOMEP

ITaptuna:

14. HAYMUH HA OTITYCKAHE

15. YKA3AHMA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Binocrit 20 000 1U/0,5 ml

‘ 17.  YHUKAJIEH UIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAJIEH HACHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUS INTPOAYKT U ITBT(MIIA) HA BBBEKXJIAHE

Binocrit 20 000 1U/0,5 ml urxekuns

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO

7



JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUS

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 30 000 1U/0,75 ml uHXeKIIHOHEH Pa3TBOP B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

Enoerun anda

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTeNHO HamrbIHEHA cripuHIoBKa OT 0,75 ml ceabprxka 30 000 mexaynapoauu eaunuiy (1U)
eKBUBaJICHTHH Ha 252,0 MUKpoTrpaMa ermoeTHH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosircopOat 80, XJIOpoBOIOPOIHA KUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH]T (32 Kopurupane Ha pH) 1 Boja 3a MHKEKIIHY.

3a MorbITHUTETHA WHPOPMAIIHS BHXKTE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 npeaBapuTeTHO HATBJIHEHA cripuHIIOBKa oT 0,75 ml

6 npenBapUTEIHO HAITBJIHEHH CIPUHIIOBKH oT 0,75 ml

1 npenBapuTenHO HabJIHEHA cripuHIOBKA 0T 0,75 ml ¢ nmpennasuren 3a Uriata
4 mpenBapUTETHO HATBJIHEHU cIPUHIOBKH OT 0,75 ml ¢ mpeamasuTen 3a uriata
6 mpeBapUTENHO HAITBIHEHH CIPUHIOBKY oT 0,75 ml ¢ mpeamasuren 3a uriara

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHUE.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.
He paskinamaiire.

6. CIHEHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

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

‘ 7. JAPYI'U CHEHNUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ila ce cpxpaHsBa M TpaHCIIOpTHpa B XiaawiHuk (2°C-8°C).
Jla He ce 3ampassiBa.

C’LXpaHHBaﬁTC IpeaABAPUTCIIHO HAITBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA OITAKOBKA, 34 Jia CC
mnmpeamnasy OT CBETINHA.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJJPEC HA TIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/410/023
EU/1/07/410/024
EU/1/07/410/049
EU/1/07/410/054
EU/1/07/410/050

13. TTAPTHUJAEH HOMEP

ITaptuna:

14. HAYMUH HA OTITYCKAHE

15. YKA3AHMA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Binocrit 30 000 1U/0,75 mi

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HACHTU(PHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 30 000 1U/0,75 ml urxekuns

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBHINHA KAPTOHEHA KYTHUSA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Binocrit 40 000 1U/1 ml urkeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIIBIHEHA CIIPUHIIOBKA

Enoerun anda

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 npeaBapuTEIHO HalbJIHEHA cripuHIloBKa OT 1 ml chabpika 40 000 mexxayHapoauu eauauy (IU)
ekBuBajeHTHN Ha 336,0 MUKporpaMa ermoeTHH anda.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomTHm BemiecTBa: HATPUEB AUXHUAPOreHbochaT TMXuApaT, AMHATprEeB (pocdar guXuIpaT, HATPUECB
XJIOpHU, TJIMIHH, TTosicopOat 80, XJIOpoBOIOPOIHA KHUCETNHA (32 KopuTupane Ha pH), HaTpueB
XUAPOKCH (32 Kopurupane Ha pH) 1 Boa 3a MHKEKIIHY.

3a MobIHUTETHA WHPOPMAIIHSI BHXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA.

1 nmpeaBapuUTETHO HAITBJIHEHA CIPUHIIOBKA OT 1 Ml

6 mpeaBapUTEIHO HAITbJIHEHN CIPUHIOBKH OT 1 ml

1 npenBapuTeIHO HATBJIHEHA CIIPUHIIOBKA OT 1 ml ¢ mpennasuTen 3a uriata
4 mpenBapUTETHO HATBJIHEHN CIIPUHLIOBKH OT | ml ¢ mpennasuten 3a uriara
6 mpeBapUTEIHO HAITBIHEHH CIIPUHIIOBKY OT 1 ml ¢ mpennasuTen 3a uriaTa

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/IAHE

3a MOJKOKHO U UHTPABEHO3HO MPUIIOKEHUE.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.
He paskinamaiire.

6. CIHEHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCETI'A HA TEIIA

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

‘ 7. JAPYI'U CHEHNUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ila ce cpxpaHsBa M TpaHCIIOpTHpa B XiaawiHuk (2°C-8°C).
Jla He ce 3ampassiBa.

C’LXpaHHBaﬁTC IpeaABAPUTCIIHO HAITBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA OITAKOBKA, 34 Jia CC
mnmpeamnasy OT CBETINHA.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJJPEC HA TIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH, Biochemiestr. 10, A-6250 Kundl, ABctpus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/07/410/025
EU/1/07/410/026
EU/1/07/410/051
EU/1/07/410/055
EU/1/07/410/052

13. TTAPTHUJAEH HOMEP

ITaptuna:

14. HAYMUH HA OTITYCKAHE

15. YKA3AHMA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Binocrit 40 000 1U/1 ml

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAJIEH HACHTU(DHUKATOP.
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET/CIIPUHIIOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT U ITBT(MIIA) HA BBBEXKJIAHE

Binocrit 40 000 1U/1 ml uaxexuus

Enoerun anda
i.v./s.c.

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4, INAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIN

| 6. JIPYTO
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b. JUCTOBKA
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JlncroBka: undopManusi 3a NanueHTa
Binocrit 1 000 1U/0,5 ml uxskeKIHOHEH PAa3TBOP B MPEABAPUTEIHO HATbJIHEHA CIIPUHIIOBKA
Binocrit 2 000 1U/1 ml nH:keKnHOHEH Pa3TBOP B MPeABAPUTEHO HABJIHEHA CIPHHIOBKA
Binocrit 3 000 1U/0,3 ml uH:keKIHOHEH Pa3TBOP B MPEABAPUTEIHO HATbJIHEHA CIIPUHIIOBKA
Binocrit 4 000 1U/0,4 ml nH:keKIHOHEH Pa3TBOP B MPeABAPUTEHO HANTBJIHEHA CIPHHIOBKA
Binocrit 5 000 1U/0,5 ml ux:keKIHOHEH Pa3TBOP B MPEABAPUTEIHO HAMbJIHEHA CIIPHHIIOBKA
Binocrit 6 000 1U/0,6 ml nH:keKnHOHEeH Pa3TBOP B MPeABAPUTEIHO HABJIHEHA CIPHHIOBKA
Binocrit 7 000 1U/0,7 ml uHkeKIHOHEH Pa3TBOP B MPEABAPUTEIHO HAbJIHEHA CIIPHHIIOBKA
Binocrit 8 000 1U/0,8 ml nH:keK1MOHeH pa3TBOP B MpPeIBAPHTEIHO HANbJIHEHA CIPHHI[OBKA
Binocrit 9 000 1U/0,9 ml nH:keKMOHeH Pa3TBOP B MpPeIBAPHTEIHO HANTbJIHEHA CHIPHHI[OBKA
Binocrit 10 000 1U/1 ml uH:KeKIMOHEH PAa3TBOP B MPeABAPUTEIHO HANbJIHEHA CIIPHHI[OBKA
Binocrit 20 000 1U/0,5 ml uH:keK1HOHEeH Pa3TBOP B NMPeIBAPUTEHO HANBJIHEHA CIPHHIIOBKA
Binocrit 30 000 1U/0,75 ml nHkeKIHOHEH Pa3TBOP B MPEABAPUTEIHO HAMbJIHEHA CIIPHHIIOBKA

Binocrit 40 000 1U/1 ml ux:keKuuOHEH Pa3TBOP B MPeABAPUTEIHO HAIbJIHEHA CIIPUHIOBKA
Enoerun anda (Epoetin alfa)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, IPEAH A 3all0YHETe /1a N3110JI3BaTe TOBA

JIEeKapcTBO, Thil KaTo THA ChAbP:Ka BazkHa 3a Bac undopmauus.

- 3amnasere Ta3u JUCTOBKA. MoXe fa ce HaJIoXKU J1a 1 IPOUETEeTe OTHOBO.

- AKO “MaTe HSIKaKBH JIONBJIIHUTEIHN BBIIPOCH, onuTaiTe Bammus sekap, papmaneBT nin
MEANULUHCKA CecTpa.

- Toga siekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrenBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIy, He3aBUCHMO Y€ IPU3HALMTE Ha TSIXHOTO 3a00JIsiBaHe ca ChIIMTE KakTo Bammre.

- AKO Mony4nTe HIKaKBH HEXEJIaHU JICKApCTBEHU peakluy, yBeaomere Bamus nekap,
(bapMaueBT WM MEAUIMHCKaA CECTpa. ToBa Bk/II0YBa M BCUYKH BB3MOKHH HEKEJIaHU pCaKknuu,
HEOIMCaH! B Ta3M JUCTOBKA. Bukte Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

KakBo npencrasnsiBa Binocrit 1 3a kakBo ce H3M0JI3Ba
KaxkBo Tps0Ba nia 3Haete, npeau na u3nonspare Binocrit
Kak ma m3nonssare Binocrit

BB3M0XHU HEXKEaHU PEAKLUU

Kak na cpxpansiBare Binocrit

ChbabppxaHue Ha ONAKOBKATa U AOIBIHUTENIHA HH(OPMALUS

oML

1. Kakso npeacrasiasBa Binocrit u 3a kakBo ce U3noa3Ba

Binocrit chabpika akTHBHOTO BEMIECTBO €MOETHH amnda, OENThK, KOUTO CTUMYITUPa KOCTHHS MO3BK /12
o0Opa3yBa MoBeye YepBEHU KPbBHU KIICTKH, KOUTO HOCSAT XEMOTJIOOHH (BEIECTBO, KOSTO MPEHACs
kucinopon). Enoetun anda e xonve Ha 4OBEMKUS OSNTHK EPUTPONIOSTHH M ACUCTBA MO CHIIHS HAUYWH.

Binocrit ce u3noa3Ba 3a jJieyeHne Ha CHMITOMATHYHA aHEMHUsI, IPHYMHEHA OT OLOPEYHO
3a20015IBaHe:

® IIpH JICIIa HA XEMOJIHAJIN3a

® TIpU BH3PACTHU HA XEMOJUAIN3A WIIH NIEPUTOHEATTHA TUAJIN3A,
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® IIpH BB3PAaCTHHU C TEXKKA aHEMHs, KOUTO BCC OIIC HE Ca Ha XEMOOHaJIn3a.

Axko uMaTe ObOpedHo 3a00JIsIBaHe € BH3MOXKHO JIa UMaTe HEJIOCTUT Ha YePBEHU KPHBHU KIIETKH, aKO
0B0pernTe By He MPOM3BEXK AT JOCTATHYHO KOJIMYECTBO EPUTPOTIOCTHUH (HEOOXOIUM 3a MPOTYKIIAATA
Ha YEepPBCHM KPBHBHU KJIETKH). Binocrit ce mpeamnucBa 3a cTUMyJupaHe Ha KOCTHUS Bu MO3bK na
MPOU3BEXK/A MOBEYE YEPBEHU KPHBHU KIICTKH.

Binocrit ce u3noJ3Ba 3a JieueHne HA aHEMHS NPU BL3PACTHH, MOJYy4YaBaIId XUMHUOTEPANUs
CpeIIy COJUIAHHA TYMOPH, 3IOKaYECTBCH JTMM(OM HITH MYJITUIUICH MUEJIOM (paK Ha KOCTHHUS MO3BK),
KOWTO MOXE Ja IMaT Hy’>KJla OT KpbBOIIperBaHe. Binocrit Mojke 1a HamMau Hy>KZata OT
KPBBOIIPEIINBAHE TIPHU TE3HU MAITUCHTH.

Binocrit ce n3moy13Ba Npu BL3PacTHH € YMepeHa aHeMHsI, KOUTO JeMOHUPAT YacT OT CBOSITa
KPbB IIpeid ONepaums, Taka e Ts1 Ja MoXke Ja UM ObJie 00paTHO IIpessiTa 0 BpeMe Ha WM ClIe]
onepauusTa. Tl kato Binocrit cTuMyiupa NpoJyKLIUATa HAa YePBEHH KPbBHU KJIETKH, € Bb3MOXKHO
JIEKapUTe Aa U3TETIIAT OBEYE KPBB OT TE3U MALIUEHTH.

Binocrit ce n3moszpa NpHu BB3paCcCTHHU C yME€pEeHa aHEMHSA, HA KOUTO NPEACTOM rojisMma
opTOoNneIUYHA onmepanus (HaanMep Oricpanum 3a CMsHa Ha Ta3o6e)1peHa WK KOJIsTHHA CTaBI/I) C o1
HaMaJIIBaHC Ha MOTCHIHAJIHATA HYKJIa OT KPBBOIIPCIIUBAHEC.

2. Kakso TpsdBa 1a 3HaeTe, npeau Aa u3noJssare Binocrit
He u3nonseaiite Binocrit:

®  aKo cTe aJIEPrHYHM KbM €MOCTHH aj(a WIN KbM HSIKOSI OT OCTAHAJIMTE ChCTABKH HA TOBA
JekapcTBO (M30pOEHH B TOUKa 6);

e axo Bu e mocraBena nuarHo3a npuao0uTa (4MCTa) AaIUIA3Msl HA EPUTPOLMTHTE (KOCTHUAT
MO3BK HE € B ChCTOSTHHE Ja 00pa3yBa JOCTAThYHO YEPBEHU KPBBHH KIIETKH) CJIe]l IPEIXOAHO
JICYCHUE C IPYTH MPOAYKTH, KOUTO CTUMYIHUPAT MPOIYKIUATA HA YePBEHU KPBBHU KJICTKH
(BrurrounTenHO Binocrit). Bikre Touka 4;

e aKo MMaTe BMCOKO KPBbBHO HAJIITaHe, KOETO HE € YCIEIHO KOHTPOJIUPAHO C JEKapCTBa;

®  CIIeN CTUMYJIMPAHE Ha MPOIYKIHATA HAa COOCTBEHU YSPBCHH KPHBHU KIICTKH (3a 1a MOTaT
JIEKapuTe Ja B3eMaT MoBeUe KpbB OT Bac), ako He Mo:KkeTe /1a MOJyqYuTe MpeTuBaHe Ha
co0cTBEeHAa KPBB 110 BpEMe Ha WK CJIe]l XUPYPTUIHA WHTSPBEHITHSI.

e aKo Tpsi0Ba Aa ObJeTe MOAJT0KEeHH HA roJisiMa eJJeKTUBHA OPTONeIMYHA onepauus (KaTo
CMsIHA Ha Ta300eapeHa I KOJISTHHA CTaBa) H:
® UMare TeXKO ChpAeYHO 3a00Is1BaHe
e UMaTe TEXKU HAPYIICHUS Ha BEHUTE U apTEPUUTE
® HACKOPO CTE UMAIM ChpJicUueH HHPAPKT HITH ylIap
e He MOXKeTe Ja IpueMare JIeKapcTBa 3a pa3pekaaHe Ha KpbBTa
Bp3moxHo e Binocrit na He e moaxoasit 3a Bac. Mo, o6¢cbnere ToBa ¢ Bammus nekap. Koraro ca
Ha JiedyeHne ¢ Binocrit, HIKOM Xopa UMAaT HY»/a OT JIeKapCcTBa 32 HaMaJIsIBAaHE HA PUCKA OT
o0Opa3yBaHe Ha ChCHpEIId. AKO He MOKeTe /ia MpueMare JiekapcTBa, peana3Bamu 0T
o0pa3yBaHe Ha KPbBHHU ChCHpeld, He TPsiOBa 1a mpuemarte Binocrit.

IpenynpesxaeHus U NpeInasHu MePKH:
I'oBopere ¢ Bamms nekap, papMalieBT WM MEAUIIMHCKA cecTpa, TIPe/In J1a u3noisBare Binocrit.

Binocrit u Apyru npoayKTH, KOUTO CTUMYJIHPAT MPOAYKIHATA HA YePBEHH KPbBHHU KJIETKH
(epuTpOIMTH) MOTAT 12 MOBUIIAT PUCKA OT Pa3BUTHE HA KPHBHH ChCHPENH NMPU BCUYKH
nanueHTH. Bb3MOKHO € TO3U PUCK 1a 0bjie MO-BUCOK, AKO MMaTe IPYrd PUCKOBHU GaKTopH 3a
pasBUTHE HA KPBBHU ChCUPELU (Hanpumep, ako Cme uMaii KPb8eH CbCUpex 8 MUHALIOMO WU CIe C
HAOHOPMEHO meaiio, umame ouadem, umame CbpOeuHo 3a0058aHe UL e 00e308UNCEHU 30 ObJI20
epeme 6 pezyamam Ha onepayusi uiu 3abonsisare). Mo nadopmupaiite Bamus nekap, ako umate
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HSKOE OT TE€3U ChCTOSHUA. Bammusr nekap me Bu momorse aa pemmre nanu Binocrit € momxo s 3a
Bac.

Baskno e 1a mHdopmupare Bamms jgexap, ako HIKOe OT CIEIHUTE ce oTHaAcA 10 Bac. Be3moxHO €
BCE IMaK J1a u3noi3Bare Binocrit, HO mbpBoO 00chHaeTE TOBA ¢ Bamms nexap.

AKko 3HaeTe, 4e cTpajaTe WK CTE€ CTPajaiy OT:
BHCOKO KPBBHO HAJIAITAHE;

eNMWJIeNTHYHH NMPUNaTbUU WIH I'bPUOBe;
YyepHOAPOOHO 3a00JIsIBaHE;

aHeMHusI OPaIu APYIH NPUYUHM;
nopgupus (psaKo 3a060/1si1BaHe HA KPbBTA).

AKO0 nMaTe paKkoBo 3a00/151BaHe, TPAOBa a 3HaeTe, Y€ MPOIYKTUTE, KOUTO CTUMYJIHPAT
MPOAYKIMATA HAa YEPBEHU KPBBHU KIIeTKH (KaTto Binocrit) Moxe 1a jeiicTBaT KaTo pacTexeH (hakTop u
0 Ta3¥ MPUYMHA Ha TEOPUS MOTAT J1a MOBIUSAT BPXY Pa3BUTHETO Ha PAKOBOTO 3a00JIsIBaHE.

B 3aBucuMoOCT 0T MHANBHAYAIHOTO BM chCTOsIHUE € BB3MOSKHO /1a € 32 npeano4urtane 1a Bu ce
npesee KpbB. MoJisi 06cbaeTe ToBa ¢ Bamus Jekap.

Ako cte nauueHTt ¢ xenatuT C 1 noyyasarte uaTepgepoH u pudéaBupuH, TpsiOBa 1a 0OCHANTE
ToBa ¢ Bamus nekap, Thif KaTO KOMOMHAIUS Ha €TIOeTUH anda ¢ HHTepdepOoH U pHOABUPHH €
JIOBEXKJIAJIa B PEJIKH CITydau JI0 3aryda Ha epeKkT U pa3BUTHE Ha 3a00JIsIBaHe, HAPEYCHO MPUA00UTa
(drcra) aruTa3us Ha epUTPOIUTHTE, TeXKKa (hopMa Ha aHemHus. Binocrit He e 000peH 3a nedeHue Ha
aHemusi, cBbp3aHa ¢ xenatut C.

AKO cTe MalUeHT ¢ XPOHNYHA 0bOpeYHa HeJOCTATBYHOCT, 1 0COOEHO aKo HEe OTrOBapsTe
NPaBUIIHO Ha JieueHueTo ¢ Binocrit, Bammusar nekap me nposepu Bammarta no3a Binocrit, Tt kato, ako
HE OTTOBapsTE Ha JICYCHUETO, MHOTOKPATHOTO MOBHIIIaBaHE Ha Jlo3aTa Binocrit Moxke 1a OBUIIN
pHCcKa OT pOOJIEMH ChC CHPIETO WM KPHBOHOCHHUTE ChIOBE U OW MOTJIO /1a TIOBUILIU PUCKA OT
MHOKapzeH HHPAPKT, UHCYIT U CMBPT.

AKo UMaTe pakoBo 3a0oJsiBaHe, TpsiOBa 1a 3HaeTe, ye ynorpebdara Ha Binocrit Moxe na Ob1e
CBbp3aHa ¢ T0-KpaTKa MPEXHUBSIEMOCT U IT0-BUCOKA YECTOTa HA CMBPTHH CITy4Yad NPH IMALUEHTH C PaK
Ha TJ1aBaTa U MIMATa, ¥ MeTacTaTH4eH PaK Ha I'bpAaTa, KOUTO MOTydaBaT XUMHOTEPAITHSI.

O0BbpHeTe ceHaTHO BHUMAaHKE TIPU yNOTpedaTa HA APYTH NMPOAYKTH, KOUTO CTUMYJIHPAT
NPOAYKIHUSITA HA YePBEHH KPbBHHU KJIETKH:

Binocrit mpuHaIeXN KM rpyriaTta MpoayKTH, KOUTO CTUMYJIUPAT NPOIYKIHATA HA YePBEHU KPHBHU
KIJIICTKHU HOI[O6HO Ha YOBCHUIKHA CPUTPOIIOCTHH. Bamust MCEAUIMHCKH CIICHUAJIMCT BUHAr i€ 3arimcBa
TOYHO KOM NpOAyKT n3nomnssate. Ako Bu Ob11e 1ageHo apyro gekapcTBO OT ChllaTa rpyma, pa3indHo
ot Binocrit, mo Bpeme Ha nreuenneTo Bu, roBopete 3a ToBa ¢ Bammus nexap niu papmareBt mpenu ia
T'O M3I0JI3BaTe.

O0bpHeTe cienMaaHO BHMMaHue mpu Binocrit:
Cpo01aBaT ce Cepuo3HH KOXKHH PEaKIiH, BKIIOYUTEIHO CHHAPOM Ha CTUBBHC-/[KOHCHH M TOKCHYHA
enuiepMatHa HeKpOJIi3a, CBbP3aHH C JICUCHHUETO C CIIOSTHH.

Cunzpom Ha CTHUBBHC-/[)KOHCHH U TOKCHYHA EMUIEpMaIHA HEKPOJIM3a MOTaT /1a Ce MPOSBSIT
I'bPBOHAYAIHO KAaTO YEPBEHUKABH, TOJOOHN HA MUILICHA TTETHA MM KPBIVIN IIAKH, YECTO C MEXYPH B
cpenara. ChIIo Taka MOTaT JIa ce TOSBST S3BH Ha ycTaTa, I'bPJOTO, HOCA, TCHUTATHUTE U OYHTE
(uepBeHu 1 oAyTH 0uH). Te3n CeprHO3HU KOKHHA OOPUBH YECTO Ca MPEAIICCTBAHU OT TPecKa U/IiH
rpurronogo0Hu cuMnToMu. OOpHUBHUTE MOTAT JIa CE€ Pa3BUAT /10 OeJIeHe Ha OOIIUPHU YIaCTBIU OT
KO’KaTa M )KUBOTO3aCTPAIIABAIIH yCIOKHEHUS.

AKoO ce pa3Bre cepro3eH 00pUB WITH IPYT OT T€3H KOXKHU CHMIITOMH, CIIpeTe Ja npuemate Binocrit u
ce cBppKeTe ¢ Bamms nekap, niu He3a0aBHO MOTHPCETe MEAUIIMHCKA TTOMOTIL.
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Jpyru nexapcerBa u Binocrit

Binocrit 0OMKHOBEHO HE pearupa ¢ IpyTH JIeKapcTBa, HO MOJIs, HHpopMHUpaiiTe Bamms mekap, ako
W3II0JI3BaTe, HACKOPO CTE M3MOI3BAIH WM € Bh3MOXKHO JIa U3MOI3BaTe IPYTH JIEKapCTBa,
BKITFOUHTEITHO Y TAaKWBA, OTITYCKaHU 0e3 perienTa.

AKO npuemMare JIeKapCTBO, HApeYeHO MUKJIOCIOPHUH (M3M0JI3Ba ce HAITp. CJIe/I TPAHCIIAHTAIUS Ha
0B0peK), Mo BpeMe Ha JieueHHeTo ¢ Binocrit, Bamust iekap Moke J1a Ha3HAYM CTICI[MATHA KPhBHU
W3CJICIBAHMS 32 ONPE/ICIIsIHE Ha HUBATA HA IIHUKIIOCIIOPHH.

Jlo0aBKH, ChABPKALIY 7KeJIS130, M APYTH KPbBHH CTUMYJIAHTH MOraT Jja yBeau4yaT e(peKTUBHOCTTa
Ha Binocrit. BarmmsT nekap 1e peiy 1aim e moaxoasio 3a Bac 1a ru npuemare.

AKo noceniaBate 00JTHHIA, KIWHAKA WIH ceMeeH JieKkap, nH)opMupaiTe ru, 4e cTe Ha JIeYCHHUE C
Binocrit. To Moxe aa oBJMsE HA APYTH JCUCHHUS UK HA PE3yJITATUTE OT U3CIICABAHN.

bpeMeHHOCT M KbpMeHe

Baxno e 1a undopmuparte Bamms gekap, ako HIKOe OT CIETHUTE ce oTHacs 10 Bac. BeaMoxkHO €
BCE MaK JAa u3nois3sare Binocrit, Ho mbpBo 0OchaeTe TOBa ¢ Bamus iekap:

e aKo cTe OpeMeHHAa WU CMATATe, Ye MOXKeE Jla cTe OpeMEHHa.

® aKo KbpMHTeE.

Binocrit cbabpaxa HaTpHIi:

Binocrit ceabprka HaTpHii, mo-manko ot 1 mmol (23 mg) Ha 103a, T.e. MPAKTUYECKU HE ChIbPKa
HaTpuil.

3. Kak na n3nmoasBare Binocrit

Bunaru uznoJizBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan Bamudar jekap. Axo He cTe
CUTYpHM B HEIO, NonuTaite Bamus igexap.

BamusT jexkap e npoBes KPbBHHU U3C/JEIBAHUS U € IPELICHII, Ye UMaTe Hyk1a oT Binocrit.

Binocrit moxxe ma ce mpuiara 4pes HHKEKTHPaHe:
® WJIW BHB BEHA, WM B CUCTEMA, KOSATO € BKIIOUYCHA BbB BeHA (MHTPABEHO3HO),
® WIH 07 KoXkaTa (TIOAKOXKHO).

BamusT nekap mie perm kak TpsOBa a ce nmkektupa Binocrit. OOMKHOBEHO HHXEKIUUTE 1ie Bu
ObJaT MpUJIaraHM OT JIeKap, MEIUIIMHCKA CeCTpa WM APYT MEIULIMHCKHY crienuaiuct. Hsakou xopa, B
3aBHCHMOCT OT TOBA I10 KaKBa IMPUYKMHA Ce HYXIasAT OT JiedeHue ¢ Binocrit, € Bb3MOXKHO J1a ce Hay4ar
BITOCIIE/ICTBHE J]a CH TIOCTAaBST CAMU TIOJIKOKHU WHXKEKIUU: BUKTE . AHCmpyKyuu 3a
camoundicexkmupane Ha Binocrit” B xpast Ha Ta3u JTUCTOBKA.

Binocrit He Tps0Ba a ce u3nonsaa:

e  CcIe/ CpOKa Ha TOTHOCT, OTOEIsI3aH BbPXY €THKETA M BbHIIIHATA OMTAaKOBKA,
®  aKo 3HAeTe WM MUCIHTE, Y& MOKE Ja € OWII CITy4daifHO 3aMpaseH, Wil

®  aKO XJIAJWIHUKBT € OWJI TIOBPE/ICH.

[Jo3zara Binocrit, kosiTo nmosryyaBare, 3aBUcH OT TenecHOTo Bu terno B kwiorpamu. [Ipuunnara 3a
aHemusTa Bu cbino npencrasiaBa (aktop 3a pemeHneTo Ha Bammst nekap 3a mpaBuiIHaTa J03a.

BammAT gexap peaoBHO 1e NpocieasiBa KppbBHOTO Bu HajarsHe, mokaTo u3nonseare Binocrit.

IManuenTn ¢ 6LO0peuyHo 3a6oJs1BaHe
e  Bammsr siekap 1e mourbpka HUBOTO Ha xemorioonna Bu mexay 10 u 12 g/dl, Thii kaTo BUCOKO
HUBO Ha XeMOTJIOOMHA MOJKe Ja MTOBUIIN prCKa OT 00pa3yBaHe Ha KPBBHU ChCHUPENH U CMBPT.

90



Oonuaiinata HayaJaHa n03a Binocrit 3a Bp3pacTaE 1 gena ¢ 50 mexayrapogau exuauiy (IU) Ha
kwiorpam (kg) TexecHo Terio, NpuiiaralHd TpH MIbTH ceqMUYHO. [Ipy nanueHT Ha NepuTOHeaTHa
nuanm3a Binocrit MoJke ma ce mpuiiara IBa IbTH CEAMEYHO.

ITpu BB3pacTHH u Aena Binocrit ce nmpuara ype3 WHXEKTHPAHE WU BEB BeHa (HHTPABEHO3HO),
WM B CUCTEMA, KOSTO € BKJIFOUCHA BB BeHa. KOraTo TakbhB JIOCTHII (Upe3 BeHA WIIH CUCTEMA)
OTCHCTBA, BamusaT nexap Mmoxe 1a pemu, ue Binocrit TpsiOBa J1a ce MHXEKTHpa 1O KoXaTa
(moakosxHO). ToBa BKITIOYBA MAIMEHTH HA AUAIHM3a U TAKMBA, KOUTO OIIE HE ca MOJUI0KEeHN Ha
JIaIIn3a.

BamusT nekap e Ha3HauW peJOBHU KPHBHH U3CIICIBAHMS, 32 J1a CJICJU KaK CE ITOBJIMSBA
aHEeMUATA, U MOXKE J]a KOPUTHPA J103aTa, OOMKHOBEHO HE ITO-YECTO OT BEJHBK Ha BCEKU YCTUPH
CEeIMHIIN.

Crnen kato aneMusTa € Omiia Kopurupada, BammsT nexap 1ie npoabibKe Ja Mpocie/saBa
CBhCTOSIHUETO Ha KpbBTa Bu penoBHo. Jlo3ata Bu u yecrorara Ha npuiioskeHue Ha Binocrit Mmorat
Jia ObAaT AOMBIHUTEIHO A TUPAHH, 32 1 CE MOAIbpkKa Bammsat oTroBop Ha JIe4eHUETO.
BamusT nekap e u3noa3Ba Hail-HUCKaTa epeKTHBHA 7032, KOSTO Ja KOHTPOJIMPA CUMITOMUTE Ha
Bamara anemusi.

AKO He oTroBapsTe aJIckBaTHO Ha JeueHueTo ¢ Binocrit, Bamwust nekap e nposepu Bamara no3a
u e Bu undpopmupa, nanu ce Hanmara npomsiHa Ha jo3ute Ha Binocrit.

AKO cTe ¢ IO-yABJKEH J030B HHTEpBal (II0-ToJIsIM OT BEIHBK CEAMUYHO) Ha Binocrit, Moxke na
HE TIOJIbPKATE IOCTAThUHU HUBA HA XEMOTJIO0MHA U JIa UMaTe HyXK/a OT MIOBUIIIABaHE Ha J103aTa
WJIM YeCTOTaTa Ha TpuiIoKeHne Ha Binocrit.

Bb3moxHO ¢ 1a Bu Obaat gamenu 100aBKH, ChIbPIKAIIN XKEJIA30, IPSAU U 110 BpeMe Ha
neudeHueto ¢ Binocrit, 3a 1a cTaHe TO MO-€(EKTHBHO.

AKO cTe Ha IMANN3HO JICYeHUE, KOTaTo 3all0YHeTe JeueHne ¢ Binocrit, BB3MOXKHO € 1a ce HaJIOKHU
BamusT pexxum Ha nuanusa na ObJie KOpUrupaH. Bammsr jiekap e pemrs ToBa.

Bmpacnm Ha XUHMHOTepanus

Bw3morkHo e Bammst nekap na 3amouse sedenue ¢ Binocrit, ako xemornoounsT Bu e 10 g/dl unu
MO-MAJIKO.

Barmust nekap 1me moarppika HUBOTO Ha Xxemormobura Bu mexy 10 u 12 g/dl, Twit kaTo BHCOKO
HUBO Ha XEMOTJIOOMH MOJKE Jla MOBUIIIK PUCKA 32 00pa3yBaHe Ha KPbBHU ChCUPEIIM U CMBPT.
HauanmnaTa no3a e wim 150 IU Ha Kuitorpam TeJIeCHO TerJIo, MPHIOKEHHU 3 BT CEIMUYHO, MITH
450 IU Ha kujiorpaM TENEeCHO TErJI0 BEIHBK CEAMUYHO.

Binocrit ce mpuitara upe3 HHXEKTHpPaHE IO/ KOXKaTa.

BamusT nexap mie Ha3HauM U3CieABaHMS HA KPBBTA U € Bh3MOXKHO J1a KOpUTHpA 103aTa B
3aBHCHMOCT OT TOBa KaK aHEMHATA Ce MOBJIHSIBA OT JieueHHeTo ¢ Binocrit.

Br3moxHo € na Bu Obaat ganenu mo0aBku, ChIbPIKAIIN KEISA30, TPEIU U 10 BpeMe Ha
nedeHueTo ¢ Binocrit, 3a 1a craHe TO Mo-e(peKTHUBHO.

OOuKHOBEHO TPAOBA J]a MPOABIDKUTE JIEYeHUETO cu ¢ Binocrit B mporbinkenue Ha 1 mMecer cien
Kpas Ha XUMHOTEpaIusTa.

BL3paCTHI/I, KpbBOoAapsABalu coOCTBEHATA CH KPbB

OouxnoBeno no3arta ¢ 600 |U Ha Kuorpam TeIeCHO TEIJIO IBA ITBTH CEMUTHO.

Binocrit ce mpuiara uype3 MHXEKTUpaHe BbB BeHA BEJHAra CJic KaTo CTC JapHIIA KPbB 3 CeIMUIIM
MPEId OIepalnsiTa.

Bb3moxHO ¢ 1a Bu Obaat gajenu 100aBku, ChIbpPIKAIIN KEJA30, IPEIU U 110 BpeMe Ha
sieueHueTo ¢ Binocrit, 3a 1a ce yBenuun e()eKTUBHOCTTA MY.

Bbspacnm, IJIAaHYBaHHU 34 roJsMa opToneanvdHa onepanus

IIpenopbunTeanara no3a e 600 IU Ha kuymorpaM TeeCHO TETJIO0 BEAHBK CEIMUYHO.
Binocrit ce mpunara upe3 WHXEKTHpaHEe M0J] KOXKaTa BCAKa CeIMUIIA B TIPOBIDKEHIE Ha TPH
CEIMMUIU IIPEIN OIlepalisaTa U B JICHS Ha omeparysara.
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e AKO MMa MEJUIIMHCKA HYXKJa Jia c€ CKbCH BPEMETO NPe/IN ollepanusiTa, me Bu Obae npunarana
exenneBHa mo3a ot 300 [U/kg 1o MakcUMyM JIeceT JHH MPEAU OlepanusTa, B IeHI Ha
orepanusiTa u 4 IHU HENOCPEJCTBEHO CIIE/T TOBA.

e AKO KpBBHUTE M3CIICBAHHS MTOKA3BaT, Y€ XEMOTJIOOMHBT BU € mpekalieHo BUCOK Mpean
oTepaIusiTa, JICYCHHETO e Ob/Ie MPEKPATESHO.

e Bmb3MoxkHO € 1a Bu Obnat najgeHu qo0aBKy, ChIbpKAIH JKEISA30, IPEIU U [0 BpEME Ha Ha
nedeHueTo ¢ Binocrit, 3a ga ctaHe TO Mo-e()eKTHBHO.

HNucTpykuum 3a nH:keKTHpPaHe Ha Binocrit mox koxkara

B Hauanoto Ha nedeHneTo 0OMKHOBEHO Binocrit ce MHXXEeKTHpa OT JIeKap WM MEIUIIMHCKA CeCTpa.
ITo-xwcHO, BammsiT nekap mosxe 1a Bu npennoxku Bue nimu Bamusat 601HOTIIEIad 1a ce HayduTe aa
CH TTOCTaBATE CaMM MEDKEKIMATa Binocrit mox kokaTa (1n00koocho).

e He npaBeTe ONUTH Ja CH MOCTABHATE CAMM MHKEKIMATA, OCBEH AKO He cTe OWJIM 00y4YeHH 32
ToBa 0T Bamms Jiekap WM MeANIMHCKA cecTpa.

e Bunaru u3no3BaiiTe ToBa JIeKapCTBO TOYHO KaKTO ca Bu e kazan BammaAT gexap nin
MeIUIMHCKA cecTpa.

e YBepeTe ce, Ue HHKEKTHPATE CaMO0 KOJMYECTBOTO TEYHOCT, YKka3aHo oT Bauius jexkap uin
MeIUIMHCKA cecTpa.

e MH3moasmaiite Binocrit camo ako e 6mi1 chXpaHsiBaH NPAaBWIHO — BUKTe TOUKa 5, Kak da
cvxpanasame Binocrit.

e IIpenu ynorpeda ocTaBeTe cnipuHIOBKaTa Binocrit 1a nocTurne craiina Temneparypa.
OO0uKHOBEeHO 32 TOBa ca HeoOxoauMu Meskay 15 n 30 munyTn. U3noJ3BaiiTe cipuHIIOBKAaTA
B PAaMKHTe Ha 3 THM cJieJ KaTo cTe s U3BAANJIU OT XJAJUITHUKA.

IIpnaaraiiTe camo 1o exna qo3a Binocrit oT Besika cipuHIIOBKA.

Axo Binocrit ce nHxXeKTHpa 0] KoKaTa (MOJK0XKHO), MHKEKTHPAHOTO KOJIMYECTBO OOMKHOBEHO HE €
noseye oT eanH MIWIWIHTBP (1 ml) 3a enHO MHXKEKTHpaHe.

Binocrit ce npuiara CaMOCTOATCIIHO U HE TpH6Ba Ja ¢c€ CMECBA C APYyIr MHXKXCKIUOHHU TCYHOCTH.

He pa3kiamaiite cnpuHnoBkuTe Binocrit. [Tpoab/oKUTEIHO SHEPIrUYHO pa3KilaliaHe MOXe J1a
yBpeAH NpOIyKTa. AKO IPOAYKTHT € OWJI pa3KiIaTeH eHEPTrUYHO, HE TO U3IMOJI3BANTE.

WHCcTpyKIMK 3a TOBa KaK CaMM Jla CH MOCTaBATe MHXKEKIMATa Binocrit € moMecTeHa B Kpast Ha Ta3u
JIMCTOBKA.

AKO cTe U3I0/I13BAJIU MoBeYe 0T HeoOXxoauMaTa a03a Binocrit

WNndopmupaiite Bamms nekap nin MeIUIMHCKA CECTpa HE3a0aBHO, AKO MUCIIUTE, Y€ € HH)KEKTUPAH
TB"bp)Ie MHOI'O BiIlOCI'it. Ma.]'IKO BGPOSITHO € J1a CC nonyan HCIKCIIaHN peaKI_II/II/I HpI/I npez[031/1paHe Ha
Binocrit.

AKO cTe mpomycHa 4 1a u3noassare Binocrit

ITocraBete cienBaliaTa MHXXEKIKS BeJlHAara 11OM Ce CETUTE 3a TOBa. AKO OCTaBa I10-MaJIKO OT €JUH
JIeH J10 clie/iBalaTa MHKEKIIHsI, He puIaraiite mponycHaTaTa U IpoIbKETe 110 HOPMaJIHUS CH
rpa¢uk. He yaBosiBaiite HHXeKIUUTE.

AKO MMaTe HIKAaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yHoTpebara Ha TOBA JIEKAPCTBO, IIOMHUTANTE
Bammst niekap, ¢papManeBT Wil MEAUIUHCKA CECTPA.
4. BBb3MOKHM HexKeTaHU peaKkIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAN3BHUKA HEKCIIaHNU p€aKIIUX, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.
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YBenomere He3a0aBHO Bamus JICKap UM MeIMIIMHCKA CeCTpa, ako 3a0€JIEKUTE HIKOS OT
PEAKIMUHUTE OT CICAHUA CITUCHK.

MHOro YecTH HeKEIaH! PEAKITUH
Morar na 3acersat nmoseue ot 1 Ha 10 mymm, usmon3samnty Binocrit.

e Jlmapus

e Hepa3snoJioxkeHue B cTOMaxa

e TloBpbinane

e IloBumena TemnepaTypa

¢ lIma cpoOmIeHns 32 KOHIeCTHS HA IUXaTeJHUTe MbTUIIA, KaTO 3aIlyIIeH HOC M Bh3MaJIeHO

T'BPJIO, TIPH MAITUEHTH ¢ 0BOpedHO 3a00sIBaHE, KOMTO BCE OIIIE HE Ca Ha THUAIN3a.

Yectu HEKETAHU PEAKIIHH
Morart na 3acersat no 1 Ha 10 gymm, m3nonsBamm Binocrit.

o IloBuieHO KPHBHO HaJisiraHe. ['1aBoGoIMeTO, 0COOCHO BHE3AITHOTO, OCTPO MUTPEHO3HO
TJIaBO0ONHE, YCeIAHETO 32 00bPKAHOCT WJIH MPUCTHIUTE MOTaT JIa Ca MPU3HAIM Ha
BHE3AaITHO MMOBUIIIABaHE Ha KPHBHOTO HaJisirane. ToBa Hanara cnemHo nedenue. [loBumenoro
KPBBHO HaJIAraHE MOJKE Ja M3MCKBA JICYCHUE ¢ HAKOU APYTH JieKapcTBa (MM KOpUTHpaHe Ha
cXemara Ha JieKapcTBaTa 3a KpbBHO HajIsraHe, kouto Bue Beue npuemare).

e Cncupenu (BKIIOYHUTEITHO IBIOOKA BEHO3HA TpoMOO03a MiTh eMOOITHs ), KOUTO MOoraT Jia

HaJiarat JIe4eHHe 1o crenrHocT. Karo cuMrromu Moke 1a uMaTe rpbaHa 00JKa, 3a1yX,

KAaKTO U 00JIe3HEHH OTOIM U 3aUepBsiBaHe, 00MKHOBEHO 10 KpaKaTa.

Kamauna.

KoxxHu 00puBH, KOUTO MOTAT J1a Ce AHJIKAT HA aJIepruyHa peaxkius.

KocTHHM m1d MyCKYJTHH 00JIKH.

I'punonogo0HM CHMIITOMH KaTO IJ1aBOOOIIHE, OOJIKKM B CTABUTE, yCelllaHe 3a C1adocCT,

BTpPHCaHEe, yMOPa U 3aMasHOCT. Te Morar jia ca 1o-4eCTH B Ha4aJlIoTO Ha JICUEHUETO. AKO

OJTy4aBaTe T€3W CUMIITOMH 110 BpeMe Ha MH)KEKTUPaHE BbB BEHATA, €IHO MM0-0aBHO

npujaraHe Ha MHYKEKIMATa MOKE J1a CIIOMOTHE 3a M30SITrBaHETO UM B ObJEIIIE.

e 3ayepBsiBaHe, NapeHe U 00JIKA HA MACTOTO HA HHIKEKTHPAHE.

e IloayBaHe Ha rjIe3eHUTE, XOAMJIATA HWJIN NPHCTUTE.

HedecTun HexenaHu peakiyu
Morar na 3acernar g0 1 Ha 100 mymu, m3non3samm Binocrit.

e Bucoku HMBa Ha KaJIMii B KPbBTA, KOETO MOXE J]a IOBE/E 10 aOHOPMEH ChPACUECH PUTHM
(TOBa € MHOTO YecTO CpellaHa HeXeJIaHa PeakLys [IPY NaLueHTH Ha AUaInu3a).

e [lpucrbnu.

e 3anmymBaHe Ha HOCA WJIW JMXATEJHUTE MbTHINA.

MHOTr0 peiki HeKENaHU PeaKIUU
Morar na 3acertar g0 1 Ha 10 000 gymm, uznon3sainu Binocrit.

e CumnToMu Ha npuaoduTa amasus Ha epuTpouuTtute (ITAE)

ITAE o3HauaBa, ye KOCTHUST MO3bK HE MTPOU3BEXK/IA IOCTATHYHO YepBEHU KpbBHU KieTkU. [TAE
BOJM 10 OCTPA M Te:kKa aHemusi. CuUMNTOMUTE ca:

* HETHINHYHA yMOpa,

e ycelaHe 3a 3aMastHOCT,

* 3aayx.

Nwma MHOTO penku crobmenus 3a ITAE, B moBedeTo ciiydyau npu ManyueHTy ¢ 660pedHo
3a0oisBaHe, cliel] JIeUeHUE C MPOABIDKUTEITHOCT MECEIH IO TOJMHH C EPUTPOIIOCTHH anda u
JIPYTH CPENICTBA, KOUTO CTUMYJIUPAT 0Opa3yBaHETO HA YCPBEHU KPHBHH KIICTKH.
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e BB3MOXKHO € /1a HaCTHITM OBUIIICHHE HA OpOs Ha €IUH BHJl MAJIKH KPHBHH KIICTKU (HApUYIAHU
TPOMOOITUTH ), KOUTO Y4acTBaT B 00pa3yBaHETO Ha CHCHUPEIH, 0COOEHO B HAYAJIOTO HA
NedeHneTo. Bamust nekap e mpoBejie u3cieIBaHus 32 TOBA.

AXo cTe Ha JIeUeHHE ¢ XEMOauaan3a:

e BB3MOXXHO € B IMANM3HUS IIBHT Ja ce 00paszyBat cheupenu (Tpom60o3a). Tosa e mo-
BEPOSTHO, aKO UMATe HUCKO KPHBHO HaJISTaHE WK aKo QucTyiara Bu e ¢ ycrnoxHeHus.

e Bb3moxHO ¢ Ja Cce 06pa3yBaT CbCHUPEIH U B XEMOJUAIU3HATA Bu cucrema. Bamusr JICKap
MOIXKC [1a pCIIN Aa YBCIINYU J03aTa Bu XCIIapuH M0 BpEMC Ha AWaIn3aTa.

CroO11aBar ce cepruo3Hu KOXXKHH 0OPUBH, BKIIFOUUTEITHO CUHAPOM Ha CTUBBHC-/[?)KOHCHH 1
TOKCHUYHA €MuJIepMaliHa HEKPOJIn3a, CBbP3aHU C JICUEHHUETO C €MOETHUH. Te MoraT Jia ce IpOsIBAT
KaTo YCPBCHHUKABH, ITOIOOHN Ha MUIIICHA NIETHA WM KPBIJIH IJIAKH, YECTO C MEXYPH B CpeliaTa,
OcJieHe Ha KOXaTa, SI3BU Ha yCTaTa, T'bPJIOTO, HOCA, TEHUTAIMUTE U OYUTE M MOTaT J1a Obaat
MPEIIIECTBAHU OT TPECKA M TPUIIONONo0HN cuMiToMmu. IIpekparere yrorpebara Ha Binocrit, ako
pa3BHETE T€3W CUMIITOMH, H C€ CBBbpKeTe ¢ Baius ekap, vwin He3ab0aBHO MOTHPCETE MEAUIIMHCKA
romori. BrkTe chIo Touka 2.

YeBenomere He3a0aBHO Bamus jexkap niu MeAHIUHCKA CeCTPa, aKo 3a0€JIeKUTE HAKOS OT Te3U
PeaKIMu HIIH aKo 3a0esIe)XnTe HAKAKBU APYTH PEaKLUH [0 BpeMe Ha jiedeHueto Bu ¢ Binocrit.

AKO HAKOS OT HEe)KEJIaHUTE JICKAPCTBEHHU PEAKINU CTAaHE CEPUO3HA MU 3a0eJIeKUTE IPYTH,
HEOIUCaHU B Ta3 JIMCTOBKA HEXKEIaHU PeaKIhy, MOJIsl yBeioMeTe Bamms nekap, MeIMITMHCKA cecTpa
win (hapMarieBT.

Cpo0maBaHe Ha HeKeJIaAHU PeaKIu

AKO TIONTyYnTe HIKAKBU HEXKEJIAHU JICKAPCTBCHH PEaKIINH, yBeroMeTe Bars nekap, hapMaieBT Win
MEJIUIMHCKA cecTpa. ToBa BKIIIOUBA BCUYKU BH3MOKHHU HEOMMCAHU B Ta3U JUCTOBKA HEXKEJIaHU
peakmun. MoXKeTe ChITO Ja ChOOIINUTE HEXKEITAHN PEaKIny JUPEKTHO Upe3 HAI[MOHATHATa CUCTEMA 3a
choOIIaBane, mocoueHa B [Ipmnokenue V. Kato cho0IaBaTe He)KEIaHN PeaKIny, MOXKETE Ja JajieTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MOBeYe MH(OPMAIUsl OTHOCHO 0€30TaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na coxpansiBate Binocrit

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIela.

He usnon3Baiite TOBa JIEKapCTBO CJIE] CPOKa HAa TOJHOCT, OTOEsI3aH BEPXY €THKeTa cief ,,EXPY
U BbpPXY KapTOHEHATa OMaKoBKa cien ,,[ omeH mo:"“.

Jla ce cbxpaHsBa U TpaHCTIOpTUpa B XiamuiHuK (2°C-8°C).

Moxe na n3Baaute Binocrit oT XJTamguIHUKA U 1a TO ChXpaHABaTe HA cTaifHa TeMIieparypa (110
25°C) 3a me moBeue ot 3 auu. CIell KaTo CIPHUHIIOBKATa BEIHBXK € M3BaJIcHA OT XJIATUITHUKA U €
JIOCTUTHAJA cTaifHa TeMiiepaTtypa (1o 25°C) tpsOBa wim fa Oblie U3MON3BaHa B pAMKHTE Ha 3 THH
wim 1a ObJie U3XBBPIICHA.

Jla He ce 3amMpa3siBa WU pa3KIiamia.

Jla ce cpXpaHsiBa B OpUT'MHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3H OT CBETIIMHA.

He n3nomn3Baiite ToBa JIEKapCTBO, aKO 3a0€ICIKHUTE Ue:

®  DPa3TBOPHT € OWJI CIy4ailHO 3aMpa3eH WiIH,

o XJIaAUJIHUKBT € oni B HEU3IIPAaBHOCT,

e TEYHOCTTA € OIIBETEHA WJIM aKO BUXKAATE IUTyBAIlld B HEs YACTHUIH,
e ¢ HapylleHa IEeJOCTTa Ha ONaKOBKaTa.

He H3XBLp.]1HﬁTC JEKapCTBaTa B KAaHAJIU3AlIUATA WIH B KOHTeﬁHepa 3a JOMAaIllHA OTHAaAbIIH.

[NonmraiiTe Bamus (bapMaueBT KaK J1ia U3XBBPJIATC JICKAPCTBATa, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKH 1I€ CIIOMOIrHaT 3a Ola3BaHC Ha OKOJIHATa cpe€aa.
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6. Chbabp:kaHHe HA ONMAKOBKATA U JOMBJIHUTETHA HHGOpMaus
KakBo cbabp:ka Binocrit

- AKTHBHOTO BeIIeCTBO €: CIOSTHH ajda (32 KOJIMYecTBaTa BUKTE Clie/BaIiara Tabauma).

- Jlpyrure cbCcTaBKH ca: HaTpueB XunaporeHdocdar nuxuapar, nuHaTpues dpocdar AUXuapar,
HATPUEB XJIOPHUJ, TIUIUH, Toucopbat 80, XJIOpOBOIOpOIHA KUCeNrHA (32 Kopekius Ha pH),
HaTpHeB XUAPOKCHU] (3a Kopeknwsi Ha pH) 1 Boja 3a HHKEKIIUH.

Kak n3raexaa Binocrit u kakBo cbABbpika onakoBKaTa

Binocrit ce npenyara moa popmaTa Ha OUCTBP, OE3IBETEH HHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaIbJTHEHA CIIPUHIIOBKA. CIIPUHIIOBKUTE ca 3alledaTaHy B OIucTep.

®opma ChorBeTHa dopma KaTO KonuuectBo
KOJIN4ecTBO/06eM 3a BCSIKA ernoeTHH ajga
KOHIEHTPAIHs

[IpenBapurenno 2 000 IU/ml:

HanbJIHeHH cipuanoskr | 1 000 1U/0,5 mli 8,4 Mukporpama
2 000 1U/1 mi 16,8 mukporpama
10 000 1U/ml:
3000 1U/0,3 ml 25,2 MuKporpama
4000 1U/0,4 ml 33,6 Mukporpama
5000 1U/0,5 ml 42,0 mukporpama
6 000 1U/0,6 ml 50,4 mukporpama
7 000 1U/0,7 ml 58,8 mukporpama
8 000 1U/0,8 ml 67,2 mukporpama
9000 1U/0,9 ml 75,6 mukporpama
10 000 1U/1 mi 84,0 mukporpama
40 000 1U/ml:
20 000 1U/0,5 ml 168,0 mukporpama
30 000 1U/0,75 ml 252,0 mukporpama
40000 IU/1 ml 336,0 muxporpama

“BuoBe OnakoBKH: 1, 4 My 6 IIpeIBAPUTEIIHO HAITBIHEHH CIIPUHIIOBKH ChC MM 6€3 IPENasuTel 3a
ArJIaTa.
He Bcuuku BHIIOBE ONTAKOBKU MOTaT Aa ObJIAT IyCHATH B IPOAAKOA.

IpuTexkaTtes HA pa3pelIeHHETO 32 yNOTpeda

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

IIpoussoaure

Sandoz GmbH
Biochemiestr. 10
A-6336 Langkampfen
ABcTpus

JlaTta Ha mocJIeqHO mpepasriexaane Ha aucropkara {MM/I'TTT}.

Ho;[p06Ha HH(bOpMaHHﬁ 3a TOBa JICKAPCTBO € MPECAOCTABCHA HA ye6caI7ITa Ha EBpOHefICKaTa arcHuusA
o JiekapctBata: http://www.ema.europa.eu.
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HMHcTpyKkuuu 3a caMOMHKeKTHPaHe (caMo 3a NAlMeHTH CbC CHMIITOMATHYHA aHeMuUsl,
NpUYHHEHA 0T ObOpevHo 3200J151BaHe, 32 NANMEHTH HA XHMHOTePANHs WU Bb3PacTHH
NALUEHTH, IVIAHYBAHH 32 OPTONEANYHA ONepanus)

To3u pasaen cbabpxa HHGOPMAIIUA KaK CaMH Jla CH [TOCTaBUTE MHKEKIUsA Binocrit. BaskHo e n1a He
ce ONMUTBATE /1 CH IPABUTE CAMU UHKEKIIUS, MPeIH 1A CTe MOJYYHIN CEeNHATHO 00yueHue OT
Bammus Jiekap win MeAMIMHCKa cecTpa. Binocrit ce mpesyiara chc wiu 0e3 mpeana3uTes Ha UriaTa.
BamusT nexap uim METUIIMHCKA cecTpa Iie By mokakaT Kak Ja ro U3Mmojii3Bare caMu. AKO HE CTe
CUTYPHU OTHOCHO CaAMOCTOSITETHOTO MHXEKTHUPAHE WIIM UMATE HIKAKBU BBIIPOCH, MOJIS TOUCKANUTE
nomotii oT Bamus nekap uiM MeTUIMHCKA CecTpa.

1. M3muiiTe poiieTe cu.

2. W3Banere enHa CIpUHIIOBKA OT ONIAaKOBKaTa U MaXHETE 3alllUTHATA Kalayka oT uriara. Bepxy
CIPUHIIOBKUTE WMa U3II'BKHAJIO penedHO rpajlyHpaHe C el 1a MOXKe Ja Ce U3I0J3Ba YacT OT
KOJIMYECTBOTO, aKO CE HAJIOKHU. BCeku MphCTeH OT rpalyupaHeTo otroBaps Ha ooem ot 0,1 ml.
AKo ce Hajara camo 4aCTUYHO M3II0JI3BaHE Ha CIPHHIIOBKA, IPEIN MHKEKTHPAHE OTCTPAHETE
He)KeJlaHaTa 9acT OT Pa3TBOpA.

[TouncreTe KOXkaTa Ha MICTOTO Ha MHXEKTHPAHE KaTO U3IMOJI3BAaTe TAMIIOH, HAllOEH ChC CITUPT.
3axBaHeTe KOaTa ¢ IOMOLITA Ha Najela 1 MoKa3aiela Taka, 4e Aa ce 00pa3yBa KOXHa I'bHKA.
Bkapaiite urnarta B Ko>xHaTa I'bHKa ¢ ObP30, yBepeHO ABMKeHHe. HKekTHpaiite pa3TBopa
Binocrit, kakto Bu e moka3zan Bamus nekap. AKo He CTe€ CHTYPHHU B HElIO, MonuTaiTe Bammist
JieKap win papmarieBT.

g~ w

IIpenBapuTeTHO HAIBJIHCHA CIPUHIIOBKA 0€3 ITpeAna3uTell

6. Haruckaiite OyTasioTo 6aBHO ¥ paBHOMEPHO, KaTo 3abpKaTe Mpe3 IMSUIOTO
BpeMeE KOXHaTa I'bHKA.

7. Crnen MHXEKTUPAHETO HA TEUHOCTTA OTCTPAHETE UIJIaTa U OTIIYCHETE
KokaTa. [IpuTrcHeTe MACTOTO HAa MHXKEKTUPAHE ChC CYX, CTEPUIICH
TaMIIOH.

8. M3xBbpaeTe HEU3MOI3BAHUS IPOAYKT WK OTHAAbYHUTE MaTepUaiu.
M3non3BaiiTe BCsika CIPUHIIOBKA CaMO 3a €/{HA WHKEKITHUSL.

HDCI{BHDI/ITCHHO HallbJIHCHA COPUHIIOBKA C IMPCAIIA3UTCII 34 UIjiara

6. Hatwuckaiite OyTanoro 6aBHO ¥ paBHOMEPHO JI0 MHXKEKTHPAHE Ha IsU1aTa
J103a ¥ JI0 Kpasi Ha X0JIa Ha OyTalloTo, KaTo 3a/ibpKate Mpe3 MsI0TO BpeMe

KOo)KHaTa rpHKA. He oTmyckaiite Oytanoro! 5
D))

7. Crnen MHXEKTHpaHE Ha TEYHOCTTA U3BAJETE UIJIaTa, KaTo HE OTITyCcKaTe
OyTanoro, 1 oTIycHeTe KoxkaTa. [IpuTrcHeTe MSICTOTO HAa MHXKEKTHPaHE 3 N
]
CBC CyX, CTEPHIJICH TAMIIOH. i
8. Otnycuete Oyranoro. [Ipeanazutenst Ha urnata Obp30 1I€ TOKpPHE
uriara.
9. W3xBBpIrieTe HEN3MON3BaHUA MPOAYKT WIIH OTIIAbUHUTE MaTepruaiy. M3mon3paiite BCsAka

CIIPUHIIOBKA CaMO 3a €/IHAa UHIKCKI[UA.
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