KQ&TKE XapaKTEPHCTHKA HAa IPOAYKTA

1. AME HA JEKAPCTBEHHS ITPOIYKT
KOGENATE BAYER 250 IU Powder and solvent for solution for injection.
KOIDKHHEWT BAWEP 250 U mpax 1 pasTBOPHTEI 32 Pa3TROD 33 HEDKEKITHHL

2. KOMIMYECTBEH 1 KAYECTBEH ChCTAB

Recombinant Coagulation Factor VIIT 250 IU/vial

INN: octocog alfa

PexomOunanTauaT Koarynauyones ¢axtop VII e mpomsseneH ot NOJIy4YeHa dpes
IeHHO MHXEHEPCTBO KIEThYHA JIHHME OT O50peK Ha HOBOPOAEH XaMCTep, ChIBPIKALLA
FEHET Ha yosermud daxrop VIIIL

Pasreopuren: water for injections. .
IlpoaykTsT, pasreopeH ¢ npunoxenata 2,5 ml Boja 3a MEDKEKIHH CBABPXKa
npubausutenro 100 YU octocog alfa/ml

AxrusgocrTa (IU) e ompeneneHa dpes epHoeTaneH KOaryJailOHEH METOX cpelry
mera cTauzapt Ha FDA, xoiito e Kamubpupas cpemy crapmapr #Ha C30 B
MEXAYHaponHH exuuu (TU).

Crenuduunara akTusHocT € npubnusutento 4000 IU/mg npoTeun.

3a noMOUIHKTE BEINECTEA BIKTE T. 6.1, HMMCTERCTS 0 HA 30P ABEONASBAKETO

3. JEKAPCTBEHA ®OPMA FipHAGHGHUS Kl

Ilpax u pa3sTBOPHTEIN 3a PA3TEOP 38 HEKEKIIHIL BA3ROHIONN0 3 yRoTpetale LM% (p\)_:r 0L

4, KITAAYTHE JAHEY ng % 4

4.1 Hoxazanns

°p

JleucHue M npodunakIiKa Ha KPEBOHIIHBH NIPY NATHeHTH € KeMopama A (ch);{eﬁ
nebunut Ha daxrop VIII).

Tosu mpomyxt me cemppxa daxropa Ha Gom Bunebpany M CIENOBATENHO HE €
nokasaH 3a JNeveHne Ha SogecTra Ha ou Bunebpauy,

4.2 No3upoBKa H HAYNH HA HPHIOKECHHE

JleuenneTo TpsbBa na 3amouHe MOA KOHTPON HA JIeKAp, CIICNHANMCT XEMATOJOL C
OMIHT IIPH JICYEHHE Ha XeMOoDIILL.,

Ho3npoBka

Ilpunosceruat OpoH Mexnymapomse eZWHHIR ¢aktop VII ce mspasssa B
MeXIyHapoauu exunuin (IU), KOMTO ca CpaBHEHH CBhC CHBDEMEHEH CTaHIapT 3a
npofyxtH Ha pakrop VIIL. AktuBROCTTa Ha (aktop VIII B masmata e u3paseHa WK
B MPOLIGHTH (10 OTHOIUeHHE HAa HOPMAIHATA YOBEIIKA [1a3Ma) HIIH B MENyHapOLHN
SAMHHIK ([0 OTHOWIEHME Ha MeKIYHapoNeH cTaHnapT 3a ¢axrop VIII B nnazma).
Epna mexnynapoasa eiununa (IU) axrusrOCT Ha (aktop VI e eKBUBATEHTHA Ha
KonmiecTBOTO Ha ¢axtop VIII B enMH MWIMIHTBD HOpMaiHA YOBEINKA IUIazMa.
Mzuyucissaneto Ha HeoGxopumara po3a Ha (axtop VIII ce ocHOBaBa Ha
eMIMpHiHaTa Haxoka, ue 1 mexzynapogsa epununa (TU) gaxrop VIIIkg tenecHo
TErNO NOBKINABA aKTHBHOCTTA Ha (aktop VIII ¢ 1,5% Ao 2,5% nopMmanHa aKTHBHOCT.
HeoGxopumaTa J03MpOBKa ce ONpEIeN KaTo Ce H3ION3EaT clenuuTe hopMyn:

1. Heo6xonuma moza (JU) = tenecHo Tero (kg) X sxenaHo nopumasade ga FVIII (%
oT HopMarta) X 0,5




2 x npunoxenn IU

2. OvaKpaHO NOBHIIABaHe Ha paxTop VIII =
/% ot Hopmara/ Tenecwo Terio (kg)

Jo2ApoBKaTa W APONBIDKMTENHOCITA HA 3aMECTBAIOTO JEUCHHe Tpabea na Gwvpat
Chobpaseny ¢ HYXAHTE Ha mauHenTa (TENECHO TELNO, TEXECT HA HapyIleHue Ha
XGMOCTasHaTa (YHKUMY, JOKANH3all¥s M CTeNeH Ha KpBBOM3IHBA, THTED H4
HHXNOMTOPHTE H JKENIAaHOTO HHBO Ha (QaxTop VII).

Crenpamara TaGnuna e IPENoOpLYHTENHA 32 MAHAMATHUTE HHBA Ha taxtop VIII B
KpbETa. B cilyYali Ha KDHEOHM3NUBH, MIPENCTABEHH TO-LONY, aKTHBHOCTTA HA daxTop
VII e TpsGea ma GbAe NO-HHCKA OT ONPENEAEHO HMBO (8 % or wopmara) 3a

CHOTBETHHSA IICPHON:

Bapg na kpeBOH3INBA/

Heobxonumo EEBO na

YecToTa Ha UpPULOKeHIe (4acoBe)/

Bup xupypravecka paxrop VIII (%) (XU/dl) | Ylpoaw/LKuTeanocT Ha Jedenmere

HHTEpBeHIHS {nun)

Kpseouzins ITosTOpeTe Beeku 12 no 24 yaca.

Panna xemaptpoza, Haii-manko exun fgeH, nokato

MYCKYNI€H KDBBOUZIIHB MK 20-40 KPBBOH3NIKBLT CE OBNAJES HIH ce

KPBLBOM3IIME B YCTHATA NOCTHTHE O3APaBABaHE

KyXHHa

Io-ronsma xemapTposa, IoeTopeTe uH(ysusta Boexn 12-24

MYCKYJICH KPBBOM2IIKB IH 30-60 Haca 3a 3 - 4 HM WIH IoBede,

XEMaToOM ZIOKaTo GosKaTa ¥ OIIAaKBaHETO
OT3BYYAT

AuBoTo3acTpamasauy IMoBTopeTe HH(DY3HAT2 BCeKH 8 10

KPBBOU3IHBH KaTD 24 yaca, 0KaTo 3aIUIaxara He

HHTPaKpaHuaNeH- 60 - 100 ‘OT3BYUH

KPBBOU3IIAB, KPLBOU3TIHE B

I'DBAHHES KOIH, TEXBK

KOpeMeH KPBBOHZIINER

XHpYpPrauEH HHTEPBEHOHH Beexu 24 yaca, aii-Manxo equg

Manxu JEH, AOKATO He ce NIOCTUrHe

BRIIIOYHTENHO  eKCTPaKIMs 30-60 03/IpaBABaHE

Ha 360H

Toneru IoeTopete uHdysuaTa Beeky 8-24
Yaca 10 afIEKBATHO 3a3[IpaBABAHE Ha

80-100 PaHaTa, CNeM KOSTO KOMBIHETETHO

(npen- ¥ IOCTHEPaTHBHO)

JeveHHe 3a Hali-Manko 7 JuH Oa ce
TIOJABPIKA aKTHBHOCT Ha (haKTop
VIII ot 30% no 60%

Konuyectsoro, xoeto Tpslea ga ce DPHIONKM ¥ YecTOTaTa Ha IpHIOKeHue TpAdEa
BUHATH Ja OpOaT chobpaseHn ¢ KIWHHYHATA e(EeKTHBHOCT NpM BOCGKH OTHEHEH
cmyyaii. Ilpu onpesencHy 0BCTOATENCTBA MOXE Ia ca HEOOXOIUMY MO-BHCOKH o3u
OT H34HCACHUTE, 0COGEHO IPH ONpeAeIIHE Ha HAaYanHaTa n03a.

Io Bpeme Ha NleYSHHETO CE NPENOPHYBA ONPENEIITHE Ha HHBATA HA $axrop VIII, 32 na
CE ONpeNeNd N03aTa 3a NPUIOKEHHE U YECTOTara ¢ KOSTO TpAGBa Aa ce mprmarar
uHQy3nuTe. B Clydau HAa TONEMM ONEpAaTHBHH MHTCPBEHLHE € 3abKHTENHO
Apelu3HO MOHMTOPHpaHe Ha 3aMecTBAlOTO JIeYEHWe Ype3 KOAryJalHOHEeH aHANH3




(axruBrocT Ha (axrop VIII B mnasmara). MHAMBHAYaNnEMAT OTTOBOP KbM tdaxrop
VIII nipn OTAC/NHHTE NALKEHTH MOXe A2 BApHpd, KATO Ce HOCTHIAT PA3HYHY HKHBA HA
in viv0o BB3CTaHOBABAHE M PA3AKHYHO BPEME Ha IIONYIKHRBOT.

3a HPOABIDKATENHA HPOdUNAKTHKA Ha KPHBOMIHBH IPH DAUHMEHTH ¢ TEXKa thopma
Ha XeMouiud A TpaGea ma ce mpmnarat gosu oT 20 YU mo 60 TU KOGENATE
Bayer/kg TeXeCHO TerNI0 Ha HHTEpBAH OF 2 [0 3 IHU. B HAKOM CIIyYaH, CICHHANHO
Apy [TO-MJIAJAH HalHeHTH MOXe Ha ca HeoOXONMMHM NIO-KPaTKy MHTepBAlM MW 10-
BHCOKH I03u. Janmure ca nofydenn npH 61 geiia nox 6-roguinHa BE3PAcCT.

ITanneBTH ¢ HHXHOHTODK

[anpenTure TpsOBa fa ce MOHWTOpHpar 3a ofpasysase Ha HHXHOUTOpH. AKO
O4YaKBaHHTE HMBA HAa aKTHBHOCT Ha dakrop VIII He ca nocTHrHATH, WM axo
KPHBOM3IMBRT HE CC OBAafABa CBC CBOTBETHATA J03a, TpiaOBa Ia C& U3BBPIIH
uscnelBaHe, 3a Ja Ce ONpE/IcNy HaWYWeTo Ha MHXHOHTOp KbM (haktop VIIL Ilpn
YCTaHOBSBaHE Ha MHXUGHTOp C THThP mo-muchk 0T 10 Bethezda Units (BU)/mi,
NPUROXKEHHETO Ha AOMBIHUTENHO KONHYeCTBO pekoMOuHanTeH daxtop VII Moxe fa
HEYTpaiu3upa HHXHOHTOPa U OCHIYPH [OHATATHIIHO KIMHAYHO eeKTHBHO JIeUeHHe
¢ KOGENATE Bayer. IIpyu Hanuune Ha HHXUORTOP HEOGXOAMMHUTE HO3M BapHpaT |
Tpa6Ba Ja ce KOPHIHPAT CHIOpe KIHMAHYNHSE OTTOBOD H MOHHTODHPAHE aKTHBHOCTTA
Ba (axtop VIIL Ilpn mammenty ¢ BUCOK THILp Ha mHXHOMTOpa Hax 10 BU mwm ¢
ROGRPp aHAMHOCTHYEH OTrOEOp TpAGBa fJa ce MMa NpeABHI HpIIOKEHHETO Ha
(axTHBYpaH) TNPOTPOMOMH KOMIDIGKC KoOHUeHTpar (PCC) JUIH DpemapaTH Ha
pexoMOHHanTHUA akTHBHpan taktop VII (fFVIIa). Topa neyenue TpabBa ga Gnae
HA3HAYEHO OT JIEXAPH C OXHT [IpK NIe4eHNE Ha MalUEHTH ¢ XeMODHIHA.

Hauyn na npanoxenze

IIpenapaTeT ce pa3TBaps, KAKTO € OIHCaHo B T.6.6.

KOGENATE Bayer Tpa0ba Ja e MEUKEKTHPA MHTP2BEHO3HO 32 HAKOJKO MHHYTH.
CkopocTra Ha YipuIoxesHe TpaOsa g ce ONpeleNd OT CHCTOAHMEeTO HAa TNALMEHTA
(MaKcumassa cKopocT Ha HHGy3Hs: 2 ml/min).

4.3 IpoTHBONOKA3aKHA
HI3BeCTHa CBPEXHYBCTBHTENHOCT KBM JIGKAPCTBEHOTO BEIIECTBO, KbM MHIIY NPOTEHH

HITH APOTEHH OT XaMCTep WA KM HOMOIUHHTE BEUIECTBA.

4.4 Cnenyanny NpeXyNpeXACHHSA H COENHANHN HPEANa3HA MePKH IIPY ynoTpeda
Tanmenture Tpsa6Ba /ia ca yBeJOMEHM 32 BH3MOXHA IOABA HA CTATAHE B TBPRHUTE,
CBETOBBPTEX, JieKa XUIIOTEH3MA W IafcHe N0 BpeMe Ha MH(Y3naTa, KOHTO MOTAT ha
IIPEACTABAABAT PAHHO MPERYNPEkKAEHHE 3a PeaKUHMM Ha CBPLXUYBCTBUTENHOCT M
anaunakTHYHY peakuyi. Tpabea fa 3an04YHe MOAXOMAN0 CHMITTOMATHING JIeYeHHe
W JICYEHHe HA CBPBXYYBCTBHUTCIHHTE pEakuud. AKO Ce IOSBAT anepruyHy HIM
aHa(HNaKTHYHK PeaKlUy, MIKEeKTHpaHeTo/nudysuara Tpabea na ce crpe Befgara. B
CcIy4ad Ha IIOK TpsbBa na ce ChOMOAaBaT CHBPEMEHHHTE NPEHOPLKY 23 JIGYEHHe Ha
HIOK. ’

OGpasyBaHeTo Ha HeyTpaNM3HpAlH aHTHTENa (MHXMOHTODH) KBM daxrep VIII e
H3BECTHO YCIIOXKHEHHE IIPH JISYEHHETO Ha Axia ¢ xemodmins A. YcTaHoBeHO e, ye
Te3d MHXMOHTOPH ca IgG MMyHOTIOBY HHE, TUPeKTHO HAcodeBH cpemy daxrop VIII
NpOKOAryAaHTHaTa  aKTHBHOCT, KOHMTO Ce ONpeficieHH  KOIMHECTBEHO B
monrguumpasn Bethesda units (BU) 3a Munmunutsp miasma. PHCKET oT obpasyBane
Ha MHXUOHTOPH 32BHCH OT IPOABIDKHTENIHOCTTA HA IEUEHHE ¢ AHTH-KOAryJIalHOHHIS




daxrop VII, To3n puck e Haii-roasM B mepeure 20 Auu Ha IpUNOXeHMe. Pamxo
HHXHOUTOpHTE MOrar Ha ce ofpasyeat cien mepeare 100 nuu Ha IPHI0KEHHE,
UaupeHTHTe, NieKyBaHu ¢ pexoMOHHAHTEH KoarynaumopeH daxrop VI Tpg0Ba na
ObAaT BHEMATENHO MOHHTODHpAHH 3a o6pasysaHe Ha HHXHOUTOPH CBEC CBOTBETHO
KIHHHYHO KOHTPONHUpane M nabopaTopHm uscnenpanus. BmxTe chlo T. 4.8 3a
HEKelaHU peaKuHH.

4.5 BzaumopeiicrBHe ¢ APYry JeKapcTea B APYrH GopMH Ha B3anMofelicTBHE
He ca usecTnu B3aumoneiicTeny Ha KOGENATE Bayer ¢ gpyru TIeKapcTRa.

4.6 BpeMeHHOCT B KbpMeHe

ITpoy4Banus BEPXyY PeHpORYKINATA NPH XKHUBOTHH HE ca mpopexianu ¢ KOGENATE
Bayer.

B3 0CHOBa Ha PAAKOTO NOABABaHE Ha XeMODUIHA A YIDH JKeHH, OIMT 32 ynoTpeba Ha
KOGENATE Bayer no BpeMe Ha OpeMEHHOCT H KbDMeHe HAMa. CleoBaTelHo
KOGENATE Bayer TpaGea fa ce H3IOIBBa 0 BpeMe Ha GpeMeBHOCT U KbpMeHe
€aMo aKO & CTPOTO NOKA3AH.

4.7 Edextu BbPXY cliocofHOCTTA 22 mo¢Hpane u paboTa ¢ MANIHHE
Hsama srusiue BBPXY CHIOCOGHOCTTA Aa ce modupa uiM paGoTH ¢ MAIMHH.

4.8 Hesxesranu peaxinu

B penxu cimyyan caex nprioxkerneto Ha KOGENATE Bayer ca Guny HaGHIO(aBaHK
NEKH A0 YMEPEHH BEXCNAaHH peakiuk. Te BKIIoUBAT 06pHB/CHpOeK, MECTHH PeaKilH
Ha MHXCKIMOHHOTO MSCTO (HAIp. 3a9epBsiBade, NIPEXOAHA epUTEMa), PEeaKiHH Ha
CBPBXYYBCTBHTEIIHOCT (Hamp. CBETOBBPTEXN, TajeHe, GONka B IbpHUTE/TafeHe, IEKo
NIOHIDKEHO KpBBHO Hamsrane), HeoOUuded BKYC B YcraTa M NOBHIIABAHE HA
TemTeparypata. IIpy TOBa BE3MOMXKHOCTTA 32 aHabHIIAKTHYEH [IOK He MOXE HaIbIHO
Ja ce H3KIIOo9n.

Ji3BeCTHO yCIOXKHEHREe HPH JIEHCHHETO HA LA ¢ XeMObmHs A e o6pasyBanero Ha
HEYTpanu3upaly anTaTena cpeiy ¢axrop VIII (mmxmuGuropw). B npoyusanus Ha
npenapatuTe ¢ pekoMbunanted ¢(axtop VII e HabGmopasano obpasyBane Ha
HHXUOHTOPY TIPEAMMHO TIpH NpENBapHTEIHO HeleKyBatu xeModummny. Tanuenture
TpsGBa BHUMATENHO Ja C& MOHHTODHPAT 3a oOpasyBaHe HAa MHXHOHTOPH ypes
MOAXOAAI KAHHEYEH KOHTPOJ 1 JIaG0paTOPHE N3CIeIBaHkS.

B wiuHUYHH NpoyuBaHns 9 o1 60 (15%) IpeABapHTENHO HENeKYBAHH H MAHAMAIHO
neKysany naupenTH ¢ KOGENATE Bayer ofpasysar usxuGuropu: obmo 6 ot 60
(10%) ¢ rturep Han 10 BU u 3 or 60 (5%) ¢ tursp mox 10 BU. Cpenmara
TIPOOBIDKMTCIHOCT Clie]] OTKpHBaHe Ha MXHMOHMTOD B HanueHTHTe ca OWIM 9 muM
(cpemuo 3-18 mum).

Ilo BpeMe Ha Te3H NPOYYBAHHs HALIHEHTHTES BE ca 0OpasyBand KIMHUYHO 3HAYAME
THTPH Ha 2HTHTENA CPElily MHLIK NPOTEHH H IIPOTEMH OT XaMCTep, NPUCHCTBAMH B
mpenapaTa. Bb3MOKHOCTTa OT aNeprHYHH PEeaKiH KBM CHCTABKATE Ha NPOAYKTa,
HampuMep CNCIH OT MMINY NpPOTEHH M MpPOTEHH OT XaMCTep € HalMHe NpH HAKOH
NIPEAPa3oNoKEeH NaukeHTs (BIXKTE T. 4,3 H T. 4,4).

4.9 Hpeposzupane
He ca m3BecTHH CHMNTOMMTE Ha NpEeJO3HpaHE C PEKOMOMHAHTEH KOAryJanMOHeH

daxrop VIIL




5. PAPMAKOJOI'HYHN JA AW

3.1 @apmakoqHHAMHYNN cBOJiCTBA

DapMaioTepanepTHYHA IPyHa: KoaryJIalHoHeH ¢axtop VIIL, ATC code BO2B D02.
KommnexcsT dakrop Vill/dakrop ma dou BuneGpaun (vWF) ce crerom oT gee
Monexynu (daxrop VI 1 vWF) ¢ pasmunu dusmonoraguy pyuxumn. Korato ce
#Hpysupa B Haument C Xxemodumua, Qaxtop VI ce CBBp3Ba ¢ VvWF »
KpBBOOOPAIEHHETO HA NanmMeHTa. AkTuBHpamusar (axrop VIII neiictsa kato
Kodaxrop Ha akTueHpanns $aktop IX, kato yekopssa ApeBphINaneTo Ha daxktop X B
axtueppad ¢axtop X. Axrtuempanmsr daktop X mnpeppsua nporpoMbHHa B
TpoMOUH. TpoMGHHET NpeBphima GuUbpHHOreHa BHE (hu6pun u Moxe Ja ce 0Bpasysa
CbCHpeK. XeMO(QWMIHI A e CBRBP3aHO C [ONAa BPOAEHO HapymieHHe Ha
KPBBOCHLCHPBAHETO, NBDKAWIO Ce Ha HUCKM huBa Ba daxrop VIILC u soau o
NPO(Y3HY KPHBOHIIMBY B CTABH, MYCKYNH M BLTDELIHH Oprauy, CTIOHTAHHH JIH B
Pe3yATaT Ha CiydaiHa WIM XUpYpredecka TpaBMma. Upes 3aMECTBANIO Jieyenme
INasMeHHTe HHBa Ha (akTop VIII ce mosumasat, Kato 10 TO3M HauHi BPEMEHHO Ce
KOpHrapa NeuiyTa Ha KOaryianioHHHEs GakTop H KOPEKITUS Ha KOAI'y TauyaTa.
Onpenensnero Ha aKTHBHPAHOTO MAPLHAINHO TpoMOOIIacTHHOBO Bpeme (aPTT) e
KOHBCHUMOHAJICH uH 8uMpO METOJ 33 OHpEACNTHe Ha OHONOrMYHATA AKTHBHOCT Ha
dakrop VIII. APTT e yOEIOKEHO BBB BCHYKH xemodunuoy. CTeHeHTa H
TIPOABIDKUTERHOCTTA Ha HOpManu3upase Ha aPTT, rabmonagaHO clles] IPHIOKEEHE
Ha KOGENATE Bayer ¢ nozo6HO Ha TOB2, HOCTHFHATO C MOJYYEHHT OT IIHasMa
daxtop VIIL

3.2 PapMaKOKHHETHYIHH CBOLCTBa

AHaM3BT Ha 2H 6U60 BE3CTAHOBSBAHETO NPH NPEABAPUTENHO JEKYBaHH NAIMEHTH
ROKA3Ba CpefHa CTOMHOCT Ha MOBMIaBame oT 2% 3a [U/kg Temecho Termo OpH
KOGENATE Bayer. To3u pesyirar e nonoGes Ha CEOBIIEHUTE CTORHOCTH 32 daxrop
VI, nonydex oT YoBemKa niasma.

Cnen npunoxenne sa KOGENATE Bayer, IMKOBaTa akTHBHOCT Ha paxrop VIII ce
TOHWKaBa vpes JBY(asoBO eKCHOHEHUHMANHO pasrpakiaHe ¢ BpeMe Ha
ToTTyenuMUHRpaHe OKoJIo 15 yaca. Tasu CToRHOCT ¢ GIH3KA [0 Ta3U Ha [IOAYYEHHS OT
mnasma akrop VIII, xoiito uma Bpeme Ha HOMyeHMHUHEpae OKono 13 wyaca,
Honbnuurensy papMaKOKHHETHYHH MapaMeTpH npu KOGENATE Bayer ca: cpenpo
BpeMe Ha npecTol (mean residence time MRT 0-48) oxono 22 yaca u KIIMPBHC OKOIO
160 ml/h.

5.3 HpeakxuHuIHY /KINNAYHE JAHHH 32 Ge300aCHOCT

Hopu mo3H HAKONKO NBETH TO-BHCOKH OT ImpenoprYeaHaTa KIHHHYHA [034
(cp00pasena ¢ TENECHOTO Terno) He ¢a IpHIHBAIE OCTpY B/HJIN MOJOCTPY TOKCHIHH
edexru npu KOGENATE Bayer npu iaGopaTopHi JKHBEOTHH (MHUIIKa, NIBX, 336K 1
Kyde).

He ca uspppmienn cnenumasy OpoyHBasus ¢ IOBTOPHO TPHIOKEHHE 32 POYYBaHe
BbpXy pEMpORYKTHBHATA TOKCHYHOCT, XPOHHYHA TOKCHYHOCT M KAHUEPOIEHHOCT C
octocog alfa, mopazu WMyHHHS OTTrOBOpP KBM XETEDONOXHH MHPOTEHHH UPH BCHYKH
Pleczizizatingg

He ca m3pBpilleHH TpOyYBaHMA BEPXY MYyTAreHHMS norenopan Ha KOGENATE
Bayer, Tbit xaTo He ¢ OTKDHT MyTareHeH NOTEHLUAN uH 6uBO W un eUMpO TIpH
npexmecyeatys nponykr Ha KOGENATE Bayer.

6. PAPMATEBTIHYHI JAHHH




6.1 Cnucek Ha HOMOHHETe BeHIECTRBA

Hpax
Glycine, sodium chloride, calcium chloride, histidine, polysorbat 80, sucrose.

DasTBOPHTEN

Water for injection.

6.2 HechBMecTHMOCTH

Tosn nexapcreen nponykr me Tps0Ba Jia ce cMecea ¢ ApyrH JIEKAPCTBEHH NPOAYKTH
HIIH Pa3TRBOPHTEIH.

Camo npepocrasenute Habopy za HHXCKTHPAHE MOTaT & Ce H3MOJ3BaT, Thil KaTo
MOXC Ila HMa HeycleX [IDH JISYCHHETO, BCHEACTRYE Ha ancopbimsTa Ha YoBemKug
Koarynaurkoren axrop VIII KM BBTpemmara TMOBBPXHOCT HA HAKOH MH(Y3HOHHH
CHCTEMH.

6.3 Cpox Ha roguocr

23 Mecena,

DuzuynaTa # XUMAYHA CTAGHIHOCT Y10 Bpeme Ha ynoTpeba e mokasana 2a 4 yaca pH
25 °C,

Or muxpoGuomornyna rienma TO9Ka, OCBEH aKO METOABT HA pasTeapsde He
HSKIMOYBA PHCK OT MHKPOOHO KOHTAMHHEADAHE, NPOXYKTET TpsaOBa Aa Ce M3NON3Ba
BefHara.

AKO He ce H3I0N3Ba Be/Hara, OTTOBOPHOCT 32 NPOABIDKUTENHOCTTA Ha CHXpaHEeH e 1
YCIIOBHATA Ha CHXPAHEHHE HOCH IOTPEOHTENAT.

6.4 Coenmannn npeanasuu MEPKH NPY chXpaHelne

B xmamwimuk (2 - 8 °C). Jla me ce 3aMpasaBa. DNaKOHWTE Ce CLXpaHABaT B
OPHTHHAJIHATa OIIAKOBKA, 3ai{HTEHA OT CBETIHNA.

TlpopyxreT B opurmHanHaTa onakomka Moje fa ce CBXpaMiBa TIpH BCIKAKBa
TeMneparypa (o 25 °C) 3a orpasnuen TIpHOA OT Bpeme o 2 mecena. B 1osu ciyuaii
CPOKBT Ha TONHOCT Ce M3YEPTiBa B Kpas Ha TO3H 2-MeceyeH HEPHOX; HOBHAT CPOK Ha
TOEHOCT TpsabBa fa Guae oTOenI3aH BBEPXY BTOPHYHATA OMAKOBKA. )

Ha Be ce crxpanasa B xnagumrmx Cliel pasteapane. 3a efHOKpaTHA yHoTpeGa. Besko
HEH3NON3BAHO KOIHYECTBO TPAOBA fia ce YHMIOMKY.

6.5 Tanuu 3a onaxoskata

Besaka omakoska KOGENATE Bayer cpaspixa:

* eauH (raxod npax (10 mi Gesuperen cTbrien I XHAPOMMTHYEH THII CHC CHBA
BpoMoByTIIOBa 3aNyINATKA I amyMUHHEBa 00KaTKa).

* euH (uakon pasteoputen (10 ml Gesnperen e II xupposutauen Tun cre
CHBA XTIOPOOY THIIOBA 3ATIYIIANK H ATyMHHHERA 0bkaTka).

* Ha0op, CHCTOAIN CE OT:

- TpancdepHo yeTpoitcTBo

- QHATBPHA Hria

- el Halop 32 BeHemyHKIH

- GAiHa eHOKpaTHa CHPHHIIOBKA (5 ml)

- AB& CTEPHITHY aNKOXOMHH TAMIOHA 32 EXHOKPATHA yrorpeba.

6.6 Yrasauns upn npuioxkenne




Ieann yxasanms sa npurorssme u TPHAOKEHNE CE& CHABPXAT B JNHCTOBKATA,
BIJIOYGHA B onlakoBkata ha KOGENATE Bayer.

KOGENATE Bayer npax Tp#0Ba Za ce pa3TBOPH ¢ NpeOCTABEHMs pastBopuren (2,5
m! BOAa 33 MHIKEKIMH), K4TO Ce M3MOM3Ba CTEPHITHOTO TpaHcdepHo ycTpoiicTBo.
Brumarenno ce zasvpra ditaxosa, noxato TPax®T Ce pasTBOpH. [a He ce M3moimea
KOGENATE Bayer, ako sabefesxure BUIAMMY YaCTHHH MI¥ METHHHA,

Cnen pastapsye pasTBOPET ce wsTerng npe3 cTepuinata GUATHPRA ur#a B
CTepuiHata e{HOKparTHa CIPHHIOBKa (M JABETE CA BKIIOYEHH B Habopa).

Beexy nemsmonmsean mpomykT wmH ocTaTEK TpaGBa ma 6bne obpaGoren B
CBOTBETCTBHE C MECTHHUTE IIPEIIOPBKY.

7. ITPOU3SBOJAUTEN ¥ IIPHTEXATEI HA PA3PEIIEHVMETO 3A
YIOTPEBA:

Bayer AG

D-51368 Leverkusen,

Germany

8. IfbpBa perucrpanus Ha sexapcTsenms HPOAYKT
EU/1/00/143/001

9. Perncrpanus B apyra CTpaHn

10. Jara Ba nocnexnaTa pepakuns Ha Tekera
noeMBpH 2004




