Kgama XApAKTCPHCTHKA HA NIPONVETZ

1. IME HA JEKAPCTBEHHA IIPOAYKT
KOGENATE BAYER 500 TU Powder and solvent for solution for injection.
KOJDKMHEWT BAWEP 500 IU nipax ¥ pa3TBOPUTEN 32 PA3TBOD 3a MHIKEKIHIY,

2. KOOMMYECTBEH H KAYECTBEH CbCTAB

Recombinant Coagulation Factor VIII 500 IU/vial

INN: octocog alfa

PexomOupanTHUAT KkoarynanuoHeH ¢axtop VIII e mpomsBenen or monyueHa dpes
reHHO MHIXEHEPCTBO KIIETBYHA JIMHMS OT O60pek Ha HOBOPOJieH XaMCTep, ChABpKAHIa
reHbT Ha yopelkug (gaxrop VIII.

Pasreoputen: water for injections.

ITpogyxTeT, pa3sTBOpeH ¢ mnpunoxkenara 2,5 ml Boga 2a MHKEKIMH CHIBPIKa
npudmanrenso 200 IU octocog alfa/ml.

Axtuaocrra (IU) e onpegeneHa upe3 eAHOETANECH KOaryHallHOHEH METOX Cpelly
Mera cranumapt Ha FDA, koiito e xanuGpupad cpemy crangapr Ha C30 B
MeKEyHaponaH exuamim (TU).

Crnenugyunara akTHBHOCT € nprbnusutenso 4000 Il ma. nporenn
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Jleuenue 1 NpoUIIAKTAKA Ha KPBBOM3NMBY IPH [AlMEHTH ¢ xemodunus A (BpojeH
Jedumut Ha daxrop VIII).

Tosu NpooyKT He cwhAbpXa (axropa Ha (GoH BuneOpana u ciaefoBaTeNHO HE €
TIOKa3aH 3a igueHue Ha Oonectta Ha don Bunebpanm.

4,2 1o3upoOBKa H HAYHH HA NPHII0KEHME

JleyeHnuero TpAOBa Aa 3aliouHe MO KOHTPOA HA JIEKAap, CHELHANHUCT XEMAaTosor ¢
OIUT HPH JISUSHNE Ha XeMO(HITH.

Jo3uposka

[Mpunoxernsar Opolt MexayHaponHu exunuuu daxtop VIII ce wuzpazsea B
MexAyHapoaHH efuHHIM (JU), KOHTO ca cpaBHEHHM CBC ChBpEMEHEH CTaHIapT 3a
npofykTH Ha (axrop VIII. AxtuBHocTTa Ha dakrop VHI B minasmara ¢ uspaseHa HIH
B IIPOLIEHTH (110 OTHOLIEHHE Ha HOPMaiHaTa YOREIIKA IjlazMa) HAK B MEIKIYHAPOIHH
enuHALY (TI0 OTHOWIEHHE Ha MexnyHapoieH cTanfapt 3a axrtop VIII B mnasma).
Enna mexpynaponHa empHuna (IU) akrieHocT Ha (axrop VIII e ekBHBaneHTHa Ha
KonuecTBOTO Ha (axrtop VIII B efWH MWIMIMTHEP HOpPMallHa 4YOBEWIKA MIasMa.
WzuycnsasaHetro Ha HeoOxommMara Jno3a Ha ¢akrop VI ce ocHOBaBa Ha
eMIUpHYHATa Haxoika, uye 1 mexpyHaponua enununa (IU) daxrop VIil/kg TenecHo
Tero NoBxasa akTuBHOCTTa Ha (haxTop VI ¢ 1,5% no 2,5% HopMmanHa akTUBHOCT.
HeobxonumaTa HO3UPOBKA Ce ONpeNeiTd KaTo ce U3ION3BAT CliefuuTe dopMymu:

1. Heobxonuma poza (IU) = tenecho terso (kg) x xenano nopuapane ga FVIII (%
oT HopMaTa) X 0,5




2 x npunoxenn [U

2. Ouakeano nopHiIasaHe Ha (akrtop VIII =
/% ot HOpMaTa/ Tesiecno Tero (kg)

Jo3HpOBKaTa ¥ NPOABDKHTENHOCTIA Ha 3aMeCTBAOTO JieyeHue TpsaOBa fAa Obaar
choDpaszeHH ¢ HYXAWTE Ha NalyeHTa (TENECHO TEIJNO, TEXKECT Ha HapyIIeHHE Ha
XemocTasHata (YHKIMA, JOKANH3aLHs W CTeNeH Ha KPLBOM3IMBA, THTBP Ha
HHXHOUTOpPHTE H JKENAHOTO HuBo ua daxrop VIII).

Creppauiata Tabnuija € ApenopbYUTeHa 32 MUHUMAIHUTE HuBa Ha daktop VIII B
KpbBTa. B cny4aii Ha KPBBOW3NMKBY, NPENICTABEHH MO-A0NY, aKTHBHOCTTA Ha (JAKTOp
VIII ne Tpabea pa Obae no-HMcKa OT onpedelNeHO HMBO (B % or HOpMara) 3a

CBOTBCTHHA NICPHOI!:

Buna na kpLBOH3INBA/
Bua xupyprauecka

Heobxogumo HHEO Ha
daxrop VIH (%) (1U/dl)

YecToTa Ha npHIoKeHHe (Macone)/
TIpons/LERTEIHOCT HA JeYeHHETO

HHTEpPBEHNHS (nun)

Kpveonsius Tloeropere Bcexku 12 1o 24 uaca.

Panna xemapTpo3a, Hait-Manko emuH JeH, JOKATO

MYCKYJI€H KPBBOH3JIMB HIH 20-40 KpBBOM3IUBET C& OBJIAJICe UHY ce

KPBBOHU3MIUB B yCTHATA IOCTHIHE 03/]paBABaHE ’

KyXuHa

ITo-ronama xemapTpo3a, TloeTopere uHy3uaTa BCeky 12-24

MYCKYJIEH KPBBOH3IIIB HIIH 30-60 yaca 3a 3 - 4 JaU UM noseye,

XEMaTOM JoxaTo OONKaTa U OIIaKBaHETO

OT3BYYaT

JKuBoTozacTpanaBauy Iortopere nndysusra Bceknu 8 mo

KPBBOU3JIMBY KaTO 24 yaca, JoKaTO 3amiaxaTa He

MHTpaKpaHHaleH 60 - 100 OT3BYYH

KpPBBOM3NKB, KPBEOH3IHE B

FPBIHUAS KOW, TEXBK

KOpeMeH KPbBOH3JIHE

XHpypPravdHH HHTePBeHUHN Bceexu 24 vaca, Haii-Maiko equH

Manxu JieH, IOKaTo He ce [IOCTHIHE

BrmounTenHe  eKCTpakiys 30-60 037ipaBsaBaHe

Ha 360U

Tonemu IToBTopete undryznara peexu 8-24

Yyaca [0 afieKBaTHO 3a3ApaBABaHE Ha

80-100 pasata, CHER KOETO ZOMBIHHTEITHO

(npexn- ¥ NOCTONepaTUBHO)

TleveHue 3a Hafi-Manko 7 IHH 1a ce
NOABpIKa aKTHBHOCT Ha (aKTop
VII or 30% po 60%

KonnyectroTo, KoeTo TpAdBa Jla ce MPIIOKM H YEeCTOTaTa Ha NpHIO)KEHHE TpaGBa
BHHAard Aa OBJaT cboOpa3zeHH ¢ KIMHMYHATA €(EeKTHBHOCT NpW BCEKW OTHCNEH
ciryuaii. [lpu onpeneneH obCTOATENCTBA MOXKE Aa ¢a HEOOXONMMHK HO-BHCOKH HO3H
OT M34KCNIeHHTe, 0ccOeHOo NpH olipefie/IHe Ha HauamHaTa A03a.

Ilo BpeMe Ha NEYCHHETO CE NIpenopBYBa ONpeAeiiiHe Ha HUBaTa Ha (paxtop VIII, 3a ga
ce OomnpefieNk 103aTa 3a NPHJIOKEHHEe H YecToTaTa, ¢ XOATO TpAOGBa Ja ce mpuiarar
nadysuure. B clydal Ha TrojieMH ONCGPaTHBHH HHTEPBEHIHH ¢ 3aIBJDKHTEIHO
SEEPTARUOHEH aHaAIH3




(axtuBHOCT Ha (axrtop VIII B maasmara). MBouBMIAyanHuaT OTrOBOpP KbM (akTop
VIII npy oTAenHUTe HALMEHTH MOXKE Jia Bapypa, KaTo Ce NOCTHIAT PasiiHYHA HUBA HA
in vivo BB3CTaHOBABAHE H PA3AH4YHO BPeMe Ha MONYKHEOT.

3a npoABIDKHTENHA NPOMUAAKTHKA Ha KPHBOMINIHBY IIpH HallHEHTH C TexXkKa (opma
Ha xemoduiua A tpabea ja ce npunarar po3d ot 20 IU mo 60 IU KOGENATE
Bayer/kg tenecHo Terso Ha HHTEpBaNd OT 2 A0 3 AHW. B HAKOH Cllydaw, CICIHAIHO
OpH NOo-MIagyu NAlMeHTH MOXe Ja ca HeoOXOAMMHM MO-KpaTKU HHTEpRaf# MM 1I0-
BHCOKH 103H. JlaHHKTE ca MOMydeHH Npu 61 neua non 6-rommiltea BB3PACT.

ITannents ¢ HHXHOUTOPH

IlanpentuTe TpabBa fAa ce MOHMTOpHpaT 3a oOpasyBaHe Ha HHXHOMTOpPH. AKO
OYaKBaHWTE HUBA Ha aKTUBHOCT Ha ¢axtop VIII He ca NOCTHrHATH, WM &KO
KPBBOHM3IMBBET HE Ce OBNaJsiBa CHC CLOTBETHATA 032, TPAOBa HAa Cce WM3RBPHIM
H3CIEABaHE, 3a Jla C& ONpeNeN HAINYMETO Ha uuxuburop kbMm daxrop VIIL Tipu
YCTaHOBSBaHE Ha HWHXMOMTOP ¢ THUTBp No-HUCBEK OT 10 Bethezda Units (BU)/ml,
IPHIIOKEHRETO Ha AONBIHHTENHO KONIHYECTBO pexoMOuHaHTeH ¢aktop VII mMoxe na
HeyTpalu3Hpa HHXUOHTOPa H OCHIYPH IO HATATBIIHO KAMHHYHO eeKTHBHO JIeueHHe
¢ KOGENATE Bayer. Ilps Hanuyne na nHxubutop HeOOXOMUMUTE HO3H BapHpar M
TpAOBa fla C& KOPUIHpaT CIOpeN KIHHUYHHA OTrOBOD M MOHUTOPHpaHE aKTHBHOCTTA
Ha (axrop VIII. Ilpu maupeHTH ¢ BHCOK THTBD Ha Muxwubnropa wan 10 BU unu c
J00Bp aHaMHecTH4eH OTrOROp TpAOBa Ja ce HMa NpelBY] MNPHAOKEHHETO Ha
(axTHBYUpaH) npoTpoMOMH KoOMIUIeKC KoHUeHTpar (PCC) unm mnpemapaTH Ha
pekoMmOuBanTHUA axrTHBupad (gaxrop VI (fFVIIa). Tora neuenmne Tpabea na Goae
Ha3Ha4YeHO OT JIEKapH ¢ OIHT IIPH JieYeHNe Ha NAMEHTH ¢ XeMODHIHA.

Hawnn na npunoxeHne

IlpenapaTsT ce pa3TBaps, KakTo € OIMCaHO B T.6.6.

KOGENATE Bayer TpsafBa Ja ce HHXCKTHPA MHTPABEHOZHO 3a HAKQIKO MHHYTH.
CkopocTTa Ha IpHIOKEHHE TpAOBa Jia ce ONpeAeNM OT ChCTOSHHETO Ha MalueHTa
(MaxcuManHa ckopocT Ha UHGY3us: 2 ml/min).

4.3 IlpoTHBONOKAZAHUS
H3gecTHa CBpBXUYBCTBHTENHOCT KBM JIEKAPCTBEHOTO BEIIECTBO, KBM MUIIH NPOTEHH
WK [IPOTEUH OT XaMCTep WK KbM IOMOLIHUTE BEHIECTRA.

4.4 Cnenwalau NpenynpeRieHHs U CHeHANHN HPeANa3Hl MePKH NpH ynoTpeda
TTauuenTute TpAOBa Ja ca yBeZOMEHM 3a BB3MOJKHA MOSBA Ha CTATAHE B I'BPRHUTE,
CBETOBBPTEIK, JIEKa XUMOTEH3NUI U rajeHe no BpeMe Ha WHQy3uATa, KOMTO MOraT Aa
NpEeACTaBIsBAT PAHHO TpPEAYHNPEXACHHUE 3a pPEaKUHH Ha CBPBXYYBCTBHUTEIHOCT M
aHa(UAaKTHYHY peakipad. TpiaOepa Ha 3aro4He MOEXORAII0 CUMNOTOMATHYHO JeUeHHE
H JIGYEHHE Ha CBPBXYYBCTBHTENHHTE peaKLM. AKO CE IIOSBAT ANSPTHYHHM HAH
aHa(PUNAaKTHYHY PeaklMy, HHKEKTHpaHeTo/uHdy3usTa TpAOBa Aa ce crpe BefHara. B
ciIydaii Ha IIOK TpsOBa Jia ce cra3BsaT ChBPEeMEHHNTE NPENOPHKY 3a JISYEHHE Ha OK.

OOpazyBaHeTO Ha HeyTpaRH3Mpaly aHtHTeNa (MHXuOHTOpH) KM daxrop VIII e
H3BECTHO YCJIOJKHEHHE IPH JISUSHHWETO Ha JMLA ¢ XeModuina A, YCTaHOBEeHO e, ue
Te3r HHXUOHTOPH ca IgG uMyHOTIOGYIHHE, JUPeKTHO HacoueHH cpemy daktop VIH
[pOKOAryjdaHTHAaTa aKTUBHOCT, KOMTO C€ ONpEeAeNncHH KONHUECTREHO B
Moauduuupany Bethesda units (BU) 3a mununuTep nnasma. PHCKET oT ofpasyBaHe
Ha MHXMOHTOPH 3aBHCH OT TpPOABIXHUTENHOCTTZ Ha JIeUeHHe ¢ KOarymalHOHHUS
daxtop VII, To3m puck e nHaii-ronsim B mepeuTe 20 OHH Ha ApHAOKEHNE. Pagxo




HExHbHTOpUTE Morar Ea ce ofpasdysar cien nepeure 100 jHE Ha TpUiIOKEHHE.
IlaunenTrre, nekyBanu ¢ pexoMOunanTeH koarynauuoHen daxrop VIII tpaGea ma
6bHaT BEUMATENHO MOHMTOPHPAHH 32 00pa3yBaHe Ha MHXHOUTOPH CBC CHOTBETHO
KIMHHYHO Habmrofenue 4 nabopaTopHM uH3cneABaHHA. Buxre ceimo 7. 4.8 3a
HEKENaHH peaki(yu.

4.5 BsanmojeiicTBHe ¢ IPYrH JeKapeTBa ¥ Apyrs ¢opMu Ha B3asMoaeiicTBHe
He ca nsrectrn p3aumopeticteus Ha KOGENATE Bayer ¢ Apyry nexapcrsa.

4.6 BpemeHHoOCT U KbpMeHe

TpoyuBanus BEPXY pelipOAYyKHHATa IPH XUBOTHH He ca nposexnand ¢ KOGENATE
Bayer.

B33 0CHOBa Ha pAAKOTO NOABABAHE HA XeMOMIUIMA A NIpH JKEHHM, ONUT 32 yroTpeba Ha
KOGENATE Bayer no BpeMe Ha OpeMeHHOCT M KbpMeHe Hama. ClienoBaTenHo
KOGENATE Bayer Tpa6Ba Jja ce H3MO/N3Ba IO BpeMe Ha OPEMEHHOCT H KbpMeHE
CaMO &KO € CTPOro NIoKa3aH.

4.7 EdQekTH BHPXY CIIOCO0OHOCTTA 32 Wiodhupane u padoTa ¢ MAIIHHM
Hama emasmue sppXy cniocoBiocTTa 3a modupane nix padora ¢ MallKHH.

4.8 HesxeflaHN peakiuy

B penxu cnyuau crneq npuiokenneto Ha KOGENATE Bayer ca Onin HabnmroaBasu
JIEKH JO YMEpeHM HeXenaHH peakuuu. Te BkmouBaT o6pHB/cbpOeK, MECTHH peaKLin
Ha MHXSKLHOHHOTO MACTO (HAanp. 3a4yepBsABaHe, NpeXoiHa epHTeMa), peakiuHH Ha
CBPBXUYBCTBUTENHOCT (HANp. CBETOBBPTEK, rajicHe, 60NIka B IBpAUTE/TalicHE, JIEKO
MOHIDKEHO KPBBHO HAAraHe), HeoOWYaeH BKyC B ycTara M NOBMIIaBRaHe Ha
TeMTepaTypara. IIpi TOBa BE3MOXKHOCTTA 33 aHAMHMAAKTHYEH WIOK HE MOXKE HaIlBJIHO
Jia ce HRKAKYH.

OGpasyBanero Ha HeyTpalusupaumy aHTurena cpemy Gaxrop VIII (uExuburopu) e
H3BECTHO YCJIOJKHEHWe NpH JIeUeHUeTo Ha mua ¢ xeMopunug A. B npoyusanus Ha
npenapatute ¢ pekoMmOuHaHTeH (aktop VIII e naGmomapaso oOpasymane Ha
HHXUOUTOPH NIPEeNUMHO [IPH HpeBapUTENHO HelleKyBaHH XxeModunui. [lanuenTure
TpA0Ba BHUMATEJHO Ja ce MOHHTOpHpAaT 3a oOpasyBaHe Ha MHXMOMTOpH upe3
NOAXOAALIO KIMHUYHO HabMoneHue Ha Aa00paTOpPHH H3CIeABaHHA.

B xnunuynu npoyusanus 9 ot 60 (15%) npenBapuTenHo HeNIEKYBaHH H MHHHMATHO
nexysasu nauueHTH ¢ KOGENATE Bayer obpasysar nuxuburopu: ofmo 6 ot 60
(10%) ¢ Ttutep Hag 10 BU u 3 ot 60 (5%) ¢ turep mom 10 BU. Cpemnata
NPOLIKUTENHOCT Ha nprnoxesue Ha (axrop VIII cnep oTkpuBaHe Ha BXUOHTOD B
nagueHTHTe € 6una 9 auu (cpeano 3-18 oum).

[To BpeMe Ha Te3M NpPOYYBaHMA MAilHEHTHTE He ca obpasyBany KNHHAHYHO 3HAYUMH
THTPH Ha aHTHTENA CPenly MHIIH IIPOTEXH W IIPOTEUH OT XaMCTep, KOMTO IpHCEBCTBAT
B Openapata. Be3MOXHOCTTa OT aJIepFHYHH peaklH KbM CBCTABKHTE Ha MPOMYKTA,
HalpUMEp CHERN OT MHIIM NMPOTEHH M NPOTEHH OT XaMCTEp, € HalMLE NpPU HAKOU
IpeNpasnoNoKeHy nauueHTH (BixTe 1. 4,3 B T. 4,4).

4.9 Iipenosnpane
He ca u3BecTHM CHMITOMMTE Ha NPEHO3UpaHe C pexoMOMHAHTEH KoaryjalHoHEeH
¢axrop VIIL.

5. PAPMAKOJIOIYHHA NAHHW




5.1 ®apmakoAHHAMHYNH CBOIiCTEa

@DapMakoTepalieBTHUHA rpyna: koarynamHoned gakrop VIII, ATC code B02B D02,
KomnnexceT ¢axrop VIIl/dpaxrop Ha don Bunebpanpn (vWF) ce cecron OT ABe
monekynd (daxtop VII u vWF) ¢ paznuuns pusuonornuny ¢yuxouu. Korato ce
undysupa B panmueHt ¢ xemogumus, dakrtop VIII ce ceepsBa ¢ vWF B
KpBBOOOpPAICHHETO Ha NauueHTa. Axrtusupanust daxrop VIII npelicta kaTo
xodaxTop Ha akTHBUpaHus gaxrop IX, kaTo yckopsaBa NpeRphIaHeTo Ha dakTop X B
akTuBlpaH ¢aktop X. Axrtusupanusr daxkrop X npespslla NpoTpoMOMHA B
TpoMOuH. TpoMOMHET NpeBphia GhudpuHoreHa BB GUOPUH U MOKe Ja ce obpasyea
ceoHpeKk. Xemodunua A e CBBP3RHO ¢ IIONa BPOJEHO HapyIIeHME Ha
KPBEBOCHECHPBAHETO, ABIKALNO ¢€ HAa HUCKH HuBa Ha (axrop VII:C u Bomu po
npo(y3HH KPLBOM3JMBY B CTaBH, MYCKYJH M BBTPEIIHH OPraHy, CHOHTAHHU MM B
pesynTaT Ha ciydaliHa MM XHpYprudecka TpasMa. Upes 3aMecTBamIO JieucHHE
nnasMesnTe Huea Ha (haxtop VIII ce mMoOBMINABaT, KaTo MO TO3H HAYHMH BPEMEHHO CE
Kopyrupa JeHIMTa Ha KoarynaloHHHS (aKTOp M KOPeKLus HA TEHASHUMATA 3a
KPBBOH3IIHBH,

OnpenensdHeTo Ha aKTHBUPAHOTO NHaplUamHO TpoMOomiacTHHOBO BpeMe (aPTT) e
KOHBEHIMOHAJICH uH 8umpO METOJ| 32 ONpeAensHe Ha OHONOrMYHATA aKTHBHOCT Ha
daxrop VIII. APTT e ynmmkeno npu Bewukn xemodmmuum, CremeHra H
HOpPOABIKHTENHOCTTA Ha HOpManu3upane Ha aPTT, HabmogasaHo cien MpHiIoKeHue
Ha KOGENATE Bayer € nogoGHO Ha TOBa, HOCTHTHATO C MONYYEHHS OT IJia3Ma
daxrtop VIIL

5.2 dapMaKOKMHETHYHN CBOHCTBA

AHanu3bT Ha UH 6U60 BB3CTAHOBABAHETO NPH NpENBAPUTENHO JISKYBaHH MalCHTH
Jloxaspa cpefHa CToHHOCT Ha moBumaBane ot 2% 3a IU/kg TemecHo Tterno npu
KOGENATE Bayer. To3zu pesynrar e nogodes Ha cp00leHHTe CTOMHOCTH 3a partop
VIII, monmyueH OT YOBEHIKA IIjiazma.

Cnex npunoxenre Ha KOGENATE Bayer, nukopata axtuBHocT Ha dakrop VIII ce
NOHIKaBa 4pe3 JBy(a30BO EKCIIOHGHIMAHO pasrpaxjane ¢ BpeMe Ha
nonyenuMUnKpane okono 135 gaca, Ta3u cToliHOCT € GNK3Ka A0 Ta3H Ha MONYUSHUA OT
masMa axrop VIII, ko#To uMa Bpeme Ha NOJNYKHBOT OF npubnusutenHo 13 vaca.
JonsnHATENHA (hapMakoKkuHeTHyHH napametpd npH KOGENATE Bayer ca: cpenHo
BpeMe Ha apecToil (imean residence time MRT 0-48) oxono 22 yaca H KIUPEHC OKOJO
160 ml/h.

5.3 IlpeaxaNHIEYHA /KIIMHAYMHY JaHHH 32 §e30NacHOCT

Jopy [03¥ HAKONKO OBTH [O-BUCOKH OT NPENophbuBaHara KIMHMIHA HAO3a
{cvoOpazena ¢ TENECHOTO TEINI0) He ca NPHMHHIIN OCTPH W/HIIH NOZOCTPH TOKCHTHH
edextu npr KOGENATE Bayer npu nabopaTopH# AKUBOTHH (MHIIKA, IUTBX, 33K U
Kyu4e).

He ca u3pppinieny cneld®H4YHN IPOYYBaHUs ¢ NOBTOPHO NPUIIQKEHUE 32 POYYBaHe
BBpPXY PElIpOAYKTHBHATZ TOKCUYHOCT, XPOHMYHA TOKCHUYHOCT M KaHUEpPOTeHHOCT C
octocog alfa, mopagu UMYHHHS OTFOBOP KbM XCTEPOJNOKHH IPOTEHHH NPH BCHUKH
0o3aliHHIH.

He ca uspnpriend mpoydRaHMsS BBpXYy MyTaresHHs noreHuman Ha KOGENATE
Bayer, TeH Karo He € OTKpHUT MyTareHeH NOTCHLUHaT MH QuE0 W uH GUMPO TIPH
npenmectramys nponyxr Ha KOGENATE Bayer.

6. PAPMAITEBTAYHH JAHHY




6.1 CnnchK HA HOMOIIHHTE BEINECTBR

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

PasTBOPHTEN
Water for injection.

6.2 HecnBMeCcTHMOCTH

To3u NexapcTBeH MPOAYKT He TpsOBa fia ce CMECBA C IpYIH JIEKAPCTBEHH NIPOAYKTH
WITH Pa3TBOPHTENH.

Camo npepoctapeHuTe HabOpH 3a MHXKEKTHpaHE MOraT ja ce M3MIOJI3BaT, ThH KaTo
MOXe a UMa Heyclex NpH JISYSHHETO, BCICIACTBHE HA afcopOLuATa Ha YOBEIIKHA
koarynanuoHer ¢gaxtop VI K&M BBTpelllHaTa MOBBPXHOCT Ha HAKOM MHGY3HOHHH
CHCTEMH.

6.3 Cpok Ha rogHOCT

23 Mmecerna.

Pu3MyHaTa B XMMHYHA cTaOHIHOCT N0 BpeMe Ha ynoTpeda € oKasaHa 3a 4 yaca IpH
25°C.

Ot MmuxpoOHONOrHYHa TINefiHa TOYKA, OCBEH ak0 METONST Ha pasTBapsiHe He
H3KIIOYBA PUCK OT MHKpPOOHO KOHTaMHMHHpaHe, ApPOAYKTHT TpiAOBa Aa ce HM3IOon3Ba
BEOHAra.

AKO He ce H3M0JI3Ba Be[Hara, 0TTOBOPHOCT 32 NPOABIDKATENHOCTTA Ha ChXpaHeHHE U
YCNOBHATA HA CHEXPAaHEHNE HOCH HOTPEOHTeIAT.

6.4 Cnennanay NpeqHa3HA MEPKH APH CbXPaHeHHe

Ja ce cexpansBa B xmagwinuk (2 - § °C). lia He ce 3ampasspa. Pnaxonure ce
CBHXpaHABAT B OPUTHHANHATA ONAKOBKa, 3alUTEHA OT CBETJIMHA.

TIpoBYKTET B OpPUFHMHANHATA ONAKOBKA MOMKE Ja CE€ CBbXpaHABa IIpH BCIKaKBa
temneparypa (no 25 °C) 3a orpaHdyeH IepHoxk OT BpeMe Jio 2 Mecena. B tozu cayuaii
CPOKBT Ha TOEHOCT CC H3Y€pHBa B Kpas Ha TO3HU 2-MecedeH EpHOJ, HOBHAT CPOK Ha
rofiHoCT TpsiOBa na Oplie or0elst3al BLPXY BTOPHYHATA ONAKOBKA.

Ja He ce chXpaHABa B XJIQHIHEK clel pasTBapane. 3a efHokpaTHa ynorpeba. Besko
HEH3IIOM3BAHO KOMHUECTRO TPAOBa 14 ¢& YHHIIOXKH.

6.5 JIanHN 32 ONAKOBKATA

Besika onakoeka KOGENATE Bayer cpibpika:
¢ efuH (hnakol mmoc Bio-Set yctpolicTBo, chappkarto auodumuzupan npax (10 ml
0e3LBETEH CTHKIEH | XUMPONUTHYEH THI ChC cHBa GpoMo6yTHnoBa 3amymanka Ges
JIaTeKC IUHOC TpancdepHO YCTPOMCTRO ChC 3amuTHa Kana4yka [Bio-Set])

® elna NpejBapUTENHO HaNbIHeHa CIpUHIOBKA ¢ 2,5 ml pasrsopuren (CTHKNEH
puneeasp [I-py  XUADONMTHMEH THR CBC CHBH OpOMOOYTHIOBH KaydyKOBH
3AMYHIAIKH, He-ChIBPIKALiM JIATEKC)

® OyTalo 3a CIIpUHIOBKA

& eniH HaOOp 33 BEHEITYHKINA

» J[Ba CTEpHIIHH aJIKOXOJHH TaMIIOHA 3a eAHOKpaTHa ynorpeba.

® IBa CYyXH TaMIIOHA

® JIBe JIENICHKH NeHKOIIacT




6.6 Yra3zanaa npH Opuio:KeHne

ITenHu ykasaHud 3a HPUrOTBSHE M NPIJIOKEHHE C€ CBIBPHAT B JHCTOBKATA,
BKIIOUEHa B onakoBkata Ha KOGENATE Bayer.

KOGENATE Bayer nuodunusupaHuaT npax <Tpafsa Jga c©e pasTBOpH C
npenocTaseHds pasTBopuTen (2,5 ml Bopa 3a HHXEKUMH) B IpeIBapHTENHO
HallbJIHEHA CIPHMHIOBKA M HHTErpHpaHOTO TpaHcodepHo yctpoiicTeo (Bio-Set).
@nakoHBT C BBPTENHBO JBIDKCHHE pasTBapANHOGHAM3HpaHuaT mpax. Ja me ce
usnonsa KOGENATE Bayer, ako 3a0eneXure BUIMMH YaCTHIH WITH MLTHUHA.

Crep pa3TBapsHe pasTBOPBT Ce H3TErNd 00paTHO B CIPHHIOBKATA.

Ha ce wusnonssa IpefocTaBeHMST HA0O0p 3a BEHENYHKIHMS ¥ HHTPABEHO3HO
UIKEKTHpaHe.

Beexn HeusnonseaH DNPOAYKT MM OCTaTbK TpsaGea Ja Obme obpaGoteH B
CHOTBETCTBHE C MECTHHTE MPENOPHKH.

7. OTPHTEXATEJ HA PASPEINIEHUETO 3A YIIOTPEBA:
Bayer AG

D-51368 Leverkusen,

Germany

8. MIPOM3BONMTEJL
Bayer Biologicals S.r.1.
Bellaria, 35

1-53010 Torri-Sovicille (SD)
Ttaly

8. ITLpEa perucTpanus Ha JeKapCTBeHNA NPOAYKT
EU/1/00/143/002
Brarapus 20010206

9. Perucrpanns B ApyTH CTPaHH

Esponeticku cvio3, CAILl, Snonus, Hosa 3enanpus, lsefinapus, Apctpanus,
JIroxcembypr, Kanana, Mpnanmus, Talisan, Apxentuda, Kygeiir, Crnosenns, Kunsp,
Manra, baxpenn, Oman, Karap.

10. JaTa Ha nocheiHaATa pegaknns Ha TEKCTA
nHoemspu 2004




