KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA

1 HUME HA JEKAPCTBEHMS IPOYKT c)tHA ATEHUMSA 10 NEKAPCTBATA |

s . e I g s — v

- ——

"dpaKkmepucmuka Ha npegyxma [lpusoxerue 1 1
okramacLG 45-70 mg/ml npax u pa3rBopuTe 3a MHPY3UOHEH pa3TBOP Z(“‘;r ’(
octaplasLG 45-70 mg/ml powder and solvent for solution for infusion . . %77 "=

...........

2 KAYECTBEH U KOJIMYECTBEH ChCTAB

okrariacLG ce npeanara nox ¢popMara Ha npax U pa3TBOpHUTEN 3a HHPY3HOHEH pa3TBop. EnuH
¢nakoH cpabpxa 9-14 g ABO-kpbBHO-rpynoBo crneyupuyHHd YOBELIKHU Iu1a3MeHHu npoTreuHu. Cnen
pasTBapsiHe cbC 190 ml pazrBopuren, pastBopsT chabpka 45-70 mg/ml ABO-kpbBHO-rpynoBo
cneuu(pUYHM YOBELIKH IU1a3MEHHU NMpOoTeHHH. okTaracL.G ce npennara B pa3JinyHu (OPMH B
3aBUCUMOCT OT CJIEIHUTE KPbBHH I'PYIIH:

KpbBHa rpyna A

KpbBHa rpyna B

KpbBHa rpyna AB

KpbBHa rpyna O

3a noApoOHU JaHHHU OTHOCHO BaXKHHU KPbBOCHCHUpPBAILM (DAKTOPH U MHXHOUTOPH, BUIXKTE TOYKA 5.1 U
Tabyivua 2.

3a MbJIHUA CIMTMCHK HA TMTOMOILIIHUTE BEILECTBA BHXKTE TOYKa 6. 1.

3 JJEKAPCTBEHA ®OPMA

[Ipax u pa3TtBopuTes 3a MHQY3HOHEH Pa3TBOP
[IpaxbT € cunkaBa Maca ¢ o4ty 051 WK N€eKO XKbATeHUKaB UBAT.PazTBopurenar e bucrtpa u

Oe3lBeTHA TeYHOCT.

4 KINMHHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3aAHHHA

e KoMmiekceH n1epULMUT Ha KpbBOChCUPBALLM (haKTOPH, HAIPUMEP KOaryJ/IonaTHs, Mopaam TEXKKa
4epHOAPOOHA HEAOCTATHYHOCT WJIH MACHBHH BJIMBAHMS.

e 3amecTUTeNIHA Tepanus npu AeULUT Ha KpbBOChCcUpBalll (paKTOp, KOraTo He pasroJjiararte ¢
KOHLIEHTpAT Ha CrieUU(PHYEH (PaKTOp Ha KpbBOCBCUPBAHETO (Hanpumep dakTop V wim dakTop
XI), WK B CrEIIHM CITy4aH, KOraTo HAiMa Bb3MOXKHOCT 3a J1abopaTOpHO M3SCHABAHE HAa TOYHATa
JIAarHo3sa.

* bbp3o npoTUBOJIEHCTBHE HA e(PeKTa HA NMEPOPATHUTE aHTHKOATyJIaHTH (OT KyMapHHOB HJIH
WH/IaH/IMOHOB THIT), KOraTO HE € HAJIMYEH 3a ynoTpeda NpoTpOMOHMHOB KOMILIEKC KOHLIEHTPAT H
KoraTo rnpusaraHeTo Ha BUTaMuH K € HeocTaTh4HO Nopaau HapyuIeHH YepHOAPOOHH QYHKLIHH,
WK MPH CTIELIHHU CITy4aH.

e [loTeHuMasHO ONAacHU KPbBOU3IUBH 110 BpeMe Ha GUOPHUHOIUTHYHA Tepanus, HalpUMep ¢
TbKAHHHM IJIA3MUHOI'€H aKTUBATOPH MNPHU NMALMEHTH, ITPU KOUTO HE CE € MOTYUYHJ OTTOBOP C
KOHBEHLIHOHAJIHUTE MEPKH.

e TepanesTuuHM npouenypH 3a rniaasmMadepesa, BKIOUYUTETHO TAKUBA MPH TPO
TpomOouuTonennyHa nypmnypa (TTII).

\ e
N EEMRS
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4.2 [Jo3dpoBKa ¥ HAYHH HA NPHIONKEHHE

J103npoBKa

Jo3upoBKaTa 3aBUCH OT KIIMHUYHATA KapTHHA M 00yCcnaBaILOTO HapylueHne, HO OOMKHOBEHO ce
npuemMa, ye HayajHara fo3a € 12-15 ml okrannacLG Ha kunorpam tenecHo rerno. Tosa 6u Tpabsaio
Ja JOBEE A0 yRenu4aBaHe ¢ npubnmzutenHo 25% Ha HMBaTa Ha U1a3MEHHA KpBEBOCHCHpBalll GakTop
Ha NaLHeHTa.

BaxkHO € na npocneaute Tasy peakUMa Ha NMOBNHABAHE, KAKTO KIIMHUYHO, TAKA ¥ Upe3 KOJTHYECTBEHO
ofipeeNnsiHe, HAIPUMEP aKTHBUPAHO NapUHanHo TpoMbonnacTuHOBO BpeMe (aPTT), npoTpoMOHHOBO
BpeMe (PT) n/unu recrose 3a cneunpuaHH KpbBOCHCHPBAILIH (PAKTOPH.

Jo3upoBKa Npy AePUUMT HA KPLBOCHCUPBALI (PAKTOP:

ObUKHOBEHO aIeKBaTEH XeMOCTa3eH €beKT MPH JIEKH U YMEPEHH KPbBOHINUBH HITH MPH
XHPYPruyecky onepalmu rnpH rMauyueHTy ¢ HEAOCTHT Ha KpbBOCHCHUPBAll GaKTOp, Ce MOCTHIa Clel,
BauBaHe Ha 5-20 ml oktamnacLG Ha kunorpam tenecho Terno. Tosa 6u Tpabeaio na noseje 10
yBenruaBaHe ¢ npudnusurentHo 10-33% Ha HUBaTa Ha M1a3MEHHUA KPLBOCHLCHPBaW (GAKTOP Ha
nayuenrta. B cnyvai Ha MacHBHH KpbBOH3JIMBH HIIK XHPYpPru4yHa onepalus TpaOea ga ce NoThbpcH
KBANTU(PHLMPAH CBBET OT X€MATOJIOT.

Hozuposka npu TTI1 n KppBOU3INHBY NIPH MHTEH3IMBHA MIazMadepesa:

[Ipu TepaneBTHYHHU NpoLeAypPH 3a m1a3madepesa TpAORa Aa ce MOTHPCH KBAIM(PHULIMPAH CHBET OT
XEMAaTOJIOoF.

[Ipu nauuentu ¢ TTII, uenuat obem Ha cmMeHeHaTa mnazma TpsORa Ja Obac 3aMecTeH ¢ okrannacl.G.

HauyuH Ha NpUIcKEHHE

[Ipunaranero Ha okrannacl.G Tpsabea na Onje Ha 6a3zata Ha ABO-kpbBHO-TpynoBa cneuuPpHUHOCT.
[lpu criewnu cnyuan, okramnaclLG kpneHa rpyna AB tpabBa aa ce cuMTa 3a yHUBEpcanHa riasma,
TbH KaTO MOXKeE Aa ObJe npunaraHa Ha NauMeHTUTE, HE3ABHCHMO OT KPbBHATA UM rpyria.

oktannacLG Tpabpa na ce npunara kato HHTpaBeHO3Ha UH(PY3HUA Cliell pa3TBapaHe, KAKTO € OMHCAHO B
TO4YkKa 6.0, KaTo c€ HM3NO0JI3Ba MH(PY3HOHEH KOMNIEKT ¢ Bb3AYIIEH KianaH u ¢unthp. [1o BpeMe Ha
HHOYy3usATa TpAOBa Ja Ce cna3Ba acenTHYHAa TEXHHKA.

[IpuroTBeHUAT pa3TBOp € OHCTBLP 40 JIeKo onafieciieHTeH. LluTpaTHAa TOKCHYHOCT MOYe a HACThIH,
korato ce npuiara noseue ot 0,020-0,025 mmol unrpar Ha kg 3a munyra. [Topagu Tosa

HH(]Y3UOHHaATa cKOpocT He TpAbea na Haasuiiasa 1 ml okramnacL.G Ha kg 3a MuHyTa. TOKCHYHHTE
e()eKTH Ha UMTPAaTa MOraT J1a C€ HaMaJisiT 10 MUHUMYM, Ype3 HHTPABEHO3HO NpU/IAaraHe Ha KANLUEB
MJIIOKOHAT Mpe3 Apyra BEHa.

Pa3TBOPEHMAT NPOAYKT TpsOBa Aa ce Mpunara npy MoHOCHMa 3a opraHM3Ma TeMIeparypa, 3a 1a ce
NpeJOTBpaTH XMNOTEPMHUS, Ho He Haa 37 °C.

[lennaTpyuHa nonyaaius
Hanwunu ca orpaHn4eHy JaHHH 3a geua v ioHolu (0-16 roausu) (Brxkre Touka 4.4, 4.8 u 5.1).

4.3 IIporuBonokazaHun

- Hepnuur Ha IgA ¢ 1okasaHo Hanuuue Ha aHTHTeNa cpelny IgA

- CBpBX4YBCTBUTEIHOCT KbM aKTHBHOTO BEUIECTBO MM KbM HAKOE OT MOMO
M30poeHH B Touka 6.1, WU KbM OCTATBUHHKTE MTPOAYKTH OT NPOU3BO/ICTBE
OTPAa3€HO B TOYKa 5.3.

. Texnbx HegocTUr Ha NpoTeuH S.
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4.4 CronennanHu npeaynpexIcHus H NpeAnaiHH MepKH NpH ynorpeba

okTanaacLG He TpsbBa na ce M3non3Ba:

e KkaTo obemMo3zaMecTUTel,

¢ B CNIY4YaM Ha KPBBOTEUYEHHE NOPaAH HEAOCTUI HA KPbBOCHCUPBALL (PAKTOp, KOraTo € HaJlkLe
CLOTBETHHA (PAKTOP;

® 33 KOpeKlMd Ha xunepdudbpuHonuria npy YepHoApoOHA TPAHCIUIAHTALIMSA WIH NPU ApYTrd
CBCTOAHUSA ¢ KOMIUIEKCHO HApYLIEHHE Ha XeMOCTa3aTa, NPeAM3BUKAHO OT HEAOCTHI Ha
[UIa3MHUHOB UHXUOUTOpP, HapH4aH ChIUO U 0z-aHTUILIA3MUH.

oktanjacLG TpabBa na ce H3noa3Ba ¢ HOBHIIIEHO BHHMAHHE B CJIYYMAH HA:

® HeaocTHUr Ha IgA;

¢  aneprus KuM IJ1Ia3MEHHU MPOTEHHH,

¢ p€akLHH B MMHANOTO KBbM IpACHO 3aMpa3zeHa riasma (I1311) unu nmnasma, TpervpaHa ¢
pasTBOpUTEN/AeTEPreHT (BKIIIOYHTENHO KbM oKTanmnacLG);

® MpPOABEHA WK JJATCHTHA Chp/IeUyHa ISKOMNEHCalUM,

e GenoapobeH OTOK.

3a 1a ce HaMaJIH PHCKBT OT BEHO3HA TpoMOoeMOONH, NPHYHHEHA OT MO-HHUCKATa aKTHBHOCT Ha
nporerH S B oxrariacl.G B cpaBHeHHe ¢ HOpManHara ma3Ma (Bx. Touka 5.1), npu BCHYKH
NalHEeHTH, NPH KOMTO UMa PUCK OT TPOMOO3HH YC/I0XKHEeHUA, TPA0RA 1a c€ AeiCTBa ¢ MOBHILEHO
BHUMaHHE U TpAOBA aa ce OOMHUCNAT NOAXOAALLN MEPKH.

[Ipu npoueaypH ¢ nHTEeH3HBHA MasMadepesa oktamnacL G, TpaGBa aa ce H3MOA3Ba CaMO 3a KOPEKLIHS
HAa HApYUIEHUETO Ha KPbBOCHCHUPBAHETO, NPU HAJIMYKE HA [IATONOrHYHHA KPbBOMU3/IHBH.

Bupycna 6e3onacHoct

CTaHAapTHUTE MEPKH 3a MpeAOTBpaTABaHe HAa HRGbEKLIMH B PE3YINITAT OT NMPHIIOKEHHE HA JIEKAPCTBEHH
NPOAYKTH, MOJYHEHH OT YOBELIKa KPbB UM MJ1a3Ma, BKIIOUBAT MOAGOP HA IOHOPHTE, CKPUHHHT HA
MHAWBHAYATHUTE JapaBaHUAd H Ha cOOpHarTa rasMa 3a creudpUUuHd MapKepH 3a HHbeKUMS H
BKJIFOYBAHETO HA €QEKTUBHHU MPOU3BOJCTBEHH €TANM 3a HHAKTUBALUA/OTCTPAHABAHE HA BUPYCH.
BbnpekH TOBa, KOraTo ce Npuiarar JeKapcTBeH! NPOAYKTH, MOJYYESHH OT YOBELIKA KPBB HITH [1/1a3Ma,
BL3IMOXKHOCTTA 324 NPelaBaHe HAa HHQEKIIMO3HH areHTH He MoXke f1a Obe Hammb/Ho H3KkmoueHa. Tosa
CE OTHACS Y 3a HEMO3ZHATH WK HOBOMOARABALLM CE€ BUPYCH U APYTH NATOrEHH.

[IpeanpueTnTe MEpKH ce cMATaT 3a e(heKTUBHU crnipsamo 0O0BuUTH BHpYycH kaTto HIV, HBV u HCV.
IlpeanpueTHTE MEPKY ca C OrpaHUueHa CTORHOCT cpellly HeoOBUTH BUpYcH, HanipuMep HAV, HEV u
napsosupyc B19.

Mudekuusarta ot napsoBupyc B19 morxe na 6bae cepruosna npu OpeMennn xenn (MHPEKLUS Ha TUIOAA)
M TIPH JIMUA ¢ MMYHOAEPHUMT I ¢ NOBULLIEHA epUTPOnoe3a (HapUMEp NPH XEMOJTHTHUYHA aHEMHUS),
HEV Moxe 1a uMa 1 cepHo3eH oTpulaTeneH eGeKT BbpXy cepoHeraTuBHu Opemensn. [Topaau Tosa
okrannacLG tpabea aa ce npunara npy TakyWBa NALUMEHTH CaAMO MPU KATETOPHYHH MOKA3AHUA.

Tpabea ga ce noMucnu 3a noaxoasiua BakcuHauus (Hanpumep cpeity HBV 1 HAV) npu nauuents,
KOUTO PENOBHO IOJY4aBaT JIEKAPCTBEHH MPOJIYKTH, NOJYHYEHH OT YOBEILKA KPbB WIH IUTa3Ma.

OcCBeH TOBa € BKJIKOYEHA M CTHIKA 32 NpeMaxBaHe Ha NPHOHH.

KpeBHOrpynosa cnenngpuuHOCT HA NPHJIATAHE

2\ 5 ;E | / o
[launentute Tpabea aa ce HabnmoAABAT B NPOAB/KEHHE HA MHHUMYM 20 MHHYT é?fe}l ngnnaraﬂegﬁ‘ |
N J‘}: “U"" )
©
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AHAQUIAKTHYHH peaKnHH
B cinyuaii Ha aHaunakTHYHA peakuya UK ok HHPy3uaTa TpabBa n1a ce npekpatu HezabasHo. [Ipu
TEpanuaTa TpabBa na ce cna3par yKa3aHHATA 32 JIEUEHHE Ha WIOK,

IIpocaeaumocTt
3a na ce nogobpu npocrneAUMOcTTa Ha OMONOrHUHHTE JIEKAPCTBEHH NPOAYKTH, UMETO U NAPTHAHUS

HOMCD HAa NPHAOKCHHA TTPOAYKT T‘pﬂﬁBa ACHO Ja C¢ 3aIThCBar.

IleauaTpuyuna nonyaanns

Habnionasadm ca HAKOJIKO €1yyas Ha XUMOKAJILHEMHS, KOATO MOXe Ja € MPUYMHEHA OT LHTPATHO
CBBbP3BaHeE, MO BpeME Ha TEPANeBTUYEH /1a3MEH OOMEH IPH NeAUaTPUUHATa NMONYyJaLMs (BXK.
Touka 4.8). [IpenopryBa ce KOIMUECTBEHO NPOCAeAABaHe Ha KAILIMEBHTE HOHM O BpEMe Ha

ynorpebata Ha okramnacLG.

HuTepjpepeHnnsa cbe CEpPOITOrHYINH TECTOBE

[lacMBHOTO MpeaaBaHe Ha MUIa3MEHUTE KOMNOHEHTH oT oxTamacL G (Hanpumep, B-uoBelliku
xopuoHronanotponut; B-HCG) moxe na noeene no noasexxaauiy 1abopaTopHH pe3ynTaTH NpH
peuunuenTa. Hanpumep, cnen nacueHo npeaasane Ha B-HCG e chobmieno 3a ¢anmuso-
[MOJIOXKHMTENEH PE3YJITAT OT TECT 32 OpeMEeHHOCT.

To3u nexapcTBEH NMPOAYKT ChAbpika MakCHMYM 920 mg natpuit Ha GiakoH, KOUTO ¢a EKBHBAJIEHTHH
Ha MakCHUMYM 46% OT npenopbYMTENHHA MaKCHMalleH JHEBEeH NPHEM OT 2 g HATPHI 3a Bb3pacTeH.

4.5 B3aumoaeiicTBHe ¢ APYIH JIeKAPCTBEHH NPOAYKTH M APYrH GOpMH HA B3aHMOACHCTBHE

BiaumMoaercTBHA:
He ca OTKpHTH B3auMOAECHCTBUA ¢ APYTH JIEKAPCTBA.

HechBMecTHMOCTH:
e okramiacLG mMoxe na ce cmecsa ¢ epurpoumteH koHueHTpat (EK) u ¢ TpomGouuTeH KOHLEHTpaT
(TK) , ako ce crasn cbBMECTHMOCTTA HA ABATa Pa3TBOpa ¢ KpLBHH rpynu ABO;

o okraninacLG He TpabBa na ce cMecBa ¢ APYTH JIeKAPCTBEHH NPOAYKTH, Thit KATO MOXKeE Aa
HACTBMAT HHAKTHUBALIUA WK NPELMNIHTALNS;

* 33 ]ace H30erHe onacHocTTa OT 06pasyBaHe Ha ChCHPELH, ChAbPXKAIUNATE KATUMIl pa3TBOPH He
TpAOBa fia ce MpUJarar npes eJHa U Cbllla BEHO3HA cHcTeMa ¢ okramiacLG.

4.6 DeprHIAHTET, OPEeMEHHOCT H KhpMeEHe

besonacHocTTa Ha okrannacl.G 3a npunoXkeHHe NpU OpeMeHHH KEHU HE € YCTAaHOBEHA B

KOHTPOJHPAHH KIIHHHYHH rpoyuBaHUa. He e n3BecTHo nanu oktamnacL G Moxe na nopnause Ha

penponyKTHBHUSA kanauuTteT. [IpoaykreT TpabBa Aa ce npuiiara Ha GpeMeHHA WTH Ha KbpMeELLA XeHa

CaMO aKo € MPHUETO, Y€ ANTEPHATABHUTE NCUCHHS Ca HEMOAXOAALLM.

3a NOTEHLMAJTHUTE PUCKOBE OT mpejiaBaHe Ha napsBosupyc B19 w HEV BiokTe Touka 4.4.

4.7 EdexTH Bbpxy cnocobnoctTa 32 modupane 1 paGora ¢ MalIHHN

Cnen npuiarane B aMOynaTOpHM YCIIOBUSA NALMEHTHLT TPAOBA Na OCTAHE €AMH Y3 , : {wﬂ’tﬂ?ﬂa A
okTanjgacLG He MOBNKUABA MM MOBJIMABA NPEHEOPEXUMO cOCOOHOCTTA 3a IGH WPRMHE Y pabrx LN
MALIKHH. * '

4.8 Hexenann nekapcTBeHH peaknHy

L ", |"

Pagko moraT na ce HabnoaaBaT peakuyH HAa CBPbXUYYBCTBUTETHOCT. QOBUKHOBY 33 ca nemﬁ

' SN
peaKUMH OT aJIEPrHYEH THI, KOUTO BKJIFOUBAT JIOKAJIH3UpAHA WK reuepanmupaﬂmw
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€epUTEMa, 3auepBaBaHe U CbpOex. [lo-TexxkuTe hopmu Morat aa ObaaT NPHAPYIKEHH OT XHIOTOHHA
WY aHTHOEIEM Ha JIMLETO WK NapUHKCA. AKO €a 3aCETHATH APYTH CHCTEMMU H OPraHH — ChPAESYHO-
CbAOBA, JUXATEIHA WM CTOMALLIHO-YPEBHA — PEAKLIMATA LE CE CUMTA 33 aHAPUITAKTHYHA HITH
aHapUIaKTOMAHA. AHA(pUNAKTHUHHUTE peakLlMd MOTAT 1a BE3HUKHAT ObP30 M 1a OBbAAT CEPHOIHM;
CHMIITOMHTE MOXE Aa BKJIIOUBAT: XMITOTOHHA, TaXUKapaMa, OpoOHX0OCNazbM, XPHITOBE, KALIINLIA,
3a1yX, raicHe, NOBpbLIAHe, AMapHs, 00K B Kopema niu B repba. Tesxxikure peaxkiin Morart ja
IPEMUHAT B LLOK, 3aryba Ha ch3HaHMe, JHUXaTeiHa HeJOCTATEYHOCT W MHOTO PSJKO [a JOBERaT J0PH
0 CMBPT.

bbp30TO BIMBaHE pAAKO MOXKE Ja NMPUYHHU CbPAEYHOCHAOBH €(DEKTH, KaTO PE3YITAT OT LIMTPATHA
TOKCHYHOCT (CHAAaHe Ha KONMUYECTBOTO Ha KaLUeBUTe MOHU), 0COOEHO MPH XOpa ¢ HapylueHa
uepHoApobHa ¢yukiua. [To BpeMe Ha MpoBexcaane Ha NPOUEAYPH 3a TUiazMadepesa paIKO MOTarT Jia
ce HabnaBaT CUMIITOMM, OTAaBaHH Ha LIUTPATHATA TOKCUYHOCT, HATIPHMEP YMOpa, NapecTe3uH,
TPEMOP U XUINOKaJILIHEMUS.

[Ipy KIIMHMUHY W3NTHTBAaRMA Ha okTaracLG v HeroBus npealecTBal NPOAYKT OKTAILUIAC, U B
nepuoaa C/IeH MojyyaBaHe Ha paspeilieHHde 3a yrnorpeda ca yCTaHOBEHHU CNIeJHHTE HEXKEJIaHH
JIEKAPCTBEHU PEAKIIHH:

YecToTara ce OLEHABA Bb3 OCHOBA Ha CJICAHATa KOHBEHUIUA: MHOTO YecTH (> 1/10); uectu (> 1/100 no
< 1/10); nevectn (= 1/1 000 go < 1/100); peaxu (= 1/10 000 ao < 1/1 000); mHoro peaks (< 1/10 000),

¢ HCH3BECTHA HECTOTA (OT HAJIMMHUTE JIaHHH HEe MOJKe /1a Objie HarpaBeHa OLEHKa).

Tabmuua 1; Hexenanm peakuun, yCTAHOBEHH NMPH OKTANIAC

Cucremo-opraneH Kjaac YecTH HevecTH Penku Muoro peaku
(== 1/100 no (= 1/1 000 no (2 1/10 000 no (< 1/10 000)
< 1/10) < 1/100}) < 1/1 000)
HapyweHHa Ha kprBOHOCHATA XEMOJIMTHYHA AHEMHA
H nuMdHaTa cHCTEMa XeMOparH4Ha aMaresa
HapyweHua Ha HMYHHaTa aHadHnaxToHAHA CBPBXYYBCTBATEIHOCT | aHAPUITAKTHYEH WIOK
CHCTEMA peaKLuA aHaGHUIIAKTHYHA peaKLims
[TCHXHYHHN HapYLICHHA 6eanokohcTBO
BL3DyNa
TPEBOTA
Hapymenus Ha HepsHaTa XHIIOECTEIHA JAMAAHOCT
CHCTEMA NapecTeIng
CrpaeuHy Hapylle HIA CBpACYHA HEAOCTATHLYHOCT
apHTMHA
TaXHKapaus
CBAOBH HAPYIIEHKA TpomboemOoaniem (LLT)
XUTOTOHHA
XHIEPTOHHS
HHPKYJIATOPEH KOMNanc
3JaUCpBABAHC
PecnupaTopsm, rpeany U XHITOKCHA AMXaTeNHa HENOCTATBYHOCT
MEJHACTHHANHH HAPYIIEHHA Senonpoben KpLEOHITHE
GpoHxocnasbm
6enonpobes oTok
OKCTIHEA
AHXATENHH HapyLleHUA
CTOMAWHO-MPEBHH NOBPBILAHE DONIKH B KOpeMa
HapyIUEHUHA raaese
- e e — o | S g
Hapyiteuuns Ha KoxaTa u ypTHKApHA obpus {eg ; MAGOR lf 0 e/
NOJKOWHATA ThKaH IPYPHTYC XHOepX / N0
! U Ml -t _ . of
HapyiueHus Ha MYCKyRHO-
CKEJIETHATA CHCTEMa U
CBHEJIUHHTETHATA THKAH
OOk HapylweHHa H edekTh NMTHPEKCHA
Ha MACTOTO Ha NPHNOXKEHHE AHCKoM{p1
BTPHCAHE -\
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CHcTemo-opraHeH Knac* YecTH HevecetH Peakn MHoro peakt
(z /100 oo (= 1/1 000 mo (= 1/10 000 no (< 1/10 000)
| < 1/10) < 1/100) < 1/1 006)

-_—— — - - - rere— .-

NIOKANH3IHpaH OTOK
0DILI0 HEPAINONOWKEHHE
pPeaKLMA HA MACTOTO Ha
NPUIOKEHHE

Hacnenpanms NOJIOKHTENCH TCECT 34
aHTHTCTA
HAMANMEHO ChABRPHKAHHE HE

KKCIOPOa
- ] -
HapanasaHua, oTpassHug U NPETOBApBaHe Ha
YCNOMHEHHA, BBIHHKHANH B KpHLBOOOpalICHHETO,
PE3YNITAT HA HHTEPBEHLIMH CBBP3aHO ¢ KPLBOTIPETHBAHE
LHTPETHA TOKCHYHOCT
TpaHCPY3IHOHHU

XCMOIIHTHYHH PCAKIIHH

*Tazn Tabnuna chaepa npeanounTaHiTe TepMHHH (T1T) no MedDRA, oceeH ako He e noCoMeHO IpYyro.
LLLT® — ,, TepMun o1 Hail-HHCKO HHBO" no MedDRA

IeauaTpuusa nonynanus

[To Bpeme Ha npouenypuTe Ha ru1a3MeH 0OMEH MOXKe Aa ce HaboaaBa XHNOKaIHEMHUS NPH
neaAHaTpUYHATA MONyauus, OCOOEHO MPH MALMEHTH ¢ HApYILECHUA HA YepHOApOoOHaTa QYHKLHMA UIH B
CIy4aHl Ha BHCOKa CKOPOCT Ha HHQY3uaTa. [IpenopbuBa ce npocnensBaHe Ha KOJIMYECTRBOTO HA
KanuueBuTe HoHH (BXK. Touka 4.4) no BpeMe Ha Takapa ynorpeda Ha okrannacL.G (Bx. Touka 4.2).

CroblllaBaHe Ha MONO3YWPAHU HEXENaHU peakIiu

Cho011aBaHETO Ha MOJO3UPAHU HeXeJTaHH peaKLMH clie]] pa3pelliaBaHe 3a yrnorpeda Ha IeKapCTBEHHS
NPOAYKT € BaxkKHO. Tosa no3sosisBa Aa NMPOALIKH HAOMIONEHHETO HA CHOTHOLLIEHHETO NMOJI3a/PHCK 32
JIeKapCTBEHHWA NMPOAYKT. OT MEAMUHHCKUTE CIIELHANKUCTH Ce H3UCKBa J1a ChoOLIaBAT BCAKA
NoAo03MpaHa HeXKeNaHa peakuMs Yypes HallMOHallHa cucTeMa 3a chobljaBaHe,

bbarapus

HanbnHuTENnHa areHUUA o JJeKapeTraTta
vi. ,,JJamsaH I'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417
yeOcaiT: www.bda.bg

4.9 Ilpenosupane

* Bucokure 1031 HAH 6BP30TO BIMBAHE MOraT Ja HHAYLIMPAT XUIIEPBOJIEMHS, NPETOBAPBAHE Ha
KpbBOoOOpateHueTo, BesiogpodeH OTOK W/HITH ¢ChPAEYHA HEAOCTATBYHOCT.,

* bwbp30TO BiMBaHE MOXKE Aa NPUYHHHU CHPACYHOCHAOBH €(EKTH KAaTO Pe3yJITAT OT LIUTPaTHA
TOKCHYHOCT (CMaJlaHe Ha KOJIMYECTBOTO Ha KallLMEeBH HOHH), 0coGeHO NpH Xopa ¢ HapylieHa
yepHOAPOOHa hyHKLHSL.

5 OAPMAKOJOI'MTYHHU CBOMCTBA

5.1 <PapmakoaAHHAMHYHH CBOKCTBA

(PapmakoTepaneBTM4uHa rpyna: KpbLBO3aMECTHTENN U (ppakLUK OT I1a3MeH @
ATC xon: BOSA A, ;Fj R T O
A =3} ';:.‘-" ;;_#"“ﬂ / 4

A .
ChabpKaHHETO U pasnpeaeneHUeTo Ha TUTa3MEHUTE NPOTEUHM B oktanacl ,\cé’ Jana3pat B XpXHAYs
NPOAYKT B HUBA, CPABHUMH C HUBATa UM B HeoOpaboTenus martepuan 1311, T.: 45T nueatd® xedro
BCHYKH OCHOBHH ILIA3MEHU NPOTEHHH ¢a B peEPEHTHUTE MPAHHLIM 3a 3/IpaBH KPBLROTAPERITH (BXK.
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Tab6auua 2). AndymunsT npeacrasnsaBa 55% (31 mg/ml) or obioTo cpeAHO GenThYHO ChABPIKAHHUE
oT 55 mg/ml, a HuBaTa Ha uMyHornoOynuMHuTe OT Kiacoe G, A H M ca cvoTBeTHO 6,9, 1,4 1

0,4 mg/ml. B pesynrar ot S/D 006paboTkaTa H NpeYUCTRAHETO ChABPXKAHUETO HA JIUMUINA U
JIMTMTONIPOTEUHH € HaMasleHO. ToRa € 63 3HaueHHe 3a NoKa3aHUATA 3a NpUImKeHHe Ha okTarutacLG.

Ypes npoLeca Ha MPOU3BOACTBO CE U3PABHABAT MEXKAYIOHOPCKUTE pa3iMuUA U ce NOAABPKA
(PYHKHMOHAIHOTO CLCTOSHUE Ha Nja3sMeHUTe nporerHu. ETo 3aumo okrannacl.G npuTexkasa
KJIMHHYHA aKTUBHOCT, €IHAKBa C Ta3W Ha ocpelHeHa eauHnua [13[1 ot eauH goHop, HO € no-
CTaHAapTH3UpaH. KpalHUAT NPOAYKT € TeCTBaH 3a KpbvBocheupBawM daxktopu V, VI u X1 u 3a
HHXxuburopHTe nporeud C, NpoTerH S H m1a3MUHOB UHXUOKTOP. [TonyuyaBa ce Mo MUHUMYM

0,5 IU/ml oT Bcexn eauH OT TpHTE KPBBOCHCHPBALIH GaKTOpa, a 32 HUBATA HA HHXHOUTOPUTE €
rapaHTHUpaHoO, ue ca pasHHU WiH no-sucoku ot 0,7, 0,3 u 0,2 IU/ml. ®ubpuroreHoBoTo ChLABPIKAHHE €
mexay 1,5 u 4,0 mg/ml. [Ipu pyTHHHO NPON3BOACTBO BCHYKH KIIMHUMHO 3HAUUMHU MapaMeTpH ca B
rpaHylaTa Mexay 2,5 1 97,5 nepcedruna Ha pedepeHTHUs uHTepBan 3a [[311 oT eanH-eaUHCTBEH
NOHOP, ¢ U3KIIOUEHUE HA MJTA3MHUHOBHUA HHXHOUTOpP (M3BECTEH CHINO U KATO 0.aHTHUITJIA3MMH), KOWTO €
CbBCEM MAIKO oA Hed (Bxx. Tabnuua 2). okrarnacl.G nposBaea cbliMA MyJATHMETPUYEH NPOodII Ha
¢axTopa Ha DoH BuneGpanna, kakTo U HOpMasHaTa IU1a3Ma.

Tabnuua 2: I'todanHu Koary/JalHOHHH NapaMeTpH H cneunpuuan GAKTOPH H HRXHGHTOPH HA
KPbLBOCHCHPBaHETO B oKTanmaacLG

oktanmaacLG

Cpeana croiiHocT Pedepenten
ITapamersp + crangapTHo N

OTKJIOHEHHE HTepnat

(n=3)
g::]naupaﬁo napLyaIHo TpoMOOIIACTHHOBO BpEMe 29 4+ 9 78-41
[IpoTpomOKHHOBO BpeMe [sec] 11 +0 10-14**
OubpuHoren [mg/ml] 3,1 £0,2 1,5-4,0**
Kpbeocheupsau dakrop I [1U/ml] 0,90 + 0,00 0,65-1,54
KpbBocheupsaw paktop V [1U/ml] 0,90 £ 0,00 0,54-1,45
Kpbsocseupsaiy gaxrop VII [IU/ml] 1,13 £ 0,06 0,62-1,65
Kptsocheupsam dgakrop VI [1U/ml] 3,93 +0,12 0,45-1,68

Kpbseocscupsail dakrop 1X [1U/ml] 1,40 + 0,10 0,45-1,48
KpbsBocscHpBal ¢pakrop X [[U/ml] 1,03 + 0,06 0,68-1,48
Kpssockeupsaiil gaktop X1 [1U/ml] 0,80 £ 0,00 0,42-1,44
Kpseocseupiall ¢pakrop X1 [1U/ml] 1,00 + 0,04 0,40-1,52
Kpseocweupsauw gaxrop X1 [IU/ml] 0,90 + 0,02 0,65-1,65

Antutpombun [1U/ml] 1,06 = 0,05 0,72-1,45
XenaprHoe kodakrop Il [TU/ml] 1,18 +£ 0,06 0,65-1,35
[IpotenH C [1U/ml] 1,03 £ 0,06 (0,58-1,64
[Tporenn S [1U/ml] 0,67 + 0,06 0,56-1,68
AKTHBHOCT HA PUCTOLIETHHORUA KOGAKTOp Ha
¢aktopa Ha DoH Bunebpann [le’m?] ' 0,95 0,10 0,43-1,75
AKTHBHOCT Ha ADAMTS 13" [TU/ml] 0,92+ 0,03 0,50-1,10%*
[1nasmusoren [1U/ml] 0,86 £ 0,03 0,68-1,44
[lnasmunoe nuxuburop™ [1U/ml] 0,47 + 0,06 0,72-1,32

* CernacHo ustouyHuuure [',*]Ha Gasata ua tecTrane Ha 100 3apasu KPBBOJAApPUTENH
no 2,5 ¥ 97,5 nepceHTHNM; WIH ** CHLrNAacHO JMCTOBKATA KbM TECTOBHS KOMILIEKT.

['] Hellstern P, Sachse H, Schwinn H, Oberfrank K. Manufacture and characterization ofl 2341V

treated human plasma. Vox Sang 1992; 63:178-185

[*] Beeck H, Hellstern P. In vitro characterization of solvent/detergent-treated human plasti

fresh frozen plasma. Vox Sang 1998; 74 (Suppl. 1):219-223
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* JIE3UHTETPHH N METAIONPOTEHHA3a ¢ TPOMOBOCTIONARK ¢ MOTHB THN 1, unen 13. U3BecTeH ChIO H
KAaTO pasrpaxiaila nporeasa 3a ¢paktopa Ha Pod Bunedpang (VWECP).
“ U3sBecTeH CBILO M KaTO (2. dHTUIIIA3MHH.

KNMHK®YHY NpoyyBaHUS:
OTBOpPEHO, MHOTOLIEHTPOBO, MOCTMAPKETHHIOBO NPOYYRAHE H3ceABa 0€30NacHOCTTa, NOHOCUMOCTTA

M e(pukacHocTTa Ha okTtanmnacLG npu 37 HoBopoaenu / 6ebera (0 no 2 roaunn) u 13 aeua U IOHOIIH
(> 2 0o 16 roanHu). HetupuaeceT NaUMEHTH Ca MPETHPIENHN ChPACYHA XUPYPIUi, 5 OpTOTONKMYHA
yepHOApOOHA TPaHCMNAHTAUHUSA U IIPH 5 € OUI10 HeoOXONMMO 3aMAHA HA MHOMECTBO KOaryjlauiHOHHH
(akropu (4 or Te3u naupeHTH ca UMasu cencuc). Ilpu 28-te nalMeHTH, KOMTO ca nNpeMUHAnH bainac
(BCHYKH Ha BB3pacT < 2 ro/IMHN), cpefiHaTa Ao3a e 6una 20,2-ml/kg. [Tpu 20 apyru nanueHTH
CpeAHaTa 1032 Ha mbpBaTta HHQy3us e 6una 16,5 ml/kg npu naumeHTH Ha BB3pacT < 2 rOAHHU U

12,7 ml/kg npr nauneHTH Ha BB3pacT > 2 roauHy. Hama ¢volieHus 3a xuneppHOpHHOIUTHHHH H
TPOMOOEMOOIHYHHN CBCTOSHUSA, 38 KOUTO € NMPELIEHEHO, Y€ Ca CBbP3aHHU C JieueHHeTo ¢ okramnacl.G.
Pe3yaTaTuTe OT XeMOCTAaTUUHUTE TECTOBE, H3BLPIUEHHU Cliel BIHBaHe Ha okrannacL.G, ca B
rpaHULATE, OYAKBAHU OT H3CJICABALIMTE 3a NALMEHTH, KOUTO C€ HYXKAAAT OT IUIa3MEHH MH(Y3UN NIpH
NOKa3aHHUA 3a KbPBEHE.

5.2 @dapMaKOKHHETHYHH CBOHCTBA

okrannacLG uMa eaHaksn dapmMakokuHeTHuHH cBokicTra ¢ T1311.

5.3 IlpeaxkTHHMYHH JaHHH 32 6e30NaCHOCT

MHakTHBaUKMATa HA BUPYCH C€ W3BLPILIBA Upe3 uanonspaHe Ha Tpu (N-O0ytun) docdar (TNBP) u
OKTOKCHHOJ (TpUTOH X-100). Tesu S/D peareHTH ce OTCTpaHABAT 10 BpeEMe Ha NpoLicca Ha

npeuncTBaHe. Makcumanuute konudectsa Ha TNBP u Ha okTOKCHHONA B rOTOBHA NMPOAYKT ca
CBHOTBETHO < 2 nug/ml u < 5 pg/ml.

6 @APMALIEBTHUYHH JAHHU

6.1 CnuchbK HA DTOMOIIHHTE BellecTBA

[Ipax:

Hatpuep amuxuaporeHdocgar AMXUapar
JIMMOHEHA KUCE/IMHA MOHOXUIpAT
docdopHa KrucenuHa

[ TUUUH

PazTBopuTe:
Bona 3a MHXKeKLUMH

6.2 HechLBMEeCTHEMOCTH

- okrannacLG moxe na ce cmecBa ¢ eputpouuteH KoHueHTpaT (EK) u ¢ TpoMboumTeH
konueHTpat (TK) , ako ce cna3u cbBMECTUMOCTTA Ha ABaTa pa3TBOpa ¢ KPLBHH rpynu ABO;

- okramnacLG He Tpabra na ce cmecBa ¢ APYFrM IeKAPCTBEHH NPOAYKTH, Thil KATO MOXKE Jia
HACTBIAT HHAKTUBALMWA WK NpeLUnUTALUA.

- 3a Ja ce n3derne onacHoOCTTa oT ofpa3yBaHe Ha ChCHPELM, ChABLPKAIIUTE K
He TpaAbBa Aa ce npunaraT npe3 €Ha i Chblla BEHO3HA CHCTEMA ¢ OKTaILac

6.3 Cpok Ha rogHocT
2 TOIUHH
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XUMHYHATa U PU3H4HATA CTAOUITHOCT HA NPUTOTBEHUA Pa3TBOP MO BpeMe Ha ynorpeba e nokazaHa 3a
8 yaca npu ctaiiHa temrneparypa (Maxc. 25 °C). Ot MUKpoOHONOIrHUHA rNeIHA TOUKA NMPOAYKTHT
TpaOBa Aa ce u3non3Ba He3abaBHO ciel pa3TBapsaHe. AKO He C€ W3N03Ba He3a0aRHO, OTFOBOPHOCTTA
3a MIepyHola Ha M3NOJ3BAaHE U YC/IOBUATA Ha ChXPAaHEHUE Ha FOTOBHA pa3TBOp npeau ynotpeda ca Ha
notrpebutens. [lpuroTBeHUsT pasTBOp He TpsAOBa [a ce 3aMpa3fiBa WM J1a CE ChbXPaHABA B XJIaAWIHHK.
YacTuyHO M3non3paHuTe (pAakoHU TpAOBaA 1a ce H3XBBPIIAT.

6.4 Cnenuaanmu ycjioBHSl HA ChXpaHeHHe

Jla He ce cwxpaHsaBa Hajg 25° C.

Ha He ce 3ampa3ssBa,
Ila ce npeanasu oT CBETIIHHA.

3a ycnoBusiTa Ha CbXpaHEeHUE CJiell pa3TBAPAHE Ha JIEKAPCTBEHHS MPOAYKT BIOKTE TOUKa 6.3,
6.5 BnaucnabpXkaHHe HA ONAKOBKATA

Bcaka onakoeka okramacl.G ceabpaka:

9-14 g yoBelKH NMnasMeH NPOTEUH BbB $nakoH (cTbrio THA 1) cbe 3anyluanka (6pomoOyTHIOBa
ryMa) i OTUHYIMBALIO C€ Karaye

190 ml pasTBOpHuTENn (BOAA 32 HHXKEKLIMH) B caK

| TpaHCdepeH KOMILIEKT

2 TaMIOHA, HATIOEHH ¢ alIKOXOJI

OnakoBkaTa oT |.

6.6 Cnennaann npeana3zHu MEpKH NPH H3XBLPJAAHE H paboTa

Jla He ce M3MOoM3Ba ciie/l CpOoKa Ha roJIHOCT, OTOENA3aH BLPXY ONaKOBKATA.

He npexshpnaviTe pa3TBopeHHs NPOAYKT 00paTHO B Caka ¢ BORATA 32 MHXKEKLIUY.

[IpoBepeTe BCHYKH KOMITOHEHTH (6YTHIIKA, TpaHCEpPEH KOMILIEKT, CaK) 3a MOBpeAa Npeay ynorpeda.
He u3non3seaiite noBpeA€HU KOMNOHEHTH.

YKa3anunsa 3a ynorpeda, Ha4uHH Ha padoTa H H3IXBBLPJIIHE

Mons, npovereTe BCUUKH HHCTPYKUMH H T'H ClI€IBaiTe BHUMATEIHO!

Ilo Bpeme Ha npouenypara, onyucaHa no-Aoay, TpadBa Jia ¢e NoJabpKa aCENTUUHA TEXHHUKA.
Ilpeau pasreapsHe W npaxsT (okTamwiacL.G), u pasTBopurensaT (BoJa 3a MHXEKLIMK) TpAOBa 1a ce
3aTOIJIAT B HEOTBOPEHU OMAKOBKH 0 CTailHa TeMrepaTypa.

[IpoayKTBT GCOMKHOBEHO C¢ pa3TBapa B paMKMTE Ha NpUOIH3IHTENHO |5 MUHYTH NpH cTaliHa
TeMrnepaTypa. AKO NpaxbT HE Ce pa3TBOPH B paMkuTe Ha 30 MUHYTH, NPOAYKTHT TpabBa aa ce
H3XBBPJIN.

PajrBapste

. PasrBapsiHeTo Ha okTtannacl.G Tpsabsa na ce HanmpaBu npu cTaiiHa Temnepatypa. OTcTpaHere
OTHYNBALIO C€ Kana4e oT ¢uiakoHa ¢ ripaxa (okraruacLG), 3a 1a OroIMTe LIEHTPATHATA YaCT Ha
ryMeHara 3anywanka. JlesuHgpexuupaiite ryMeHaTa 3anylianka ¢ TaMIIOH, HATIOEH C aJIKOXOMN, U
A OCTABETe J1a H3CbXHE.

2. OrcrpaHete GauncTepa oT TpaHCPEPHHUA KOMITIGKT M 3aTBOPETE K/IaMI1aTa Ha TPajg &
JIHHUSA.

3. OTcTpaHeTe BLHIIHATA OfAKOBKA Ha CaKa ¢ BOAATa 3a MHKeKLIMH. OTcTpaHe 3
Kanayka OT 0TBopa Ha caka. He nokocsaiite rymeHara sammymaaka Uinu oteopdl 38
CTEPHIIHOCTTA.
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4.  Cebpxere TpaHcepHHA KOMILUIEKT ¢ dnakoHa ¢ npaxa (oktarnacLG), kato npoGuete rymeHara
3aMylualika B LEHThPA ¢ MOMOLUTA Ha wKna. OTBOpeTe KianaHa [0 LIHMA.

5. Cebpskere TpaHchepHHS KOMILIEKT ChC CaKa ¢ BOAATA 3a MHDKEKIIMH, KATO BKapaTe Hriarta npes
CHHMSA OTBOD.

6. VYBepere ce, ue TpaHCHEPHUAT KOMILUIEKT € A00pe CBBP3aH, APbXKTe/OKaueTe caka ¢ BOJaTa 3a
WHXXEKLIMM BEPTHKANTHO Ha (UIaKOHa C fIpaxa K OTBOpeTe KnammnaTa. Boaara 3a uibkekumu
H3THYa aBTOMATHYHO BBB Q1akoHa ¢ npaxa (oktamnacLG). 3anouHere neko Aa BbpTHTE (PrakoHa
C Mpaxa no BpeMe Ha NPEexXBLPAAHETO HA BOJAATA 3@ HHKEKIIHH.

7. Korato npexBbpisHETO € 3aBBLPIIMIO, OTCTPAHETE WHMA OT GYTHIIKATA ¢ Npaxa M W3IXBbpJIETe
TpaHCHEPHUS KOMILIEKT K H3Npa3HEHHUA CaK OT BOAATA 32 MHXKEKLHH.

8. llpoasmkere na BpTUTE NIEKO driakoHa C npaxa, A0KaTO NpaxbT ce pa3TBROPH HambiHo. He
paskitauaiTe ¢akoHa, 3a aa H3bernere obpasypaHeto Ha maHa. OOUKHOBEHO npaxsT TpsabRa Aa
C€ pa3sTBOPH HANBJIHO B PaMKUTE HA NPUONU3UTETHO 15 MHHYTH.

[TpuroTeeHnAT pasTeop TpsAOBa Aa e 6UCTLP WK JIEKO onanecueHTeH. okTarutacLG tpabea na ce
[punara Ype3 HHTPaBEHO3HA UH(Y3HA, KaTO € H3NON3Ba MHPY3HOHEH KOMIUIEKT ¢ Bb3AYILEH KaanaH
M (QUNTHP 32 OTCTPaHABAHE Ha MOTEHLMAIIHO OCTATHYHH YacTULKM. MoraT ga ce U3non3BaT HAJTHYHUTE
Ha nasapa KHQY3MOHHH KOMIUIEKTH C Bb3/YLUEH KJIanaH 3a TpaHc(y3us Ha KPhBHM NPOAYKTH, KOUTO
MMaT BrpageH QuaTbp ¢ pa3mep Ha nopute 170-200 pm.,

3a noseye NOAPOOHOCTH OTHOCHO MPHIIOKEHHETO Ha Pa3TBOPEHMS NPOAYKT BibkTe Touka 4.2 (HauuH
Ha NPUIIOKEHHE).

3a yCJIOBHMATA HAa CHXPAHEHHE Cllell Pa3TBapAHE HA JICKAPCTBEHMA NPOAYKT BHIKTE TOUYKA 6.3.

Hewsnon3sauusaT nekapcTBeH NPpOAYKT WM OTNIAJBUYHHTE MATEPUANH OT HErO TPAOBa [a ce HIXBLPIAT
B CHOTBETCTBHUE C MECTHHTE M3UCKBAHHS.

7 IIPUTEXATEJI HA PAZPELLIEHUETO 3A YIIOTPEBA
Octapharma (IP) SPRL

Allée de la Recherche 65
1070 Anderlecht, benrus

8 HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA

9 JATA HA II'bPBO PAZPEIIABAHE/TIOJHOBABAHE HA PA3SPEINIEHUETO 3A
YIIOTPEBA

07.06.2023
10 JATA HA AKTYAJIM3BUPAHE HA TEKCTA

08-2024
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