Haisa npenapaTty

Nikapcebka opma, JOIyBaHHR,
¥nakoBka

KpaiHa-supobHuk

Homep cepii
Kon marepiany
KinoKicTe cepiit

Macoeuid Homep

[arta eupobHuuTBa

Tepmin npugaTHocTi

BupobHuya AinkHULA:
MNakysansHa/MapKyBankeHa QinfiHKa
OinAHKa BUNYCKyY

[inkHKHUA BUNpoByBakb

Homep sepcii QS

PCR

TNiyeHsia Ha BMpoBHuuTBC N2

PeccTpauiniuin Homep

PesynsTaTh aHaniay AikocTi nikapckKoro 3acoby signosigrio go MQC RC Ne 9 UA/12581/01/01

CEPTHU®IKAT AKOCTI Cepil nikapcekoro 3acoby

KQCONT, ouHi kpanni, po3quH

Pa3unH no 5 mn y NRECTUKOBOMY dnakoni OkymeTp Mnioc®, no 1 dnakory 8 KAPTOHHIA KOPOBL|

Ppanuin

T005681
1037229
12238 oauHulb
0001077715

12-IPY-2018

11-2021

NaBopaTopii Mepk Wapn i floym Wubpe,Py e Mapca Piom
63963 KnepmonT ®eppana Cegekc 9, dpanuis

NaBopaTopii Mepk Wapn i floym Wubpe, Py [le Mapca Piom
63963 KnepmoHT ®eppana Cegexc 9, ¢panuis

NaGopatopii Mepk Wapn | Aeyw Wubpe, Py [le Mapca Piom
63963 KnepmonT ®eppanp Ceaexc 9, dpanuia

NaBopatopii Mepk Wapn i Joym Wnbpe, Py fle Mapca Piom
63963 KnepmonT ©eppanp Cegekc 9, $panyis
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EM-2010-1479 /EM-2010-1259 / MB-OW-2008-0008 / TR307888 /

TR432008 / TR248508 / TRB7781

TR326090/TR373157

M 19/178

UAI12581/01/01, HeoBmexeHun

Bianoeigae / He

C i i B <
XapakTepucTuka neyudikauin Reaynirard signosigac
3osuiwkiin Burnag (Bizyanesun) Mpo3aopuii, Bil 6236apBHOrO 00 Maixe Ge3BapBHOro, anerka B'A3KNA PO34YMH Bignosigae BIANCBIOAE
iNbKi 90,0 -110,0% si i
KlsnbxiCHe B-MJHEHEHHHHPLC H 0% Bin 3aseneHoro amicTy 99.5% . BIGHOBIGAS
- Bensankoriio xnopug, { ) 3asenexvid sMicT = 0,0750 mrimn
Kinekiche gmﬂaweunn 95,0 - 105,0% Big 3a8ABNEHCro BMICTY (Y NepepaxyHKy Ha BinbHy OCHOBY} 98.7% BIANCBINAS
- Aopsonamigy riapoxnopua (HPLC) Banssnenvi smict = 20,00 Mrimn
KinbkicHe BuaHayeHHn 85,0 -105,0% Bia 3asaneHOro BMIicTy (y NepepaxyHKky Ha BinbHY OCHOBY) 5
- Tumonony maneat (HPLC) 3anenenwni amict = 5,00 mr/mn 99.6% BIANOBIAAE
DerpanaTtu gop3onaminy Byab-sika ingusinyansHa = Maxkc. 0,2% 0.0% BIANOBIAAE
rigpoxnopup (HPLC) 3araneHwii BMicT gerpanartis = = Make. 0,6%
ByAab-aka iHoveinyansHa = Make. 0,4%
[erpaaatu Timanony mManeat (HPLC) i AT : ’ 0,0% BIAMNOBIAAE
3aransuuin BMicT aerpapnartie = Make. 0,5%
Cryninb 3abapBneHHs MakcumManoHnh ETANOHHWA po3svH Ba Biganoeigae BIANOBIAAE
Iéqenrmbixa_uin . Yack yTpumanHA nikie romonoria G12, C14 1a G16 y 3pasky Ta CTaHAAPTHMX Bianobifas BINOBINAS
€HIANKOHI0 XNopKA ( ) XpOMATOrpamax no CyTi 0aHAKoBHMM (B Mexax + 3,0%)
lneHmmdikayia L Yacu yTPUMaHHS Niky fop3onamify y 3pasky Ta cTanaapTHux Hif BRI BIONOBINAS
Aopaonamiay rigpoxnopud ( } xpomatorpamax no cyTi oaHakosi (8 Mexax + 2,5%)
lpenTrdpikadin “ack yTprMaHHa Niky TMMONONY ¥ 3pasky Ta CTaHAapTHUX Xpomartarpamax . )
Bignosigac BIANOBIAAE
Tmonony maneat (HPLC) Marike ofHakoel (8 mexax + 2,5%)
OnanecueHuia He Binbw onanecueHTHWN, Hix ETanoHHud poayuH | Bigriosinae BIANCBIAAE
OCMONANLHICTE/3HMMEHHA
Bian -0,60°C po -0,45 °C -0,50°C BIANCBIRAE
TeMNepaTypu 3amMep3aHHA
Makcumym 50 yacTuHok Ha mn = 10 pum 0 Yhun
Teepai yactuHku (Mikpockanis) MakcvmMym 5 4acTuHeK Ha mn = 25 um 0 Y/wmn BIANOBIQAE
Makeumym 2 YacTvHOK Ha mMn = 50 pum 0 Y/mn
pH 55-58 5.6 BIANOBIJAE
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CrepunbHicTs

BakTepiansHui pICT He CocTepiracTses

Binnogsinas

BIINOBINAE

B'aakicTb

65 - 135 caHTunyaa

91 CPS

BIANGBIAAE

Lium 5 3aceinyyio, 1o BKkalana BuyLLe iHdopmallia € HOCTOBIPHOK Ta Touroto. L cepia nikapcbxoro sacoby Byna BupoBineHa, BKNIOHaIIYM YNAKOBKY/MaPKYBAHHS T8 KOHTPOMbL AKOCTI, Ha
BUILE3raaaHif QiNbHALI(-s1x), Skall) noBHICTIo BIANOBINAE(H0Ts) BUMOraM HanexHoT supoGHsol npakTuki (GMP) MicUesoro perynaTopHoro oprady Ta cneuwdikadism y peecTpauinsomy

nocse. Mpoatokony ofpofiky, ynakosku Ta aHanisy cepil Gyno nepesipeHo i BU3HaHo IxH0 BlanasigHicTe snmoram GMP.

flaTa Bunycky cepii:

Migrotysas

Dara T1a nignuc

27.02.2020
Aurelie DUJON
TexHiunuia cneuianicT siaginy sabeaneueHHs akocTi

05 flom 2021

fnidnuct

YnoeHoBaxeHa ocoba

/nidnuc!
a5momozo 2021 poky.

Jean-Luc VIDAL,
YrnosHoBaKeHa
ocaoba,
thapMauesTU-HAM
npalieHuK BigAiny

sabeaneveHHs AKoCTI




m :
JIEPYUTIKCITY )KBA
NEPYKABHA CJIVIKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHIBCHKIA OBJACTI

npocnext Banepis JlobaHoBCEKOTO, 51, m. Kuis, 03110, Ten/cpaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
Npo sIKicTH BBE3eHOro B YKpaiHy JiKapcbKOoro 3acody

18.02.2021 Ne 3298/21/10

KOCOIIT

(najiMeHyBaHHA NiKapCbKOro 3acoby 3riiHO 3 peecTpauifinkM NOCBIAYEHHAM)
Kpanii 04Hi, PO34HH 10 5 MJ Y IIACTHKOBOMY ¢aaxoni Tamy Oxymerp ILuoc®, no 1
¢aaxony B KapTOHiil KopoOui

(tbopma BHIYCKY, 103yBaHHs, BHI NAKyBAHHA nikapcekoro 3aco6y)

HoMep peecTpaliiiHoro NociM4eHHA UA/12581/01/01 ctpox i peectpauitisoro nocsinuenss 01 .01.2099

Cepis nixapcskoro 3acoby Ne T005691 KinbkicTh BBe3eHOro Jikapekoro 3acoby 1600
BupoGHHK JlaGopatopii Mepk Illapn i Jloym u6pe, Ppanuis
(naliMenyBaHHs BHPOGHHKA NiKapChKOrO 3acoby, kpaiHa NoX0JLKeHHS)
BaeseHo B YkpaiHy Crinbie yKpaiHChK0-eCTOHChKE MANPHEMCTBO Y ¢dopmi TOoBApHCTBA
3 ofMexkenoro BixnosigaabuicTo "OnTiMa-®apm, JIT 1", inent. xon:
21642228

(naliMenyBanns Ta koa 3a €JIPTIOY jopHaAHYHOi 0coGH abo Mpi3BHILE, im's, no GarskoBi BizuaHOT
ocobu - nianpuemud, i Micue NPOKHBAHHA T2 peectpauifinuii Homep 06/1iK0BOT KApTKH MIATHHKA
nonatkie a6o cepis TA HOMEp NacnopTa)

TIpoTOKO Bi3yaabHOro KOHTPOJIIO BiA 01.02.2021 N2 0214/3.

3a pedy/bTaTaMH JCPXKABHOTO KOHTPOMIO BCTAHOBJCHO, mwo nikapcekuii 3aci6 BBeseHo B VkpaiHy 3

JOTPHMAHHSIM BIMOT 3aKOHOZABCTBA OO 3aGe3neueHHs JROCTI NIKAPCHKIX 3ac00iB.
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Onexciit COJIOJIPAY

(mianc) (imiuianu Ta npisBHuLE)
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