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JEPXABHA CJIVXEA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, M.Kui, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
Npo AIKICTh BBe3eHOr0 B YKpaiHy J1iKapchKoro 3acody

09.01.2024 Ne 67886/24/10

MIHIPUH

(HaiiMenyBaHHA NikapcLKOro 3acoby 3rifHo 3 peecTpaLiiHHM MOCBIAYCHHAM)
Tabaerku no 0,2 mr; mo 30 Ta0J1eTOK Y (harakoni; mo 1 (1aKOHY B KAPTOHHIii YIAKOBLIi

(thopma Bumycky, 103yBaHA, BHA NaKyBaHHA JNiKapCHKOro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/16236/01/02 crpox aii peectpauiiisoro nocpizuerns 01.01.2099

Cepis nikapcskoro 3acoby Ne V20116K KinekicTs BBe3eHOro fikapcskoro 3acoby 576
Bupo6uuxk Deppinr 'm6X, Himeuunna
(HaiiMeHyBaHHA BHpOGHMKa NiKapceKoro 3acoby, KpaiHa noxomkenns)
BseseHo B Ykpainy CrinbHe ykpainchKo-ecTOHCHKe MANPHEMCTBO Y (hopMi ToBapHCTBA
3 00Me:xeHO010 BianoBiaaabuicTo "Onrima-®apm, JT", izenr. kox:
21642228

(HaitmenyBanna Ta koft 3a €JIPTIOY 1opnanuHoi ocobu abo mpiseuite, iM'a, no GaTeKoBi BiznaHol
ocoOn - mianpueMu, ii Micue NpoKMBAHHA Ta peecTpauiiinuii Homep o6aikoBoi KapTKH IJIATHHKA
nonarkis abo cepis Ta HOMep nacnopra)

lporokoa Bisyaasnoro kourpomo sin 08.01.2024 Ne 4323/2.

3a pesyabTaTamH  JIEPKABHOTO KOHTPOIK BCTAHOBIEHO, IO JKapcekuii  3acib BBeseHo B VYkpainy 3
AOTPHMAHHAM BuMOT 3aKOHOIABCTBA 1110/10 3a0e3MeYeH A AKOCTI TKapCHKHX 3aC06iB.

Biraniit BOHJJAPEHKO

(iniuianu Ta npissuiLe)
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CEPTHO®IKAT BIIITOBITHOCTI JIIKAPCBKOI'O 3ACOBY

HaliMeHyBaHHS npoayKTy Homep cepii rotooro nponykry Ctp. 1/2
MIHIPUH Tta6aerku mo 0,2 mr V20116K
Kpaina-iMmnoptep Koxa npoaykry
Ykpaina 2001052345
Homep peectpauitinoro ceprudikary s Yxpaini
UA/16236/01/02
Jlikapcpka opma
Tabaerknu
Cuna aii /J]osyBanns Po3mip Ta Tun ymaxkosku |
HJecmonpecnny anerar 0,2 mr/ 30 1 ynakoska (niacrukosnii gpaaxon) / 30 rabrerok
TadJeToK
Binnosinaneuuit 3a ceprudikaniso Homep nineHsii Ha Jata 3aKiHYeHHSA
Ta BUNYCK cepii BUPOOHHUIITBO TEPMIHY TIPUAATHOCTI
Deppinr I'm6X, DE_SH_01_MIA 2021 0020 | Yeprenn 2026
BiTJIaHﬂ 11, 24109 Ki.ﬂb, Himeuyunna [Tocunauusg Ha HOMED :
Ceprtudikaty BiOIOBIZHOCTI
GMP B EudraGMP: 143346

KomnionenT(u)

[Iponykr: Homep cepii in bulk

MIHIPUH TaGaerku 0,2 mr V18751

BupoOHuKk: Howmep ninensii Ha Jara BUpoOHMITRA
Deppinr Intepuemna Cenrep CA, | BUPOOHHUIITBO Jlunens 2023
Yemin ge j1a Beprornaycas 50, MIAE-CH-511100-102694146

1162, Can-Ilpe, IlIBeiinapist [locunanns na Homep

Ceprudikary BiamoBiauocTi
GMP B EudraGMP: 157779
Ynakopka: Homep ainenzii Ha

®eppinr Intepuemna Centep CA, BUPOOHHIITBO

Hemin e na Beprorunaycas 50, 1162, | MIAE-CH-511100-102694146
Can-Ilpe, llIBeiinapis [locnnanns Ha HoMmep
CepTudikaty BianmoBigHocCTi
GMP B EudraGMP: 157779
Po3sMip cepil: ynakopauo 4076 ynakogok

Ad03BLI Ha BHITYCK cepii:

LM 3acBiguyro, IO 3a3HAYEHA RBHUIIE iHpopmMaLis € JOCTOBipHOW i TouHOrO. [laHa cepis
pemapary BUIOTOBJIEHA (BKIIOYAKOYM yNaKOBKY/MapKyBaHHs) i NPORIIIA KOHTPOJIb SKOCTI Ha
3a3HavyeHid Bullle BUpOOHMUIl NUNBHULI(AX) Vv IOBHIN BiAmOBiAHOCTI 3 BuUMoramu Haiexuo!
Bupobuutoi ITpakruku (GMP) i MicleBrX peryIsTOpHHUX OPraHiB, 4 TaKOXK Yy BIANOBIAHOCTI 3i
creLdikani€ro, wo 3apeecTporaHa B KpaiHi-iMIoprepi.

BupobHuITBO, ynakoBka, i aHaniz cepii Oynu posrnaHyTi i 3HAXOAATHCA Y BiOMOBIAHOCTI 3
BuMoraMu Hasexwnoi BupoOuuyof [Tpaktuku (GMP).

@38{% w’ OOCT ©)

Hdara gpywy: 21/09/2023 7:12:25

For Internal Use - Internal




CepTudikoBaHoO: ID Ceprudixanii: Hata ceptu@ikaifii; Crartyc:
Jlaypa Bienang 230659 21 Bepecns 2023 Ceprudikorano gna €C
YioBHoBaskeHa ocoda

Oeppidar I MOX,
Bitnanp 11, 24109 Kins, HiMeuuuna

ENeKTpoHHU# MIiAONC € FOPUAMYHHAM OOOB’S3KOBUM €KBiBAJIEHTOM BJACHOPYYHOIO MIAMUCY i
MOK€ OyTH BUKOHAHHH yIIOBHOBR)XEHOK 0¢00010 260 0c00010, YIORHOBAXKEHOIO TS T ANTHCAHHS.
IIpasnuBicTe foxyMeHTy rapantyerses ID Ceprudikarii.

Harta apyky: 21/09/2023 7:12:25
For Internal Use - Internal




CEPTU®IKAT AHAJII3Y

[Ipoaykr: HomMep cepii in bulk: - Crp. 172
MIHIPHUH tabjerkn o 0,2 mr V18751

BupobHuk Jata BupoOHUITRA:
@®eppiur latepuemina Cenrep CA, 04 JIunng 2023

Yewmin ae s1a Beproruaycas 50, 1162, Can-Ilpe, IlIeiinapis

Homep sinensii Ha supobuuntso: MIAE-CH-511100-102694146

Cneundikanis: Q-3.2.P.5.1 Specification(s)-5648 Ver.1.0

Bunpobysanus Mertoa Bumoru cunenudgikanii Pesyabrar
BHUNIPOOYBaAaHHH

Onuc BisyaneHa ouska | Bini, kpyrai geoomnykii TabneTkH 3 pucKOwO Ha Bianoginae

OAH1H cTOpOHI | THCHeHHAM «0.2» Ha ApyTiii

CTOPOHI
InenTudikamis PX Hac yrpumyBaHHs Nika AeCMOIIPECHHY Ha Binmosigae
(ZecMonpecnny) XpoMaTorpami JOCHiKYBaROTO PO3UHHY

MOBUHEH BIANOBIAATH YaCy YTPUMYBAHHS

Bi/IIOBIAHOTO ITiKa HA XPOMATorpami

CTaHJAPTHOTO PO3YHHY
InenTndikanis THIX Yac yrpumyBaHHS [UIAMH Ha XpOMaTorpami Bianosizae
(AecMonpecuny) 3paska BIANOBIJAE Yacy YTPHUMYBaHHA IUIAMU HA

XpoMaTorpami CTaHAapTy
BmicT gecmonpecuny | PX 0,169 — 0,190 mr/rabnerxy 0,181 mr/Tabnerky
OCHOBH .
BmicT gecmonpecuny | PX/1 95,0-107,0 % 101,6 %
ocHOBH/1
Inenmudikosani
NPOAYKTH PO3KJI3IY:
[Glu*]desmopressin PX <0,7 % < MeHINE yacy
+[Gly’-OH] YTPUMYBaHHs
desmopressin (LRT)
Mpa(O)desmopressin | PX <0,7 % < MEHIIIE Jacy
(Oxidation product 3) YTPUMYBaHHS

(LRT)
Byan-aki PX <0,7% < MEHHIE 4acy
HecnenudikoBani YTPHMYBaHHS
NPOAYKTH POKJIATY (LRT)
Cyma gomimok PX <20% 0,2%
OaHopigHicTE PX 10 opuHMLL: 3,4%
A030BAHHUX OJHHHUIIL Kputepiit npudHATHOCTI ¢TaHoBUTL < L1 = 15,0
PX 30 OAUHMIIE:

Kputepit npuiiHATHOCTI cTaHOBUTE < L1 = /

15,0;

BIZICYTHI OMHULI 3 BMicToM < (1- L2* 0,01)M

abo >(1+ L2 *0,01)M, L2 =250

<7% 6 %

Hara apyxy: 21/09/2023 7:12:25




IIpoaykr: Homep cepii in bulk: Ctp. 22

MIHIPHUH Tataerxu o 0,2 mr V18751
Po3duHeHHs JlonacTHa Milmanka/ He menwe 75 % (Q) Bin 3asBlieHOT KiBKOCTI
PX uepe3 30 xeunun (Bignoriguo go ©.CIIA ror. | -
BU. )
JlonactHa milnanka/ . _
PX Koxna onunuusg He Menure Q + 5% Bianosigae
JlonactHa Minanxa/ Cepeane apudmeTHdHe 3HaueHHS He MeHIIe Q | 87 %
PX + 5% -
3araanHe ynciao | Mikpo6ionoriube
aepoOHnx KINbKiCHE <1073 KYO/r 10 KYO/IT
MiKpoopramisMiB | BunpoOyBanus
Jaraanne yncao Mikpobionoriune <10"2 KYO/r <10 KYO/r
ApIXKIKIB Ta KIIBKICHE
IJIICHABH BUILIPOOYBaHHA
Escherichia coli CenexTuBHe noxkuBHe | BiACYTHiCTB B I T BIJACYTHSI
CepeOBHIIE

[lnm 1 3acBlI4yI0, MO eTanu BUPOGHULITBA BIAMIOBIAIOTE TEXHIYHIM Yrom 3 SKOCTI i POBEACHI Y TIOBHI i
BIANOBIAHOCTI 3 BuMoramMu Hanexxuoi BupoGuuuoi ITpakrixn (GMP) €C i onucaHumy B yrozi 1is
3a0€3MeUCHHA BiINOBIAHOCTI BUMOraM peecTpalliinnx Matepianie, ski namami BUPOOHUKY JJIs
CepTH(IKALII Ta BUNIYCKY cepil.

[TiaTBepmKeHo: ID ITinTBe NoKEeHHS Hara ITiaTBemKeHHA Crartyc
CanaaYoyk 41369 19 Bepecns 2023 IHigrBepaxeHo

ENeKTpOHHMH MiANUC € IOpHAHYHUM 000B’ I2KOBUM €KBiBaHEHTOM BJIACHOPYYHOI'0 NIANHUCY i MOe OyTu

BUKOHAHWH YIOBHOBAXEHOW 0000010 abo 0co6010, yNOBHOBAXEHOW il Mianmucanus. [IpaBAMBICTH
AOKYMEHTY rapantyerned [D ITinTeepixenns.
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