@ qu)a MYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHWYUA LIEHTP
«BOPLLUAMBCbKUN XIMIKO-GAPMALIEBTUYHUU 3ABOO»

Yipaita, 03134, m.Kuls, syn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosHosaxeHa ocoba)

CEPTUD®IKAT AKOCTI
TETYPAM

tabnetku no 150 mMr, no 10 Tabnetok y Gnictepi, no 5 Gnicrepis y nauui

Howmep cepif 0100724 KpaiHa Ykpaina
KinbkicTs 8 cepii 17438 wr PeccTpaulitHe noceigueHHs Ne UA/6325/01/01
Aata supoGHuuTBa 23.07.2024 TepMiH il peccTpauiiiHoOro NoceigYeHHs HeoGMexeHUH

BunpobysaHHa nposeneHe srigHo Meroais koHTponto skocTi /13 Ne SFP-148-03

IMoka3Hukun sikocTi Kputepil npuitHaTHocTi (npu Bunycky) PesynbtaTy
Onuc Ta6neTku Ginoro abo 6inoro 3i 3nerka XoBTYBaTO-3€NEHY-
BaTUM BIQTIHKOM KOSIbOPY, KPYrnoi ¢hopMu, 3 NA0CKO Bianosigae
noBepxHeto 3i CKowWeHMMKM Kpasimu (chackoro) | puckoro
laenTudpikauin A. Ha xpomarorpami sunpo6oByBaHOTo po3uuny (b)
Hucynbpipam NOBUHHa BUABNATUCA OCHOBHA NNAMa Ha PiBHI OCHOBHOT . .
ANAMKU Ha XxpomaTorpaml po3uuHy nopiBHAHHA (a), Bianosinac
BiANORBIAHA [ 32 PO3MipOM Ta IHTEHCUBHICTIO NOTAMHAHHA
B. fikicRa peakuisa 3 poauuHom 100 r/n Hvampiro cynupimy P,
po3yuHoM amiaky podeedeHoz0 P1 i poszunHom 10 rin Bianosigae
MISE () cynugpamy P
CepenHs mMaca Big 237,5 mMr fo 262,5 Mr (250 mr £ 5 %) 252,5 mr
OnHopiaHICTb [O30BAHUX OAUHKLL Mac signoBiaaTtun sumoram fOY/ED, AV $ 15,0 %; 23%
pPO3paxyHKOBO-BaroBui MeToA
CynpoBiaHi noOMIBKK He Ginbwe 1,0 % <1,0 %
Hietunguriokapb6amar He Ginbwe 0,015 % (150 ppm), y nepepaxyHKy Ha < 0,015 %
Avcynbdipam
PoaynHeHHnA He menwe 75% (Q) aucynedipamy 3a 60 xB 100,56 %
MikpobGionoriyHa ynucrora 3aranbHe 4ncno aepobHUX MikpoopraHisMmie -
Bianosinae
TAMC - ve Ginswe 10° 811
3aransHe YMcno ApikmKOBUX Ta NiticeHeBux rpubis -
Bignosigae
TYMC - He Ginbwe 10°81 1
BincyTHicTh Escherichiacolis 1t Binnosinae
KinskicHe BuasHavyeHHs Bin 142,5 mr oo 157,5 mr (150 mr £ 5 %) 1621 wr
Lucynsgpipamy (C 4 gHoN2Sy) y nepepaxyHKy Ha cepegHio Macy oariel vabnetku
Ynakoska Mosuuen Binnosigatn suMoram HO Bianosinae
MapkyBaHHA MoeuHex BignosigaTw Bumoram HO Bianosipnae
TepmiH npupaTHoCTI : 4 poKu Ho 07.2028

YMosw 36epiraHHs: B opurinansHii yniakosui npu Temnepatypi He Bule 25 °C.

BucHosok BKA: Binnoeigae  Bumoram MeTtogis KOHTpOITIO ﬂkogxi»ﬂS"?Ng SFP-148-03
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IIYBJIYHE AKIIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHWYNMA UEHTP
«BOPHIATIBCLKMI XIMIKO-®APMANEBTIAYHHM 3ABOI»
ByJ. Mupy, 17, m. Kuis, 03134, Ykpaina
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (VnosHoBaxeHa ocofa)
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CEPTU®DIKAT CEPII IJISI JIKAPCHKOI'O 3ACOBY

HatimenyBanusi npoaywuit

Jlikapcbka dopma

Cuna pi/aktusyicTn

Posmip i THI yOaKOBKH
Kpaina-pupobuux

Homep peectpaunifinoro
10CBIM e HH S
Homep cepii

Po3amip cepif
Jara BHpoGHHUTBA

JaTa sakiguenust TepMiny
npHAATHOCTI

Hazsu, anpeca Ta HOMepH
Jinenzifi Beix ainbHUOL 3
BHPOGHUUTBA TA KOHTPOIIO
SKoCTi

Cepradikatu GMP
AIBUALL, BKa3aux B 10.10
PesynsTary BHnpodyBanb

KomeunTapi

3assa upo ceprudirkaniio

IIpisBuie, minmue i nocaga
0coBH, IKa Hanaaa qo3Biag
1a BHIycK cepil

Terypam, Tabaerku 110 150 mr

TETYPAM

Tabyreriy mo 150 mr

I TabneTia MiCTUTB: AUCYNbGipaMy

(y nepepaxysanni Ha 100 % i cyxy pevoBrHy) — 150 Mr
no 10 tabuetok y 6nictepi; no 5 6nicrepiB B mauii
Vipaina

UA/6325/01/01

0100724

17 430 nak.
23.07.2024
no 07.2028

Bys1. Mupy, 17, M. Kuis, 03134, Vxpaina;
ninensis AB Ne598003;
cBimouTBo 11po atectauito naboparopii BKST Ne96

Ne(015/2022/GMP no 10.12.2024

Hasejeni 8 ceprudixari axocti

LluM g 3acBinuyro, WO HaBeLeHa Bulle indopMalis € JOCTOBIPHOK Ta
toyHoto. 1lio cepiro mponykuii Oyno BHIOTOBAEHO (BKIIOYAIOUH
NaKyBaHHsS/MapKyBaHHA) Ta I[POBEJIEHO KOHTpONbL 11 SAKOCTI Ha
BHILUE3a3MauyeHid AlLBHUL Yy [OBHIM BiNOBiAHOCTI 3 BHMOraMu
GMP, BCTAHOBJICHHMH MICLEBUM PEIYJNSTOPHHM OPraHOM, 4 Takox
pigmopigHo no0 crneumdikauii, wo MmicTATLCS y peecTpauiifnoMy
gocke. [TpoToxond BupobuuirTBa 6yI0 MepersHyTo Ta BCTAHOBJIEHO
sipgnosinHicts GMP.




