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NYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKQBO-BVIPOBHMLMVi LEHTP
«BOPLLATBCbKUAA XIMIKO-®APMALIEBTUYHAA 3ABOO»

Homep cepil
KinbkicTs B cepil
[Oara sBupobHuUTBa

Ykpaina, 03134, m.Kuis, syn Mupy. 17 Ten. (044) 205-03-10,/(044) 205-41-10,
{044) 205-03-83. (044) 205-03-14 (YnosHoBAMEHA ocoba)

CEPTUO®IKAT AKOCTI
ETAMBYTOII

TaBneTku no 400 mr no 10 TaBneTok y 6nicTepi, no 5 GnicTepis B navui

0811223 Kpaina YkpaiHa
5088w PeccTpauifiHe nocaiateHHs Ne UA/0136/01/03
06.12.2023 TepMiH AiT peecTpaLifHOro NOCBIAYEHHA HeoGMexeHnr

Bunpo6ysaHHA npoBeAeHe 3riaHo MeToaiB KOHTPONO skocTi N3 Ne SFP-027-03

KpuTepil NpUAHATHOCTI
Moka3HWUKKU AKOCTI MpOTAroM TepMiHy PesynbTati
fpy BUNyCKY i
npugaTHocTi
Onunce Ta6neTku 6inoro KONLOPY, KPYrNoi JOPMK 3 NNOCKOK
Bignosinac
nosepxHer 3 hackolo i PUCKOK
|peHTUHpikauin A. Mevog TWX BignosigHo no Tecty Bignosigae
Emam6bymony a/x B. AxicHa peakuis BianoBiAHO A0 TecTy Bignosigac
CepegHa Maca Bin 608,0 mr oo 672,0 mr (640,0 mr £ 5%) 636,4 mr
OQHOpiAHICTL AO30BAHMX OOWHMUL MpenapaT Mac BUTPUMYBATH BUnpoByBaHHA. Po3paxyHoK
NPUAManbHOro Yucna (AV) npoBOAATL PO3PaXyHKOBO- 1,2
BaroBMM MeTOA0M
2-AminofyTaHon He 6inbwe 1,0 % Bignosiaac
Po34ynHerHRA He meHwe 75% (Q) eTamOyTony r/x 3a 45 xB 96,5 %
MikpoGionoriuna ynucrora 3aranbHe 4McNo aepobHUX MiKpoOpraHiamis -
Bignosigae
TAMC - He Ginbwe 10°KYO B1r
3aranbHe YMCNOo APIKMKOBHX Ta nniceHesux rpnbis -
Bignosigac
TYMC - ve Ginbwe 10°KYO B 1T
BiacyTtHicte Escherichiacolis1r Bianosiaae
KinbkKicHe BH3HAYEHHRA Bin 380,0 Mr ao 420,0 mr (400,0 mr £ §%),
4049 mr
- emambymony &/x (CoH 4CI,N ;O 2) y NepepaxyHKy Ha COPeaHIo Macy DAHIEl Tabnevkn
Ynakoska MNoBuHeH BignosigaTu sBuMoram HAO Bianosigac
MapkysanHnsa NoBuHeH BianosinaTh BuMoram HA Bianosigae
TepMmin NnpuAaTHOCTI 3 poku No 12.2026

YMoBu 30epiraHHsa:;

BucHosok BK#A:

B opwriHaneHii ynakosui npy Temnepartypi He suwe 25 °C.

Bianosinae BumMoram MeToaie koHTponto sakocTi [13 Ne SFP-027-03
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[1¥BJIMHE AKIUOHEPIHE TOBAPHCTBO «HA YKOBO-BHPOBHHUMIT ILEHTP
«BOPIATIBCHRHIT XIMIKO-®APMALEBTHYIIITT 3ABO1»
Byl Mupy. 17, M. Kuis, 03134, YVkpaina
Te:x. (—38044) 205-03-10. 205-41-10:

(~38044) 205-03-83 (Y norHopakeHa 0coda)

CEPTU®DIKAT CEPII 51 JIKAPCBLKOI'O 3ACOBY

Eram0yro., tadaeTrkn no 400 mr

1 HaifmenyBaHns npoayruil ETAMBYTOJI
2 Jlikapcebka popma Tadaetki no 400 wr
5 Cuoa jlil/akTHBHICTD | rabi1eTka MICTHTL eTaMOyTOTY I'APOXIOPH LY
(y nepepaxysanti na 100% cyxy peuoBuHy) — 400 mr
4 Po3mip i THI YNAaKOBKH 110 10 TabreTok y GuiicTepi; no 5 Gaictepis y nauil
e Kpaina-supoOHHK VYkpaina
6 Homep peectpauniiinoro UA/0136/01/03
NOCBi1MCHHSA
7 Homep cepii 0811223
Po3smip cepil 5082 nak.
JaTta BHPOOHHUTBA 06.12.2023
9 Jara 3aKiHMeHHN Tepviny a0 12.2026
IpPHAATHOCTI
10 Hassy, aapeca Ta HOMEPH By1. Mupy, 17, M. Kuis, 03134, Ykpaina;
Jilensiit Beix AIbHHUB 3 ainensis AB NeS98003:
BHPOONHLTBA TA ¢Bi;10LTBO Npo aTecTaulio fadoparopii BKS Ne96
KOHTPOJII0 AKOCTI
11 Ceprudikath GMP Ne015/2022/GMP ji0 10.12.2024
TIIBHHUL, BKa3aHHX B M.10
12 Pe3yabraTi BHHpPoOYBaHb Haseeni 8 ceprrikati AKOCTI
13 KomenTtapi -
14 3auBa upo ceprudikauiioo I LM g 3acBinuyio, 010 HaBeaeHa BrLle iHPOPMAalLif € JOCTOBIPHOIO T2
toynoto. Lo ceplio upoaykuii Gya10 BHTOTOBACHO (BKIIOHAIOHH
NaKyBaHHS/ MapKyBaHHs) |Ta [POBCIAEHO KOHTPOJL 1l AKOCTI  Ha
BILIE3a3HAYEH T UIBHIL Y NOBHIA BIAMOBIHOCTI 3 BUMoramit GMP.
BCTAHOBJEHHMH  MICLUEBHM  PCrY.JISTOPHHM  OpraHow, da  TdKOK
BiANOBIAHO 10 cneuudikauiil, 110 MICTATBCA Y PeeCcTpaliiiinon)
jocbe. TIpoTokosin BHpoOHHIITRA OyA0 NEPCrsiyTO Ta BCTAHOBIICHO
Biosiadicte GMP.
15 IlpisBuuie, mianuc i nocaaa 18.12.2023 //Zr Haraais AHTOHELD
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