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HYBJAMHE AKIIOHEPHE TOBAPHCTBO « HAYKOBO-BUPOGHHYMI LIEHTP
«BOPIUATIBCHKHIT XIMIKO-OAPMALEBTHYIHH 3ABO [

M. Kuis, Bys. Mupy, 17, 03134, Ykpaiua

@ bxd3

Texn. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83 (YrniosHosaxeHa ocoba)
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CEPTHU®IKAT CEPII VIS IKAPCHKOI'O 3ACOBY

Jlesomiuerun, TaGsuerky no 500 mr

HafimenyBauns npoayxuii

Jlikapenxa popma

Cuna givakrssuicri

Po3smip i Tun ynakoBku

Kpalua-pupobnuk

Homep peecrpauiiinoro
TIOCBIIMEHHS

Homep cepit

Po3amip cepil

Jara Bupobusursa

Jara sakinveuns repminy

npugarhnocti

Haseu, agpeca ta nomeps
Jiuensii Beix giabHHUL 3
BHPOGHHIITBA T4 KOHTPOJIO
SKOCTI

Ceptudikary GMP
NiNbHHIB, BKAZARKX B 11,10

Pesynvraru BunpobyBansn

Komenrapi

3ansa npo ceprudikaniio

[pisprne, niamuc i nocana
ocofu, fiKa Hapana 1038i
Ha BHIYCK cepil

JJEBOMIIHETHUH

tabnetkd ro S00 mr

I Tabnerka micTuts xnopambenikony
(y nepepaxysanni Ha 100% cyxy pedosuuy) — 500 mr

no 10 rabnerok y Gnicrepi; mo 1 6aicTepy B navui

VYkpaiua
Ne UA/3621/01/01

1321023

12 384 nax,
30.10,2023
1o 10.2026

M. Kuis, syn. Mupy, 17, 03134, Yipaiua;
niuexsis AB Ne598003;
CBYIOUTRO [Ipo atectanio Jaboparopii BKS Ne96

Ne 015/2022/GMP 0 10.12.2024

Hageyeni B ceprudikaTi akocti

Unm g 3acBinuyio, wo Haselewa suile indopmauis € jocrosipHolo rTa
Tounoio. Ilto cepito  npojxykuil 6yno  BHroTOBREHO (BKIOYAIOYH
NaKyBaHHA/MApKyBaHHA) Ta MNPOBEMEHO  KOWLPONh T sKocTi na
BHLUE3a3HaYEHil Jinsuuui y nosuii simnosisnocTi 3 BuMmoramu GMP,
ICLERKM DErYISTOPHUM OPraHoM, a TakoX BiNOBIHO
i ilcTsThCH Y peectpauifinomy Jocke, Tporoxonu

* Aupii POMAHOBCLKHI

y‘uou/lomnkcnu 0coln
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q) NYBNIMHE AKLIOHEPHE TOBAPUCTBO <<HAYKQBO-BMPOBHMHMVI UEHTP
@ 6XD3 «BOPLLATIBCBKUI XIMIKO-®APMALEEBTUYHAM 3ABO»

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

CEPTUDIKAT AKOCTI
NEBOMILIETUH

Tabnetkn no 500 mr, no 10 raBnertok y Baictepi, no 1 6nictepy B nayui

Homep cepil 1321023 Kpaixa Ykpaitna
KinekicTs B cepil 12406 wv PeecTpauiiHe noceigueHHs Ne UA/3621/01/01
Nata sBupoBuuuTea 30.10.2023 TepmiH Aii peecTpauiinHoro nocaigueHHs HeoBmexeHu:

BunpobysaHHa npoBeaeHe 3rigHo MeTtogis koHTponio skocTi /13 Ne SFP-095-04

MNokaznukw AakocTi Kputepil npuinaTHocTi (npu Bunycky) PesynbTaTu
Onuc Tabnerku kpyrnoi popmu, 6inoro abo 6inoro i3 xoBTYBaTUM
BiATIHKOM KONLOPY, 3 NITOCKOK NOBEPXHE, PUCKOD | haACKOK).
Bianosinae
fonyckaeTben HanRBHICTL NeaBe NOMITHUX BKpanfeHb
HOBTOTO KONLOPY
laeHTudbikauin:
~ xJsiopamgeHikon (nesomiyemun) A. TUWX-MeToa: BignoBigHO no TecTy Bianosigae
B. Y®-cnekrp: signosiaHo go recry Binnosinae
C. Peakuis (a) Ha xnopuam Binnosinae
CepenHa maca Big 570 mr go 630 Mr (600 mr x5 %) 603,6 mr
CynpoBsiaHi aomiwku:
- okpemoi domilwku He 6inbwe 0,5 % <0.5%
- cymu domMiwok He 6inbwe 2,0 % <2,0%
Posunnennn He menwe 75% (Q) xnopamdpenikony 3a 45 xs 97,1 %
OaHoOpiAKICTL A030BaHUX OAUHHKLL MNpenapar mMae BUTPUMYMyBaTH BUrpoGysanna. PospaxyHok
APMIUManNLHOTO YUCNa NPOBOAATL PO3PAXYHKOBO-BArOBUM 2,9
MeTonoM: AV £ L1 (15,0), S L2 (25)
Mikpobionoriuxa uncrora 3aranbHe YMcno aepoBHUX MIKPOOPraHiamis -
Bianorinae
TAMC - He Ginbiwe 10° KYO B1r
3aranbHe 4UCNO APDKAKOBUX Ta nniceHesunx rpnbia -
Bignosinae
TYMC - ve Ginswe 10°KYO B 1r
BiacyrHicTe Escherichiacolis1r Bianosinae
KinbkicHe BU3HauYeHHA: Bin 475 Mr no 525 mr, (500 Mr £ § %),
- xnopamgpenikon (C ;1H,CI,N,O5) y NepepaxyHKy Ha CepeaHio Macy OAHIET TaBNeTKu 493,1 mr
Ynakoeka INMosuneH signosigaru sumoram HY Bianosinae
MapkyBaHHs MoeukHeH Bignosinatu Bumoram HJ Bianogigae
Tepmin npuaaTHoCTi 3 pokn Ao 10.2026

Ymosu abepiranHs: B opuriHanbHii ynakosui npw Temnepatypi He suwe 25 °C.

BucHoBok BKH: Bignosigae BuMoram Metonis KoHTponto akocTi J13 Ne SFP1

HavyancHuk BKA:  Mepewko Q.1




