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NMYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHWYUA LIEHTP
«BOPLUATBCBHKUM XIMIKO-GAPMALEBTUYHUA 3ABOO»

YpaTra, 03134, m.Kuis, syn.Mwpy, 17 Ten. (044) 205-03-10, (044) 205-41-10,

(044) 205-03-83, (044) 205-03-14 (YnoBHoBaxeHa ocoba)

CEPTUDIKAT AKOCTI

EPUTPOMILIUH

TabneTtku no 100 mr, no 20 TabneToK y bnicTepi, no 1 6Gnicrepy B na4ui

HomMmep cepii 0390424 Kpaiua Ykpaina
KinbkicTs B cepil 26704 wr PeecTpauiitte noceiguyenHs Ne UA/3701/01/01
[ara BupoGHuyTBa 03.04.2024 TepmiH gii peecTpauiiiHoro noceigueHHs HeoOMeKeHUN
BunpobyBaHHa npoBzaeHe 3rigHo MeTodis KoHTponto akocTi 13 Ne SFP-092-04
KpuTepii npuitnsTHocTi
Moka3HUKY sIKOCTI PezynbTaTi
(npu BUNYyCKY)
Olnuc Tabnetku kpyrnoi dopmu, 6inoro abo maiixe 6inoro, abo
Binoro i3 X0BTyBaTUM BIATIHKOM KONboOpy, 3 ABOONYKNOH Bianoeigae
noeepxHeto. JonyckaloTbCA NeaBe NOMITHI BKpanneHHs
lneHTudikayis A. Metop TWX: sianceigro go tecty Bianoeinae
B. flkicHa peakuin _ Bignosigae
CepepnHsa maca Bin 143 mr no 158 Mr (150 mr £ 5 %) 1541 mr
QpaHopigHicTs 4O30BAHUX OAWUHUUBL Mpenapat Mae BUTPUMYBaATU BUNPOBYBaHHA. Po3paxyHOK
NPUAManLHOT0 YUCNa NPOBOAATL POIPAXyHKOBO-BATOBUM 2,4
meTogom: AV = L1 (15,0)
Po3uyuHeHHA He meHwe 70 % (Q) epuTpoMiuMHy 3a 60 xB 110,7 %
MikpobionoriyHa uucrota 3aranbHe Ynucno aepoOHUX MIKPOOpraHiaMis -
Bignosinae
TAMC - He 6inbwe 10° KYO B1r
3aranbHe YMCNO APDKOXOBUX Ta NniceHeBUX rpudin -
Bignosipnae
TYMC - ne Ginbwe 10 KYO B 1T
BigcythicTs Escherichiacoli 1 r Bionosipae

KinbkicHe BU3Ha4YeHHA Bin 95 mr pno 115 mr (Big 95 % o 115 % Big HoMiHanbKoro
- epumpoMiyus (C 37 Hz;zNO 43) BMICTY) Y NepepaxyHKy Ha cepenHio macy ofHiel tabnertku L
YnakoBka MoeuxHeH BignoBigaTu BuMoram HO Bianosigae
MapkyBaHHA MoeuHeH BignosigaTh BuMoram HO Blgnosinae
TepmiH npuoaTHocTi 3 poku o 04.2027

Ymoeu 36epiraHHs:

BucHoBok BKA:

Bianosigae

HavyanbHuk EKA:

Megewko O.M.

B opuriHaneHi# ynaxkosui npu Temnepatypi He suwe 25 °C.

BuUMoraM Metoaie KoHTpono skocTi 113 Ne SFP-092-04
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5xq>3 NYBJIYHE AKIIOHEPHE TOBAPHCTBO «HAVKOBO-BAPOBHUYNI HEHTP
«BOPIIATIBCHKHI XIMIKO-®APMAUEBTHYHHHA 3ABO

M. Kuis, Byn. Mupy, 17, 03134, Vkpaina

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

(+38044) 205-03-83 (Ynosnopaxena ocoba)
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CEPTU®IKAT CEPII JUISI JIKAPCHKOI'O 3ACOBY

Epwrpominmn, Tadnerkn o 100 mr

HaiiMeHyBaHEs npoayKuii

Jlikapceka dopma

CuJjia nii/aKkTHBHICTE

Poamin i THIH yNaKoBKH

Kpaima-BupodHUK

Homep peecTpaniiinoro
nocBiggenns

Homep cepil
Po3mip cepil
JaTa BUpoOHUNTBA

Jata 3akigyenns Tepminy
I PHAITHOCTI

Ha3gu, agpeca Ta HOMEPH
JineHsii BCixX AITBHHND 3
BHPOGHHHNTBA Ta KOHTPOIIO
HKOCT?

Cepradikatu GMP
JiNEHHIOEL, BKA3AHHX B 11.10
PezynsTaT BHIpOOyBaHE

KomenrTapi

3asBa npo ceprudixaniro

Mpi3s=nie, nignxc i nocaga
0cO0H. IKa HAZAJA 03B
HAa BHHYCK cepil

EPUTPOMIINH

Tabnerku mo 100 M

1 Taberxa MicTHTh epuTpoMinuuy 100 Mr

o 20 TabneTok y 6nicrepi; mo | 6micrepy B mayni

Yxpaiga
Ne UA/3701/01/01

0390424

26 676 nak.
03.04.2024
jo0 04.2027

M. Kuig, By, Mupy, 17, 03134, Yxpaina;
mnensis AB Ne598003;
CBIZIONTBO Hpo aTecTaniio naboparopii BKA Ne96

Ne 015/2022/GMP o 10.12.2024

Haseneni B cepTudikaTi SKocTi

IluM s 3aceiguyio, IO HaBeflgHa BHINE iHDOpMAIid € AOCTOBIPHOW Ta

Tounow. Ilo cepito mpomykuil Oyio BHUIOTOBNEHO (BRIHOYANOYH

NaKyBaHHA/MapKYBAHHSI) Ta I[POBeJeHO KOHTIpons 11 sgkocTi Ha

BHITIe3a3HadyeH{d OIIBRHMIN Y MOBHIA siamopigHocTi 3 BuMoramu GMP,

BCTAHOBJICHHMHE MICLEBUM PETYIATOPHNM OpraHoM, & TaKox BIATIOBIAHO

no crenudikauifl, Mo MICTATBCE ¥ pEEC’I‘paIIIKHOMy nocke. lpoToxoms
10 BiAnosigHicTs GMP.



