©-09-16
lpueaTHe akuioHepHe ToBapucTeo "TEXHONOM™

pyn. Ctapa npopisHa, 8 Ten.: (04744} 4-03-02  npunmansHsa
- N M. YMaHb, HYepkacorol o6, (04744) 4-03-01  ynosHoBaxeHa ocoba
Tpyna dapmanesTuLnmx KOMNIMInA 20300' YKpa]'Ha (04744} 4-03-09 Biw;ifi 3 (bapmaxoﬁamgpy

cpakc: (04744) 44149 siggin 36yTy

Jlinensis Ha BUpOOHUUTBO MiKapchkux 3acobie Cepis AB Ne 598079 3 14.02.2014 poxy
Ceprudikar Ha cucremy yrpasainss gxictio JCTY ISO 9601:2015 Ne UAMQ.026-087-21
CsinourBo Jepxaexol cryxOr Ykpalu 3 nikapchkux 3acoBiB Ta KOHTpomo 32 HapkoTuxamu Ne 551 npo arecrautiio naGoparopii BKA

Biz 31.10.2023 p.

Ceptudixar cepii Ne 2

ANETUJICAJIIHNJIOBA KUCJIOTA, rataerksa no S00 mr Ne 10 y Gaicrepax

Vxpaina

Kpaina BHpoGHUK

Homep peectpauilfBoro nocBimderHsd 1a Horo TepMiH aif P. Ne UA/10133/01/01 TepMiB zii 6e3cTPOKOBO
Cuna pil/axtueHicTs ] TabneTxa MiCTHTR: KMCJIOTa aueTHncaniumnosa — 500.0 mr

Howmep cepii 20424
Kinpxicts nmpoxyxiii B cepil (yn.. 10T. Ta iH. ) 39334 yn

Jata BUpoGHHUTBA 02.04.2024 poky
Jlata 3axiH9eHHA TepMiHY IPUAATHOCTI 10 04.2027 poky

Hasga ginermii _IIpAT «Texsonor»

Axnpeca ainsruui IpAT «Texnonor», 20300 Yepxacrka o6nacts, M. Ymaus. Bys. Ctapa npopissa,8

Ceptudikar sianosingocti GMP _064/2021/GMP no 03.09.2024 poky

PE3YJBbBTATH BUINNPOBYBAHD

Ne

Toxasunku axocti
n/n

MeTton

Bumorun HOpMaTHBHOT AOKYMeHTa il
KOHTPOJI0

Pesynrrata

1. Onuc

BizyansHui.
3a 30BHIimMHIM
BUIJIALOM MalOTh Binnosigae

BLANIOBiNATH
puMoraM 1Y

Onnommaposi TabneTkn kpyraol GopMu, 3 OmyKIHMH
BEPXHBOIO | HIDKHBOIO NIOBEPXHAMH, 6L10ro abo Maibke
6inoro xompopy. Ha posnami nia Jymo BHAHO BiTHOCHO

ONHOPifHY CTPYKTYPY

InesTndikanin:

Kncirora
aeTWICATINMIOBA

A. Y®-criexTp NOriuHaHHI BUIPOGYBAHOTO PO3YHHY,
IPUTOTOBAHOTO IJA KUMbKICHOIO BH3HaYeHH s, B 061acTi Bix
240 rM 10 350 AM NOBHHEH MAaTH MakCHMYMH 3a THX CaMMX Aoy, 2.2.25 276 am

JOBXHH XBIWIb, IO i PO3YMH NOPIBHAHHA, IPUIOTOBaHMUM
JUIS KUIBKICHOTO BH3HAYEHHSA

B. Ipenapat 3 po3unsoM saniza(lll) xnopudy Pl nae . :
dionerose 3abapBieHHA (Peakiis Ha CaliupIaTH) Iy, 2.3.1 Bimmosinae

3. Cepenust maca

600Mr £5 % Ay, 2.9.5 600 Mr

4. OnmopixnicTs Macu

He 6inpme Hix 2 i3 20 TabneTox MOXYTh BUIXUNATHCS Bi B
cepenHbol MaCH Ha BEJMMHHY, O NEPEBUILYE £ 5 %. Ilpn I®Y, 2.9.5 W%:n
HHOMY KOIHA IHIMBITyanbHa Maca He Ma€ BIOXMIIATHCS BiX e + 1’ 17 %
cepeiHb0i MacK Ha BENIMYHHY, IO nepeprutye =10 % ’

s. Posnananus

He 6inbine 2 xs8 JdY, 2.9.1 42 cex

6. CTHpaHHicTh

He 6impme 1 % oY, 2.9.7 0,3 %

Cynposiani gominnxu:
KHCJIOTA CaTiuuIoBa

He 6insme 0,3 % oy Memme 0,3 %

8. Po3unHenus

Jns 6 Tabnerox CTyniss pO3YMHEHHSA ayemuncaniyunogor
Kucnomu 9epe3 45 XB MOBUHHO BIANOBIZATH BUMOIaM piBHs
Si: ve merme Q+5 % mna koxuoi rabrerku (Q=75 %).
SIKino He BUKOHYIOTHCSA BUMOTH PiBHA Si, TO cepenHe

3HAYCHHA CTYIERA PO3UMHEHHA ayemuacaniyuwiogoi :
xucaomu 9epe3 45 xB Ha pisHi Sz i3 12 Tabretok (S; + Syf ..
Mae nopisHiosaty abo 6ytu 6ilisuie Q, i He TOBHHHO 6?}

97,5 % - 102,1
%
XKOJHOY Tabnerku 3i cTyneHem pozuuHeHHs Mere Q—149
Sximo He BUKOHYIOTHCS BUMOTH PiBHIB 811 Sz, TO &=
IPONOBXKYIOTh BHIPOOYBaHHA Ha PiBHi S3. Cepense 5:
3HAYEHHA CTYTEH: PO3YNHEHHA i3 24 Tabaerok (S + S %7
Ss) mae popisrzoBary abo GytH 6itsme Q, i He Ginpme 2,7
TabeTOK MOBHHHI MaTH CTYIIHb PO3YMHERHA MeHmTe Q — 1
%, 1 He MOBUHHO GYTH >KOIHOT TabNeTKu 31 CTyneHeM
posgunerns meame Q — 25 %

9 Mixkpooiosnoriuna
' YHCTOTA

Kpwrepii mpuiiHaTHOCTI:
- 3araigpHe Yucno aepobuux MikpoopranisMis (TAMC):
He 6inswe 10° KVO/r;
- 3arajbHe YMCH0 IPDKIDKOBHX Ta TUIICEHeBHX IpHOis
(TYMC): ne 6iisine 102 KYO/T;
- OKpeMi BUIH MIKPOOpPraHi3Mis:
BiacyTHICTS Escherichia colis 11




Aot nepmnx 10 tabretox npiMansHe qucio (AV) mae
OyTu Menmue abo gopisrioBatH 15,0. SIxmo AV Glibmre

.. 15,0, To sunpoGoBytoTe HacTynHi 20 tabaerox. Kinuese
OxHopigHicTs 1030BAHUX . p Y = JA®Y, 2.9.40,
10. npuitvManese 9KcI0 30 tabnerok Mae 6yTu Meniue abo 1,8
OHHHIb : . . ) . PBM
nopieHroBaTi 15,0 1x01eH iHIMBIXyaTbHHA BMICT B

Tabnerui Mae 6yTa He MermEM 32 (1-25,0 x 0,01)M 1 ne
6uremoemM 32 (1+25,0 x 0,0)M

KinpkicHe BH3HAYECHHSA: BMicT ayemuncaniyunosoi kuciomu B OAHIA TabaeTHi Mae
11 Kucrora 6ytH Bix 475,0 Mr mo 525,0 Mr, B nepepaxyBaHHi Ha Y, 2.2.25 4983 mMr
: AUETHACATINAN0BA CEpEeAO Macy TabneTku
12. YnakoBka 3a pozainom «Ynakoskan MK PT1 Ne UA/10133/01/01 MKA Binnosinae
13. Mapsysanns Texct mapxyBasns 10 PII Ne_UA/ 10133/01/01 Ta 3aTBEpIMKEHOTO Bimmosinac
OpHTIHAI-MAKETY

*KoHTposb MPOBOAHTECA BHOIPKOBO: HepIy Ta KOXKHY I’ ATy HACTYIIHY cepil.
KomenTapi: YMosH 36epirairs. B oparinanbHil ynakoBui nps TeMmneparypi He Bume 30 °C. 36epiraTu B HENOCTYIIHOMY [UIA AiTed

MiCH.

BucHorok: 3a3nauena cepis npooyrkuii AHETHIICATIITHITIOBA KHCIHOTA, madremxu no 3500 m2 Ne 10 y 6aicmepax gionogidac
gumozam MK JI3 P. Ne UA/10133/01/01 6id 24.06.2019 poxy ma 3mitnam 6id 13.04.2021 poky i ¢io 16.11.2021 poky.
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«IpM s 3acBigvyro, NI0.HaAREAEHa BHIUE i BipHOIO Ta TouHo0. [Tio cepito mpomykuil Oyno BupobaeHo (BRDOYAIOYH
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