My6nivHe akyioHepre moeapucmeo «Haykoeo-eauUpoGHUNUL Yenmp
«5OPLUATIBCHKHHA XIMIKO-@APMALIEBTHYHHHA 3ABO»
Blddin Konmponio Axocmi
Caipoyrso npo atecrauito Ne MT-410/14 Big 03.12.14
suaane 1N "Ykpmerprectcraspapt”
CsigouTeo npo aTtecrtauio Ne 96 sig 20.01.12
sugare [lepxasrow cnyxBoio Ykpainum 3 nikapcbkux 3acobis

D
BXD3

My6auvHoe akyuoHepHoe obujecmeo «Hay YHO-NpouIBoAcmeEerHbIl UeHmp
«5OPWAMOBCKHH XHMHKO-@APMALIEBTHYECKHA 3ABOL»
Omden Kowmpons Kavecmea
CanpeTenscreo ob arrectaumn Ne MT-410/14 ot 03.12.14
soiaano M "Yxkpmerprectcranpapt”
Caugetenscrso o6 atrectaumu Ne 96 ot 20.01.12
Bbiaaro locynapcTeerHOn cnyx60on YkpanHbi NO NEKAPCTBEHHbLIM CPEACTBAM

Yxpaina , 03134, m.Kuie, ayn.Mupy, 17
Ten. 205-41-38, 402-76-36, daxc 401-40-36

CEPTUOIKAT AKOCTI

(CepTtudukaT kadecTea)

IHAOBEHON, rens
(MHOOBEHON, rens)
no 40 r y Ty6i Ta nayui
(no 40 r B TyGe u nauke)

Yxpawna, 03134, r Kues, yn Mupa, 17
Ten. 205-41-38, 402-76-36,

tpaxc 401-40-36

Ne cepil (cepun) 1061020 KinbkicTb B cepil (konu4ecTso B cepwu) 3186 wr.
Oata BUpo6HMUTBA (naTa npoussoacTtea) _ 19.10.2020
PeecTpauidHe NnocBig4eHHA (perucrpaunoHHoe caugetenscTeo) NeUA/2152/01/01
Tepmin fii peecTpauiWHOro NOCBiAYeHHA HeOGMeXeHHN (CpoKk AeACTBUA PErMCTPAUNOHHOTO CBUQETENECTBA HEOrPaHUSEHHbIN)

BunpobyeanHn npoeepeHe arinHo Metogis kouTponio akocti N3 Ne SFP-062-04

{McnbiTaHWA NpoBedeHbl CornacHo

MeTogos koHTpona kavyectea JIC Ne SFP-062-04)

MNoka3HmkK AkocTi
(noka3aTtenu Kkavacrtsea)

Kputepil npMHHATHOCTI (KpUTEPUKU NpUEeMNemMocTw)

TpU BUNYCKY (NPW BbINyCKe)

PeaynbTarm (pe3ynetaTthl)

Onumc (onucanue)

lMenk XOBTOro KONLOPY, OAHOPIAHOT KOHCKCTEHUIT,
3i cneuundpivHMM 3anaxom

(rens XenToro usera, 0AHOPOAHOA KOHCUCTEHLUK, CO
cneunuIecKum 3anaxom)

Bianosigae (coorsetcrayer)

laeHTUdikaugia (naerTUdUKaUrA)
BeHopyTuHON (BEHOPYTUHON)

BeHopyTUHON (BEHOPYTHHON)
IHAOMETaUMH (MHAOMETaLMH)
Etanon, nponinenrnikont, AMMeTun-

cynbdpokeuyg (3TaHoN, NPONUIEHINUKONb,
umeTuncynsoKcua)

AkicHa peakuif 3 K-TOKX XNOPUCTOBOAHEBOK | MarHiem
(KavecTBEHHAR peakums C K-ToW XNOPUCTOBOAOPOAHOR U MAarHnem)

Bianosinae (cooTteeTcTayerT)

Y®-cnekTp BignosigHo 4o tecty
{(Y@-cnekTp COOTBETCTBEHHO K TECTY)

Bignoeigae (cooteercrayer)

Y®-cnexTp BignosigHo Ao Tecty
(Y®-cnekTp COOTBETCTBEHHO K TECTY)

Bianoeinae (cooveervcrayerT)

MeTtoa M'X BIANOBIAHO A0 TecTy
(meToa X COOTBETCTBEHHO K TECTY)

Bianosigae (cooTteeTcTsyeT)

pH

Bia (o7) 3,0 no 5,0

3,62

Maca BMicTy ynakoBxu
(Macca CoAepXUMOro yNnakosku)

Maca BMicTy oaHIET TyGM Mae ByTM (Macca coaepXuMoro
oaHown TyGbl gomxHa 6biTh) Big (07) 38,40 rno 41,60 r

Bianosinae (cooTeetcTeyeT)

MikpobGionoriuxa ynucroTa
(mukpobuonoruyeckas yucToTa )

3arankbHe 4MCcno aepoGHUX MikpoopraHiamis-

TYMC - ve Ginbwe (He Gonee) 10" KYO (KOE)B 1

(obwee yucno a3pobHbIX MUKPOOPraHU3MOoB) < 50
TAMC - He 6inbwe (He Gonee) 10° KYO (KOE)B 1T
3aranLHe YMCcno ApKAXKOBMX Ta NNiceHeBux rpubis-
(obLiee YMCNO APOXOKEBLIX W NNecHesbIX rPnbos) <10

BiacyTHicTk (oTcyTcTeue) Pseudomonas aeruginosa B 1 r

BiacyTHi (oTcyTcTBYIOT)

BincyrHicTe (oTcyTcTeue) Staphylococcus aureus B 11

BigcyTHi (oTCyTCTBYIOT)

KinukicHe BU3HauYeHHA
(konuuyecTBeHHOE ONpeAeneHue)
BeHoOpyTHHON (BEHOPYTHHON)

Bia (oT) 18,0 Mr go 22,0 mr (20,0 mr £ 10 %)

20,5 mr
1 r npenapary (npenapara)
IHAOMEeTaUMH (MHAOMETaLUWH) Big (oT1) 27,0 mr go 33,0 mr (30,0 Mr £ 10 %) 30,2 mr
8 1 r npenapary (npenapara)
EtaHon 96% (atanon 96%) Bia (ot) 210,0 mr go 250,0 mr 8 1 r npenaparty (npenapara) 223,7 mr
MNponinerrnikone (NponnNeHrNMKon.) Bia (oT) 140,0 mr ao 170,0 mr 8 1 r npenapary (npenapara) 151,1 mr W
L Bia (oT) 45,0 mr go 55,0 mr B 1 r npenapary (npenapara) 49,2 mr i
(anmeTnncynbdgokcua) !
Ynakoeka (ynakoeka) NoeuuxeH BignoBiaaTu sumoram HO Blanoslaac (cooTseTcTBYeT)
(aomxex cooTseTcTBOBaTh TpeboBaHuam HO)
MapkyBanHs (MapknpoBska) NosuHeH Bianosinatv eMmoram HAQ Blanosliac (cooTseTcTayer)
(aomxeH cooTeBeTCTBOBATL TpeboBaHuam HJ)
TepmiH NpUAATHOCTI (CPOK rOAHOCTH) 3 pokw (roaa) Ao 10.2023 ]

BucHoBok BKA: BianoBiaae

BuMoram Metoaie xoquomo suco 3 Ne SFP-062-04

(3aknyenne OKK: CootsetcteyeT

TpeboBaHuAm FTE

Hau. BKA (OKK) :
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MNYBJHYHOE AKIIMOHEPHOE OBUIECTBO «HAYYHO-NPOH3BO/ICTBEHHBI
LIEHTP «EOPIIATORCKHI XHUMHKO-®APMAIIEBTHUYECKHI 3ABO/I»

Vkpauna, 03134, r. Kues, yn. Mupa, 17

@ BXD3

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

(+38044) 205-03-83, (+38044) 205-03-14 (YnonHomouenHoe JIMLO)

(= RV

12
13
14

CEPTU®UKAT CEPUH 151 JEKAPCTBEHHOI'O CPEACTBA

HaumeHoBaHHe NPOAYyKIHH

JlekapcTBennasi popma
Cu.aa JelicTBHA/aKTHBHOCTh
Pa3mep H THII YNIAKOBKH
CTpaHa-npoH3BOJHTE/Ib

HoMep perHcTpanMoHHOr o
CBHETEIbLCTBA
Homep cepHH

Pazmep cepHH
JlaTa npoH3BO/ICTBA

JlaTa OKOHYAHHS CPOKa
roAHOCTH

Ha3spanus, agpeca H HoMepa
JIHIIEH3HH BCEX YUACTKOB
IPOK3BOJACTBA H KOHTPOJISA
KayecTBa

Ceprudpukars: GMP
y4acTKOB, YKa3aHHbIX B n.10
Pe3ynbTaThl aHAJIH30B

KoMmeHTapHH

3asBiaeHHe 0 CePTHOHKANHH

DaMuIHs, TOANHCL H
AOJKHOCTD JHIIA,
BhIIABLIET0 pa3perieHHe Ha
BBINYCK CEPHH

HUHJIOBEHO/I, reas

HUngoBeHo.1

I'ens

1 r npenapata coaepkut: 20 M BeHOpyTHHONA H 30 Mr MHAOMETalMES
1o 40 r B TyGe; no 1 Tybe B nauke

YKpauHa

UA/2152/01/01

1061020

3168 yn.
19.10.2020

no 10.2023

Vipauna, 03134, r. Kues, yn. Mupa, 17;
nuieHsys AB NeS98003;
CBUETENBCTBO 00 aTTecTanuy abopaTtopuit OKK Ne96

Ne017/2019/GMP no 18.01.2022

TpHBE/ICHEI B cEpTH(HKATE KAa4eCTBa

HacTosIMM  MOATBEPXKIAl), YTO  BhlleyKasaHHas —HHGOpMalmMs
ABJAETCS NOCTOBEPHOH M TOUHOI. DTa cepus NPOAYKIHM Oblia
npou3Be/ieHa (BKII0YAs YIIaKOBKY/MapPKHPOBKY) M IPOBE/IEH KOHTPOIL
ee Ka4yecTBa Ha BBHINIEYKA3aHHOM Y4aCTKe B MOJHOM COOTBETCTBHH C
tpebopanusimu  GMP, yCTaHOBIEHHBIMM MECTHHIM  PETYISTOPHBIM
OprafHoM, a TakXeE B COOTBETCTBHHU CO CﬂClIH(i)HKaIIHHMH, KOTOPLIC
COMEpPXATCS B PETHCTPALMOHHOM 1o0Che. [IPOTOKOILI TIPOM3BOJICTRA
OB1IM NPOCMOTPEHBL H YCTAHOBIEHO COOTBETCTBHE GMP

PomanoBckuii A.B.
¥noHOMOYEHHOE THUO

_20.10.2020 r

Jarta noanncanus
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