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CEPTU®UKAT AHANTU3A
PUBacTUrMUH, Kancynkl TBepAkie no 1,5 mr

1 kKancyna COASpPXWT puUBaCTUrMMHE ruapoTapTpara 2,4  wr,

wna e
G ABACTRUHLSFTIAEROETE 3KBUBENEHT 1,5 MI pUBacTUrMUHa

Ynakoeka Mo 14 kancyn B GnucTepe, no 2 BnucTepa B KapTOHKOW KopoBke
Homep cepuu B905G005D
Pasmep cepuu 17857 yn.
Hara npouasodcrea 04.05.2020
Cpok rogHocTi 04.2025
CrpaHa-npoussoaurens WMHana
PeructpaluoHHoe ceug ETenscTao UA/11843/01/01
ToppenT ®apmacbroTukan Numutea, Vnapaa, Tanyka-Kagn,
Npouspoamrens okpyr MexcaHa — 382721 l'yamapar, MHAEH
MpoV3BoOAMTENS, OTBETCTEEHHLIN 38 BBINYCK CEpUM Opwiok Kopnopeiwn, OpuoHuHTUe 1, 02200 3cnoo, PUHAARAMA
JNnuensus NpoU3BOACTBEHHOTO yYacTka FIMEAf2019/000732 &ig 17.12.2019

Cep‘mdnmaT COOTBETCTBWA NPOU3IBCACTEA NEKApCTEEHHLIX Npenaparcs

TpeBoBannAM GMP Ne003953/06.08.02.00/2017 pidckwa go 13.09.2021

Homep cepun Boinycka 2016268

Yenosua xpaHeHns XpaHuTb npu Temnepartype He Beiwe 25 °C

Homep npoaykra 139302
Haumeriosanus nokazameneil Tpebosanus cnequgbuxkauuu Memodsi kowmpons*® Peaynbmamai Uchbimanuld
Onucanue TBepAble KenaTUHOBRIS KancyNbl ¢ HENPo3padHLIM kopnycom U Mo n.1 MKK (emayansHo)  CooTeeTcTsyer

KPEILWEY KOA opanxeBsore Ueeta. CoaepxMMoe Kancyn — nopo-
WOK OT MouTy Senoro 4o cnaboro xenTtoro UseTa

MaeHTuhukaums: YnsTpadvoneTosbli CNeKTp NOrNoLeHUA MCMBITYEMOro pac- E®, n.2.2.25 (Ce-meton) CooTseTtcTayer
PuBacTurmuHa ruapotapTpar TBOPA AOMHMEH COOTBRTCTEOBATE CNEKTPY PACTBOPA CPABHEHNA
Ha xpomaTtorpamme vcnbITyeMore pacTsopa, NONyHeHHON Npw E®, n.2.2.28 (MeToa CooreeTctayeT
KONUYECTEBEHHOM ONPEAENEHNIK, BPEMA YASPKUBAHWA NUKA BIXX)

PUBACTUIMWHA AOMKHO COOTBETCTEOBATL BPEMEHW Y4EPXKWMBA-
HAA NWKA DUBACTUIMUHE Ha XpOMETOrpamMmme pacTBopa CpasH e-

Hust
TuTaHa QUoKCUA KauecTserHan peakuus Mo n.2.C MKK Boiaepxueaet
Yeneaa okcua wenTeiv v Ka<ecTseHHan peaxuma Mo n.2.0 MKK Belaepxusaer
JKeneaa okcUa KpacHbli
Cpeanss macca cogepwamoro kancyn  OT 152,0— a0 168,0 mr {le n.3 MKK 163,2 mr
PacnapaemocTts He Gonee 30 mMuH. Mo n.4 MKK 2 MUH
E®, n.2.9.1
PacTeopeHue He meHee 80% (Q) 3a 30 MuH flo n.5 MKK CooteeTcTeyeT
E®, n.2.9.3 100,0 %
OAHOPOAHOCTD A03WPOBAHHLIX Bau- AV =15 Mo n.6 MKK AV =3
HUL E®, n.2.9.40
KonwuecTreHHoe onpegeneque: [Mon.7 MKK, E®, n.2.2.29
PuBacTruMuHa ruapoTapTpata, skam-  OT 95,0% A0 105,0% OT HOMUHANLHOMD KONUYBCTRa {meTon BIXKX) 98.4 %
BaNEHTHO PUBACTUTMUHY 3 M PUBACTATMUHA
ConyTeTeyoWwue npumech: Me n.8 MKK, E®, n.2.2.29
(S)-3-[(1-Aumernnamun)atun]deron  He Bonee 0.20% {meTog BOHCK) 0,00 %
-nioBas Apyras npumecs He Sonee 0,15% 0,00 %
-CymMma npumecei He 6onee 0,75% 0,00 %
R-uzomep PUsacTurmuna He Sonee 0,10% Mo n.9 MKK, E®, n.2.2.29 0,00 %
{mevog BIXX)
Mukpobuonoruueckas Yuctota™ E®, n.2.6.12,n.2.6.13
-BakTepun < 103 KOE/r 2 KOE/r
-rpubbl < 102 KOE/r 0 KOE/r
-E.coli Otcytcteue s 1r OTcytcTBne B 11

* Bce cebinim npueeaeksl Ha eidcTeyowue Gapmakoneu
** MicnsiTanue NpOBOAAT ANS NEPsLIX TPEX NPOMbILLIEHHbIX CEPUI; B fanbHEeRlUeM — KX 0/ ASCATON CEPUY WK KaK MUHMMYM OLHOR CEepwH B rog

HacToawum nogreepxaato, 4o BolweykasaHHan wHIopMaUuMs ABNAETCS ACCTCBEPHOR W TouHOW. [laHHaR cepus npoaykra Ebina npouaseaesa (BknioYas
YNEKOoBKY/MAPKMPOBKY) W NPOIUNA KOHTPONb KAUECTBA Ha BLIWEYNOMAHYTOM Y4acTke B MONHOM COOTBETCTBUM C TpeboBaHuamMu Haanemalusi
Mponsscacteerkoit lMpakTukn (GMP), YCTZHOBNEHHBLIMH MECTHbIM PErYNIATODHbIM OPraHOM, @ Takke B COOTEBETCTBMM CO  ChelMdUKauusmMA,
NPEACTABAEHHbIMMA B PETUCTPALUCHHOM A0CHE CTPEHLI-NPOU3BOAUTENA.

MpoTokonsl NPoW3BoACTSA, YNAKOBKW M 8HaNW308 GbINY NEPECMOTPEHE! U YCTAHOBNEHO COOTRETCTEE GMP.

Boinyck paspewer 23.09.2020 Mapw Ceseyc, YNONHOMOMEHHOE NNLO
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JIEPXKJIIKCITY)KBA
AEPIKABHA CJIY)KBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCBKII OBJIACTI

npocnekt Banepis Jlo6aHoscekoro, 51, m. Kuig, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https:ffwww.d]s.uov.% Kon EJIPITIOY 37078774

BHCHOBOK

Npo SIKICTH BBE3eHOro B YKpaiuy JikapchKoro 3aco0y

09.11.2020 Ne 59703/20/10

PUBACTUI'MIH

(HaliMeHyBaHHA jliKapcekoro 3aco0y 3rimHo 3 peecTpalifiHAM MOCBiAYEHHAM)
Kancysu Tepai o 1,5 mr no 14 kancya y 6aicrepi, mo 2 OJicTepH B KapTOHHIl KopoowLi

((hopma BUNYCKY, 103yBaHHs, BH AKYBAHHS NikapceKoro 3acoby)

Howmep peectpauiiitoro nocsinuents UA/11943/01/01 crpox aii peectpauiiinoro nocsizuenns 01.01.2099

Cepis nikapcebkoro 3acoby Ne B905SG005D KinbkicTs BBe3eHOro nikapckoro 3acody 60
BupoOHHK Opion Kopnopeiimn, QinnsgHzis
(hadimMeHyBanHs BUpOGH#KaA Nikapcekoro 3acoby, KpaiHa MOXOKEHH:A)
BeeseHo B Ykpaiy CriizibHe yKpaiHChKO0-€CTOHCLKE NiANPHEMCTBO Y bopmi ToBapucTBa
3 00MezkeHOI0 BiqnoBigaapHicTIO "OnTtima-®apm, JITA", inent. won:
21642228

(HaiimeHyBanHa Ta kog 3a €[PTIOY 10pHaHUHOT ocobu a6o npiseHiie, iM's, no 6arskosi (izuunoi
0CO0H - MianpHeMus, if MiCLe NPOKKBAHHA Ta PeECTpauiiHui HoMep 061KOBOT KapTKH NAaTHHKA
MozaTkiB abo cepis Ta HOMEp macnopra)

IpoToxkoa BisyansHoro koutpomo sin 04.11.2020 N= 3798/1.

3a  pesylsTaTaMH [EPKABHOrO KOHTPOIIO BCTAHOBJIEHO, W10 JKapcbkuil 3aci® BBe3eHO B Ykpainy 3

AOTPHMAHHSIM BHMOT 3aKOHO/IABCTBA LIOAO 3a0€3MeueHHA AKOCTI NiKapchKUX 3ac0GiB.

Al

. e Onexciit COJIOJTPAN

(mianmuc) (iniuianyu Ta npiseuine)
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