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CepTudpukar cepun nekapcTeeHHoro cpeacrea

1. HaumeHoBaHwue, cuna BA3OKNNH-OAPHULA

AeACTBUA/aKTUBHOCTL, NeKapcTBeHHan 1 TabneTka COAEPRUT. aTOPBaCTaTUHA KanbLus, B NepecyeTe Ha

thopma u pasMep ynakosku aropsactaTuH 20 mr, TabneTku, nokpbITolie oBonoykoi, no 20 mr
(MAEHTUYHO TekeTy Ha ynaxkoske no 14 TabreTok B KOHTYPHO AYEKoBO ynakoske; no 2
roTOBOWM NpoayKLuu): KOHTYpHblEe A4YERKOBbIE YNAKOBKM B Nadke ¢ MapKUpOBKOW’ Ha

YKPaUHGKOM ¥ PYCCKOM S3bIKax

2. Homep cepuu roTosow npoaykuuu: HV10220 Pasmep cepuu: 16826 ynak.

3. CTpaHa-npousBoguTens: YKpauHa

4. HaumeHoBaKHue cTpaHbI / cTpaH YkpauHa

Ha3HavYeHua ans cepun:

5. Homep peructpaumonHoro UA/15437/01/02 peitcteyeT no 15.09.2021
YAOCTOBEpeHus:
6. flata npoussoacTea: ¢espans 2020

7. laTa oKOHYaHuA CPoOKa FOQHOCTH 02,2022
(MecsiL 1 rog, nocne KoTtoporo JIC He

NpuMeHseTcA):
8. Hassanus, agpeca u HOMepa MPOMSBEACHO, BII0YAsA YNaKOBKY/MapKUPOBKY I KOHTPOMb
TIMUEH3UIA BCEX YYaCTKOB kavyecTBa Ha YAO «bapmauesTuyeckan tbvpMa «dapHuua» no

MPOUBOACTRA u KOHTpONs kayecTBa:  aApecy: r. Kves, yn. Bopucnonsckas, 13;
nudeHsus AB Ne 598086, ceuaerenscrao o atTecTaLmm
naBopatopuit OKK Ne 128

9. Ceptucbukartni coorsercTeus GMP ceprudmkar 035/2019/GMP
BCEX y4acTKOB, yKa3aHHbIX B n.8:

10. Pesynkrare! ananusos: NPUBEACHSI B CepTUyKaTe aHanuaa (4ononKeHue 1)

11. Kommenrapuu: XPHUTL B OPUIMHANGHOM YNaKoBKE NPU TEMNEepaType He Bbile
25°C. XpaHuTts B HEeAOCTYNHOM N8 AeTel MecTe

12. 3asisnenue o cepTuukaymn: STUM NOATBEPMAAI0, YTO BCE NPONIBOACTBEHHLIE craguv ans
3TOW CEPUMU rOTOBOM npoAYyKUMK Gbinn Npou3BeaeHbl B NONHOM
COOTBETCTBUMU C TpeGOoBaHUAMY, YCTAHOBMNEHHBIMY B
AelicTByOWEM PYKOBOAGTBE o GMP, yTeepxaerHom
MuHuctepcTeom 3A4paBOOXpaHeHns YKpauHel, 1 ¢
TPeBOBaHUAMU PErCTPALMOHHOrO AOCbE CTPaHbl HAZHAYEHUS.

13. Uma u bamunus
YnonHomouekHoro nuua, koTopoe
ocywecTensAeT cepTudKaymuio cepuu;

14. Noanuce YnonHoMoyeHHoro nuua,

KOTOopoe ocyljecTeBnaer CEPUS PA3ZPEIIEHA
cepTudukaymro Cepuu; KPEANMU3ALKK

15. Nlata nognucanus:




-

HaumeHoBanue npoayKkuuu:

Homep cepuu:

Homep peructpaumonnore
YAOCTOBEPEHUA:

AHanws BLINoNHeH no:

Pesynkrat ananuaa:

gaPHUUR

0027950
CepTudhukar ananusa Ne 1

BASCKIUH-OAPHULIA, TabneTku, NOKp&IThIE 0BONCHKORA, No 20 Mr, No 14 TabrneTok B
KOHTYPHOU AveikoBOW ynakoske; no 2 KOHTYPHBIE AYCAKDBLIE YNAKOBKY B laYke ¢
MAPKUPOBKOW Ha YKPAUHCKOM WM PYCCKOM RA3LIKAX

HV10220
UA/15437/01/02 Aencreyer 4o 15.02.2021

Paamep cepuu: 16826 ynax.

MKK NC « PEeFucTPaUKoHHOMY yaocTosepeHuio NelA/ 5437/01/02, c namereHuem ot
11.10.2017

Ne n.n, HaumeHosaHue nokazaTens TpeGoBanue HOpMaTUBHOM ACKYMeHTauumn PeayniTaT aHanuaa

1 Onucanue TaGnetku kpyrnoi hopmsl ¢ ABOAKOBEINYKMOR NOBEPXHOCTLIO, CooreetcTeyer
NOKPeITele 080NOYKOH Berore unu noutu Benoro usera

2 Waertucbrkayus A. Cosnagenve spemen YACPXWUBAKWA NUKa atopeacTaTHa Ha CcoTtaetcrayer
XPOMATOrpamMMax UCTbITYEMOr0 pacTaopa u pPacTaopa CpaBHeHus
B. Yd-cnekrp nornowyenus 1UcnbITyemoro pacteopa B obnacru ot CooteeTcrayer
220 HM 80 300 HM Jon%eH UMeTs MEKCUMMYM MOrioLieRms npu
ANude BonHbl (24542) Hu

3 OBHOPOAHOCTL AC3UPORAHHLIX CooteercTsyeT Tpefonanuam ldy,2.9.40 CooteeTcrayeT

eAvHuy,

4  PacnagaemocTs He 6onee 30 mud 5 MuH

5  Conyterayioume npumMecu Mpumeck A - He Bonee 0,3 % 0,0 %
[pumecn B - He Gonee 0.3 % 0.0 %
Mpumecu C - He Gonee 0,3 % 0,0%
Mpumecu D - He Gonee 0,5 % 0.0 %
Mpumeck H - ve Gonee 0.5 % 01%
MoGoit apyroi npumecy - He Gonee 0,2 % CooTeeTcrayeT
Cymma npumeced - He Bonee 20% 0.3 %

6 Pacrteopenue CooTeeTcTBYeET TPEGOoBaHMAM r®Y, 2.9.3 npun Q=80 % 3a 30 Mun Cooreetcrayer

7 MwkpoBuonorudeckas 4UCTOTA CoorteercraenHo MKK NC CooTseTcrayet

8  KonuyectserHoe onpenenedwe 18,0 - 22.0 mr/Ta6 20,0 mrirab

aropeacTaTuHa
9  Ynakoaxa Cooteercraenro MKK J1C Cootsetcteyer
10 Mapxuposka CooTeetcreenHo MKK NiC CooTaercrayer

HaTa okoH4aHus CpoOKa roaHocTH

XpaHeHue:

3aknioveHne:

MecTe

CooTteeTcTByeT TpeBGosannam MKK AC«k PETMCTPALMORHOMY YACCTOR
“3MeHeHuem ot 11.10.2017

v {608/

02.2022

XPaHUTL B OPUIHANLHOW yNakoske Npu TeMrepaTtype He Bbilie 25°C. Xpaxuts B HeAOCCTYNHOM ANs feTedk

HavantHuk QKK
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