Anpec 02093, r. Kmes, yn., Bopucnonmcxasn,
Texn./daxc: (+38044)568-32~-10 Npuemnas

{(+38044)207-73-41 OTaen KOHTPONRK Kawe 02 6 7 2 2

d aarHUUA

{(+38044) 207~73-04 YnonHOMOWEHHOE NMIO MO KaVECTBY
(+38044)207-73~27 Ynonnomowennoe muuo no dapmaxoHansopy

Ceptudukar cepumn nekapcTBeHHOro cpeacraa

1. HaumeHoBaHue, cuna

AeACTBUA/aKTUBHOCTb, JIeKapCTREHHAas

chopma u paaMep yrakoBKu
(MAEeHTUYHO TEKCTY Ha yNaKoBKe
roToBOW NPOAYKUUM):

2. Homep cepuu roToBo# NPoOAYKUUHK:
3. CtpaHa-npou3BOAUTENb:

4. HaumeHoBaHue cTpaHb! / CTpaH
Ha3HaYeHUs ANA Cepuu:

5. Homep perucrpaumoHHoro
YAOCTOBEPEHURA:

6. ata npousBoacTBa:

7. [laTa OKOHYaHUA CPOKA rOQHOCTH
(mecay u ron, nocne koroporo JIC He
npUMeHAeTcA):

8. HaseaHun, agpeca u Homepa
NUUEH3UNA BCEX YHaCTKOB
NPOU3BOACTBA U KOHTPONA KavecTaa:

9. Ceprudukarsl coorsercreus GMP
BCeX Y4acCTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbTaTbl aHanu3os:

11. KommeHTapuu:

12. 3anBnexHue o cepruchukayun:

13. UMs u bamunus
YNonHOMOYEHHOTO Nuua, KoTopoe

OCyUeCTBNSAET CepTUDUKALMIO Cepuu:
14. Moanuc, YnonHoMoueHHOro nuuya,

KoTopoe ocylecTsnneT
ceprucbukaumnio cepum:

15. [lata nognucaxuus:

HEWPO-HOPM

1 xancyna coaepxuT: nupawerama - 400 mr;

UnHHapuanHa - 25 mr, kancynbl

no 10 Kancyn B KOHTYPHOU AYEWUKOBOW YNakoBKe; No 6 KOHTYPHbLIX
AYENKOBbLIX YNAKOBOK B NAa4Yke C MAapKUPOBKOW Ha YKPaUHCKOM 1
PYCCKOM R3blKax

NT10221
YkpauHa
YKkpauHa

Pa3mep cepun: 19773 ynak.

UA/3685/01/01

¢despanb 2021
02.2024

NPou3BefeHo, BKIIOYan YNakoBKY/MapKUPOBKY U KOHTPOIb
kadectsa Ha YAO «PapmauesTuseckan upma «dapHuya» no
appecy: r. Kues, yn. bopucnonsckas, 13;

nuuensus AB Ne 598086, caugetenncTtso 06 aTTectauun
na6opatopuit OKK Ne 128

ceptudumkar 035/2019/GMP

npusefeHbl B cepTudukate aHanusa (gononHenve 1)

XpaHUTb B OPUrKHabHON ynakoske Npu Temnepartype He Bbile
25°C. XpaHuTb B HEAOCTYNHOM ANA AeTei mecTe

JTM NOATBEPHABI, HTO BCE NPOV3BOACTBEHHLIE CTagnu ANs
aTOW Cepum roToBow NpoAyKuMM Bbin NpousseaeHbl B NOMHOM
cooTBeTCTBUAN ¢ TpeboBaHUAMY, YCTaHOBNEHHbIMI B
AercTBylOWEM pykoBoacTee no GMP, yTeepxaeHHOM
MUHUCTEPCTBOM 3ApaBOOXPAHEHUS YKPaUHbI, U C
TpeboBaHNAMU PEruCTPaLIMOHHOrO AOCKE CTPaHbl HA3HAYEHUS.

CEPWS PA3PELIER
K pgAﬂM.?ALMM; A
o™ {




HaumeHosaHue npoaykuuu:

Homep cepum:

Homep perucrpaLiuoHHoOro
YAOCTOBEPEeHUR:

AHanu3 BbINONHEH No:

Rononxexue 1 k CepTudukaTy cepuu

10026722

Ceptudmkar aHanusa Ne 1

HEWMPO-HOPM, kancynbi, no 10 Kancyn B KOHTYPHOR AYEHKOBOR ynakoske; no 6
KOHTYPHbIX AYEAKOBbIX YNAKOBOK B Navke C MapKUPOBKOU Ha YKPaUHCKOM W PYCCKOM

A3biKax
NT10221
UA/3685/01/01

Pasmep cepun: 19773 ynax.

MKK NC ot 08.06.2020 « peructpauuoHHomy yaocrosepeHmo NeUA/3685/01/01

Pe3ynbTat aHanusa:
Ne n.n. HaumeHoBarue nokasavensi TpeboBaHWe HOPMATUBHOW AOKYMEHTALIUU Pesynorat ananusa
1 Onucanue Teepasie XenaTMHOBbIe KancyNbl C KPLILLUEYKOW i KOPNYCOM Coorsercrayer
6enoro uperta, cogepxaLyue nopoLok Genoro userTa
2 Wpentutbukaums A. Ha xpomarorpamme UcnLITYEMOro pacTeopa, NonyueHHon, kak  CooTeeTtcrayer
onucaHo B pa3aene "KonudecrsenHoe onpegenekne,
MupaueTam”, BpeMs yaepKuBaHusl OCHOBHOTO Nuka Nupauerama
[ONXHO COBNAAaTh CO BPEMEHEM YAECPKNUBAHUA NUKa NupaueTama
H8 XpoMaTtorpaMMe pacTeopa CpaBHenus (a)
B. YO-cnekTp UCnuiTyeMoro pacTeopa, NONy4eHHoro, kak onucano CooTsetcrayer
B pasgene "KonuuecTsexnoe onpeaenenue. LmHrapusuk", s
obnactu 0T 220 Hm 40 280 HM QOMKEH MMETh MAKCUMYM
NOrMOWEeHNS NPy ANuHEe BONHbI (25312) HM
3 OBHOPOARHOCTL A03UPOBAHHBLIX CooTtaercreyeT TpeGosaHusm [QY, 2.9.40. Coortsercrayer
eauHWUY nupaueTama MNpuemnoe uucno AV € 15,0 %
OpaHopoaHOCTL NO3MpoBaHHbIX  CooTaercrayeT YpeBosaHuam MdY, 2.9.40. CootseTtcrayer
e4UHUL LHHapUsuHa MpuemHoe uncno AV s 15,0 %
4 PacnapaemocTe He Gonee 30 MuH 11 MuH
5 Conyrcreyiouue npumecu Nioboit npumecn - He Gonee 0,1 % Cootvsercrayer
nupaueTtama
Cymma npumecen - ve Gonee 0,3 % 0.0%
Conyreraylme npumeacu NioBoi npumecw - He Gonee 0,25 % Cootsetcrayer
LMHHapU3uHa
Cymma npumece# - ve bonee 0.5 % 0.0%
6 Pacreopenue Cootsercrayet Tpebosanmam "OY, 2.9.3 npu Q=75 % 3a 45 muH Coorsetcrayer
7 Mukpobuonorudeckas uncrota  CooteetcreenHo MKK 1IC Cooteercrayer
8 KonuuecrseHHoe onpegenexve  380,0 - 420,0 mr/kan 395.0 mr/kan
nupauerama
KonnuectaeHHoe onpegeneqne 23,75 - 26,25 mr/xkan 24,57 mr/kan
UVHHapU3UHa
9  Ynakoeka CootaeTtcraeHno MKK N1C Cootsercrayer
10 Mapkuposka CooteercraenHo MKK JIC CooTaetcrayer

[ara okoHYaHun CpoOKa rogHoCcTU:

XpaHeHue:

3aknioveHune:

[aTta nognucaxun:

MecTe

14.03,2024

02.2024

XPaHUTL B OPUrMHANBHOW YNakoske Npi Temnepartype He Buie 25°C. XpaHuTe B HEAOCTYNHOM ANRK AeTen

CootsercrayeT TpeGosanuam MKK NIC or 08.06.2020 k perucTpaumoHHOMY yAGCTOBEPEHNIO
NeUA/3685/01/01
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