0OAO «b’

) T %% an e
RO PITSHEMCHC KO- 14-0345-07

CreundMKauMs Ha HCXO/IHLIC MATEPHAITBI i
IR TR Crp. 1 a3
Jlata BBEICHHA C: BroauTes s3ameH: Heiicts - Hipwamsas-AKTYATH3ALHS
024 4u 2022 CIIC-KO-14-0345-06 | Geccpouno
or 23.08.2021
9HKOPAT XPOHO 300,

TabJeTKH MOKPLITLIE 000109K0H
¢ MmoaupHUHPOBAHHBLIM BhicBoOOKAeHHeM 300 mr

Kounrpoas kavyecrsa no H/L PB 20655-2020
(ucKi0uas pasjaeibl «YnakoBkay», « VIapKkHpoBKa»)

Cocrasua

Coraacosaju

JlomkroceTs: xumuk [I kareropun
All

JlomxHoceTs: HavanbHuk OKK

HO®D: M.B.babxkanuesa

Moanuce: Sodwiy

Hara: 02 {1 2022

HO®D: O.B. ®) §
Momnmes:  \.
Jara: O4 {4 1O

Homxnocts: mukpoGuonor I1 kare-
rOpUM

JIO/KHOCTD: 3aMECTHTENb HaYalb-
Huka AJl

HO®D: B.O.Pa HOD; HAMansiruia o~ ,
Moanwce: ~ Z7# TNoanuce: %p/
Jara: 0244 2022

Jlata: O4, 14 20X2 7

JlosukHocTs: Havansuuk MBJ1

HO®D: C.B.I'
[Toanuce: W
Jata: 03 41 2622

JlomwknoceTs: HawansHuk OCuP

HO®: O.A.Bpem /
IMoanuce:
Jlara: 03 "I0A

Jlo/KHOCTS: HauanbHHK Q3
HO®D: B.B.Jlato P4
TToanuce: =

Jata: 03 44 a2 7




1.2 INMouiHHHOCTS:
- BAIBIIPOAT HATPHA

- BAJIBIIPOAT HATPHSA

I'® PEII, tom 1,
c. 1184

®PBIL 2229

o PBII, 22.29

Pasnen «ITopmmuuocTs)
HJ1 PB 20655-2020

Paznen «llojmmHHOCTE)

0AO -
CreunmKalms Ha HCXO/IHBIC MATEPHANSI A Hlguldin -KO-14-0345-07
Tl orzeyinnay  ICtp.2usl

Ne [MTapameTpri Meroast Metoankn Kpurepun npuemneMocTi
n/n KOHTPOJIS HCHBITAHHH
1 Haumenosanmue no-

Kasaresei Kadecrsa:

1.1 Onucanne BusyanbHbiii COIT-KO-14-102 Tabnerkn noxpeiTeie 060M04KO#H

OpaHKEBOro IBETa, C JBOAKOBBI-
IYKJ10# [TOBEPXHOCTBIO, KPYT/Ibie

Bpemst yiAepKuBaHHS OCHOBHOIO
MAKa HA XPOMATOTpamMMe MCIbl-
TYEMOI0 pacTsopa JO/DKHO COOT-
BETCTBOBATH BPEMCHH Y/CPKHBA-
HUA MHKA BATLITPOaTa Ha XpoMaro-
rpamme pacrsopa CO sansnpoara
HaTpHs

Cnekrp OCHOBHOIO MHKa Ha Xpo-

HJ1 Pb 20655-2020 MaTOrpaMMe HMCIBITYEMOro pacT-
BOpa JIOJUKEH COOTBETCTBOBATH
CNEKTPY MMHKa BAILIIPOATa HA Xpo-
marorpamme pactsopa CO sanbn-
poara HaTpHs, NMOJy4YeHHOH C Mo-
MOIIBIO JHOJHO-MATPHYHOIO Jie-
TEKTOpa IPH KOJIMYECTBEHHOM On-
peaenenun B obnactu ot 210 nM
a0 400 um
1.3 Cpemnsisi macca | O PBIL, 2.9.5 | Pasnen «Cpemuas maccan | Ot 433 mr 10 479 Mr
HJ1 Pb 20655-2020
1.4 Omopoasocts | 'O PBII,2.9.5 | Pazmen «Onnopoanocts | 18/20 ne Gonee =5 %
Macchl Macchi» 2/20 ne Gonee = 10 %
HJ1 PB 20655-2020
1.5 Pactsopenue: I'd PBII, 2.9.3, | Paznen «PactBopeHne»
- yepes | wac 2.2.29 HJ1 Pb 2065b-2020 He Gonee 35 %
- yepes 4 yaca 40%-70 %
- yepes 12 vacos He menee 70 %
1.6 Oanopoasocts | '® P11, Pazzien «OaHopoHOCT
NO3HpOBaHHBIX ean- | 2.9.40, pacyer- | J03HPOBAHHBLIX CAHHHIL)
HHLL: no-secosoit Me- | HJ1 PB 20655-2020
- BANLMPOAT-HOH (B | TOX 10 Tabaerok: AV < 15,0 %
nepecyere Ha 30 raGnerok: AV < 15,0 %,
BaILIIPOAT HATPHA) 0,75 M<X<1,25 M
1.7 Conyrersyioume | ' PBII, 2.2.28 | Paznen «Conyrersyio-
MPHMECH: LIHE TPHMECH)
- HaubosbINas ean- HJ1 PB 20655-2020 He Gonee 0,1 %
HHYHAA HEHJICHTH-
duumposanHan
NpUMeECh
- CyMMa npHMeceH He 6onee 0,4 %
1.8 Ocrarounsie op- | I'® PBII, Pasnien «OctaTounsie
raHu4eckue pacrso- | 2.4.24,2.2.28 OpraHH4YecKue pacTBo-
pHTeIH: pHTEIH»
HJ1 Pb 20655-2020 He Gonee 5000 ppm
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Ne [TapameTphi Metoas! Metoauku Kpurepuu
n/n KOHTPOJIS HCTIBITAHHA MPHEMJIEMOCTH
1.9 Konuuectsennoe Pasnen «KonmyecTsen-
onpejeseHne: HOE ONpe/ie/ieHHe»
- pabnpoar-uwoH (8 | I'd PB 11, 2.2.29 | HJ] P 20655-2020 Ot 270,0 mr a0 330,0 mr, cunTas
nepecyere Ha Ha CPE/HIOI Maccy ozaHo# Tab-
BAJILIIPOAT HATPHA) JICTKH
- pansnpoesas kuc- | '@ PB 11, 2.2.20 Ot 78,3 mr 10 95,7 Mr, cunras Ha
soTa CPEIIHIOK Maccy OIHO#H TabneTKn
1.10 Muxkpobuono- | I'® PBII, Metoauka ucnerannit | FO PBII, 5.1.4
rHYECKas YHUCTOTa: 2.6.12,2.6.13 AM-12-0345
- ob1ee KoaHyecTso COI1-KO-12-197
aspobos (OKA) 10° KOE/r
- ob1ee KoNHYECTBO
rpubos (OKI') 10 KOE/r
- Escherichia coli OrcyreTBue B 1
2 Or6op npob - B coorsercTBHM  CO -
CTangapTHOW onepanu-
OHHOMN IpoLEeAYPO:
COIT-KO-14-057,
COI1-KO-12-024
3 O6beM KOHTPOIIb- - - Jlns npoBeZieHHs HCTIbITaHuii:
HO# npoGsI AJlL: 20 6mcrepos.
MBJI: 5 6iucrepos.
Apxususie o6pasusi: 13 6ancre-
POB.
4 | Yenosus XpaHeHus - - B 3amMIneHHOM OT BJard ¥ csera
MecTe, IIPH TeMIepaType He Bhille
25 rpaaycos
5 CpoK rosiHoCTH - - 3 rona
6 | Ynaxkoska - COI1-KO-14-102 Mo 10 Tabnetok B KOHTYpHO#H
AYCHKOBOH yakoBKe
7 MapkupoBka Busyansubiit COIT-KO-14-102 CoriacHO NpPUIAraeMoOMy MakeTy
rpaduueckoro ohopMICHHS.
8 Usrorosurens - - Sun Pharma Laboratories Limited,
Unus
9 | Kon - - 120268




