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0AO HIGONEHBINA |
Cneundnkaims Ha MCXOIHBIE MaTEPHATLI . ) CTIC-KO-14-0023-08
m Crp. 23 4
No [MTapameTpm MeTonn Meronukn Kpurepun npuemaemocti
n/i KOHTPOIA HCIBITAHMH
1 ITpumenenne Unaanadon, rabaeTkn noKpeiThie
000:104K0# 2.5 M1

2 Haumenosanue no-

Kazaresci kayecrna:

2.1 Onucanne BusyansHnii, COI1-KO-14-102 beantit uan nourn Genwiii  nopo-

(cnoiicTBa)

2.2 To/UTHHHOCTh
(waeHTHduKanms)

A. AGcopdumonnas
criekrpothoToMeTpus
B yabTpahuoaeto-
BOH W BHAUMOIT 00-
nacTax _ - .-

B. AGcopbunonnas
cnexTpodoromerpus
B HH(pakpacHoit
obnacti '

C. Tonkocnoinas
xpomarorpadus

2.3 Vroa ontuye-
CKOTO BpallieHHus

2.4 Conyrcraytonme
NpUMeEcH:

- npumecs B

- neeneunduunpo-
BAHHBIE TIPHMECH

- CyMMa npumeceit
2.5 lpumecs A

2.6 Tpumecs €

I'®d PBIL Tom 1,
5.11

PHIL tom 1,

25

o
2.2

L

I'® PBII, Tom 1,
2224

I'd PBIL Tom 1,
2.2.27

'dPBIL tom 1,

V-2 F

i

I'®d PB I, tom 2,
2.2.29

I'd PH 11, Tom 2,
-2.2.29 o

I'd PHII, Tom 2,
2.2.29

Kauus ) A»

Pasien «lloammn-
HOCTh (HaeHTHdu-

HJ1 P 0179C-2021

Pasnen «lloumn-
Hocth (maeHTHG#-
Kauus) B»

HJ1PB 0179C-2021

Paznen «lMoanun-
HOCTH (MAEHTH(R-
Kaums) C»

HJIL P 0179C-2021

Pasaen «Yron onru-
HECKOT0 BpallleHHs»
HJL Pb 0179C-2021
Pasnen «Conyrer-
BYIOUIHE TPHMECH )
HJ1 PB 0179C-2021

Pa3aen «llpumecs
A»

HJ1 Pb 0179C-2021
Pazaen «Ilpumecs
C»

HIA PB 0179C-2021

wok. TIpakTHHecKkn HepacTBOPHM
B BOJiE, pacTsopum B 96 % cnupre

A. Ucnuityemuiii obpasen. uecne-
JIOBAHHBLI B MHTEpBAIE JUIMH
soan o1 220 um a0 350 M, nmeer
MAKCHMVM  [OITIOMICHHS  TIpH
JUTHHE BOJIHBI 242 HM M JIBa ruieya
1pu UtnHax s8oan 279 um n

287 um

VenbHbii noKasareis norjioue-
HUs B Makcumyme: o1 590 10 630
B. Uundpakpacusbiii cnexrp npo-
MYCKaHWA MCNBITYEMOro odpasia
JIOIKEH COOTBETCTBOBATH HH(ppa-
KPacHOMY CIICKTPY MPONyCKaHHs
CO wnnpanamuja (EP CRS) wan
CHEKTPY, [PEACTABICHHOMY Ha
pucynke |

C, Ha xpomarorpamme HCIbITye-
MOr0 pacTBopa ODHapyKHBaeTCH
OCHOBHOE TMATHO, COOTBETCTBYIO-
Iiee 10 PACHoNMKEHHIO W paiMme-
pY OCHOBHOMY NSTHY Ha Xpoma-
TOrpaMme  pacTBOpa  CpaBHEHMS
(a)

Or-002"10+0.02°

He onee 0.3 %
He 6osniee 0.10 %

He 6onee 0.5 %
He Gonee 5 ppm

He 6oxaee 600 ppm




MMy Tponn |
Crneundmkanmns Ha HCXOAHBIE MATEPHAITLI st CNE-KO-14-0023-08
CRICMNITAD ™ [ Crp. 3w 4a
No IMapamerphi MeTos! MeToamku- KpHrepii npHemMiemMoct
1n/n KOHTPOIS _ MCIbITaHuR d e
2.7 Cynsparmas 30- | O PBIL, tom 1, Pasnen «Cynndar- He Gonee 0.1 %
aa 24,14 Hast 301a»
HJ1 PB 0179C-2021
2.8 Tawxennte meran- | D PBIL, tom 1, Pasnen « Tsukennie He 6ostee 0.001 % (10 ppm)
Jibl 248, meron C METATbI» :
HJI P 0179C-2021
2.9 Boja I'd Ph I, tom 2, Painen «Bonay He Soaee 3.0 %
2.5.12 HJ1 Pb 0179C-2021
2.10 Ocrarounsie [®PHIIL Tom 1, Paznen «Ocrarou- I'dPHIL tom 2. 5.4
KoaudecTsa opranm- | 2,424,228 HBIC KOJIMYECTBa op-
YECKHX PacTBOPUTE- raHHYECKNX PacTBo-
BIGIR pHTeICH»
- Tonyon HJL Pb 0179C-2021 | He Gonee 890 ppm
- METAHOJI He Gostee 3000 ppny
- W30MPONaHo He 6onee 5000 ppm
- Terparuapopypan He Gonee 720 ppm
- xjopothopm He Gosee 60 ppm
- anmetiiadopma- He Gonee 880 ppm
MM
- Gen3on = He 6onee 2 ppm
2.11 Koaunueersen- | F'® PB I, Tom 2, Paszen «Konmueer- | He smenee 98,0 % wu ne Gonee
HOE OTIpee/ieHne 2.2.29 BEHHOE Onpejerne- 102,0 % 8 nepecuere na 6e3Bo-
HHEY HOE BEINECTBO
HJ1 PB 0179C-2021
2.12 Mukpobuono- | '@ PB L, Tom 1. Metoauka npuroa- | O PHIL tom 1. 5.1.4
rHMCCKas YncToTa: 2:6.12,2.6.13 HOCTH
- 0f11Iee KOAHUECTRO AM-12-0023 10" KOE/r
aspobos (OKA) [TpoToxon
- oDl1Iee KOINYECTBO BaJIHIALHH 10° KOE/r
rpubos (OKI™) MMV-MH-12-145 2 a
- Escherichia coli Orcyrereue B 1 1
3 O16op npob - B coorBeTcTBHM € -
KOHTPOJBHOH One-
palMoOHHON npore-
— AYpoit: ,
COI1-KO-14-057,
COII-KO-12-024
4 | OBvem KOHTPOTb- - - AJl: 20,0
HOM 11POOBL MBJI: 20,0 r
5 Venosus xpaHeHus - - B na0THO 3aKpLITOM KOHTEHHEpE,
B 3ALIMIIEHHOM OT CBETa MecTe
6 | Cpok rogHoCcTH - - 4 rona
7 Yuakoska - - [ToaudTHACHOBBIE TIAKETHLI, BJIO-
MEHHbIE B KapTOHHRIE Kopola, a
TAKIKE JAPYIHE BHALI YITAKOBKH,
o0ecneunBAIOIIHE COXPAHHOCTh
ChIPb#A B TCHEHHUE CPOKA I'OJAHOCTH,
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Crp.3u3z 4
Ne [MapameTpsi MeTtoas! MeTtoauku Kpurepnn npuemiemMocTs
nn ~ KOHTPOMA i HCTIBITAHMHA =
8 HsrorosuTens - - Suzhou Lixin Pharmaceutical Co.,
Ltd., Kurai
9 Kon - - 80171




