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OAO «B3MII»

Cneundukaling Ha HCXOIHBIE MATEPHATB!

CIIC-KO-14-0013-13

- Crp.2m33
No [MTapamerpnl Meroasl Meroanku Kpurepun npuemaeMocTH
n/n KOHTPO/IA HCIIBITAHHA
| | Ilpumencune Anansruy, rabiaersu 500 mr
2 | Haumenosanue no-
Kasaresiel kavecrsa:
2.1 Onucanne Busyanenwii | COI1-KO-14-102 beawii wm nourn Genwiit KpHcTALIHYE-
(cBoficTsa) '® PHII, ckuit nopowok. O4ens Nerko pacTBOpHUM
Tom 1, 5.11 B BOJIE, pacTBopuM B 96 % cnimpre, npak-
THYECKH HEPACTBOPHM B METHJICHXJIOPHIIE
2.2 [NomuHOCTS
(naeHTHOHKAINR)
A. UK-cnextp I'® PH 11, Pazgen  «llojumn- | A, UK-cnektp mnponyckanus HcnbiTye-
tom 1,2.2.24 | noers  (maeHTHH- | MOro o0pasia J0KEH COOTBETCTBOBATH
Kanus) A» UK-cnextpy nponyckanua CO meramu-
HJ1 Pb 0347C-2020 | 3ona warpus (EP CRS) wim cnexrpy,
NPeCTARICHHOMY HA pHCYHKE |
B. Kauectpennas B cootBerer- | Paspen  «llommmn- | B. JIo/mkHO MOABHTHCA CHHEE OKpaillHBa-
peakuus sun ¢ HJL Hocts  (maentudu- | Hue, koropoe GoicTpo obecuseunBacTes 1
karus) B» B TEYEHHE HECKOJIBKMX MHHYT MpeBpalia-

HJ1 PB 0347C-2020

CTCH B MHTCHCHBHO KpPacHOC OKpallubBa-
HHE

C. Kayecrnennas B coorsercr- | Paspen  «lloumu- | C. B reuenne 10 Muu B Kanue peakrusa
peaxims suu ¢ H/L HOCTL  (HaeHTHH- | nosBageTcA cuHe-(pHoneToBOE OKpallH-
kaius) C» BAHHE
HJ1 Pb 0347C-2020
D. Peakuus (a) na I'® PHII, Paspnen  «llojmuu- | D. Jlaer peakunio (a) na narpuit
HATPHHA Tom 2, 2.3.1 HOCTh  (HACHTH(H-
kauus) Dy
HJ1 PB 0347C-2020
2.3 [lsernocts pac- | '@ PBII, Payzen «lIBernocrs | PactBop S HenocpelcTBEHHO NOCie MpH-
TBOpa ToMm 1, 2.2.2, | pacTBOpa» FOTOBJMCHHS JIOJKEH ObIThb OKpalleH He
smeron Il HJ1 PB 0347C-2020 | unrencusnee, yem sranon BY(KX),
2.4 lNpo3paunocTh I'd PBIL Pazpen  «Ilpospau- | PactBop S nomken OwiTh Npo3payHbivM
pacTsopa Tom 1,2.2.1 | HOCTL pacTBOpa»
HJ1 Pb 0347C-2020
2.5 Kncnornocts B coorsercr- | Pasnen  «Kucnor- | He Gonee 0,1 ma 0,02 M pacrsopa Ha-
HIIH LIEIOYHOCTD sun ¢ HJ1 HOCTH MJIM  IIEN0Y- | TPHUA I'MIPOKCHIA
HOCTB»
HJ1 Pb 0347C-2020
2.6 Conyrersytomme | '@ PB I, Pasgen  «Comyrer-
NPHMECH: ToMm 2, 2.2.29 | ByIOIIHE [TPHMECH )
HJ1 PB 0347C-2020
- npumecs C He Gonee 0,5 %
- npumecs E He Gonee 0,15 %
- Hecneunpuunpo- He Gonee 0,05 %
BAHHBIC IIPHMECH
- CyMMa npumeceit He Gonee 0,5 %
2.7 Cynwdarsi I'd PBII, Pasnen «Cynbharein | He Gonee 0,1 %
tom 1,2.4.13 | HI PB 0347C-2020
2.8 Taxensie metan- | '® PBII, Paznen  «Tsoxensie | He Gonee 0,002 % (20 ppm)
bl ToM 1,2.4.8, | MeTamis»
MeTon A HJ1 PE 0347C-2020




0AO «B3MIT»

CreunprKaims H8 HCXOAHBIE MATEPHAIBI

CHC-KO-14-0013-13

KOJIMHECTBA OPraHH-
YECKHX pacTBOpHTE-
nen:

= 2TAHO

Tom 1, 2.4.24,
2.2.28

HBIC KOJIHYECTBa Op-
IaHHYECKHX pacTBo-
pHTENICH Y

HJ1 Pb 0347C-2020

— Ctp.3m33
Ne IMapamerpsi Metonnl Meroankn KpuTepun npueMieMocTs
1/ KOHTpPOJIA HCIILITAH M
2.9 lloreps B macce | I'®PEII, Passnen «llotepa 8| O749 0053 %
npu sBeicymmBanuy | Tom 2, 2.2.32 | Mmacce npu BHICYIINH-
BAHHHY
HJ1 P 0347C-2020
2.10 Ocrarounble I'd PBII, Pasaen  «Ocrarou-

He 6onee 1000 ppm

2.11 Konuvectsen- | O PBII, Paznen «Komuueer- | He menee 99.0 % u ue Gonee 101,0 % 8
HOE Olpe/ie/ieHne Tom 2, 2.2.90 | BenHoe onpenaene- nepecyeTe Ha CYXO0€ BeIeCTRO
HHEY
HJ1 Pb 0347C-2020
2.12 Mukpobuono- | I'® PBII, AM-12-0013 [OPBILTom 1,514
IHYECKas YHCTOTA: Tom 1, 2.6.12, | MMV-MH-12-049
26.13
- obiee KOJIHYECTBO
aspoGon (OKA) 10' KOE/r
- ofuee KoIHYECTBO
rpubos (OKI) 10 KOE/r
- Escherichia coli Otcyrcraue B 1 r
3 | Or6op npo6 - B cootBetrcTRHH CO -
CTaHIapTHOH onepa-
LIHOHHOI [Tpouesy-
poii:
COI1-KO-14-057;
COIT-KO-12-024
4 | ObveM KOHTPOIIL- - - AJL: 60,0 r
HOH NpoObLI MBJI: 20,0 r
5 | Yenosus xpanenus - - B mioTHO 3aKpeiTOM KOHTeiiHepe B 3a-
IIHIIEHHOM OT CBETA MECTE
6 | Cpok roaHocTs - - 4 rona
7 | Ynakoska - - TTakeTsl MOMMITHICHOBBIE, BIOKEHHBIC B
nakersl W3 OyMar# MeUIoHHOMN, a Takxe
Apyre BH/BI YIIAKOBKH, obecnequpaio-
IIHE COXPAHHOCTD ChIPLS Ha IPOTHKCHUH
CPOKd I'0JIHOCTH
8 | M3rotosurens - - Shandong Xinhua Pharmaceutical Co.,
Ltd., Kuraii
9 | Koa - - 120088




