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0AO «b3MIl»

Cnenndurkanug ua HEXoANBIC MATEPHAIB]

~ CIIC-KO-14-0220-10

Crp. 2 u3 3

Ne Mapasmerprr kourpoas MeTtoasr Kputepuu npuemiemoctn
/1
1 [Tpumenenne [nanokobanamMuu, pacTBop is HHBCKIHI
500 mxr/ma
bopuBur, pacTrop Juist BHYTPHMBIIEUHO-
ro BEEACHHS
bopuBut. Tabnetku nokpuireie 060104K07
7

AHATMIHPYEMBIE [TOKA3ATEIH
Kayecrna:
2.1 Onnecanne (csoiictna)

2.2 lNoannuuocts (WeHTH-
(hukaws):

A. YD — criektpodoromer-
pHs

B. TCX

2.3 ConyTeTByIonne npume-
ci:

= CyMMa npuMecei

2.4 Tloteps B Macce nipu BhI-
CYIIHBAHHN

2.5 OctaTounple KoI4ecTsa
OpPraHWYecKHX PacTBOPUTE-
neit:

aleToH

= TAHO!

2.6 Komuecrsennoe onpe-
Jlenenne

*2.7 baktepnansusie H110-
TOKCHHBI

2.8 Mukpobuosornucckas
YHCTOTA!

i cTepuitsHBIX JIC:

- 0011ee KOJIMYECTBO aspobos
(OKA) u obuee kolumuectso
rpudos (OKI) cymmapuo

= IPaMOTPHLATENLHLIX Oak-
TCPUH, TONCPAHTHRIX K Kem-
4u, 100 OakTepnil cemeitcT-
sa Enterobacteriaceae

- Pseudomonas aeruginosa

- Staphylococcus aureus

Buayaneusiit, [® PB 11,
ToM 1, ¢.21

I'd PEIL Tom 1, 2.2.25

I'd PhIltom 1,2.2.27

' PEII, ToMm 2, 2.2.29

I'd PEIL, Tom 2. 2.2.32

D PEII, Tom 1, 2.4.24,

2.2.28

I'd PE I, ronm 1. 2.2.25

' PEIL tom 1. 2.6.14

'O PBEIL, tom 1, 2.6.12,

2.6.13

'@ PBIL oM 1, 5.11

Temno-kpacuniit  KpucTaLTINECKHit nopo-
LIOK WM TEMHO-KPACHBIE KPUCTaLThl. bes-
BOJHAA CyOCTaHIlIs OUCHE MHIPOCKOIIHUHA,
YMEpeHHO pacTBOpHM B BoJc M B 96 %
CIIMPTE, IPAKTHYCCKH HEPACTBOPHM B alle-
TOHE.

A, Asg/Ayzs 1,70-1.90
Az61/Asa7.550 3,15-3,45

B. OcHoBHOE HSTHO Hd XPOMATOrpaMMe

HCIBITYEMOTO PACTBOPA. J0JIKHO COOTBET-

CTBOBATL 10 PAacTIONOKEHMIO, LBCTY M

pasMepy OCHOBROMY MATHY Ha XPOMATO-

rpaMMe pacTBopa CpaBHEHNd

He Gonee 3.0 %
He 6onee 12.0 %

['d PEII, oM 2, 5.4

He Gonee 1000 ppm

He Gonee 1000 ppm

96,0 % — 102,0 % B nepecuere Ha cyxoe
BEIIECTBO

He Gonee 0.4 ED na | Mxr nnanokobana-
MHHA

['DPBILToM1,5.1.4

He Gonee 10° KOE/r

OreyrerBue 8 1 1
OreyrerBue s 1 r
Orcyrersue B | r
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cl‘lﬁ‘.lltl(‘bllﬂﬂﬂﬂﬂ HA HCXOOHLIC MATEPHLIL]

CIC-KO-14-0220-10

Crp. 3 w33

Ne TMapamerpr! KOHTPO.IS MeToaes Kpurepuu npuesiemocru
n/n )
** 1a nectepuisibix JIC:
- oflee KOMTHYECTBO a’po-
Gon (OKA) 10* KOE/r
- ofmiee KOHMECTBO rpHioR
(OKT) 10° KOE/r
- Esherichia coli. Otcyrersue s | r
3 OtBop npob B coorseTcTBHU co cTanaapTHOH One-
PALHOHHOH IPOLEeAyPOi:
COTI-KO-14-057;
COI-KO-12-024
4 O0beM KOHTPONILHOI Mpo- AJl: 9.0 r
Onl MBJI: 31,0 ¢~ s crepuasurx JIC
20,0 r — g Heetepuibibix JIC
5 Venosua xpanenns B repmernudom KoHTeiinepe, B 3alliu-
IICHHOM OT CBETA MECTe
6 Cpox romiocTi 5 sier
7 Ynaxkonka [laxeTel u3 wepnoro mnojaMITHICHA,
BIOMCHHBIE B MeTa/uTMYecKHe Danku, a
TAKIKE JIPYTHE BUABLI YIIakoBkH, obecre-
YHBAIOIIHE COXPAHHOCTL ChIPBA B TeHe-
HHE CPOKa rO/IHOCTH.
8 Msrorosurens North China Pharmaceutical Victor Co.,
Lid., Kuraii
9 Ko 120097

*Honommrensroe tpeGosanne OAO «B3MITy s cyGeranunm, HenomL3yeMoil s HpOH3BO/ICTRA

crepusnabix JIC,

“* lononnnrensioe pedopanne OAO «B3MIT» mis cyGeTanimn, HCIOJILIYEMOH U1 NMPOHIBOCTRA

Hectepuibrbix JIC,
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Crennduxitan na Rctoie éumpnaum CIIC-KO-14-0220/1-02
“§ 3K3eMNnnp Crp. 1 133
Hara seejtenns c: BEoIATer padmen —,tfciiCTnye*r 10! 6/o psina;
«A9» €4 20191 CIIC-KO-14-0220/1-01 AKTYATH3ALHA
ot 30.05.2017 r.
IHNTAHOKOBGAJTAMHAH
Cyanocobalaminum
CYANOCOBALAMIN
H/IPB 1787C - 2017
Cocrasua Cornacosajn Yreepana

JLOMRHOCTE: HAYAILHHK CCKTOpa
| BXOJHOIO KOHTPONs

Homkuocts: nagansHimg OKK

,IIOJ[.)KHGCTI::: 3aM. FeHePATBHOTO JIHPEKTOPA

4| 110 KauecTBy Py

| MO®: H.W.KoTona HO®D: 0.B.3euskd » » » 4 » /| HOD: T.B.Barypo )

Hoanue: 4/ Moamues: |~ CALCEY] | Tommuce: . T 77
Jara: LR OT LIy Hata: £¥% 04 ¢9. f / Hara: 2y ed /79,

JIo/KHOCTE: 3aM. HayasiTiika All

HOD: H.A. Manmrnm;

TMoamucs: A

Hara:, 27 24/9,

Joampocts: navansuuk MbJI

HO®: C.B. lNodspkosa

Mounucy: *—7 "~

£
Hara: LEDP P

HomxHocTs: Havankiing QOCuP

HO®: O.B.NocnoaniHii

TloAnHes: bA7

Hara: 24 03//9,

JlokroeTs: Havanbuik O3

HO®: BB Jlator (;’;mn

Hoamuee: L

Jara:




'H-_‘_“H: Ln_i.:: \ﬂLgA }ESMII»
Cnennpuranns niﬂﬂ\ﬂuh‘ﬁé MATEpPHATBE | CIC-KO-14-0220/1-02
B Gx‘ eMNARp | Crp.2u33
L T P ——
Ne Iapamerpst KonTpoas MeToant Kpunrepnu npuemiemocrn
/i
I [Tpumencnne HuanoxobanaMun, pacTBOp /1A HHBLEKIIHI
| 500 Mxr/Mi
2 AHAIM3NPYEMBIE MTOKA3ATE-
JTH Ka4ecTra:
2.1 Onycanne (cpoiicTra) BusyanbHgrii, Temuo-KkpacHuIH KpHCTAIMYECKHH NOpoO-
I'GPEIL tonm 1. 5.11 IHOK WIH TEMHO-KPacHble KPACTAILILL
YMepenno pactBopuM B BoAC W B 96%
CrupTe, NpaKTHUCCKH HEPACTROPIM B alle-
ToHe. bezsosmnas cyGcrannug O4eHL I'HI-
POCKOMHYHA.
2.2 TlopmuHoCT (MieHTH-
dhukans)
A. YO —cnextpodoromer- | I'P PEII, tom 1, 2.2.25 AL Azs1/Asq7.550 3,15-3,45
pus Azgi/Aarg 1,70-1.90
B. TCX ' PE I oM 1,2.2.27 B. OcHoBHOE ISTHO HA XpOMaTOIpamme
HCHBITYEMOI'0 PACTBOPA, JIOKHO COOTBET-
CTBOBATL 110 DPACHOJIOIKEHHIO, UBETY H
pazMepy OCHOBHOMY MNSTHY HA XpOMAaTo-
rpamMmMe pacTBoOpa CPABHEHHS
2.3 ConyTcTBYIOUINE MpHME-
cH:
- CYMMa DpHMeceit ' PBIL, tom 2,2.2.29 | He Gonee 3.0 %
2.4 Tloreps r macce npu I'o PRI toM 2, 2.2.32 He Gonee 12,0 %
BBICYLIHBAHHH
2.5 Ocrarounsie kosmuectna | ['D PEIL tom 1,2.424, | TD PBIL 1om 2, 5.4
OpraHH+ecKuX pacTuopure- | 2.2.28
neit:
- aleToH He tonee 5000 ppm
2.6 BaxkrepnansHeie anm0- 'O PBILTom 1,2.6.14 | He Gostee 0,4 ED na 1 mxr unagokobdana-
TOKCHHBI MHHA
2.7 Konuuecrsennoe onpe- | '@ PRI tom 1, 2.2.25 He sience 96,0 % u ne Gonee 102,0 % B
Jenenme IMEPECcHETE HA CYXOE BEIIECTBO
2.8 MukpoGnonornueckas | F'®@ PEIL 1om 1,2.6.12, |[T'®@PEIL tom 1, 5.1.4
YHETOTA! 2.6.13
- ofuiee KONHYECTBO a’po-
6o (OKA) u ofmee xonu-
ueetso rpudos (OKI) cym-
MAPHO He 6onee 10* KOE/r
- rpaMoTpHUATENLHEIX Oak-
TEPHil,  TOACPAHTHLIX K
Keman, nudo Oakrepuii ce-
mefictea Enterobacteriaceae Otcyrcteuen 1 r
- Pseudomonas aeruginosa Oteyrersue s 1 1T
- Staphylococcus aureus Oreyrerpuen | r
3 O16op npob B cootsercTBHE €O CTaH/IapTHOH oNepa-
LUHOHHOH MpOLEIypo:
COIT-KO-14-057;
COIT-KO-12-024

o
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No ITapamerprl KonTposs Meroant Kpurepun npuemiemMocTH

n/n

4 O6keM KOHTpoIsHON npobh - AJl: 90T MBJ: 31,01

5 Yenosns XpaneHus B Bo3ayxoHenpoHHLIAEMOM KOHTEITHe-
pe, B 3ALHIIEHHOM 0T CBETAa MECTE

6 | Cpox rojiHoctH 5 met

7 Ynakoska [laketsl "3 HepHOro  1IOJIHITHICHA,
BJIOKEHHEBIC B METALIMYCCKHE OAHKH, a
TAKGKE JIPyrite BH/B! yNakoBKH, odecre-
YHBAIOUIHE COXPAHHOCTE ChIpbi B TEUe-
HHE CPOKA FOAHOCTH.

8 Warorosures Ningxia Kingvit Pharmaceutical Co..

o Lid., Kurafi
9 Ko 120097




