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OAO «B3MII»

Coerpdukanig Ha HCXO/IHEIE MATEPHATIBI

CHC-KO-14-0219/5-04

CTBa)

2.2 # PacteopimMocTs

2.3* TToIIHEHOCTE
(noeHTHOMKALE)

2.4 TpospagHocTs pac-
TBOpa

2.5 HgetHoCTS pacTeo-
pa

2.6 pH

2.7 YaeneHoe ontoie-
CKOE BPALICHHE

2.8 Comyrersyiomuye
TPHMECH:

- mofas nprEMech

- CYMMA IpHMecel
2.9 N,N-nEMeTwiaHn-
JHE

2.10 2-3THIreKcanoRs
KHACTOTA

2.11 Boga

2.12 Ocrarodsbie KO-
JEECTBA  OpTaFmue-
CKHX pacTBOpYTenei:

- aIETOH

TG PEIL 511

I'&PB1,c 24

TOPEILc.24

T PB 1L, 2.2.24

I'®PEIL 23,1

T®PEIL22.1

I'ePEIL 222

' PN, 223

T®GPEI, 227

'O PRI 2229

F®PEII, 2.4.26,
metTon B

I'® PB 11, 2.4.28

TOPEIL 2512

I'® Pb 1, 2.4.24,
2228

crea)» HA PB 1812C-2017
Pazgen 7.4
COIT-KO-14-102

Paspen «PacTBOpHMOCTSY
HIPE 1812C-2017
Paspen «[lomauanocTs
(nneuTudUKATTHA )
HAPE 1812C-2017

Paspen «IlogmigHOCTE
(unexTuduraE)»
HAPE 1812C-2017
Pasnen «[Ipospagrocts
pacrsopan

HJI PB 1812C-2017
Pazzen «EserHocTs pac-
TBOpPAY

HHI PE 1812C-2017
Paznexn «pH»

HJI PB 1812C-2017
Pazpen «¥Yuensnoe onTe-
YECKOE BpANIeHHe»
HJIPE 1812C-2017
Pazpen «Comyrerayronue
TIPHMECH>

HJI PB 1812C-2017

Paznen «N,N-gumernna-
HHJTAH»

HIPE 1812C-2017
Pasnen «2-3tunrexcanoss
KHCIOTa»

HIPB 1812C-2017
Paznen «Bona»

HIIPE 1812C-2017
Pazmen «OcTatounsle Ko-
JHYCCTBA  OPTaHHYecKHX
pacTeBopHTENgii»

HAPEL 1812C-2017

Ne IMapamerpsl kourpons | MeTtonn MeTtonmrxn venpTammi KprTepHE IpHeMISMOCTH
wno ; T ) :
1 IlpmMenenue HedrprakcoH, HOpOIIOK AT TPHFOTOBTe-
HMA pacTBOPa A74 BHYTPHBCHHOTO B BHYT-
PUMBIIECYHOrO BBeaesa 0,5 ru 1.0 r
(una PB, PO, PK, Apmernm, KeIproiscra-
Ha, Tamxukucrana, TyprMmenucrana, [py-
suu, Asepbalimkana, Kypaucrana, Heme-
Ha, ¥30exucTana, dusyy, Monioss)
2 Hamvenosanve noxa-
3aTeneil KauecTra:
2.1 Onacanve (cBoii- Bmyaisuprii Pasgen «Ommcanye (cBoR- | Toury Sempil HH enToRATEIH KpucTan-

ArgecKii mopomok. Crerka rIrpocKonu-
UEH.

Jlerko pacTBOpHM B BOJIE, YMEPEHHO pac-
TBOPHM B METAHWIC, 04E¢HD MATO PacTBo-
PiiM B OCIBOIHOM 3TAHOIE

Jlerxo pacropmM B pacTsope 9 1/ maTpus
XJIOpHIA

A. Hrtpakpacisiii cIeXTp HpoIycKaums
HCTRITYEMOr0 00pasia TOMKEeH COOTBET-
CTBOBATE HH(PAKPACHOMY CHEKTPY [po-
myckanud CO uedTprakcona Harpms (EP
CRS) mmx coiex1py, NpeicTaBIeHHOMY Ha
paCyRKE 1,

B. Vcmeityemslii opasert [aet peakmmro
(a) Ha HaTpUH

Pacteop S1 gomkeH G5ITh TEPO3PATHLIM
Oxpacxa pacreopa $1 ToimkHa OBITS He
HHTeHcHBHee dTanona Y (OK)s wiu
BY({ICK);

Ot 6,0 10 8,0

Ot - 155 go - 170 B nepecuere na Gespom-
HOE BEIIECTRO

He Gonee 1,0 %
He 6onee 4,0 %
He domee 0,002 % (20 ppm)

He Gomee 0,8 %

0r8,0%mo11,0%

FOPEIL rom 2,54

He 6onee 5000 ppm

2




OAO «b3MID»
Crenpdnkais Ha HCXOIHEIE MATEPUHAIBI CIIC-KO-14-0219/5-04
Ne IMapamerps! koRTpoa | MeTomp MeToauxy HCTBITAHMM Kpurepun npuemMneMocTs -
o e - v et s e e
2.13 # HuporeHHOCTH ' PEIL, 2.6.8 Metonnka ucmeITaRuH Henerryemstit obpazen momxeH OLiTh amd-
AMP-12-0219 POTEHHEIM
COII-BO-12-020
2.14 # AboManssas TOPPBIL 269 Metonuka BCIEITaHMH Hernmiryement oGpaszen qomxed GLiThL He-
TOKCHYHOCTE AMT-12-0219 TOKCHIHBIM
COII-B0O-12-021
2.15 bakrepuanbHse I'¢PPEIL 2.6.14 MeToanka BCITBITARMEH He 6onee (1,08 ED ma 1 Mr nedrpraxcona
IHOOTOKCHHEL AMBE-12-0219 HaTpHeBo# comn
COI1-K0-12-059
2.16 CrepmisHoOCTh P& PEIL 261 MeToamka HCILITANMEH HermeiryenMprif o6pasen nomxed Gerth cre-
AM-12-0219 PHALHLIM
COTI-KO-12-134
2.17 Mexanmyeckue
BIUTFOUCHYA,
- BUAUMBIE JaCTHED! I'oPEII, 2.9.20 MeTtopuka HCTBITAHUH HomKHbE OTCYTCTBOBATE
AM-12-0219
COII-KO-12-137
- HEBHOUMBIE HacTull: | IO PBIL, 2.9.19, | Pasmen «Mexanrmgeckue CyOcTaHnus BLITICPKHEAET HCITHITAHEHE,
meTox 1 BIUTIOSEHHA» ecnu B 1 r mpucyreTByeT He Gonee 2000
HI PE 1812C-2017 HacTuH pasMepoM 10 Mxm i Gosnee; He
Sonee 200 gacTrm pasMepoM 25 MKM H
Homee.
2.18 Konmmuecteennoe | T PBIL, 2.2.29 Pazgen «Konumecteensoe | He menee 96,0 % u He Gonee 102,0 % B
onpenercHe nedpTpu- OTIPEHEIICHATY nepecyere Ha 0e3BOTHOE BEITECTRO
aKCcoHa HaTpus HAPE 1812C-2017
3 Or6op npod - - B cO0TBETCTBHM CO CTAHAAPTHOM ONEpa-
ITHOHHOH HpOLEHypOH:
COII-KO-14-057,
COI-KO-12-138
4 O0BeM KOHTPORBHOR — — AJL 105,0 T 14 TpoBENCHES BXOJHOTO
mpoGEE KOHTpons; | I' ANA IpOBeIEHHS HCHBITA-
Hid DOAAMHHOCTH M3 KaXToH ynaxkosog-
HOH eAHBLEl Ocpen Bbifadel B IPOH3-
BOJICTBO,
MEJi: 10,5 r nra OpoBeNeHHA BXOAHOTO
KOHTPOJLE; SOIOIHUTSABHO Mo 3 I M3 Kaxk-
AoH YyNaKoBOUHOM SIMHMIE! 110 [ICKa3aTe-
JIF0 MEXaHHYeCKHe BIIOUCHMA (BHAMMEIS
YACTHIIEL)
5 VYCIoBRS XpaHeHM - — B cTepmiapHOM BO3TYXOHEHPOHKIIAEMOM
KOHTEHHEDE ¢ KOHTPOJIEM IIEPEOF0 BOKpEI~
THA B 3alIMIHEHHOM OT CBETA MECTE
Cpox rogsoCTH - - 3 roma
Viaxoska - - AMOMBHUEBHIE KOHTeHHeph], YIaKOBAH-
B B KaPTOHHRIE KOpoba, a Takoke Apyrie
BHJTB] YIIAKOBKH, 00SCIeYHBAFOIIHE CO-
XPafHOCTh HCXOAHRIX MATSPHATOB B Te4e-
HBE CPOKa FOJXHOCTH.
8 HzroTosurens - - Zhuhai United Laboratories Co., Ltd., Ku-
Tait
9 Kox - - 120100

# NomonmuuTensuele TpeGosanus OAQ «B3MITx»
*Hcnerranns TOMIHHHOCTH H3 K&KIOH YIaKOBOYHOH e XMHHUIEL IIEpEA BRIAAYCH B IPOH3BOACTRO

nposoguTh MeTomoM A, I'® Pb 2.2.24 AScopbrnonsas cIeKTpodoToMeTpHs B HHPpaKpacHoi
0fJIacTH.
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3.2.5.6 Container Closure System
3.2.5.6.1 Primary Packaging

Name of the packaging: Aluminum Tin (meet the GB National Pharmaceutical Industry
Standard YY0203-95)

Component of the packaging:

The body, the inner [id and the outer lid of the tin are made of L4 Industrial pure aluminum that
meets the GB National Pharmaceutical Industry Standard YY0203-95.

The seal ring is made of Butyl Rubber meet the GB National Pharmaceutical Industry
Standard YY0203-95.
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