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OAO «B3MII»

Cremyduxanis Ha MCXOXHEIE MATEPHATISI

Ne
'

IMapameTprl ROHIPOIL

MeToan:

MeToauKHE HCILITaHHEH

Kpurepiit HpHeMiieMocti

pumenenne

HedrpuakcoH, HOPOMIOK WIS IPHTOTORTIE
HHS PaCTROPA UL BHYTPUBCHHOTO M BHYT-
pEMplegHoro BReaensx 0,5 ru 1,0 r (g
PE, PD, PK, Apmensm, Koipreizcrasa,
Tamxuxuctana, TypkMenscraga, [pysm,
Ysbexmerana, Jjlusam, MOJIIOBE, Asep-
Saitkan, Hemen)

HanmeHdosanwe moka-
3aTeNeH KauecTBa;
2.1 Ommcague {cBoii-
CTBA)

2.2 # PacTBOPHMOCTE

2.3 *TlodIHHHOCTE
(upenTHGHKAHT)

2.4 Ilpospawuocts pac-
TROpa

2.5 lperHOCTD pacTBO-
pa

2.6 pH

2.7 Vaensuoe onTUde-
CKOE€ BpallieHHE

2.8 ConyTeTsyroue
OPHMECH:

- mobast npEMecs

- CyMMa npaMecelt
2.9 N )N-nuMeTHIagH-
JHH

2.10 2-»THIrexcaHoBas
KHCHOTA

2.11 Bona

2.12 CrepuntHOCTS

2.13 Bakrepuansusie
SHIOTOKCHHED

Bmzyanessiii
FGPEI, 5.11

Bisyansastit
T&PEIL 5.11
TDPLIL 2224

I'dPEI, 231
FOPBI, 221
FePs1,222,
metoxn I1

I'®PEIL 223

oPLILL 227

Ireeb 11,2229

T'®PE], 2.4.26,
meTol B

I'e¢PBIIL, 2.4.28

I'e&PBIL 2,512

T®@PEIL26.1

I'®d PEL, 2.6.14

Pazmen «Onucarme (cBoii-
cra)» HJI PE 1811C-2017
Paspen 7.4
COII-KO-14-102

Paspen «PacrsopuMoctsy
HIPE 1811C-2017
Pazgen «IlozmarsocTE
{(unenTRQUKALTET )
HIPE 1811C-2617

Paznen «llonnaasocts
{(BaenTHHKAIMA)

HJI P5 1811C-2017
Paznen «llpospaqHocts
pacTeopay

HI PE 18311C-2017
Pazmen «l{seTHOCTE pac-
TBOPa»

HJIPB 1811C-2017
Paspen «pH»

HIPE 1811C-2017
Pasnen «VYuensHoe onTa-
YECKOE BpalUeHHEe)

HJII PB 1811C-2017
Pasnmen «Comyrersyronye
TIPHMECH»

HI PE 1811C-2017

Pazpen «N,N-numeruna-
HHITHEY

HIIPB 1811C-2017
Pazpen «2-3Tunrekcanonas
KHCIIOTa»

HIO PE 1811C-2017
Paszxen «Boma»

HJIPE 1811C-2017
Metogrka BeIEITAHRER
AM-12-0219
COIT-KO-12-134
Meronuxa nensItTannt
AMBE-12-0219
COIM-KO-12-059

I'eo PEIL vom 1, 5.11

Towru Oenblil AIH AKeNTOBATHIH KPHCTAI-
Tgeckyi mopolok. Caerka rurpocKonu-
9EeH.

JIerko pacTeOpUM B BOME, YMEPEHHO pac-
TBODEM B METAHOJIE, 0UCHE MAROPACTRO-
priv 3 GE3BOIHOM 3TAHOAS

Jlerko pacTBOpHM B BOJIR, B pacTBOpe 9 r/n
HATPHA XJIopiIa

A. MladparpacHslil COSKTp PONYCKauus
HCIBITYEMOr0 0fpaslia JoiKeH COOTRET-
CTRORATE HH(PPaKpacHOMY CHEKTpPY npo-
nyckapus CO uedrpuakcona narpus (EP
CRS) mmm clekTpy, DPeIcTaBHeHHOMY Ha
pHECYHKE 1.

B. HcroetyeMsiii obpasels 1aeT peaxipmo
{(a) Ha Harpuil

PacTeop S1 DomxeH GhITE IPOIPATHEIM
Oxpacka pacTeopa S1 momkHa 6LITs He
UHTeHCHBHEe aTanoua Y (OK)s umn
BY(KX)s

016,0 10 8,0

Ot - 155 no - 170 B mepecyere Ha Ge3B0Ox-
HOE BEIIECTRO

He Sonee 1,0 %
He Gonee 4,0 %
He donee 0,002 % (20 ppm)

He Gonee 0,8 % (M/M)

Or8,0%mo11,0%

HMcmpityemerit obpasel] fomxed OLITL cre-
PHIBHBLIM

He Gonee 0,08 £D a1 Mr uedTprakcona
HATPHCBOH CONH




OAO «B3MII»
Crienmpduxaliis Ha UCXOMIibIe MATEPHAITEL CIIC-KO-14-0219/4-05
Ne TapameTpr: korrpons | Metoas! METOAEKH ACHHI TAHMIH Kpurepun TIPHEMIEMOCTH
wn : o :
2.14 # Muporensoctes | IO PEI, 2.6.8 Meroauka uermiTanmit McneITyempiit 0Gpazel TomKeH ObITh anv-
AMP-12-0219 POTEHHBIM
COII-BO-12-020
2.15 # Apomannuas ' Pb 11, 2.6.9 MeTtomika ucHsrTapmin HenpiTyemerit obpazern noipkeH GLITE He-
TOKCHIHOCTD AMT-12-0219 TOKCHYIHBIM
COII-BO-12-021
2.16 Ocrarouuple ko- | I'® PB II, 2.424, | Pasnen «QOctaTounsie xo- | I'D PL I, rom2,54
NEHYeCTRA  OpraHmge- | 2.2.28 JIH9ECTBa  OPTARMYEeCKHAX
CKHMX PacTBOpHTENCH: PACTBOPUTETISH»
- alleTOH HIPE 1811C-2017 He Gonee 5000 ppm
2.17 # Mexaumnyeckue
BREIHOHCENS:
- BHAMMBIE YaCTHITHE ' PEII, 2.9.20 MeTonmka renbiTanni KonmaecTso MeXaHWYECKMX BKIFOUEHRIL,
AM-12-0219 DPHXOIAMKXCA B CPejlHeM Ha ONMHH (uia-
COI-KO-12-137 KOH ¥3 TpeX, He AOIDKHO NPeRBIaTh 2
- HepppuMble gacTHUel: | TD PBE 1L, 2.9.19, | Pazmen «Mexanugeckie CyGcTanmus BRIISKUBAET HCIBITAHNE,
merogn 1 BIJIIOYEHHA? ecii & 2,0 r meneITyeMoro obpasna npu-
HJPB 1811C-2017 cytcreyer He 6onee 6000 gacTa pasme-
pou 10 MM 1 Gonee; He Gonee 600 uac-
THIL pasMepoM 25 MKM | GoJee.
2.18 Komrzecreennoe | 'O PE I, 2.2.29 Pazzen «Kompaectsermoe | He menee 96,0 % u He Gonee 102,0 %
olNpeneneHne OFPEeIeICHAC) nepecueTe Ha Ge3BOJHOE BEIICCTRO
HJPE 1811C-2017
3 O16op mpob - - B cooTreTCTREM CO CTAHAAPTHOI omepa-
IHOHHOM TIPOne Xy poit:
COII-KO-14-057,
COII-KO-12-138
4 O0BeM KOHTPOIBHOM - - AJl: 105,0 T and OpOBSACHHS BXOIHOTO
po0sl KOHTpOAA; | T ANd HpOBELECHWS HCHRITA-
Hitd TIONNHHHOCTH W3 KaXIOH YIakoBod-
ol eAWHMIEI IEepelx Beigauell B HpOM3-
BOHCTBO.
MBI 10,5 r mid nposenssus BXOIHOTO
KOHTPONS; NOMOIHUTENBHO IO 3 T U3 Ka-
OOH yHAaKOBOTHOH eNUHWIEH IO MoXazare-
JH0 MEXaHMYeCKHe BXIOUEHHS (BUIUMBIE
YACTHIIE!)
3 YenopHA Xpadenus - - B cTepunpHOM BO3RYKOHSTIPOHHIAEMOM
KOHTeHHepe ¢ KOHTPONCM TIEPBOTD BCKPEL-
TR
6 Cpox rogHocTH - - 3 roma
7 VYakoska - - AOMIHAEBHIE KOHTENHEDE], YIAKOBAH-
HEBIE B KAPTOHHBIE KOpoda, a TAKKe IpYIHe
BHJI5I YHAKOBKH, 00CCTIEURBAIOIIHE CO-
XPaHHOCTh HCXOAHLIX MaTEPHATOR B Teue-
HHE CPOKa I'OJIBOCTH.
Hsrorosurens - - Aurobindo Pharma Ltd., Manns
9 Kon - - 120100

# Nonomsurensasie TpeGosarns OAO «B3MIIy
*HcnpiTanns MOMTHHAOCTH B3 K@KIOH YIIaKOBOYHOM ¢IHHHIIBE Iepes] BEIaYeH B IIPOU3BOICTRO
IpoBOAUTL MeToROM A, '@ PB 2.2.24 AGcopGumoHHas clekTpohoToMeTpHS B HHbpakpacHoif

obmacTH.




LledTprakcoHa Hatpuesas conb {CreputnbHan)
Aurobindo Pharma Limited

3.2.S AxruBHAsA QapmaneBTHUCCKAs CYHCTANIHS
3.2.8.6 CucremMa YRYIOPKA-YNAKOBKH

Onucanne NpoNecca YRaKOBLIBANHY

Ledrpuakcona narpuesyio conn (CrepunbHas) NOMEMMAIOT B CTCPHABHBH  FOMHHHEBEIH
KOHTERHED, YKYNOPHBAIOT OpOMOYTHIOBOH pesuHOBOH IPOOKOH H  OGKHMAIOT npobxy
ATIOMHHHEBBIM KOTAUKOM. ANIOMUHHEBEIN KOHTe e NODKSH HMETh srekerky. Ha stukerke
TOJUKHO OBITH YKa3aHO HA3BaHWe aKTHBLOMN hapmanesTHIeCKOl CyOCTaHIHMH, HOMED cepun,
KOAM9ECTRO, JaTa MPOM3BONACTEA, CPOK IOJHOCTH, HA3BAHWE W ajipe¢ MPOH3BOMTENS, 4 TAKKE
YCHOBHS XpaHEHH.

CrenmuduKaiuy, CTaHJAPTHBIE ONCPANFOHHBIC IPOTEXYPBE il YHNAKOBOUHBIX MATEPHAIOB
TPENICTABICHET Ha CIEAYIOMMX CTPAHMIAX.
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