L

OAO <BBATIKORTRONBHBIN
i |

CreundMKaumns Ha HCXOAHBIC MATEPHAILI

L__3K

JlaTa BBeacHUS ¢ Beoautes siamen: Jedcrsyer ao:
24 of door, CIIC-KO-14-0376-02 | Gecepouno
or 11.10.2016r.

CIIC-KO-14-0376-03
Crp. | m32

Mpuunna: akTyannaums

CYMATPHUIITAHA CYKIIMUHAT
Sumatriptani succinas
SUMATRIPTAN SUCCINATE
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I'd PHII, tom 2,
o B } 79

-

2.5 lpumecn A u H:
- npuMech A

- npumecs H

2.6 ConyTtecraylomue
MPHMCCH!

- npumecu B. C, D
- npumecs E

- Hecneuuduuupo-
BAHHBIC NPHMECH

- CyMMma npumecei
2.7 Bona

I'd PE L tom 2.
2.2.29

T'®d PBEIL tom 2,

2.5.12
2.8 Cyandpatras 30- | 'O PBII, Tom 1,
f1a 24.14
2.9 Ocrarounsie ko- | ' PB 1L, Tom |1,

auyecTsa opranuye- | 2.4.24, 2228
CKHX PacTBOpHUTE-
nei:

= MCTHICHXIOPHL
METaHo

- AUETOH

- 2-npona”on

- _JTHnaucTar

HJ PB 1520C-2020
Pazaen «[lpumecn
Au H»

HJ1 PB 1520C-2020
Paznen «Conyrer-
BYIOIIIHE TIPHMECH»
HJ1 PB 1520C-2020

Pasznen «Boaa»

HJ1 Pb 1520C-2020
Paznen «Cynphar-
HAA 30712

HJLPB 1520C-2020
Pasznen «Ocrarou-
HbIC KOJTHYECTBA Op-
FAHWYECKHX PacTBO-
puTeacin

HJL Pb 1520C-2020

I'd PB 1L, Tom 2.
72979

-

2.10 Konnuecrsen-
HOE OTIpeJIeaICHHE

Pasnen «Konuuect-
BEHHOE Onpejiene-
HHE»

HJ1 Pb 1520C-2020

OA bHbIW
CrieundmKalig Ha HCXoawble MatepHansl | m CrjC-KO-14-0376-03
Crp, 2133
Ne [Mapamerpsi Merosi Meroauku Kpurepun
n/n KOHTpOs HCTILITAHHH MTPHEMIIEMOCTH
1 [Tpumenenne CymarpunTas, TabneTk noxpsi-
Thie 0bonoukoit S0 mru 100 Mr
2 Hanmenosanue no-
KazaTeln KavecTsa:
2.1 Onucanue Buzyaasnbiii; COI-KO-14-102 beawiit wan nmourn Geawlit nopo-
(coficTRa) 'O PEII, tom 1, 0K,
5.1 Jlerko pactBopHM 8 BOJC, M@IO
PACTBOPHM B METAHOIE, NPaKTH-
YECKH HEpacTBOPHM B MCTHIICH-
XnopHae
[Toanuunocts
(naeHTHOHKANSR)
AGcopbunonHas ['® PE 1L, Tom 1, Pasnien «llomn- HK-cnexTp mnponyckanus HCnbi-
criekTpodoTomerpus | 2.2.24 HOCTL (HaeHTHH- Tyemoro olpasua A0MKeH CooT-
B HH(ppakpacHoi Kalus )» sercroBate  HK-cnextpy npo-
obnacTn HJ1 PB 1520C-2020 | nyckanns CO cymMarpHnrTaHa cyx-
uunara (EP CRS)
23 pH I'® PHIL tom 1, Pasaen «pH» 01451053
223 HJ1 Pb 1520C-2020
2.4 Onruveckas I'® PBIL tom 1, Paszaen «Onmuye- He Gonee 0,10 npu anuue ponub
NAOTHOCTE 2.2.25 cKas MI0THOCTBY 440 nwm

He bonee 0,6 %
He Gonee 0,3 %

He donee 0.5 %
He 6onee 0,15 % -
He doaee 0,10 %

He Bonee 0.6 %
He 6onee 1.0 %

He Gosee 0.1 %

I'd PBIL tom 2,54

He Gonee 600 ppm

He Sonee 3000 ppm
He Gonee 5000 ppm
He Gonee 5000 ppm

'He Gonee 5000 ppm

He menee 97.5 % u ne Gonee
102,0 % B nepecuere Ha Gessos-
HOE BEIeCTBO




0AO @ 1 Y
CreunduKauus Ha HCXOAHBIE MATEPHAITLI Ll Cl 1¢-KO-14-0376-03
SKIEWNTAY [Crp.3 w3
——-
Ne IMapamerpui Metosm Meroanku Kpurepun
/' KOHTPOJIs HCITBITAHHH ITPHEMACMOCTH
2.11 Mukpobuono- | I'd PB 1L, tom 1, Metoanka mpuroa- | O PBEIL tom 1, 5.1.4
IHYECKas YUCTOTA: 2.6.12,2.6.13 HOCTH
- oflee KOAHUYECTBO AM-12-0376
aspobos (OKA) [Iporokon sanua- 10° KOE/r
- oblee KonMvecTro MK
rpudos (OKI) MMV-MHU-12-1511 | 10° KOE/r
- Escherichia coli Orcyreraue s | 1
3 Or6op npob - B coorsercTeum co -
cranapTioit onepa-
UHOHHON TIpOLeay-
poit:
COIT-KO-14-057,
— | - COI1-KO-12-024
4 O6BLEM KOHTPOTb- - - AJl: 200 r
HO# npoObI MBJI: 20.0 r
S Veinosus XpaHcHus - - B naotHO 3aKpeITOM KOHTEHHEpPE
npu temneparype 23x2 °C, no-
MYCKACTCA XPaHeHHe B Npeesnax
ot 15 °C no 30 °C, 8 3ammineH-
HOM OT CBCTA W XOJ01a MCCTC
6 || Cpoxk roaHocTw - - 5 ner
7 Ynakoska - - [MoanyTnaeHoBbie NakeTsl, BI0-
KCHHBIE B KapToHHBIe GapabaHbl,
a TaKKEe APYIHE BHAbI YIIAKOBKH,
00CCNCYHBAIOUIME  COXPAHHOCTH
ChIph# Ha NPOTAKCHHHM CpOKa
_ R TOAHOCTH.
8 Harorosutens - - Smilax Laboratories Limited. Hu-
: AuA
9 Kon - - 120257




