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Crennduxanns Ha HCXOAHOE Chipbe wRICMITTIAD CIIC-KO-14-0310-03
Crp.1 u33
[ara BBEAEHUS C: Brogurcs B3aMeH HeiictByet no: 6/0 IMpuynHa: akTyaau3anms
«AB» 01 2017r. CIIC-KO-14-0310-02
ot 24.04.2014 r.

KJIO3AIINH
HJA Pb 1100C-2016

CocraBua

CornmacoBajan

YTBepana

I[OJ’DKHOCTI:Z HavaJIbHHUK CCKTOpa
BXOJAHOTO KOHTPOJIA

TomxnocTh: HavamsHuK OKK

JIO/DKHOCTB: 3aM. FEHEPAIbHOrO AMpPEK-
TOpA 10 Ka4eCTBY

HNO®: O.H. KnenieBHuk

HO®: T.B. bar,

Hogmucs: ~F " —

TTogmucs:

UO®: H.W.Kopd
INoamuce: ﬁ
Hata: A2 20472,

Jlara: 4501 3044,

Tara: A>.Q1, 04

JTo/KHOCTE: 3aM. HayampHuKa AJl

HNO®: H.A. Mansirusa /2 /7

ITonmucs: 4/ -//

Iata: A0.02. a0 ¢ ©

JomkHocTs: HauaibHUK MBJL

UO®: C.B. I'oiopkosa /

TToxnnuce:

Ilata: 40 QL 404% .

Jomxuaocts: HavansHUK OCuP

HO®: H.A. TlgpoBy,

TToxmuce:

Jora: 33 B JO19.

JomxHocTh: HauansHuK O3

HO®: B.B. Jlato

Tommucy: -~ ~7! ./~

Jlata: A& 5% 8041
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NoKa3aTe/Ii KayecTBa:
2.1 Onucanue (cBoiicTBa)

2.2 llopnuuHOCTD (MaeHTH(H-
Kalus)

2.3 ConyTcTBYIOIIHE TPUMECH:
- IpuMech A

- npumMech B

- mpumecs C

- nnpumecsh D

- mobasi apyrasi IpuMech

- CyMMa Npumecen

2.4 OcTaTto4yHbIe KOJIMYECTBA
OpPraHU4eCKHUX pPacTBOPUTEJIEH:
- TOJIYOJT

- tuMeTuidgopMamMu

- 2-IIpOMaHo

2.5 Tsxenble MeTaJLIBI

2.6 IoTteps B Macce MpH BbI-
CYIIMBAaHUH

2.7 Cynbdarnas 301a

2.8 KonmuecTBeHHOE ompe/ie-
JIeHue

2.9 Mukpobuonoruueckas
YUCTOTA:

- obuee KOJIM4YecTBO a’poboB

Busyanensiii, '@ PB I,
Tom 1, 5.11

A. Temnieparypa niase-
Husi, [® PB 11, Tom 1,
2.2.14

B. UK-cniektp, I'® PB I,
ToMm 1, 2.2.24

I'® PBII, Tom 2, 2.2.29

['® PBII, Tom 1, 2.4.24,
2:2.28

[®PBII, TomM 1, 2.4.8,
meton C
I'® PBII, Tom 2, 2.2.32

[®PBII tom 1,2.4.14
['® PBII, Tom 2, 2.2.20

[®PBII, Tom 1, 2.6.12,
2.6.13

CrnennuKanus Ha HCXOAHOE ChIPD SHIEMIIIRD | CTIC-KO-14-0310-03
: Ctp.2 u33
Ne ITapameTrpb! KoOHTpOJIs MeTtoasi Kpurepnn npuemaemocrn
n/n
1 [Ipumenenue Kno3zamnun, Tabnetku 25 Mr
2 AHanu3upyembie

JXKenTelit KpHUCTAJUTHYECKUI TTOPOIIIOK,
[IpakTuyecku HepacTBOpUM B BOJE,
JIETKOPACTBOPUM B METHJIEHXJIOPHJE,
pactBopuM B 96 % criupte. PactBops-
€TCA B pa3BEACHHOW YKCYCHOW KHCJIO-
TC,

Ot 182 °C 110 186 °C

[TonoxurenpHas

He 6onee 0,1 %

He 6omnee 0,2 %

He 6onee 0,3 %

He 6oiee 0,2 %

He 6o0mee 0,10 %
He 6onee 0,6 %
[OPBIL, ToM2, 5.4

He 6o1ee 890 ppm
He 6osiee 100 ppm
He 6onee 100 ppm
He 6onee 0,002 % (20 ppm)

He 6oiee 0,5 %

He 6o0mee 0,1 %
Ot 99,0 % no 101,0 % B nepecuete Ha

CyX0€ BEILECTBO
[®PBI, TomM 1, 5.1.4

(OKA); 10° KOE/r
- obuee KOJIMYECTBO TI'pHUOOB
(OKT); 10 KOE/r
- Escherichia coli. OtcytcTBHE B | T
3 Ot60op mpo6 B cooTBeTCTBUH €O CTaHAApTHOM Ore-
PaIMOHHOM MpOoLEeaypOi:
COIl-KO-14-057,
COII-KO-12-024
4 O6beM KOHTPOJBEHOM AJl: 250r MBJI: 20,0 r
poObI
5 YcnoBust XpaHeHHS

B mioTHO 3akpeITOM KOHTeiiHepe B
3ALIMIIEHHOM OT CBETa MECTE, MPH

Tt
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Crnenndukanns Ha HCXOIHOE ChIPbE

ot

SRS A CI1C-KO-14-0310-03

— Ctp.3 u33

Temrepatype He Bbiue 25 'C

Cpok rogHocTu

S et

VYmakoBka

[TakeTbl MOMMITHIICEHOBBIE, BIIOKEHHBIE
B KapTOHHbIe OapabaHbl, a TaKXke Ipy-
THe BUIBI YIIAKOBKH, 00ECIIEYHBAOIIIHE
COXPaHHOCTb CBIPbSl Ha MPOTSIKEHUH
CpOKa rOIHOCTH.

H3roroBurenn

Arevipharma GmbH, ["'epmanus

Kon

120065





