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0AO «Bb3MII»

Crnenndukanus Ha HCXOAHOE ChIPbe

CIIC-KO-14-0016/1-01

KauecTBa:
2.1 Onucanue (CBOHMCTBA)

2.2 TlommmaHOCTD (MACHTHHKA-
1Usl)

2.3 DHaHTHOMEpHAas YUCTOTA
(npumecs E)

2.4 ConyTcTBYIOLIKE ITPUMECH

- mpumecs A, B

- npumecs C, D

- HecrieupUIUPOBAHHAS TIPUMECH
- CymMMa npuMecen

2.5 Harpuit

2.6 TspKesnpie MeTaJLIbI

2.7 Bona

2.8 OctarouHble KOJIUYECTBA Opra-
HUYECKUX PACTBOPHUTEIICH:

- METaHOJI

- TPEeT-OyTHIIMETUJIOBBIN 3Hp

- TeTparuipodypas

- IMXJIOpMETaH

- alETOH

2.9 KonuyecTBeHHOE OTIpe/ieICHHE

2.12 MukpoOuonoruyeckas 4ucTo-
Ta:

- o01ee KoJIM4ecTBO a3poboB
(OKA);

- o6mmee konmuvectBo rpubos (OKID);
- Escherichia coli.

Busyansnsriii, ['® Pb I,
Tom 1, 5.11

I'®PBIl, TOM 1,5.9

A. UK-cnextp, '® PB I,
ToM 1, 2.2.24

B. Beizepxuaet TpeboBa-
HUs « DHAHTHOMEPHAsl YHC-
Totay, [® PBII, Tom 1,
2.2.29

C. BeizepxuBaet TpeboBa-
uus «Boma», '® PB 11,
ToM 1, 2.5.12

D. Peakius (b) Ha KaIbIHiA,
I'®PHII, Tom 1, 2.3.1

I'® PBII, Tom 1, 2.2.29

I'®PHIIL tom 1, 2.2.29

I'®d PBI, 2.2.23, meTon I;
wi 'O PBII, Tom 1, 2.2.22
O PBIIL, Tom 1,2.4.8,
meton H

'O PBIL, Tom 1, 2.5.12

I'd PBII, Tom 1, 2.4.24,
2.2.28

I'® PBII, Tom 1, 2.2.29

I'® PBII, Tom 1, 2.6.12,
2:6.13

L i i —— Crp.2u33
Ne I[TapaMeTpbl KOHTPOJIS MeTtoambl KpuTepnn npuemM/IeMOCTH
n/n
1 [Tpumenenue AtopBacTaTuH, TabJETKH IOKpPbI-
ThIE TUIEHOYHOU 000J109K0i 10 MmT,
20 mr u 40 mr
2 AHaJIU3UpyeMBbIe MIOKa3aTeIH

Benpnit mam mouytu Oenblii KpH-
CTa/THYeCKuil mopouok. PacTso-
pUM B IUMETHICYTb(OKCHIIE.
O6tagaeT moauMOpPH3MOM.
[TonoxwurenbHa

[TonoxurenpHa

[Tono>xurenpHa

[TomoxurtenpHa

He 6onee 0,3 %

He 6onee 0,3 %
He 6oiee 0,15 %
He 6onee 0,10 %
He 6oiee 1,5 %
He 6oiee 0,4 %

He 6onee 0,002 % (20 ppm)

Ot 3,5 % 10 5,5 %
[OPBII, Tom 1,54

He 6onee 3000 ppm

He 6onee 1200 ppm

He 6onee 720 ppm

He 6onee 600 ppm

He 6onee 5000 ppm

He menee 97,0 % u He Ooiee
102,0 % B mepecuere Ha Oe3BOJ-
HOE BEILECTBO

'®PBILTOM 1,5.1.4

10° KOE/r

10> KOE/r
OtcyrcTBHEe B 1 T
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0AO «B3MII»

| Wk uns ni}_hgxqunp% cuTbe

CIIC-KO-14-0016/1-01

Crp.3 u3 3

Ne ITapameTpbl KOHTPOJIA MeToanbl KpuTepnu npremMjieMOCTH

n/n

3 Ot6op npod B COOTBETCTBHH CO CTaHAAPTHOM
OIepaliMOHHON IPOLEIypOH:

COIT-KO-12-024,
COII-KO-14-057

4 O6BbeM KOHTPOJILHON IPOOBHI AJl: 150r MBJI: 20,0 T

5 VYcnoBus XpaHeHus B mIoTHO 3aKpbITOM YIAaKOBKE B
3aIIMIIEHHOM OT CBE€Ta M BJIaru
MecTe, IPH TeMIepaType HE BBIIIE
25°C

6 CpoOK roiHOCTH 3 roxa

7 YnakoBka [TonuaTUIEHOBBIE TIAKeThI, (OJIb-
IHPOBAHHBIE TMAKETHI, BIOKEHHBIE
B KapTOHHBIe OapabaHbl, a TaKKe
Jpyrue BUBI YIIAaKOBKH, obecrie-
YHBAIOIHE COXPAHHOCTH CHIPbS B
TEYEHUE CPOKa r'OJHOCTH

8 W3zroroBurenb Alcon Biosciences Private
Limited, uaus

9 Kon O6pa3sus — 900117

120314





