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CreundKkanus Ha HCXOAHBIC MATEPHAIILI

] KOHTPONEHEIN

- OHSE: ﬁ;]c-&o-m-mo&n
2133

2.2 lNoumHHOCTE
(naenTuduramms):
Abcopbunonnas
crekrpooromeTpus
B HH(ppakpacHoi
obaacTu

2.3 lpospaunocts
pacTBopa

2.4 llsernocts pac-
TBOpa

2.5 lNpumecs H

2.6 Conyrcrsylolue
TIPHMECH:!

- nipumecs F

- npumecu A, B, C,
D, E

- HecneunpHLInpo-
BaHHEIC IPHMECH

- CymMMa npumeceit
2.7 Cyasarsi

2.8 Ioreps B Macce
MPH BLICYLIHBAHKH

2.9 Cynbdarnan 30-
na

'oPBIIL 2.2.24

e PbIL22.1

I'o P 2.2.2,
meron Il

'O PBIL2.2.28

[®PBII,2.2.29

e PBIL 24.13

e PbII 2.232

' PBIIL 2.4.14

HJ1 Pb 0428C-2020

Pasnen «llopmmunocts
(HaeHTHOHKALHA) )
HJ1 Pb 0428C-2020

Pasnen «ITpospaunocts
pacTBopa»

HJ1 P 0428C-2020
Pasznen «llserHocTs
pacrsopa»

HJ1 Pb 0428C-2020
Paznen «[lpumecs Hp
HJ1 Pb 0428C-2020
Paszen «Conytersyio-
LIHE [TPUMECH

HJ1 Pb 0428C-2020
ITpoTokon sBatuaaHK
AMV-MH-14-ADH-1141

Passien «Cynbdars»
HJ1 Pb 0428C-2020
Paznen «Ilotepa B mac-
Ce [IPH BBRICYILIHBAHHMTY
HJ1 Pb 0428C-2020
Paznen «Cyandarnas
300a»

HJ1 Pb 0428C-2020

Ne [MTapamerpui Metosl Meroanku Kpurepun npuemiemocts
n/n KOHTPOJIS HCITLITAHHA
1 [Tpumenenne - - Jloparanuu, Tabaerku 10 Mr s
Pb, PO, Typxmenucrana, ['py3uu,
Vibexuncrana, Tamukucrana, Ap-
mMeHuH, Kupruinu
2 Haumenosauue 1o-
KazaTeliel KavecTsa:
2.1 Onucanue BusyasibHbiii COI1-KO-14-102 bBenwiit wian nourn Oeantlt  Kpuc-
(croiicTBa) I'®& PBIIL 5.11 TAUIHYCCKHIT MOPOLIOK.
[IpakTHueCKH HEPaCTBOPHM B BOJIE,
JICFKO PacTBOPHM B AlCTOHE H B
MeTaHone,
F'®PBIL5.9; Pasnen «Onucanne Obnagaer noaumopduamom.
IO PBIL 2933 | (coitcrsa)y *TMonumopduan dopma .

Hudpakpacusiii cnexTp npomnycka-
HHSl HCHBITYEMOro obpasia A0KeH
COOTBETCTBOBATL HH(paKpacHoMy
cnektpy nponyckanus CO sopara-
mana  (EP CRS) wam  cnektpy,
NpeACTaBACHHOMY Ha pHCYHKe |
Pactsop S aomken Owith npos3-
pavHbIM

Oxpacka pactsopa S nomkna Obirh
He nHTeHcusHee tatona BY(KXK)s

He 6omnee 0,10 %

He Gonee 0,20 %
He Gonee 0,10 % xkamxaohn

He Gonee 0,10 %

He Gonee 0,50 %
He 6onee 0,015 % (150 ppm)

He 6onee 0.5 %

He 6osiee 0.1 %
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SRICMITTAP ™ Qrp. 3 w3 3

No
1n/n

[Mapamerpsi
KOHTPOJISA

MeTtoasi

Mertoauku
HCIILITAaHH

Kpurepnn npuemieMocTi

2.10 Ocrarounsie
KOJIMYECTBA Oprann-
YEeCKHX pacTBOpHTE-
nen:

- AUCTOHHTPHII

- TOJyOI

2.11 Pa3mep uwactuu:

- dgg
2.12 Konuuecrsen-
HOE OTpeieneH e

2.13 Mukpobnono-
rHYecKas YHCTOTa:
- oDllee KOTH4ECTBO

e PB I, 2.4.24,
22.28

e PBIL 2931

e PBII, 2.2.20

[®PBIL 2.6.12,
2.6.13

Paznen «Ocrarounsie
KOJIHYECTBA OpraHuye-
CKHX pacTBopuTesein
HJ1 PB 0428C-2020

Paszen «Pasmep wactuin
HJ1 PB 0428C-2020
Pazzen «Komwyecrsen-
HOE ONpeIC/ICHHE )

HJ1 P 0428C-2020
[Tporokon sBepuduka-
[IHH
AMV-MH-14-ADH-
1137

MeTonKa HCIBITaHHi
AM-12-0106
COI1-KO-12-197

I'eoPBIL 54

He Gonee 100 ppm
He 6onee 100 ppm

He Sonee 20 mxm

He mesice 98,5 % u ne 6onee 101.5%
B [1epecyeTe Ha CyX0e BEUIECTBO

F'®PBILS.1.4

aspo6os (OKA) 10° KOE/r
- ofuiee KOIHYECTBO
rpubos (OKT') 10° KOE/r
- Escherichia coli Orcyrersue s | r =1
3 Or6op npob - B cooTBeTcTBHM €O -
CTaHAAPTHOH Oonepaiu-
OHHOM IpoueAypOit:
COIl-KO-14-057,
= COIM-KO-12-024 .
4 O6beM KOHTPOIb- - ~ All: 400 r
Hoit npobsl MBJ1: 20,0 r
S Yenosua XpaHeHHA - - B 110THO 3aKpBITOM KOHTEHHEpE
= npH Temnepatype He seune 25 °C
6 Cpok roanocTs - - 5 ner
7 Y nakoska - - [MonuITHICHOBBIC NAKETHI, KAPTOH=
Hele Oapabanbl, a Takke Jpyrue
BH/Ib!I YTIAKOBKH, 00ecreunBaiouye
COXPaHHOCTh ChIpbS B TCUYCHHE
_ CPOKd FOJAHOCTH.
8 Hirorosurens - - Cadila Pharmaceuticals Limited,
Hujans
9 Koa - — 120076

* - KOHTPOJIHPOBATL | CEPHIO B rOj




