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CreunuKains Ha MCXOAHBIE MATEPHAILI

[ P‘mp CJ1C-KO-14-0087-10
t Crp.2m33

[TapameTpsl Meroas

KOHTPOJIS

MeToukH
HCIILITAHHN

Kpurepun npreMaeMocTi

[Ipumencune

donuesas KUCI0Ta, TabICTRH

| Mr

BAJl ®onuenas KHCAOTa 118 IKC-
nopra 8 EC

r2

HaumeHoBaHue 1no-
Kazaresel Kauecrsa:
2.1 Onucanue
(ceoiictpa)

Busyansubii:
IO PEIL Tom 1,
5.11

2.2 TToIMHHOCTD
(naeHTHpuKaLHg):
A. YiaensHoe ontu-
qecKoe BpallleHHe

I'd PBII, Tom 1,
2.2.7

B. AGcopbunonnas
cnekTpooToMeETPHA
B HH(pakpacHo#
obnacTH

I'd PB 11, tom |,
2774

e o

C. Toukocnoitnas I'd PB L, Tom 1,

xpomarorpadus 2.2.27
D. Bona I'd P11 tom 2,
2.5.12

I'® PB L, tom 2,
2.2.29

2.3 Conyrersyionme
MPHMECH!

- npuMecs A

- npumecs D

- npumecn C, E, G

- nipumecu H, 1

- necneuuduumpo-
BAHHBIC TPUMECH

- CYMMa npHMmecei

2.4 Pasmep wactn: | I'D PB I, Tom 1,
29.31

COIN-KO-14-102

Paanen «llTopunuu-
HocTh (HaeHTHHKa-
uua) A»

HJ1 PB 0348C-2020
Pazzen «Ilojumn-
HOCTH (HACHTHOHKa-
uus) By

HJ1 Pb 0348C-2020

Pazzaen «lloumn-
HOCTB (HACHTHHKA-
ums) C»

HJ1 PB 0348C-2020

Pasnen «lloumn-
HOCTH (naeHTHdUKa-
uus) D»

HJ1 PB 0348C-2020
Pasnen «Conyrer-
BYIOIIHE IIPHMECH»
HJ1 Pb 0348C-2020

Paszaen «Pasmep vac-
THILY
HJ1 Pb 0348C-2020

AKenroparelit  MAM  OPAHKEBbLIH
KPHCTR/LIHHCCKHIA NOPOLIOK.
[IpaKTiHyeckn HEPACTBOPHM B BO-
jg¢ ¥ B GOJBLLUIMHCTBE OpraHnve-
CKHX, pAcTBOpHTEjCH, pacTBops-
eTCcs B Pa3BC/ICHHBIX PAcTBOpax
KHCIOT M THAPOKCHIOB 1104~
HBIX META/UI0B

A. Or +18 no +22 B nepecyere
Ha Oe3B0JIHOE BELIECTRO

B. UK-criektp nponyckauus wc-
nuITyeMoro odpasua JIOJKEH Co-
orsercrsoBatk MK-crniexkrpy npo-
nyckanus CO GosneBoi KHCIOTHI
(EP CRS) wim cnexrpy, npei-
CTaBJeHHOMY Ha pHCyHKe .

C. OcHOBHOE TATHO HA XpPOMaTo-
rpaMMe HCIBITYEMOTo  pacrsopa
JIONIKHO COOTBETCTBOBATH M0 pac-
NOJ0KEHUIO, (QIyopecueHuHn M
pasMepy OCHOBHOMY [STHY Ha
XpOMaTOrpaMMe pacTBopa Cpas-
HEeHHA

D. Menwrryemsiit  ofpaienl  Bbi-
nepxuBaer ucnbitanue «Bopay,
Kak ykasano B pasgene «Menurra-
HHA HA HHCTOTY»

He 6onee 0.5 %

He Gonee 0.4 %

Jns xaknoi wve 6oxee 0.3 %
Jins kaxnoit ne 6onee 0,15 %
Jins kaxaoi ne 6onee 0,10 %

He 6onee 1,2 %
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Creundukauns Ha HCXOIHBIE MATEPHANL! - jK3emn NAp MC-KO-14-0087-10
Crp.3 u33
Ne [MapameTpht Metoaw Metoanku Kpurepun npuemiesmocty
n/n KOHTPOAS HCTILITAHMI
- dan He 6osee 20 mxm
- s He 6osee 10 Mrm
-di He 6oaee 5 Mxm
2.5 Ocrarounsie ko- | I'® Ph 1L, Tom 2, Pazzen «Ocrarounste | '@ PhIIL tom 2. 5.4
anyecTsa opranuye- | 2.2.29 KOJIMMECTRA OPraHm-
CKHX pacTBopHTEe- HECKHX pacTBOpPHTE-
nei: aedn
HJ1 PB 0348C-2020
- YKCYCHAs KHCI0Ta He 60:ee 5000 ppm
2.6 Bona I'®PBII, Tom 2, Paszen «Boxa» 015.0% no 8.5%
2.5.12 HJ1 Pb 0348C-2020
2.7 Cyandpatnas 30- | F'® PBIL tom 1, Pasnen «Cyasparnas | He 6oaee 0.2 %
aa 24.14 301an
HJ1 PB 0348C-2020
2.8 Konuwecrsennoe | D PH I, Tom 2. Painen «Konnvecr- He menee 96,0 % n ne Gonee
onpeneiIeHne 2229 seHnoe onpeienenney | 102,0 % s nepecuere na d6e3sos-
HJ1 Pb 0348C-2020 HOE BEIIECTRO
2.9 Mukpoduonorn- | I'd PE 11, tom 1, Merommka npuroano- [ ' PB11.5.1.4
qeckas 2.6.12,2.6.13 cru AM-12-0087
HHCTOTA: [Tporokon Bamaaunm
- 00111ee KOJIHYECTBO MMV-MH-12-014
aspoGon (OKA) 10" KOE/r
- ob1ee KOIMHHECTBO
rpudos (OKI) 10* KOE/r
- Esherichia coli Oreyrersue 8 1 1
3 Ot6op npob - B coorsercTBHH  CO -
CTanaapTHOR  onepa-
LHOHHOR  npoueay-
poii:
COTI-KO-14-057,
COIT-KO-12-024
4 ObneM KOHTPOILHOM - - AJl: 400 r
npotul MBJI: 20,0 r
5 Yenosus xpanenns - - B n10THO 3akphitom KouTeiiHepe
B 3AlIMIIEHHOM OT CBETA MECTE,
MOJ1 HHEPTHBIM TA30M
6 Cpok roanocTu - - 4 rona
7 Vnakoska - - [ToandTHneHoBBIE NaKeTLl, BAO-
KCHHBIC B Kapronnwie Gapabatibl,
a TaKWKe JIPYTHE BHIIbI YIIAKOBKH,
ofecneunBalomme  COXPAHHOCTh
ChIPhA B TEHEHHE CPOKA FOJAHOCTH
8 Harotosntens - - Sri Krishna Pharmaceuticals Ltd.,
Mnana
9 Kon - - 120132




