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ORICMIIAD €mp.2us 3

(cBokicTBa)

2.2 lloumMHHOCTD
(naenTHUKALNS):

A. YensHoe ontuve-
CKOE BpallleHne

B. AGcopbunonHas
crexTpooTOMeTPHA
B uHdpaxpacHoii 06-
JIACTH

2.3 lpo3pasunocTs
pacTsopa

2.4 llserHocTs pact-
BOpa

2.5 VaensHoe onTH-
YeCcKOoe BpallleHHe

2.6 Conyrersyomue
NpHMECH:

- npumecu A, B, C, D
- HecneungpruuHpo-
BAHHBIC IPHMECH

- CyMMa npuMecei
2.7 Nannaanit

2.8 lloreps » macce
[IPH BBICYIIHBAHHH

FePBILS.11

FePBIL 227

F'®oPBIL2.2.24

'®PBIL22.]

I'©oPBIL, 222,
meron Il

F'ePBIL 227

e PBIIL2.2.29

I'd PB I,
2.2.22 smeron ll

FeoPBII, 2.2.32

Pasnen «[lommmuHOCTE
(naenTiduxains) A»
HJ1 PB 1675C-2016,
nim. Ne |

Paznen «lTommnnocts
(naentuduxanns) By
HJL PB 1675C-2016,
nam. Ne |

Pasnen «Ilpospaunocts
pacTBopay

HJ1 PB 1675C-2016,
Him. Ne |

Pasnen «llsetHocTs
pacrsopa»

HJ1 PB 1675C-2016,
u3m, Ne |

Pasnen «Ynensnoe on-
THHECKOE BPALIICHHE)»
HJ1 Pb 1675C-2016,
Him. Ne |

Pazzien «ConyrerByio-
HIHE [IPUMECH»

HJ1 Pb 1675C-2016,
Him. Ne 1

Pasgen «ITamnammity
HJ1 PB 1675C-2016,
wiaMm. Ne |

Paanien «ITorepa B mac-
Ce NMPH BLICYLITHBAHKH )
HJ1 PB 1675C-2016,
u3m. Ne |

Ne ITapameTpsni Metosb Meroankn Kpurepun npuemMaemMocTs
n/n KOHTPOJIS HCIILITAHHH
| [Mpumenenue - - Pamunpun, rabnerkn 2,5 Mr
Pamunpnn, TabneTku 5 Mr
10 Mr
2 Haumenosanne noxa-
3aresiell kavecTsa:
2.1 Onucanne BusyansHsii COIT-KO-14-102 Benwiii nan nowrn Genbiit KpHe-

TAUIHHECKHH [TOPOLIOK.
YMepeHHO pacTBOpUM B BOJE,
JIErKO PacTBOPHM B METaHOJIE.

A. Wcnerryemsiit obGpasent Bbl-
JICPXKHBACT MCTBITaHue «Yenb-

HOE OITTHYECKOE BpallCHHe),
KaK ykasano B paszaene «Henbi-

TaHHUA HA HHCTOTY»
B. MHudpakpacueii cnexrp
MPONYCKAHMA  MCMBITYEMOro

o0pasia JA0/1KEeH COOTBETCTBO-
BaTh WH(paKpacHOMY CHEKTpY
nponyckanus CO pamunpuna
(EP CRS) win cnextpy, npei-
CTABJICHHOMY Ha pHCYHKE |
Pactsop S somken 6uITh Npo3-
pavHbIM

Pactop S nomxen Owrts Gec-
UBETHBIM

Or + 32,0 no + 38,0 B nepe-
CHETE HA CYXOe BEIIECTBO

He Gonee 0,5 %
He 6onee 0,10 %

He Gonee 1,0 %
He 6onee 0,001 % (10 ppm)

He 6onee 0.2 %
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Ne [Napamerpsi Metons Meroaukn KpuTepun npueMieMocTH
n/n KOHTPONSA HCIIBITAHHH
2.9 Cynsarnas sona | I'® PB 11, 2.4.14 | Pasnen «Cynsdarnas He Gonee 0,1 %

2.10 KonuvecTeHHOE
onpejeneHune

e P11, 2.2.20

3018
HJ1 PB 1675C-2016,
nam. Ne |

Pasnen «Komavecrsen-
HOE OnpeieacHue»

HJ1 PB 1675C-2016,
H3m. Ne |

He menee 98,0 % u He Gonee
101,0 % B nepecuere Ha cyxoe
BEIIECTBO

2.11 Muxkpobuonoru- | I'® PBII, Meroauka ucnurannit | O PBIIL, 5.1.4
Yeckas YHCToTa: 26.12,2.6.13 AM-12-0328/1
- of1ee KOMMYECTBO COIl-KO-12-197
aspobos (OKA) 10’ KOE/r
- oDlee KoJMHecTBo
rpuGos (OKI") 10 KOE/r
- Escherichia coli Orcyrersue B 1
3 Or6op npob - B coorseTcTBHH CO -
cTanapTHOH onepaus-
OHHOMH npoueaypoi:
COII-KO-14-057,
COI1-KO-12-024
4 | O6beM KOHTPOIBHOM - - AJl: 500 r
npobbi MBJ1: 20,0 r
5 Yenosus XxpaHeHHs - - B 1maoTHO 3aKpRITOM KOHTEH-
Hepe [PH TEMNEPaType HE Bbi-
we 25 °C
6 | Cpok rogHOCTH - - 3 rona
7 VYnakoska - - [MommaTunenossle NaKeTsl,
BJIOXEHHBIE B KaproHHble Oa-
pabanbl, a TaKKe JAPyrHe BHIbI
yHakoskH, ofecneunBaomme
COXPAHHOCTb CHIPbS B TEHEHHE
CPOKa NOJAHOCTH.
8 | Usrorosurens - - Zhejiang Huahai Pharmaceuti-
cal Co., Ltd, Kurait
9 | Koxn - - 120219




