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2.2 ToummunocTs
(naeHTHDHKALHS):
A. Temneparypa
JIABJICHHA

B. YO - cnexrpo-
thotomeTpus

C. UK-cnextp

D. Peakums na nep-
RHYHBIE apOMaTHYE-
CKHE AMHHBI

2.3 Tlpo3paunocTs

2.4 IlBeTHOCTD

2.5 Conyrersylonme
[IpUMeECH:

- mobast pUMecs

» CyMMa npumecei
2.6 Tloreps B Macce
[IPH BLICYITHBAHHH

3.11

I'® PBIL Tom 1,

2.2.14

I'd PRI, tom 1,

2.2.25

I'd PEIL toMm 1,

2.2.24

I'd PE L Tom 2,

23.1

I'd PH I Tom 1,

2.2.1

'® PH I rom 1,

-y,

smetos Il

['DPBEII, Tom 2,

2229

e

I'd PBII, Tom 2,

22.32

Pazaen «llomwmn-
HOCTH (WieHTHDH-
Kaumus) A»

HJ1 Pb 1234C-2018,
n3Mm. |

Pazaen  «llopimu-
HOCTE  (MaeHTH -
kauus) B»

HJ1 PB 1234C-2018,
H3M. |

Pasnen «llomumun-
HOCTH (HACHTH(H-
Kauus) C»

HJ1 Pb 1234C-2018,
u3M., |

Pazzen «llowmn-
HOCTH (HACHTHH-
Kauus) Dy

HJ1 Pb 1234C-2018,
M. |

Paanen «lIpozpav-
HOCTHY

HJI P 1234C-2018,
niM, |

Paszpen «liBeTHoCThY
HJ1 Pb 1234C-2018,
HiM, |

Pazaen «Conyrer-
BYIOIIHC TIPHMCCH Y
HJ1 Pb 1234C-2018,
uim. |

Pasaen «lloreps 8
MAacce NpH BLICYIITH-
BaAHUH»

HJ1 Pb 1234C-2018,
H3iMm. |
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Noe [TapameTpsi MeTtoas: Meroanku Kputepnu npueMaeMocTi
11 KOHTPOJIA HCITRITAHHH
| Ilpumenenne Merponnaazon, Tabaerkn 250 mr
2 il-laumcnouauuc no-
‘ajzare/ielt Kayecrsa:
1 Onucanne BusyanuHbiii: COI-KO-14-102 beawni wan xenTosathil KpHcTan-
CROIICTRA) ®PHIL tom 1, JHYECKHI MOPOLIOK,

Mano PACTBOPHM B BOJIE, B ale10-
HE, B CITHPTE H B METHIICHXI0pHIIL.

A. Or 159 °C a0 163 °C

B. Hcenenyemuit pacrsop 8 obiac-
™ oT 230 70 350 HM uMmeeT Mmak-
CHMYM noraomenus npu 277 HM n
MHHHMYM NOTTIOIICHHS NP

240 nMm. Yaeasusi#t noxasarens no-
FIOMICHHSE B MAKCHMYME COCTan/Is-
er o1 365 a0 395.

C. UK-cnexkTp nponyckanus uenbl-
TyeMoro odpasia J10/KeH COOTBeT-
creosars MK-cniekrpy nponyeka-
uust CO merpounaasona (EP CRS)
HITH CIEKTPY, NPEJICTABICHHOMY Ha
pucynke 1.

JlaeT peakunio Ha nNEpBHUHBIE apo-
MaTHYCCKHE AMHHBbI

Pacteop 1o cTeneHn MyTrHOCTH He
NONAKEH NpeBbiaTh ytanou 1l

Okpacka pacrsBopa A0/KHa ObITh
He uHTeHcnBHee atanona GY(3X),

He Gonee 0,1 %
He 6onee 0,2 %
He 6onee 0.5 %
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No [MapameTpsl MeToast Meroamnkn Kpurepuu npuemMieMocTi
n/n KOHTPOIA HCTIBLITAHHA
2.7 Cynwdarnas 30- | '® PEIIL, rom 1, | Pasnen «Cynspar- He Gonee 0,1 %
a 2.4.14, meTont A | Has 3ona»
HJ1 Pb 1234C-2018,
HiMm, |
2.9 Koanuecrsennoe | I'd PB 11, tom 2, | Paszen «Konuvecr- | He menee 99,0 % n e Gonee 101.0 %
ONpeIeIeHHE 2.2.20 BEHHOE onpenese- B [EPECHETE HA CYXOE BELIECTBO
HHUEY
HJ1 Pb 1234C-2018,
nim. |
2.10 Mugpobuono- | I'® PBII, oM 1, | Meroauxka mnpuroa- | F'd PEIL tom 1, 5.1.4
IHYecKan yucrora: 2.6.12,26.13 HOCTH
- oDiee KOJIHUECTBO AM-12-0130/1
aspobos (OKA) [Tporokon sanuna-
LUK 10" KOE/r
- 0011ee KOIHYECTRO MMV-MH-12-1510
rpubos (OKI') 10° KOE/r
- Escherichia coli Orcyrcreue B | r
3 O16op npod - B coOoTRETCTBHE CO -
cranapTHofi onepa-
HOHHOMN npouesy-
poii:
COTT-KO-14-057,
COI1-KO-12-024
4 O6BEM KOHTPOITb- - - AJl: 200 r
HO# npoOkI MbJI: 10,0 r
5 Yenosus Xxpanenus - - B BO3/yXOHENPOHHIAEMOM KOH-
TeiHepe B 3AlMIICHHOM 0T CBeTa
MeCTe.
6 | |Cpok roaHocTs - - 4 rosa
7 Ynakoska - - [ToNMITHACHOBBIC NAKETBL,  BIO-
KeHHbIC B KapTOHHBIE Gapabanbl, a
TAKKe JApPYIHe BHIBI YTIAKOBKH,
obecrecunBaIONIHE  COXPAHHOCTH
CBIPbS B TEHCHHE CPOKA IOJIHOCTH.
8 HarorosnTens - - Hubei Hongyuan Pharmaceutical
Technology Co., Ltd., Kuraii
9 Kon B - 120122




