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2.2 TIoRnKHEOCTD
{(nnentHbUKAHI):
A. AK-criextp

B.TCX

C. Kauccrpeunan pe-
aKIHg

2.3 Viesoroe onTH-
YecKoe BPalleHHe

2.4 ConyeTBy:Omae
TIDHMECH:

- OpEMecs |

- upemecH E, F

- peMecH A, C

- LipEMech D

- HECTIeLM I pO-
BayHHE MPAMECH

- CYyMMa NpHMecsH
2.5-CroSonmere Mep-
KalITOCOCIHHEHUS

2.6 Xpom

2.7 lloTeps B Macce
IPH BHICYIIHBAHAH

2.8 Cympdathas 307a

I'e¢PBIL 59

T®PBIIL, 2224

TdPEIL 2.2.27

B cooTeeTeTBUEM
¢ HY

T®PB I, 2.2.7

I'e PBIL, 2.2.29

B tooteeTeTERR
¢ HiT

B cooTeereTRun

¢ HI
IePRIL22.32

QPRI 24.14

Paznen «[Tonmuurocts
(mpenTrduKanys) A»
HIL PB 1848C-2017

Pazpen «llommurnocts
(mrentuduxains) By
HIIPE 1848C-2017

Pasnen «I[lopnmurEocTs
(unenragukauuz) C»
HI Pb 1848C-2017

Pazpen «Ynenssoe omn-

-1 THYECKOE BPAIOCHHEEY

HJI PE 1848C-2017
Paznea «ComyTeTByio-
RS IPEMECH)

HI PE 1848C-2017

Pazgen «Caobomisie
MEPKANTOCOSANHEHHSIN
HJ PE 1848C-2017
Paznen «Xpowm»

HI PB 1848C-2017
Pazpen «IloTeps 8 Mac-
C& IIpH BHICYITHBAHAEY
HJI Pb 1848C-2017
Pasnen «Cynasdareas

| 30oIan

HJI PE 1848C-2017

Ne [TapameTpst Metoms KpHTepUR DpHeMIeMOoCTH
farjus KOETPOIS HCIBITaHAR
1 |IIpmeenenne - - Cruporonaxton, TabneTka 25 Mr
imig Pb
2 |HammernozaHHe IOXKa-
3aTenel xasecTea:
2.1 Omucanne BusvamsHerit COIT-KO-14-102 Berprit wn  swenToBaTo-GenbIH
(chottcrsa) T&PHIL, 511 TIOPOTICK.

Hpaktsuecks  HepacTBOpEM B
BOJE, PACTBOPHM B 96 % crimpTe.
O6rnagaer nonuMophEIMOM

A, VIK-ciexTp NpONyCKaaHs He-
HEITYEMOTC 0Opaslia JQKeH co-
OTBETCTBOBATH VIK-CHeKTpY TIpo-
nycexarns CO caupononakTona
(EP CRS]).

B, Ha xpomarorpamme ucnsi-
TYEMOTO PacTBOpa COHAPYKURA-
eIcd OATHO, COOTBSTCTRYIOMES
10 PACHONOKEHUIO ® pasMepy
OCHOBEOMY NSTHY Ha XpOMaro-
IpaMMe PacTBOpa CPABHEHMH.

C. Ofpasyercst OIalecHupyio-
miElE pacTBOP KeITOBATO-3€Me-
HOTO 1BeTa (MOMST EBLUIANATE
OCR0K).

Or - 41 10 - 46 B nepecuete Ha
CYXO0€ BEIGCTRO

He 6omee 0,5 %
‘He Gonee 0,3 %
He 6onee 0,2 %
He 6omee 0,15 %
He Gostee 0,10 %

He Gomee 0,7 %
JIOJDKEO ITOSBUTRCA CHHEE OKpa~
HIHBaHHE

He Sonee 0,0050 % (50 ppmy)

He Bomee 6,5 %

He 6onee 0,1 %
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CrenmrKaliug Ha MCXOIHSIE MaTepHaTst b+ 1 & U CHIC-KO-14-0182/1-02
A i Crp.3wms3
Ne [Tapametpst Meroms! Merommzn Kpwrepur npuemnemocTs
/T © KOHTpONA HCLBITAERH
2.9 Ocratounsie ko~ |T'® PE 11, 2.4.24, | Pasnen «Ocrarounpre | ® PR 354
JHYECTBa opranmge- |2.2.28 KOIHYECTRE OPramye-
CKUX PACTBOPHTE- | CKEX pacTBOpHTeIe
TeH: HII PB 1848C-2017
- METARON He Sonee 3000 ppm
- TeTparuapodypan He Gomee 720 ppm
- N.N-zmverangop- He-Gonee 880 ppm
MaMu
2.10 Konnuectsennoe T @ PE 11, 2.2.25 | Pasnen «KommecTsen- |He memee 97,5 % u me Gonee
ONpeneneHne HOE OHpEeIeiIeHHIEeY 102,0 % B mepecuere Ha cyxoe -

HJI{ PB 1848C-2017 BEIIECTRO
2.11 Maxpefuonors- |I'G PEII, 2.6.12, | MeTomuka nombraumit ('O PB I 5.1.4

4ecKas YHOTOTA, 2.6.13 AM-12-0182/1

- of1mee KOJIHYeCTBO COII-KO-12-197

aspobos (OKA) 10 KOE/r

- ofHiee KONHYSCTRO

rputos (OKIT) 10 KOE/r

- Escherichia coli OrcyterBueB I 1
3 OtHop npob - B cooTBeTCTBHE © KOH- -

TPOMEHON ONepaluoE-
HCH npouenypol:
.| COII-KO-14-057,
COII-KO-12-024

4 OfseM KOBTPONBHOR - — AJl:300r
Ipods MEJ: 2007
5 YCAOBHA XpaHeHus - - B BO3OYXOHCUPOHMIAEMOM KOH-
Tefinepe, B 3RUFIICHHEOM OT CBE-
Ta MECTE.
6 Cpox rozrocT - - 4ropa
7 YIaxoBKa - — TTongsTHACHOBEIC HakeThl, RBO0-

KEHHBIE B KapTounsie Oapabaxel,
a TAKKE LPYTHE BHJB! YIIAKOBKH,
0feClenHBAIOIIHE  COXPAHHOCTD
CHIPhS HA NPOTIKSHHH CPOKa
TOJIHOCTH.

8 Hsrorosurens - - Tianjin Jinjin Pharmaceutical Co.,
Ltd,, KuTall

9 Koxg - - 120221




