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Creunpuraums Ha HCXOAHBIC MATEPHAIbI " Koa: CIIC-KO-14-0092/1-17
axu-ll.“ll 1H ."J ;C1‘p.2 His
Neo [MapameTpst Mertoaw MeTtoankn Kpurepun npuemMieMocTy
n/n KOHTpOIs UCIIBITAHHA
1 ITpumenenne - - Kodenn-Gersoar Harpus, pactsop Ui
noaxkoxkHoro seeserna 200 mr/vi s
Asepbaitivkana, Kazaxcrana, Keip-
reizcrana, PB, PO, Typkmenucrana
Punaun, rabaersu a1 Pb
[ lnrpamon-bopumet, Tadbaerku
220 mr + 27 Mr + 200 mr uis Pb
[{urpamon-Bopumen, rabrerku 118
Asepbaitipkana, ['py3nn, Kasaxcra-
Ha, Knipreacrana, Tawkukucrana,
Typkmenncrana, Yioekncrana
2 Hanmenosanue no-
Kaszareneil kauecrsa.
2.1 Onucanne Busyanbusiil COI1-KO-14-102 Benwrii wan nourw Oeawil kpucrai-
(cBoiicTna) I'dPBIL 511 audeckuit nopomok mbo Gesnie Win

2.2 *[MosTMHHEOCTS
(uaenTudukanms):

A. Temneparypa
TNABJICHHS

B. AGcopbunonnas

cnekTpohoToMeTpUs
B uHdpakpacHoH

obmacTi
C. KavyecTseHnas

peaKius

D. Kavecrsennas
peaxuus

E. [Torepsa s macce
IPH BHICYIITHBAHAH

FOPBIL22.14

F'®PBII 2.2.24

O PEIL23.1

e PBIL23.1

o PhII, 2.2.32

Pazaen «lToumAROCTD
(naenTuduxanns) A»
HJ1 PB 0856C-2019,
Pasnen 3.2.5.4.2
Paizen «llommHHOCTS
(naentudukanns) By
HJI P 0856C-2019,
Painen 3.2.8.4.2

Passien «lToumHHOCTE
(uaenrTuduxanns) C»
HJ1 Pb 0856C-2019,
Pasnen 3.2.54.2
Paaaen «IlomnanocTs
(naenTrukanns) Dy
HJ1 PB 0856C-2019,
Pasnen 3.2.5.4.2
Painen «lloteps 8 mac-
CC [1PH BLICYIIHBAHHKY
HJ1 Pb 0856C-2019,
Paznen 3.2.8.4.2

nouTH Oensvie WEITKOBHCTHIE KPHC-
Ta/UILL.

VMEpeHHO pacTBOPHM B BOJIC, JIETKO
pacTBOpPMM B KHNAWIEH BOIE, M0
pactopuM B 96 % crnmpre. Pacrso-
pRETCH B KOHUCHTPHPOBAHHBIX Pact-
sopax GEH30aTOB H CAIHUMIATOB (ie-
JIOUHBIX MCTAINOB.

Jlerko cyGrumupyercs.

A. 01234 °C no 239 °C

B. MndpakpacHbiii criekTp nporycka-
HHA HCTBITYEMOro 00paiia JomKeH
COOTBETCTBOBATL CNEKTPY [TPOIYCKa-
uust CO kodenna (EP CRS) wm cnek-
TPY, NPEACTABICHHOMY Ha PHCYHKE |
C. Ucnurryemslit obpasent 20mKen
BhIICPKUBATEL TpeboBanns

D. IMosBngeTcs HHTCHCHBHOE CHHES
OKpalIHBaHHE

E. Mcnbrryemsiit ofpazen BLIepKH-
paeT menwiranne «lloteps B macce
IIPH BLICYIIHBAHHHY, KaK yKa3aHo 8
pasiene «MenbiTaHua Ha YHCTOTY »
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Creumh KA Ha HCXOTHKE MATEPHAILI i Y IE_KQA;.CW -KO-14-0092/1-17
A I Tp.3 M1 5
Ne [TapameTpsi Merozant Metomnkn Kpurepun npueMaeMocTy
1/ KOHTPOJIA HCIIBITAHHH
F. Peaxuus Ha kcan- | T® PB 11, 2.3.1 | Pasaen «llowmunocts | F. Mensimyemsiit o0pasen aaer peak-
THHBI (uaenTudmkanns) F» (MO Ha KCAHTHHBI
HJ1 PB 0856C-2019,
Pasnen 3.2.84.2
2.3 IlpospaunocTs F®PHIL 221 | Pasnen «llpospaunocts | Pactsop S noaken ObiTh 1Mpospat-
pacTsopa pactsopa» HBIM
HJ1 Pb 0856C-2019,
Pasnen 3.2.5.4.2
2.4 lpernocts pact- | F® PBIL 2.2.2, | Paznen «llgernocts Pacteop S gomken Owirh Oecuset-
BOpa meton Il pacTeopan HBIM
HJ1 Pb 0856C-2019,
Pasnen 3.2.5.4.2
2.5 KucnotHocts B cootercrsuy | Pasnen «Kucnorroets» | He Gonee 0.2 ma 0,01 M pacrsopa
¢ HJ1 u Pazne- | HZ1 Pb 0856C-2019, HATPUS THAPOKCHAa Tpedyetca LA
aom 3.2.84.2 Pasgen 3.2.5.4.2 M3MEHEHHS 1IBCTa HHIMKATOPa
26**pH | % pacr- |[T®PBIL223 |I®PBIL223 VkassiBaioTcs QaKkTHHECKHe pe3yiibe
BOpa TaThl,
Uamepsior pH pacrsopa S, npuro-
TOBJIEHHOTO KaK YKa3aHO B pajje-
ne «Meneiranng Ha YHCTOTY »
HJ1 PB 0856C-2019
2.7 Conyrersytoume | '@ PB 11, 2.2.29 | Pazaen «Conyrerayio-
npuMecH: UIHE TIPHMECTH
- Hecneunpuumrpo- HJ1 PB 0856C-2019, He 6onee 0,10 %
BAHHAN TPUMECH Pazaen 3.2.84.2
- CyMMa npHMecei He donee 0,10 %
2.8 Cynsar I'®PB I 2.4.13 | Pasgen «Cyasdarsn He 6onee 0,05 % (500 ppm)
HJ1 PB 0856C-2019,
Pa3znen 3.2.8.4.2
2.9 Tawensie metan- | FO PB I, 2.4.8, | Pasnen «Taxensie me- | He Gonee 0,001 % (10 ppm)
bl meron C TAIBIY
HJ1 PB 0856C-2019,
Painen 3.2.5.4.2
2.10 Moteps B Macce | I'd PB 11, 2.2.32 | Passen «lloreps 8 Mac- | He Gonee 0,5 %
ITPH BLICYIIHBARWH e 1MPH BHICYIITHBAHHIY
HJ1 PB 0856C-2019,
Paznen 3.2.8.4.2
2.11 Cynstarnas I'® PB 1L 2.4.14 | Pasaen «Cynsharaas He Gonee 0,1 %
30712 30718
HJ1 P 0856C-2019,
Passen 3.2.5.4.2
2.12 Ocrarouuoe ko- | '® PB 1, Paanen «Ocrarousioe ko- | T® PHIIL 5.4
AnuecTBo oprannye- | 2.4.24,22.28 JIHHECTHO OPraHHYeCKIX
CKHX pacTBOpHTENCH: PacTBOpPHTEICH»
- xnopodopm HJ1 Pb 0856C-2019, He 6onee 60 ppm
Pasnen 3.2.8.4.2
2.13 ***Bakrepuans- | I'® PB 11, 2.6.14 | Meroauka nenbimannii | He Gonee 0,7 ED na 1 mr kodenna
HBIE IHIIOTOKCHHBI AMBE-12-0092/1
S A COI1-KO-12-059
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CreundHKaums HA HCXOIHBIC MATCPHLTHL = Koa: CHC-KO-14-0092/1-17
phendoboobonbeldy Crp.4 uas
Ne IMapameTpsi Meron Meroankn Kpurtepun npuemMaemMocTs
n/n KOHTPOIR MCIBLITAHHA
2.14 Konmuectsen- | I'®d PB 11, 2.2.20 | Pasnen «Koauyecrsen- | Ot 98,5 % no 101.5 % » nepecyere
HOC OnpeencHne HOE OTTPEICICHHE) HA CYXO0€ BEIIeCTBO
HJ1 PB 0856C-2019,
Pasnen 3.2.5.4.2
2.15 Muxkpobduono- | I'® PBI, Meroauka uensrrannii | @ PHIL 5.1.4
ruyeckas MHCToTa: 2.6.12,2.6.13 AM-12-0092/1
JU1S IPOM3BOJICTBA COIl-KO-12-197
crepushbx JITT:
- oblIICe KOMHYECTBO
aspobos (OKA) n
obuiee KOMHYECTBO
rpubos (OKI') cym-
MapHo He Gonee 10° KOE/r
- FPaMOTpHLATE b=

HbiX DaxTepuit, To-
TEPaHTHBIX K KCIUH,
mbo GakTepuit ce-
meitctsa Enterobac-

teriaceae Orcyrersue s | 1
- Pseudomonas ae-

ruginosa Orcyrereue s | 1
- Staphylococcus au-

reus OrcyrerBue B I 1

JUIR ITPOH3BOCTBA
nectepuabHbix JITT:
- oOHIEe KOIHIECTBO

aspobos (OKA) 10° KOE/r
- ob1iee KOTHYeCTBO
rpubos (OKI') 10* KOE/r
- Escherichia coli Orcyrcrpue B | v
3 Or16op npob - B cooTBETCTBHH CO -
CTaHAapTHON onepariu-
OHHO#T nmpoueaypoi:

COI1-KO-14-057,
COI1-KO-12-024

4 Ob6beM KOHTPOIL- - - AJl: 350r
HOI mpobsl MBJT:

JUIS POM3BOJICTBA CTEPHITBHBIX
JI-310r
JUIS TIPOH3BOCTBA HECTEPHIILHBIX
JIM-200r

5 | Yenosus XpaneHus - - B n10THO 3aKpHITOM KOHTERHEPE

6 Cpok roasocTi - - 4 roja

7 Ynaxkoska - - [MoNKUITHICHOBBIE NAaKeThl, BIOKEH-
HBIC B KAPTOHHBIE KOPOOKH

8§ | Usrotomurens - - Shandong Xinhua Pharmaceutical
Co., Ltd., Kurait

74



IGE S T IR TTSREIA

Cneundukaums Ha HCXOAHEIC MATEPHATBI j ;-r’.?z-'—nmnnga: CJC-KO-14-0092/1-17

Crp.5Sn3 s
Ne [Mapamerpol MeTozs! Meronnkn KprTepnn npreMaeMocTH
nn KOHTPOJIS MCHLITAHHHA
9 Koa - - Jas crepunbnbix JITT - 120335
Jlas necrepunbnnx JITT — 120067

*HCnuTagns MOUTHHHOCTH W3 Ka’10# yNakKoBOHHON S/IHHHIE! NEpe/l BhUIAYEH B IIPOH3BOJICTRO MPOBOINTE
cornaco COI-KO-14-056 merozniom I'® PB 11, 2.2.40 CnexrpodoromMeTpus GamAHET0 WHGpaKpacHoro
auanazona mibo I'd Ph I, 2.2.48 Pamanosckas crnektpomerpus. Kpurepun npuemaemoctn: «Crexrp
HCTIBITYEMOr0 00paiiia A0NKEH COOTBETCTROBATE CHIEKTPY KOGIEHHA, BHECCHHOTO B GMOAHOTEKY CMEKTPOB
BHMK-ananusaropa mmbo criekTpoMeTpa KonebaTeasHOro (paMaHoBCKOI0) pacceaHnsy.

** Jlonosmurensaoe Tpedosanne OAQ «B3MITy.

***Henpitanie NpoBosT, ecu cyOCTanms NpeIHazHaueHa UIA IPOH3BOJCTBA JISKapCTBEHHBIN npenapa-
TOB NAPCHTCPATLHOTO NTPHMEHCHHA.



