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Jlara BBesicHMS C: BeoauTca B3ameH: Heiicreyer no" TTPHYHHA: AKTYANH3ALHA
23142 2022 CIIC-KO-14-0156/1-02 | Geccpouno
or 21.10.2020
IMUPALIETAM
Piracetamum
PIRACETAM

Kounrtpoas kauecrsa no H/L PB 1702C-2016

Jara: 24.42_ 2022

Cocrasua Coraacosaiu

Jlomknocts: xumuk Il kareropun | JlomkHoets: Havansuuk OKK

All

HO®: M.B.Ba6xanuesa HO®D: O.B.3eHstpsA

TMoanuce: IMoanuce: :
Jlara: 26.12. m—*—’"

Jlara: 26 42 2022 \ /

Jonxuocts: mukpobuonor I xa-
TErOpHH

JIO/DKHOCTD: 3aMECTHTETb HAYallb-
nuka AJl

HO®: H.A Mansirssa M
[Toanucs:

HO®: B.O.Patungosa
Moanuce; — 2
Jlara: 24 4272022

Jlara: 26.12, 2022

Jlomknocets: Guonor | kateropus

JlosxsocTs: Havansiuk MBJ1

HOD: U.A . Detonuna

[Toanuce:
Jlara: 1452. 2022

HO®D; C.B.I Py
IMoanucs:
Jlata: 23 72 A622

JomxrocTs: HavansHuk OCuP

HO®: O.A.Bpe
nommcb:f%
Jata: 22 42. 2022

JIOIKHOCTD: HAYANBHHE O3

AV

UO®: B.B.Jlatorypekuii

IMoanucse:

Jlata: 23 .42 02 A




2.3 INpo3paynocTts
pacTBopa

2.4 [lpeTHOCTS pact-
BOpa

2.5 Conyrcrpyiomue
NPHMECH:

- npumecu A, B, C,
D

- HeuAeHTHHIHPO-
BaHHbIE IPHMECH

- CyMMa npuMecei
2.6 Ocraro4yHbie KO-
JTHYeCTBa OpraHHye-
CKHX pacTBOpHTE-
nei:

- METaHOJI

- H30TIPONAHON

2.7 Taxensie MeTan-
Bl

2.8 Iloreps B macce
TPH BHICYIIHBAHHK

2.9 Cynsparuas 30-
na

F'®PBIL 2.2.1

I'oPBIl, 2.2.2,
meron 11

®PBII, 2.2.29

I'® PBII, 2.4.24,
2.2.28

I'®& PBII, 2.4.8,
Metoa A

e PBII, 2.2.32

F®PBII 24.14

(unenTHUKaLHA)»
HJI Pb 1702C-2016

Pasznien «Ilpospaunocts
pacTBopa»

HJ1 PB 1702C-2016
Pasnen «Llsernocts
pacTsopa»

HJI PB 1702C-2016
Pasnen «ComyrcTByio-
1He NPHMECH»

HJ1 PB 1702C-2016

Paznen «Ocrarounsie
KOJIMYECTBA OpraHuye-
CKMX pacTBOPHTEIICH»
HJ1 PB 1702C-2016

Pasznen «Tsxennie me-
TaJLTBI»

HJ1 PB 1702C-2016
Pasnien «Iloreps B mac-
Ce NPH BEICYUIHBAHHH)
HJI PB 1702C-2016
Pasznen «Cynndarnas
3051a»

HJ1 Pb 1702C-2016

CrneunduKaims Ha HCXOIHBIE MATEPHAIBI -KO-14-0156/1-03
[ AK38MONAD C1p. 2 3 4
Ne [TapameTpsl Meroast MeToankH Kputepun npuemMaeMoctu
n/n KOHTPOJIA HCIIBITAHHH
1 IIpumenenne - - [Tnpaueram, kancynst 400 mMr s
I'py3un, Kupruzun, Pb, Typkme-
HHCTaHa
[Tupaneram, pacTsBop UM BHYT-
PHBEHHOTO H BHYTPHMBIIEYHOTO
sBefeHna 200 mr/ma s Apme-
uuu, 'pysun, PB, Tamkukucra-
Ha, Y30exncTana
2 | HaumeHoOBanue no-
Kasaresiel Kavecrsa:
2.1 Onucanne Buayansusri COI1-KO-14-102 Benwit wiu nourn Gesmbii mopo-
(cBoiicTsa) I'®PBII c. 21, IOK.
5.11 JlerkopacTBOpHM B BOJIE, pacTBO-
pum B 96 % crnimpre.
FOPBILS59 OGnanaet nonuMOpPHIMOM.
2.2 lNoputHHOCTE
(npenTHUKALMA)
UK-cnextp I'®PBII 2224 | Passen «I[lopmunocts | Madpakpacusii cnexkrp npomyc-

KaHus Hcneityemoro ofpasua
JIOJDKEH COOTBETCTBOBATH CIIEKT-
py nponyckanua CO nupanerama
(EP CRS)

Pactsop S nomken ObiTh Npo3pay-
HBIM

Pactsop S nonxen ObITh Geciser-
HBIM

He 6onee 0,1 %
He Gonee 0,1 %

He 6onee 0,3 %
I'®PBIL 54

He Gonee 1500 ppm
He Gonee 2000 ppm
He Gonee 0,001 % (10 ppm)

He 6onee 1,0 %

He 6onee 0,1 %




KoMTRE T HEMIGKO-14-0156/1-03

Creunduraums Ha HCXOHbBIC MaTEePHANSI ‘ Aﬂ

Crp.3 u3 4

L HIOMRARY
Ne ITapameTpsl Metoanl Meronuku Kpurepun npuemaemMocTi
n/n KOHTpOJIS HCIbITAHHH
2.10 Komugectsen- | [® PBII, 2.2.29 | Pasnen «Konuuectsen- | He menee 98,0 % u ne Gonee
HOE OINpe/ie/IeHHe HOE ONpe/C/ICHHE) 102,0 % B nepecuere Ha cyxoe
HJ1 PB 1702C-2016 BEHIECTBO
# 2.11 INuporen- [®PBIL 2.6.8 Meroauka HenbITaHH Hcnbiryemsiit obpasen 10mkeH
HOCTb AMP-12-0156/1 OBITE ATHPOreHHBIM

# 2.12 bakrepuans-
HBIE IH/I0TOKCHHBI
(anbTepHaTHBHBLIIN)
2.13 Muxkpobuono-
rHYecKas YHCTOoTa:
Jins cTepriIbHBIX
JIIT:

- o61ee KoNIHYeCTBO

I'®PBIIL 2.6.14

[®PBII 2.6.12,
2.6.13

COI1-BO-12-020
Mertoanka HenbITaHHA
AMBE-12-0156/1
COIT-KO-12-059
Mertoauka HenbITanuit
AM-12-0156/1
COI1-KO-12-197

He 6onee 0,029 ED na 1 mr
nupauerama

I'PPBIL5.1.4

aspobos (OKA) u
obuiee KOJIHYECTBO
rpubos (OKT') cym-
MapHO He Gonee 10 KOE/r
- IPaMOTPHIATE b~
HbIX DakTepuii, To-
JICPAHTHBIX K XKEJIUH,
mubo Gakrepwmii ce-
meiictea Enterobac-
teriaceae OrcyrcrBue B 1 r
- Pseudomonas ae-
ruginosa Orcyrcteue B 1 r
- Staphylococcus au-
reus OrcyrerBue B 1 1
JUnis HecTepHABHBIX
JIIT:
- ob1iee KoIH4ecTso
aspo6os (OKA) 10° KOE/r
- ob111ee KOMHYECTBO
rpu6os (OKT') 10° KOE/r
- Escherichia coli Orcyrcreue B 1 r
3 Or6op npob - B cooTBEeTCTBHH CO CTaH- -
AapTHOH onepaluMoHHOA
npoueRypoOi:
COI1-KO-14-057,
COI1-KO-12-024
4 Ob6beM KOHTPOIIb- - - All: 400r
HO# npoGn MBJIL:
juis crepunbibix JIIT - 32,0 ¢
quis HectepuibHbix JIIT - 20,0 r
5 Ycnosus XpaHeHus - - B 3ammimeHHoM OT CBeTa MecTe
npu Temneparype e soine 25 °C
6 Cpok rogHocTH - - 3 roga




CreunduKaums Ha HCXOIHbIC MAaTEPHAIbI

C-KO-14-0156/1-03

Crp. 4134

[NapameTpsi Meros
KOHTPOJIA

Mertonnkn
HCITBITAHHH

Kpurepun npuemieMocTH

Vnakoska -

[lakeTs! W3 MJICHKH MOMHITHIIE-
HOBO#i, BJIOXKEHHBIE B KapTOH-
Hble Gapabanbl, a Takxke apyrue
BHIBI YIIAKOBKH, oDecrnevHBaio-
IHEe COXPAHHOCTH CBHIPbA B Te-
4YeHHE CPOKa rOJAHOCTH

HarorosuTens ==

Jiangxi Yuehua Pharmaceutical
Co., Ltd., Kurait

Kon -

120086 — s npousBoacTBa
Kancy
120337 — au1s npousBojcTBa

pacTBoOpa Ui HHBEKIHH

# - HCIIBITAHKE TIPOBOJIAT, €C/IH CYOCTAHIMA TPe/IHa3HAYCHA JUIS IPOH3BO/ICTBA JIEKAPCTBEHHBIX

[penapaToB NApEHTEPAIBEHOTO ITPHMCHEHHSA




