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Crieun(HMKALAS HA HCXOZHBIC MATEPHAIBI ORTECI B @NE-KO-14-0156-13
ajemniiay | Crp. 1usd
Jlara BBeieHHS C: BeoauTes B3aMeH: Jleiictyer L LIpustHa:- KTy ATHIALHA
24.42. 2022 CIIC-KO-14-0156-12 | Geccpouno
or 16.07.2018
ITUPALIETAM
Piracetamum
PIRACETAM
Kontpous kayecrsa no H/I Pb 0036C-20135

Cocrasna Coraacosain Yreepauna
Jlomxuocts: xumuk Il kareropun | Jlomksoets: Havansiuk OKK JIO/KHOCT: 3aMECTHTENb _)?at‘b M-
AJl peKTopa no nyw

HO®: M.B.Babxanuesa

[Moanucs:

HO®: T.B.b

INoanucs:

Jlata: 24. 12. 1022

HO®: O.B 3ens
TMoanucs: \
Jlara: 6. 41 4022

Jlara: 26.12. 2022 /

Jlomkrocts: mukpobuonor Il ka-

JIO/DKHOCTB: 3aMECTHTEITb Ha-

TErOpHH qanbHHKa AJl
HO®: B.O.P HO®: H.A.MansirnHa »
Moanuch,~ Moanuce: 7

Jlara: 24 AT 2022

Jlata: 26.42, 2032

JlonmxuocTs: Guonor 1 kKareropuu

JlomxsocTs: HavansHuk MBJ1

HO®D: U.A . Deaguuna

INoanuce: #
Jara: 24 42 2022

HOD: C.B.I Ba ,
[Moanucs: 7

Jlara: 23 12 2022

Jlomknocts: Hayansuuk OCuP

HOD: O.A.B%
Moanucs{ (/ —~

Jlata: 22 42, 2022

JIOKHOCTS: HaY

AV

HO®: B.B.Jla

IMoanuce:

Jlara: 23,42 2022




Crneunduxanns Ha HCXOIHBIE MATEPHATbI

[1C-KO-14-0156-13

2.2 llopnuHHOCTH
(nnenTHHKALAS):
UK- criextp

2.3 Ipo3pa4HocTh
pactsopa

2.4 serHOCTH pact-
BOpa

2.5 Cyasdarnas 30-
na

2.6 ConyTcTBYIOIIHE
[PHUMECH:

- npumecu A, B, C,
D

- HecnenuuIHpo-
BaHHBIE PHMECH

- CyMMa npumecei
2.7 OcraTto4Hble KO-
JIHYECTBa OpraHuye-
CKHX pacTBOpHTE-
ne:

- METaHOoI

- TONYO

- H30TIPOITHJIOBBIH
CIIMPT

2.8 Taxensie MeTan-
Jibl

roPBIIL 2.2.24

'oPBIL 2.2.1
o PBII 2.2.2,
meron Il

FrePhBIL 2.4.14

e PHIL,2.2.29

I'® PBII, 2.4.24,
2.2.28

I'd PBII 2.4.8,
meron A

Pasnen «lTouiMHHOCTE
(uaenTHOHKALHA)»
HJ1 PB 0036C-2015

Pasznen «IIpo3pausocTs
pacTeopay

HJ1 PB 0036C-2015
Pasznen «l{serHocTs
pacTBopa»

HJ1 Pb 0036C-2015
Pasznen «Cynbarnas
30/1a»

HJI Pb 0036C-2015
Pasnen «ConyrcTByio-
LIHE [IPHMECH)

HJI PB 0036C-2015

Pasznen «Ocrarounsie
KOJIHYECTBA OpraHuve-
CKHX pacTBopHTENneH»
HJ1 PB 0036C-2015

Pasznen «Tskenbie Me-
TaJUIBI»
HJ1 PB 0036C-2015

Crp.2 m3d
Ne [NTapameTpsl Metosi MeTomuku Kpurepun npHeMieMocTH
n/n KOHTPOJIA HCHBITAHHN
1 [Tpumenenne - - [Mupaueram, kancyast 400 wmr
ans Apmennn, I'pysun, Kasaxc-
tana, Kuprusuu, Mosnnossi, Pb,
Typxkmenuncrana
[Tupaneram, pacTBop JUIS BHYT-
PHBEHHOIO ¥ BHYTPHMBIILEYHO-
ro seesienns 200 Mr/mi
2 HaumeroBanue no-
KasaTesiel KayecTna:
2.1 Onucanue Busyansusiit COI1-KO-14-102 Bensiit win noyrn Oensbift mo-
(cBoiicTna) ['®PBII, 5.11 pomok. Jlerko pacTsopum B BO-
ne, pacteopuM B 96 % cnupre.
FoPBIL 5.9 O6nanaer nonHMOpPHIMOM

WudpakpacHsliii  CrnekTp npo-
MyCKaHHs MCIBITYyeMoro odpas-

ua JO/DKEH COOTBETCTBOBATH
uHpaKpacHOMY CHEKTpY Ipo-
nyckanus CO nupanerama (EP
CRS) unu cnexrpy, npeiacras-
JICHHOMY Ha pucyHke |

Pactsop S so/mken 6bITs Npo3-
pauHbIM

Pactsop S nomken ObiTh Gec-
IBETHBIM

He 6onee 0,1 %

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

He Gonee 0,3 %
I'OPBEIL 54

He 6onee 3000 ppm
He Gonee 890 ppm
He Gonee 5000 ppm

He 6osaee 0,001 % (10 ppm)




orMe
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W 3eMNJIAN Crp.3 m3d

Ne [TapameTpsl Mertons Merouku Kpurepuu npuemMiaemMocTH
n/n KOHTPOJIA HCILITAHUH
2.9 Norepa B macce | '@ PBII, 2.2.32 | Pasnen «Iloteps B mac- | He Gonee 1,0 %
[IPH BLICYLIHBAHHH CE MPH BLICYIIHBAHHHY
HJ1 PB 0036C-2015
# 2.10 Iuporen- '®PBIL 2.6.8 Meroauka nensrrannii | Mensiryemsiit o6pasent aosnken
HOCTH AMP-12-0156 OBITH ANHPOreHHbIM

COI1-BO-12-020
#2.11 baxrepuans- | ['® PB 11, 2.6.14 | Meroanka ucnbrrannit | He Gonee 0,029 ED na 1 Mr nupa-

HBIC YHIOTOKCHHBI AMBE-12-0156 uerama

(anbTepHaTHBHEIH) COI1-KO-12-059

2.12 Kommuecrsen- | F'® PBII, 2.2.29 | Paspen «Komuyecrsen- | He menee 98,0 % u ne Gonee
HOE ONnpeeIeHHe HOEC OnpejieIeHHe» 102,0 % B nepecuere Ha cyxoe

HJI PB 0036C-2015 BEIECTBO
2.13 Mukpobuono- |I'® PBII, 2.6.12, | Meroanka ucnerrannii | '@ PBII, 5.1.4

ruqeckas YHCToTa: 2.6.13 AM-12-0156
Jlns crepunbasix JIIT: COIT-KO-12-197
- oblee KOJIHYECTBO

aspobor (OKA) u

ofmee KOJIHYECTBO
rpubos (OKI') cym-
MapHo He Gonee 10° KOE/r
- IpaMoTpHUATEIb-
HeiX Oaxrepuit, TO-
NICPAHTHBIX K HKEIIIH,
mmbo Oakrepuii ce-
metictea Enterobac-

teriaceae OrcyrcrBue B 1 r
- Pseudomonas ae-
ruginosa OtcyrcreueB 1 r
- Staphylococcus au-
reus OrcyrctBue B | r
Jinis  HecTepUIBHBIX
JIIT:
- obee KOJNHYECTBO
aspobos (OKA) 10 KOE/r
- obmiee KOJIMYECTBO
rpubos (OKI") 10° KOE/r
- Escherichia coli OrcyrerBue B 1 r
3 Or6op npob - B cooTBeTcTBHM CO -
CTaHJapTHOH onepauu-
OHHO#M npoueaypoi:

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

4 | O6BeM KOHTPOIIB- B - AJl: 400 r

HO#H poObt MBJL:

ana crepunbhbix JIIT - 32,0 r
quia mectrepuabhbix JIIT - 20,0 r

5 Yenosus XpaHeHHs - - B n10THO 3aKpLITOM KOHTEHHEpe
B 3AIIMIICHHOM OT CBETa MECTE
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Cneumbuxauu: Ha HCXOIHBIC MaTepHabI

CIIC-KO-14-0156-13

Hrffl

Crp.4 3 d

[MTapamerpsi Mertoznt
KOHTPOJIS

Meroaukn
HCITLITAHHH

KpuTepun npuemueMocTn

CpoK roiHOCTH -

5 ner

Vnakoska -

[Takers! U3 MUICHKH MOJTHATHIIE-
HOBOM, BNOXKEHHBIC B KapTOH-
Hele Gapabanbl, a TaKXKe apyrue
BH/Ib! YNIAKOBKH, obecneunsaio-
{He COXPaHHOCTH CHIpbA B Te-
YECHHE CPOKa I'OJIHOCTH.

M3rorosurens -

Northeast Pharmaceutical Group
Co., Ltd., Kuraii

Kon -

120086 — mns npou3BoCTBA
Karcyn

120337 — s npou3BOACTBA
PacTBOpa JUIA HHBEKIIHH

# - HCIIBITAHHE TIPOBOJIAT, €C/IH CyOCTaHUMs NTpe/IHA3HAYCHA JUIS TPOH3BOJICTBA JIEKAPCTBEHHBIX

NPEnapaToB NapeHTePATLHOIO IPUMEHEHHSA




