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Paracetamolum
PARACETAMOL

KonTtpoas kauecrsa no H/L Pb 1692C-2016,
Paznenam 3.2.5.4.1, 3.2.5.4.2 peracTpanHoOHHOI0 10Che
JekapcrBennoro npenapara lluTpamon-bopumen,

Tabaerkn 220 mr + 27 mr + 200 mr B Pb

Cocrasnim Corsacosain Visepana

Jonmnocts: xumuk | kateropun AJl | Jloaxuocrs: nasansank OKK JIOAKHOCTH: 3aMECTHTE! paib-
iy HOI'O IMPEKTOpa 1o m

HO®: M.B.badkanuesa HO®D: O.B. L 282 27 /| HOO: T.B.bawvpo // 4

Moanucs: 60 Autf Moanmcs: | % Moanuck: (2

Jara: [4ou. 2028 U Hara: 604 X725 5 Jara: (107 2025

Jlonknocts: Mmukpodunonor |1 kare- JlomkHOCTE: 3aMecTHTE Ib-avdanbHn-

ropum ka All

HO®: B.O.PaTHHKOBA = " HO®: HA Manwirma /7~ 0

Moanuch: _— —Z—rZ— | loanucs: '}LL//

Mata: \MON 226

Hdara: 1504 225

JlomknocTs: Hasaaspuk MBJT

HO®: C.B,Lemo 7
Monnucey /
Hara; |S0u-2025

JomkHocts: HavaasHng OCuP

HOD: 0.%
[Moanck: Lo oy —

Jara: 1404 225 =

Jlomksocts: Havansug, 03

HO®D: U.A . Hosax A4 N
IMoanucs: [~ ]
Jlara: l60u 225 ¥4
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2.2 *TlojymHHoCTh
(maenTHdUKaMA):
A. Temneparypa
MUIABIeHUS

B. AGcopbunontas

cnekTpodoTOMETPHA
B ynbTpaduonero-
BOH W BHAMMO# 00-
nacTAX

C. ABGcopbumonnas

criexTpohoTOMETPHA

8 uHdpaxpacHoi
obnacTn

D. Kagyecrrennas

peaKius

E. Peakuus na ane-
T™HI

2.3 Tsxensic metas-
bl

o PBIL2.2.14

o PbIl, 2.2.25

' PBIL 2224

rePbIl 2.3.1

e PHILL 23.1

IO PBIIL 2.4.8,
meton B

Pazen «ToUMHHOCTS

(naenTuduxanus) A»
HJ1 PB 1692C-2016,
Pasnen 3.2.54.2

Paznen «ToumuROCTS

(nnenTuduxanud) By
HJ1 Pb 1692C-2016,
Pasnen 3.2.54.2

Passaen «lToumHHOCTS

(naenTidukauns) C»
HJI PB 1692C-2016,
Pasnen 3.2.54.2

Passen «IToJUTHHHOCTL

(naenTHGHKams) Dy
HJ1 PB 1692C-2016,
Paznen 3.2.5.4.2

Pasaen «IToannHHOCTD

(naentnduxanns) E»
HJ1 PB 1692C-2016,
Pasnen 3.2.54.2

Paznen «Tsoxensie Me-

TABI»
HJ1 PB 1692C-2016,
Pazmen 3.2.8.4.2

Crneundukains Ha UCXO/IHBIE MaTepHalibl i M P VKOR -KO-14-0245/1-06
UIEMIJIRD Cwp.2 u3d
Ne [TapameTphi Meroan MeToamnku KpuTtepun npuemieMocti
nn KOHTPOJIA HCITBITAHHH
| [pumenenne - - [Tapaueramon, Tabierku 200 mr
1 500 mr s Asepbaitokana,
Apmennn, I'pyznn, Kasaxcrana,
Kuipreiserana, Pb, Tamkuku-
crana, Yibekucrana
Punsun, tabaerkn uis Pb
[lurpamon-bopume, TabneTky
220 mr + 27 Mr + 200 mr ans
Pb
[lurpamon-Bopusmen, TabneTku
ans Asepbaitrkana, Kazaxcra-
na, Takukucrana, Typkmenn-
cTaHa
2 Haumenosanne 1o-
Kasarenei kavecrsa:
2.1 Onucanne Busyanbrarit COT1-KO-14-102 Benwiit wim noytn Genbii
(cBoficTRa) o PBIL 5.1 KPUCTAUIHYECKHH MOPOIIOK.

YMepeHHO pacTBOPHM B BOJE,
nerkopactsopum B 96 % cnmp-
TC, OMEHb MAI0 PACTBOPHM B
METHACHXTOpHIE

A.O1 168 °C 10 172°C

B. YVieanHsiil noKa3zaTreb 1no-
[JIOICHHA B MAKCHMYME OT
860 10 980

C. MWuadpakpacusiii  cnextp
MPONYCKAHHMA  HCHBITYEMOrO
obpa3sua J0KeH COOTBETCTHO-
BATh CHEKTPY [POTNYCKaHHsA
CO napaueramona (EP CRS)
D. OGpasyercs  (puonerosoe
OKpalMBaHHe, KOTOPOEe He re-
PEXOIMT B KPacHoe

E, Mcnerryemsiit odpaseu aaer
PeaKinio Ha aleTH

He 6onee 0,002 % (20 ppm)
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CreundMKalus Ha HCXOIHME MATEPHANbI

A J’. - o ETC-KO-14-0245/1-06

.3 n3d
mﬂﬁp
Ne [TapameTpsi Metonni MeTtoaukn Kpurepuu npHeMIeMocTi
n/n KOHTPOJIA HCITBITAHN
2.4 Tloreps B macce | I'® PB11,2.2.32 | Pasaen «lloreps 8 mac- | He Goaee 0.5 %
MPH BHICYIIHBAHWA ce TPH BLICYIITHBAHHH )
HJ1 PB 1692C-2016,
Pasnen 3.2.8.4.2
2.5 Cynnpatnasn 30- | F®PH 11, 2.4.14 | Pasnen «Cynndarias He Gonee 0,1 %
na 30718
HJ1 Pb 1692C-2016,
Paznen 3.2.5.4.2
2.6 Conyrcrsyoumse | '@ PB11,2.2.29 | Pasaen «Conytersyio-
TIPHMECH! IIHEe NPHMECH»
- npuMecs J HJL PB 1692C-2016, He Gonee 0,001 % (10 ppm)
- npumecs K Pasnen 3.2.5.4.2 He Gonee 0.005 % (50 ppm)
- npumecs F He 6onee 0,05 %
- mobas apyras npH- He 6onee 0,05 %
MECh
- CYMMa JIpYTIux He Gonee 0,1 %
npumecei
2.7 Konwyectseunoe | Turpumerpus Paznen «Kommuectsen- | He menee 99,0 % u ne Gosee
onpeaesieHue HOE ONpeAC/ICHHE) 101,0 % B nepecuere Ha cyxoe
HJ1 PB 1692C-2016, BCIIECTBO
Pasnen 3.2.8.4.2
2.8 Mukpobuonors- | I'® P511,2.6.12, | Meroauxa uenwiranuit | T'® P11, 5.1.4
qeckas YHCTOTA: 2.6.13 AM-12-0245/1
- 00L1ee KOJIHYECTBO COII-KO-12-197
arpobor (OKA) 10° KOE/r
- 0D1ee KOIHYECTRO
rpubos (OKT') 10° KOE/r
- Escherichia coli Otcyrersue s | 1
3 Ot6op npob - B coorseTcTBHH €O -
CTaHIapTHOH Onepanu-
OHHOI mpoueaypoii:
COIl-KO-14-057,
COIT-KO-12-024
4 Ob6BeM KOHTPOJIL- - - All: 26,0 r
HO# MpoGkI MBJI: 20,0 r
5 Venosus XxpaseHus - -~ B nioTHO 3aKpLITOH YNAKOBKE,
B 3AIHILICHHOM OT CBETa MECTE
MpH TEMITEPATYpEe HE BhILIE
25:°C
6 | Cpok roaHocTH - - 4 rona
7 Ynakoska = =

[MepBryunas YakoBka — Moim-
ITHACHOBBIN 1TAKeT,
BropHunas ynakoska:

- MATKHI{ KOHTEHHEP U3 NoJNn-
NpoNKIeHa

- TPOMHOW JaMHHHPOBAHHbIA
naker  (nonmaTHACH/Oymara/
MOTHITPONIICH)

- KapToHHblH Gapabau
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Crpdwnsd

Ne [Mapamerpsi Meron Metoaukn Kpurepuu npemieMocTs

n/n KOHTPOJIA HCIBITAHHA

8 Harotosurens - - Hebei Jiheng (Group) Pharma-
ceutical Co., Ltd., Knrait

9 | Koa - - 120343

*MCnbITanns NMOVTHHHOCTH M3 KakA0i yNakoBOYHON CAMHHI! Mepeil BhUIAYCH B MPOHIBOACTBO
nposomuTs coraacuo COI-KO-14-056 metogom I'® PB 11, 2.2.40 Cnexrpodoromerpus Ganwiiero
unpakpacroro auanaszona ambo I'® PB 1, 2.2.48 Pamanobekas cnektpoMerpis. Kpurepin npuemie-
mocTi: «CHekTp HenbTyeMoro ofpasia J0/KeH COOTBETCTBOBATH CIICKTPY NapaneTamMo/ia, BHECEHHOTO
B Gubmuotexy criektpos BUK-ananmmsatopa mubo crextpomerpa konebaTensHOro (paMaHoBCKOroO)

paccesHua .




