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CreundKaLns Ha HCXOAHBIC MATEPHAITHI WJV‘?‘"“"P CIJC-KO-14-0245/1-03
Crp.l w33
Jlata BBesieHHA C: Bsoaurca B3amen: Jeiicrayer no: [MpuunHa: akTYANN3aLUNA
0103 201y CIIC-KO-14-0245/1-02 GececpouHo
or 01.12.2020
MAPALLETAMO.I
Paracetamolum
PARACETAMOL
KounTtpoas kauecrsa no H/L PB 1692C-2016
Cocrasnamn Coraacosaan
Jlonmnocrs: xumuk [ xareropun AJl | Jlonxuocts: Havansuuk OKK
22
HO®: M.B.baGxanuesa HOD: O.B.W
Moamuch:  \_

IMoanues:
Jlara:  2%.02. %oa‘-(

Jlaa: 19 02, 20aY

Jomxnocts: mukpobuonor Il kare-
rOpMM

o

JIO/KHOCTE: 3aMECTHTEb HAYATBHM-
ka AJl

HO®: B.O.Patinkona——"

HO®D: HA Manbirusa

MNoanues: -~ 27 Moanwce: Ml
Jara. 29 02 A02Y Jara: 19,02 2024

JlosokHocTs: Hauaabuk MbJ1

HO®D: C.B.I3 Ba
Moanuce: { &
Java: 2R 02 2901y

JomxrocTs: HadansHuk OCuP

HO®: O.A.Bpem
[Momnucs: —
Jlata: 2 3 .0§3, ;OQ'T

Jomwknocts: Havansiuk O3, -~

HO®: 1A Hosax ¥/}

IMoanuce:

-
Jlara: 2% 02 % W
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Crieundukaumns Ha HCXOAHBIC MaTEPHAIIB!

CRGE UL ETICIKO-14-0245/1-03

B. Y®-cnexrpodo-
TOMETPHS

C. ABGcopbunonnas

cnexkrpodoromerpus
B HH(paKpacHoi

obnactu

D. Kauecrsennas
peakuns

E. Peakuns Ha ane-
THI

2.3 Taxennle Meran-
7Bl

2.4 Tloreps B Mmacce
TIPH BHICYIIHBAHHH

2.5 CynndpaTnas 30-
na

o PBIIL 2.2.25

I'®PBII, 2.2.24

I'e PBIL 2.3.1
' P, 2.3.1
T'® PBIL 2.4.8,
meton B

rePBII, 2.2.32

I'oPhIIL24.14

HJ1 PE 1692C-2016
Pasnen «IlojumaHOCTL
(waenTudukauns) By
HJ1 PB 1692C-2016
Pasnen «llommmHHOCTE
(unentudukats) C»
HJ1 PB 1692C-2016

Pasnen «IlommnrocTs
(unenTudukamms) Dy
HJ1 PB 1692C-2016
Pasnen «llomunocts
(naenmuduxauus) E»
HJI PB 1692C-2016
Paznen «Tsokensie me-
TaUIbLI»

HJ1 PB 1692C-2016
Pasnen «Ilorepa B Mac-
CC [IPH BBICYLTHBAHHH Y
HJ1 Pb 1692C-2016
Pasgen «Cynsdarnas
30518

HJ1 Pb 1692C-2016

Crp.2 3 3
Ne [MapameTpsl Meroas Meroaukn Kputepun npuemaeMocTi
n/n KOHTPOJISA HCITBITAHHHA
1 [Tpumeneune - - [Mapaueramon, rabnerku 200 mMr
u 500 Mr ana Asepbaitiokana,
Apwmennn, ['py3nn, Kasaxcrana,
Kuprusun, Pb, Tasoknkucrana,
Vabexknucrana
Punsun, rabaerkn aus Ph
Linrpamon-Bopumen, rabnerku
ans Kasaxcrana, Pb, Typkme-
HHCTaHa
2 Haumenosanuue r1o-
Kasaresnei kavecrsa:
2.1 Onucanue Buayansasii COIl-KO-14-102 Benpiit wan nourn Gennii
(cmoiicTna) P PBILS.11 KPHCTAUTHYECKHH MOPOHIOK.
YMEpeHHO pacTBOPHM B BOJIC,
nerkopacTsopum B 96 % cnmp-
TE, OYEHb MAJIO PAacTBOPHM B
METHJICHXJIOpHIE
2.2 lNoutTHHHOCTH
(naenTudukanmus):
A. Temneparypa IF'®PBII, 2.2.14 | Pashen «[loqmunocts | A. Ot 168 °C no 172 °C
njaaBjJIeHNs (nnentudukamns) A»

B. Yaensustit nokasarens no-
INIOUICHNS B MAKCHMYME OT
860 no 980

C. MWudpakpacuwiit  cnexrp
NPONYCKAHHA  HCIBITYEMOIo
obpas3na JA0/KeH COOTBETCTBO-
BaTh CIHEKTPY MPONyCKaHus
CO napaueramona (EP CRS)
D. O6pasyercs dmonerosoe
OKpAIllHBAHKE, KOTOPOE HE Ie-
PEXOAMT B KpacHoe

E. UcnwrryeMsiit obpasen naer
peaKiHIO Ha aleTH

He Gonee 0,002 % (20 ppm)

He Gonee 0.5 %

He 6onee 0,1 %

2.6 Conyrersytoume | '@ PB 11, 2.2.29 | Pasgen «Conyrcrsyio-

NPHMECH: IHEe MPHMECH»

- npumMecs J HJI PB 1692C-2016 He 6onee 0,001 % (10 ppm)
- npumech K He Gonee 0,005 % (50 ppm)
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CreunduKaLMs Ha HCXOMHBIC MATCPHANIBI

~i SERIVINE  CRIC-KO-14-0245/1-03

—o

Crp.3 m33

Ne [Mapamerpsni Merons Meroankn Kpurepun npuemieMocTH
n/n KOHTPOJIA HCITBITAHHH

- npamecs F He Sonee 0,05 %

- mobas apyras nps- He Gonee 0,05 %

MECh

- CYMMa JApYTrHX He 6onee 0,1 %

npumeceit

2.7 KonuuectBennoe | Turpumerpus Pasnen «Kommuectsen- | He menee 99,0 % n ne Gonee

onpeaeneHue HOE ONpe/Ie/ICHHE» 101,0 % B nepecuere Ha cyxoe

HJ1 Pb 1692C-2016 BEIIECTBO
2.8 Mukpobuonorn- | F® PB I, 2.6.12, | Meroauka ucnerrannit | T® PBIIL, 5.1.4

yecKas YHeToTa:
- obIee KoMu4ecTso

2.6.13

AJl-12-0245/1
COI1-KO-12-197

aspobos (OKA) 10° KOE/r
- obmee KoaUUeCTBO
rpubos (OKI") 10 KOE/r
- Escherichia coli Orcyrcrue B 1 1
3 Or16op npob - B cooTBeTcTBHH CO -
cTanaapTHod onepamu-
OHHOW NpoNEAYPOii:
COI1-KO-14-057,
COII-KO-12-024
4 O6bemM KOHTPOIIb- - - AJl: 260 r
HOH poObl MBJI: 20,0 ¢
5 Venosus XpaneHus - - B na0THO 3aKpLITOR YNAKOBKE,
B 3alIMIICHHOM OT CRETA MeCTe
NpH TEMNEpaType He Bhille
2526
6 | Cpok roasHocTH - - 4 roga
7 | Ynakoska - - [lepsuynas ynakoska — Moim-
ITHICHOBBIH MaKer.
Bropuunas ynakoska:
- MATKHI KOHTEHHEpP M3 Noau-
NponHIeHa
- TpoitHOH NAMHHHPOBAHHBIH
naker  (nmosmaTHneH/Gymara/
NOJHNPOITHIIEH)
- kapToHHbiH Gapaban
8 Harorosurens - - Hebei Jiheng (Group) Pharma-
ceutical Co., Ltd., Kurait
9 .| Koa - - 120343




