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CreundHKauns Ha HCXOHBIC MATEPH
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ICIIC-KO-14-0245/1-04

IK3EMIfAG Crp.l m33
Jlara BeesieHus c: BeoauTcs B3aMen: pi - ~Fiprhia: aktyanusaums
CIIC-KO-14-0245/1-03 GeccpouHo
ot 01.03.2024
IMAPAILIETAMO.I
Paracetamolum
PARACETAMOL

Konrtpoas kauecrsa no H/L PB 1692C-2016
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C. AGcopbunonnas

crnexTpodoToMeTpHA

B HH(pakpacHOH
obnactn

D. KauvecTrsenHas
peakuus

E. Peakuuns Ha ane-
THI

2.3 Taxensie MeTau-
sl

2.4 Tloreps B Macce
TIPH BLICYIIHBAHHH

FoPBIIL2.2.24

O PBIIL2.3.1

FePBIL23.1

I'®PBII, 24.8,

smeTon B

F'ePBII, 2.2.32

HJI PB 1692C-2016
Paznen «[lopmMHHOCTD
(unenTuduxamms) C»
HJ1 PB 1692C-2016

Paznen «IloumHHOCTD
(waenTudukauus) Dy
HJ1 PB 1692C-2016
Pasnen «IToumBROCTS
(naentudukauns) E»
HJ1 PB 1692C-2016
Paznen «Taxensie Me-
TAUTBIY

HJ PB 1692C-2016
Pasnen «Iloteps B Mac-
Ce NpH BHICYIIHBAHHH»
HJI PB 1692C-2016

CrieunHKaUMua Ha UCXOAHBIE MATEPHAITHI IC-KO-14-0245/1-04
L Crp.2u33
Ne [TapameTpni Metoas Meroauxn KpuTepun npueMaeMocTH
n/n KOHTPOJIS MCIBITAHHA
1 [Mpumenenune - - [Mapaueramon, Tabnerku 200 mr
1 500 mr ans Asepbaitkana,
Apmenun, I'py3un, Kazaxcraua,
Keipreiscrana, Pb, Tamxuku-
crana, Yibekucrana
Punsun, tabnerkun s Pb
[lurpamon-bopumen, Tabnerku
s Asepbaitoxana, Kazaxcra-
Ha, Pb, Typkmenucrana
2 Haumenosanue no-
Ka3aresied KayecTna:
2.1 Onucanune BuayanbHbIi COIT-KO-14-102 Besnbiii wim noutw Genwbiit
(cBoticTra) 'O PBIIL 511 KPHCTAJTHYECKHH MOPOLIOK,
YMepeHHO pacTBOPHM B BoOJeE,
nerkopacteopum B 96 % crmp-
TE, OYEHb MAJ0 PacTBOPHM B
METHIEHXJIOpHAE
2.2 *TloanuHHOCTD
(naenTHgUKaLM):
A. Temneparypa IF'® PBII, 2.2.14 | Paznen «[lomwmunoets | A, Ot 168 °C 1o 172 °C
TIaBJICHUR (naenTudukauns) A»
HJ1 PB 1692C-2016
B. Y®-cnektpodo- | '@ PBIL 2.2.25 | Pazaen «lloumnnocts | B. YaensHbii nokasares no-
TOMETPHA (unentndukauns) By» TJIOMIEHUA B MAKCHMYME OT

860 no 980

C. MHudpakpacHbiii crnexkTp
NpPONMYCKAHHA  HCMBITYEMOro
ofpa3ua J0/5KeH COOTBETCTBO-
BaTh CHEKTPY [pONYCKaHHA
CO napaueramona (EP CRS)
D. OGpasyercs ¢uonerosoe
OKpalmMBaHue, KOTOpoe He ne-
PEXOMT B KPacHOE

E. UcnbiTyemsiif obpasen naer
PeakiHIO Ha aueTu

He Gonee 0,002 % (20 ppm)

He 6onee 0,5 %

2.5 Cynedarnas 30- | O PBII, 2.4.14 | Pasnen «Cynsparnas He Gonee 0,1 %
na 3onan
HJ1 PB 1692C-2016
2.6 Conytersyioume | '® PB 11, 2.2.29 | Paznen «Conyrcrsyio-
IIPUMECH: LHe MPHMECH
- npumecs J HJ1 PB 1692C-2016 He Gonee 0,001 % (10 ppm)
- npumech K He Gonee 0,005 % (50 ppm)
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Cneundukams Ha UCXOHBIE MATEPHAITDI W C-KO-14-0245/1-04
AciewnpEp | Cmiws
Ne [MTapameTtpsi Metoasl Mertoaukn Kpurepuu npuemuemocti
n/n KOHTPOJIA HCITBITAHHH
- npumecs F He Gonee 0,05 %
- mobas apyras rnpu- He 6onee 0,05 %
Mech
- CyMMa JIpYTHX He 6onee 0,1 %
npumecei
2.7 Konuuectsennoe | Turpumerpus Paznen «Komuuectsen- | He menee 99,0 % u ne Gonee
onpeie/IeHHe HOEC OIpPeACICHHE » 101,0 % B nepecuere Ha cyxoe
HJ1 PB 1692C-2016 BEILECTBO
2.8 Mukpobuonoru- | '® PBII, 2.6.12, | Meroauxa nensrrannit | F'® PBII, 5.1.4
Yeckas YMcroTa: 2.6.13 AM-12-0245/1
- obmee koaMyecTBo COII-KO-12-197
aspo6os (OKA) 10° KOE/r
- obee KoM4eCTBO
rpubos (OKT') 10 KOE/r
- Escherichia coli Orcyrersue s | r
3 OT6op npob - B coorsercTBHM CO -
CTaHIapTHON onepaum-
OHHOH npoueaypoi:
COI1-KO-14-057,
COIT-KO-12-024
B O6beM KOHTPOJIb- - - AJl: 260 r
HOM npobk! MBJI: 20,0 r
5 VcnoBus XxpaHeHHs - - B muioTHO 3akpeiToif ynakoske,
B 3aLIMUICHHOM OT CBETa MecTe
NpH TEMIEpaType HE BhIlE
25°C
6 Cpok rotHocTH - - 4 rona
7 VYnakoska - - [NepBHunas ynakoska — NOJIH-
ITHJICHOBBIH MaKker.
BropuuHas ynakoska:
- MATKHH KOHTEHHEpP M3 MOJH-
NpOoNHJIEHA
- TpOHHONH NAMHHHPOBAHHBIH
nmaker  (nmonmaTHneH/Gymara/
MOJIHITPOITHIICH)
- KapToHHBIH Gapaban
8 HsroroBurens - = Hebei Jiheng (Group) Pharma-
ceutical Co., Ltd., Knurai
9 Kon — = 120343

*HcnuiTanns NMOUTHHHOCTH M3 KaXI0W YNakOBOYHOM eJMHHILI nepej Bbiaa4deH B NPOH3BOACTBO
nposoauTs cornacio COI-KO-14-056 meromom I'® PB 11, 2.2.40 CnexrpodoromeTpus GnmxHero
undpaxpacroro auanazona 6o I'® PB 11, 2.2.48 PamanoBCcKas CrieKTPOMETPHS. Kpurepun npremie-
mocT: «CITeKTp HCILITYeMOro obpasua JI0/DKeH COOTBETCTBOBATH CNIEKTPY MapaueTaMosia, BHECCHHOrO
8 Gubamoreky cnextpoe BUK-anamsatopa nmbo crnextpoMeTpa KoneGaTeNbHOrO (pamaHOBCKOrO)

paccesHHA .
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