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METAMM30JI HATPUSI MOHOI'HAPAT
Metamizolum natricum monohydricum
METAMIZOLE SODIUM MONOHYDRATE
Kounrtpoas kauecrsa no H/L Pb 0347C-2020

Paznenam 3.2.8.4.1, 3.2.5.4.2 perucTpanHoHHOro
[10Che JIEKAPCTBEHHOI0 npenapara

A

Haabrun, Tadjgerku 500 mr B Pb

CocraBuan

CoraacoBanau

Yrsepana

JonmHocTs: Xumuk | kareropun
All

JlomnocTs: HavansHuk OKK

JIOMKHOCTE: 3aMeCTHUTE
AMPEKTOPA MO Kauec

HEPATLHOrO

HO®: M.B.babxanuesa

HOD: O.B.3eupkp-

Moanucs: EOLAY

A
[Moanucek:

Jlata: 03 09 2025

Jlata: 05.09. 2025 7

HO®: T.B.bagrypo
Moanmeh:  \_
Jlata: 04 . 092025

Jomxroets: MukpoGuonor I ka-
TEropuH

JIOMKHOCTL: 3aMECTHTE L HAYATLHHKA
AJl

HOD: H.A Manbirnia 7~

HO®D: B.O.PaTHpxena
TMoanwces: ~ £

IMoanucs: b7,

Jlata: 03 04 2025

Jlata:  05.09 2025 “

JlomknocTs: HavaneHuk MBJ1

HO®D: C.B.
[Toanwuce:
Jlata: oM. a5

Jlonxnocts: HavansHuk OCuP

HO®: O.A.B A
Moanuce: %
Jlara:. OU 68 28254

JLo/mKHOCTD: HaYaNbHUK

HO®: U.A.Hosaxk oo

IMoanuce: Gt S

Jara: OM_ 0§ 2025 7/
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Crneundukauns Ha HCXOHBIE MATEPHATbI

[1C-KO-14-0013-14

_qmnngp Crp.2 u3 4

Ne [TapameTpbl Meroasi Meroauku KpuTepuu npuemieMocTi
n/n KOHTPOJIS HCIBITAHUH
1 | [Npumenenne - - Anansrus, Tabnerxku 500 mr s
Asep6aitpkana, Kasaxcrana, Keip-
renscrana, PB, PO, Typkmenucra-
Ha, Yibekucrana
2 | Haumenosauue no-

Kalaresiel KavyecTsa:

2.1 Onucanue BusyansHblif COIT-KO-14-102
(cBoiicTna) I'oPBILL 511 Pasnen «Onucanne
(cBoiicTBa)»

HJ1 P 0347C-2020,
Paznen 3.2.5.4.2
2.2 *[ToutHHHOCTD

(naeHTHDUKANNA):

A. A6copbunonnas | '®d PB 11, 2.2.24 | Passen «IloumHHOCTD

cnekTpooTOMETPHUA (uaenTuduxauns) A»

B HdpakpacHoi HJ1 PB 0347C-2020,

obnacTH Pasnen 3.2.84.2

B. Kauectsennas '®PBIL,23.1 | Pasnen «llojutHHHOCTS

peakuus (naentudukaums) By
HJ1 PB 0347C-2020,
Paznen 3.2.5.4.2

C. Kauecrsennas o PBIL2.3.1 | Pasagen «[ToumnROCTS

peakuus (nnentudmkanns) C»
HJ1 PB 0347C-2020,
Paznen 3.2.5.4.2

D. Peakuus (a) va I'®PBIIL 2.3.1 | Paszgen «[loummubocTs

HaTpHit (naenTuduxauus) D»
HJ1 PB 0347C-2020,
Pasnen 3.2.8.4.2

2.3 Isetnocts pact- | F® PB 11, 2.2.2, | Pasznen «llseTHOCTH

BOpa meron Il pacTBopa»

HJ1 PB 0347C-2020,
Paznen 3.2.5.4.2

2.4 ITpo3pauHocTh I'® PBII, 2.2.1 | Pasngen «[lpo3paunocts
pacrsopa pacTBopa»

HJ1 PB 0347C-2020,

' Paznen 3.2.8.4.2

2.5 Kucnornocrs B coorsercteun | Pasnen «KucaornocTs
HJIH LIEIOYHOCTh ¢ HJ1 n pa3ne- HJIH LIEJIOYHOCTh )
nom 3.2.5.4.2 HJ1 PB 0347C-2020,
Painen 3.2.5.4.2

2.6 Conytersyromme | '® PB 11, 2.2.29 | Pasgen «Conyrersyio-

Benwiii wan nouru Oenbiii KpH-
cranauyeckuit nopomox. OueHb
JIErKO pacTBOPHM B BO/E, PacTBO-
puM B 96 % cnmpre, NPaKTHYECKH
HEPACTBOPHM B METHICHXJIOpH/IC

A. HndpaxpacHblif CrieKTp npormye-
KaHWs MCIILITYeMOoro obpasiia JO/KeH

COOTBETCTBOBATL  MH(pakpacHOMy
cnexktpy nponyckanus CO meramu-
sona Hatpust (EP CRS) win cnekrpy.
NpeACTABICHHOMY Ha PUCYHKE |

B. JIoJOKHO MOABHTLCA CHHEE OKpa-
mMBaHKe, Kotopoe Obictpo obec-
[BEYHBAETCS M B TEHYCHHE HECKOJIb-
KMX MHHYT MpeBpaiiaeTcs B HHTCH-
CHBHO KPacHOE OKpaluBaHue

C. B teuenne 10 MHH B Kansie pe-
aKTHBa TOABAAETCS CHHE-(pHONE-
TOBOE OKpallliBaHHE

D. Jlaet peakumio (a) Ha HaTpuil

PactBop S HenocpeACTBEHHO nocne
NPUrOTOBNIEHH  J0/KeH  ObiTh
OKpallleH He MWHTCHCHBHEE, 4eM
sranon BY(KXK)

Pactsop S nomxen ObITh npo3zpay-
HBIM

He Gonee 0,1 mn 0,02 M pactsopa
HaTpHs THApPOKCHAA TpebyeTtcs Uis
M3MEHEHHs OKPacKH WH/IHKATOpa Ha

PO30BYIO

MIPHMECH! IIHE MPHMECH»
- npumecs C HJ1 P 0347C-2020, He 6onee 0,5 %
- npumecs E Pasnen 3.2.8.4.2 He Gonee 0,15 %
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3¥3eMnaan

Crp.3 uz 4

Ne [TapameTpsi Metonasi Metoankn Kputepuu npHeMIeMocTH
n/n KOHTPOJIA HCTIBITAHKMHA
- HecneunHurpo-

BaHHBIE MPUMECH
- CyMMa rpuMecei
2.7 Cynsdatsl

F®PBIL24.13

Paznen «Cynbdars
HJI P 0347C-2020,
Pasnen 3.2.84.2

He 6onee 0,05 %
He 6onee 0,5 %
He 6onee 0,1 %

2.8 Taxensie meran- | O PBII, 2.4.8, | Paznen «Taxensie me- | He 6onee 0,002 % (20 ppm)
bl MmetToa A TaJTBI»
HJ1 Pb 0347C-2020,
Pasnen 3.2.5.4.2
2.9 Ioreps 8 macce | I'® PB 11, 2.2.32 | Pasnen «Iloreps B mac- | O1 4,9 % 20 5.3 %
MPH BLICYUIMBAHUA ce MPH BHICYIIHBAHHH Y
HJ1 Pb 0347C-2020,
Pa3nen 3.2.5.4.2
2.10 Ocrarounbie I'® PBII, Pazsen «Ocrarounbie [®PBIL 54
KonuuecTa opranu- | 2.4.24,2.2.28 KOJTMYECTBa OpraHnye-
HECKHX PacTBOPHTE- CKHX pacTBOpPHTENCH»
neit: HJ1 PB 0347C-2020,
- 3TaHON Pasnen 3.2.5.4.2 He 6onee 1000 ppm
2.11 Konuuectsen- | F'® PBII, 2.2.90 | Pasnen «Konuuectsen- | He menee 99,0 % u ne Gonee 101,0 %
HOE OTpejie/ieHne HOE OTIpeIe/ICHHE) B IepecyeTe Ha CyX0e BEIIeCTBO
HJ1 PB 0347C-2020,
Pasnen 3.2.5.4.2
2.12 Mukpobuono- | '@ PB I, Meronuka uenwiranuii | FTO®PBII, 5.1.4
rU4ecKas YHCToTa: 2.6.12,2.6.13 AM-12-0013
- obuiee KOIHYECTBO COIl-KO-12-197
aspobos (OKA) 10° KOE/r
- oflee KOJIHUYECTBO
rpuGos (OKI') 10° KOE/r
- Escherichia coli Orcyrctue B | 1
3 OT16op npob - B coorBercTBHM CO -
CTAHJApPTHON onepatu-
OHHOI NMpoleIypPO:
COIT-KO-14-057,
COIT-KO-12-024
4 | O6beM KOHTPOIIb- - - AJL: 60,0 r
HO¥ npo6kI MBJI: 20,0 r
5 | Yenosus xpanenus - - B nnaoTHO 3akpeiToM KOHTeHHEpe B
JAUIMIICHHOM OT CBETa MecTe
6 | Cpok roaHocTH - ~ 4 rona
7 | YnakoBka - - JlBoiiHble MOJMITHIICHOBBIC MaKe-
Thbl, BJIOXKCHHBIC B KapTOHHBIE Oa-
pabanbl
8 | U3rotosuTens - - Shandong Xinhua Pharmaceutical

Co., Ltd., Kuraii
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Crieundukaums Ha HCXOAHBIE MaTEPHAITHI

:ICTIC-KO-14-0013-14

44 Crp.4 u3 d
Ne IMapameTpsl MeTo/1b1 Meroauku KpHTepn# npHeMIeMoCTH
n/n KOHTPOJIA WCTILITAHUH
9 | Koa - - 120088

*UCnBITaHus TIOUTHHHOCTH M3 KK/IOH YNIAKOBOYHOM €/IMHMIILI Nepe/l BblaueH B NPOH3BOACTBO MPOBOANTE
cornacro COMN-KO-14-056 metoom I'd P 11, 2.2.40 CriextpodpoTomerpus GmmkHero HH@pakpacHoro anana-
3ona. Kputepnn npuemnemocti: «CriekTp HCnbITyeMoro obpasiia J0/DKeH COOTBETCTBOBATE CIIEKTPY METaMH-
30/1a HATPHA MOHOIMApPATa, BHeceHHoro B Gubmoteky crektpos BUK-ananusaropay.



