Cepruduxar anajausa

Opella Healthcare Hungary Ltd.,
2112 Veresegyhéz,Lévai u.5., Hungary
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhéz,Lévai u.5., Hungary)

Opella.

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID xox: 925579 Konm mpoznyxTa: VER 925579
HamMeHoBaHme nponmykra: Bapanrmu M Tabnerxkm 20x
CrpaHa: Poccua
Homep cepum: Kv001 HomMep cepum KIMEHTa: Kv001l
IJaTa NpoOM3BOICTEA: 24-0dEB-2026 IaTa OKOHYAaHUA Cpoka AHB-2030
TOIHOCTM :
Jo3MpOBKa : CM. IO pesyyibTaTaM
aHaImsa
JlexapcTBeHHas dopmMma: TabjeTKu KoJI-BO BHINIYIEHHBEIX YINakKoOBOK: 61 488

YInakoBKa:

Onucrep u3 IIBX u

Homep cepum ADU:

aJIIOMMHMEBOM GONbITU

YCJIOBMA XPaHEeHUA:

3alMIEHHOM OT CBeTa MecTe.

JV04046, JV04295

XpaHUTb B OPUTMHAJNIBHOM YNakoBKe, Opu Temnepartype ot +8 °C mo +25°C, B

MMOKA3ATEJIN HOPMBbI PE3YJIBTATBI
XAPAKTEPUCTUKN
- OnmcaHue Besnele miu nouTm OeJible, KPyIUIEle, I1JIOCKUE CooTBeTCTBYyeET
TabJeTKM C I'PaBUPOBKOM «Baralgin-M» c onHOM
CTOPOHBEl ¥ PUCKOM C IOPYyI'OM CTOPOHE. CKOUIEHHBIE
c obemx CTOPOH.
- Cpenusasa macca (Epp.®apm. 2.9.5) 550,0 mMr #5 % (o 522,5 mo 577,5 wmrn) 546,5 Mmr
- OpHOpomHOCTBb Macce (EBp.®apm. 2.9.5) He mMenee 18 Tabierok m3 20 IOJDKHEL CooTBEeTCTBYyET
COOTBETCTBOBATH MacCCe B IManasoHe CpenHeM
Maccel = 5%
He 6Gojee 2 Tabynerok m3 20 momyckaeTcs C
MacCoM B IManasoHe cpenHer Macce + 10%
- OOHOPOIHOCTL Io3upoBaHus (Bapuauusa <=15.0 % 5,2 %
Macce, EBp.®apm. 2.9.40)
- PacnamaemocTh (EBp.®apm. 2.9.1) <=15.0 MmH COOTBETCTBYET
INOAJIMHHOCTB
- Metammszon HaTpusa (CBIXX COECTBEHHOM BpemMmsa yIOepXmBaHMUA MCHIBITYEMOI'O pacTBoOpa CooTBeTCTBYET
PABPABOTKMN) COOTBETCTBYET BPEMEHMU YyOEePXMBAHUS BTAJIOHHOT'O
cTaHmapTa.
- Merammzosn HaTpusa (Yd-meTom) OCHOBHOV IMk YO-CHeKTpa MCIETYEMOT'O pacTBopa COOTBETCTBYyeT
COBIaZaeT C OCHOBHOM NOMKOM YO®-CcIOeKkTpa
STaJIOHHOTO obpasla.
KOJIMUYECTBEHHOE OIPEJEJIEHUE (CB3XX
COECTBEHHOJ PABPAEOTKM)
- MeTaMmM30JI HaTPUI 475.0-525.0 Mmr/Tabinerka 503,3 mMr
POICTBEHHHE IIPMMECHU (CB3XX COBCTBEHHOM CoorBeTCTBYET

PA3PAEOTKM)

- 4-MeTunaMMHOAHTUNMPUH (npuMmech C)

- JIpyrue HOpuMecy, 10 OTIeJIbHOCTU

- Ofumee KOJIMYECTBO IIpMUMeceM
JOINOJIHUTEJIEHAST MH®OPMALIUA
MykpoOuoJoTHUUYecKas 4YnUCTOTa
- TAMC

- TYMC

- OrcyTcrBue Escherichia coli B 1r

(Ep.dapm.) *

<=0.5 %
<=0.2 %
<=0.5 %

<= 100 KOE/r
<= 10 KOE/r
OTcyTcTByeT
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5., Hungary
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhéz,Lévai u.5., Hungary)
Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID xom: 925579 Konm mponykTa: VER 925579

HamMeHoBaHme nponmykra: Bapanrmu M Tabnerxkm 20x

CrpaHa: Poccusa

Homep cepum: Kv001 HomMep cepum KIMEHTa: Kv001l

IJaTa NpoOM3BOICTEA: 24-0dEB-2026 IaTa OKOHYAaHUA Cpoka AHB-2030

TOOHOCTH :

Jlo3MpoOBKa : CM. IO pes3yJybTaTraMm
aHamsa

JlexapcTBeHHas dopmMma: TabJjeTKn KoJi-BO BHIIYIEHHEIX yNakoBOk: 61 488

YrnaxkoBKa: Bmmcrep u3 IIBX u Homep cepum AdDN: Jv04046, Jv04295
aJIIOMMHMEBOM GONbITU

YCJIOBMS XPaHEeHUS: XpaHUTb B OPUTMHAJNIBHOM YNakoBKe, Opu Temnepartype ot +8 °C mo +25°C, B
3amMIEHHOM OT CBeTa MecTe.

MHNOKA3ATEJIA HOPMBbI PE3YJIBTATBI

*IIONOJIHUTEJIbHEIE MCIIEITAHMS He NPOBOIATCSA B pPaMKax PYTMHHOI'O KOHTPOJIS; HE BHIIOJHAJNMCH OJIs IAaHHOM Cepumn
(mpoBomsaTcsa myisa kaxnoy 10-1 mapTwuy, HO He pexe 1 napTtum B T'OX) .

CcHJIKa Ha HOPMAaTUBHHM HOOKYMEHT : JIIT-Ne (012890) - (PI'-RU) -181225
Cpok T'OOHOCTM: 48 MecsleB

A®M, MCHONBLBOBAHHEI IS NPOUBBOACTEA

HammeHOBaHMe npoussomuTesia AU

- Merammzon HaTpusa (cont.) MaubnyH CuHbxXya ®apMacbioTukajy Ko.Jlrm., Hutian Chemical
Industrial Zone, 255 075 Zibo, Shandong Province China

YnakoBka M MapKMpPOBKa B coorBeTcTBMM C HI

- MapkupoBKa: MapKMpOBKa IOJDXKHA OBITH B COOTBETCTBUMU C CoOTBETCTBYET
pazzesioM 1.3.2 PEerMcTPalLMOHHOTO IOChe.

- YIakoBKa: [lo 10 rabymerok B OmucTep u3 IIBX/aJOMUMHUEBOM CoOTBETCTBYET
dbonbTHU.
[Io 2 BaucTepa (mo 10 TabieTok KaxIHli) BMECTE
C C JIMCTKOM-BKJIATBHIIEM I[IOMENAlTCS B KapTOHHYIO
KOPOOKY .
HacTosamyM NOOTBEpPXOaeTCs, YTO TeKyllas Cepus COOTBEeTCTByeT TpeOoBaHMAM HOPMAaTMBHOTO IOKYMEeHTa (B cocTaBe

PEeTUCTPALMOHHOTO OOChE), BaperrMCTPUPOBAHHOTO B Poccuiickoil demepalmy, IO yKaBaHHHM [IOKa3aTesisgM KadecTBa.
HacrosmmM yIOCTOBEpPSEeTCs, YTO TeKyllas Cepus COOTBETCTBYET TPeBOBaHMSIM Pa3meJioB «YINaKOBKa» U «MapKMPOBKa»

HopMaTMBHOT'O INOKYyMEHTa, BaperMCTPUMPOBAHHOTO B Poccuiickol demepalmn.

IanHass cepusa Ipou3BelleHa B COOTBeTcTBMM C CGMP TpeboBaHMAMM UM  COOTBETCTBYET crieumorkaumsam
COOTBETCTBYNIETO PeruMcTpauyoHHOTO YIocToBepeuusa. // JaHHB cepTudMKaT aHalIM3a [OONNMCAH 3JIEKTPOHHOM
NOONMCHI dYepes BaluOMPOBAaHHYyI cuctemy JIMMC.

Pemeunne OmobpeHO
HaTa: 30-MAP-2026 10:37
YI10JIHOMOYEHHOe JIULIO : dr. Solti Monika Maria
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

BATCH CERTIFICATE

Phone: +36 28 585 600 / Fax: +36 28 585 939

O pella.
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GMID code 925579

Product name

Import. country Russia

Lot number Kv001l

Date of manufacture: 24-FEB-2026
Strength
Dosage form tablet
Packaging type
Storage condition

\.

see at the assay

PVC - ALU blister
In original packaging protect from light,

Item code

BARALGIN M tablet 20x

Customer lot

Expiry date

Release gty (packs):
Batch Number of API: Jv04046, Jv04295
store between +8°C and +25°C

VER_925579

Kv001l
JAN-2030

61488

>

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

- TAMC
- TYMC

— Escherichia coli , 1 g

<=100 CFU/g
<=10 CFU/g
Absent

Tests Specifications Results
CHARACTERS
— Appearance White to almost white, round, flat Complies
tablets with “Baralgin-M” engraving on
one side and a score line on the other
side. Beveled on both sides.
— Average mass (Ph.Eur. 2.9.5) 550.0 mg =5% (522.5 - 577.5 mg) 546.5 mg
— Uniformity of mass Ph.Eur. 2.9.5 Min. 18 tabl. out of 20 is in the range Complies
of average mass * 5%
Max. 2 tabl. out of 20 is in the range
of average mass = 10%
— Uniformity of dosage units (Mass <=15.0 % 5.2 %
variation, Ph. Eur. 2.9.40)
— Disintegration (Ph.Eur. 2.9.1) <=15 min Complies
IDENTIFICATION
- Metamizole sodium (UHPLC in house) Retention time of sample corresponds to Complies
retention time of reference standard
— Metamizole Sodium (UV) Main peak on UV spectrum of sample Complies
corresponds to main peak on UV spectrum
of reference standard
ASSAY (UHPLC, in house)
— Metamizole Sodium 475.0 - 525.0 mg/tablet 503.3 mg
RELATED SUBSTANCES (UHPLC, in house)
— 4-Methylaminoantipyrine (Impurity C) <=0.5 % 0.1 %
— Other impurities, individually <=0.2 % 0.0 %
— Total impurities <=0.5 % 0.1 %
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 925579 Item code : VER_925579

Product name : BARALGIN M tablet 20x

Import. country : Russia

Lot number : Kv001l Customer lot : Kv001

Date of manufacture: 24-FEB-2026 Expiry date : JAN-2030

Strength : see at the assay

Dosage form : tablet Release gty (packs): 61488

Packaging type : PVC - ALU blister Batch Number of API: JvV04046, JV04295
Storage condition : In original packaging protect from light, store between +8°C and +25°C
F o
Tests Specifications Results

*Additional tests are not performed for routine inspection, not conducted for this batch
(for every 10th lot but at least for 1 lot/year).

Reference of Normative Document: LP-N(012890) - (RG-RU) -181225

SHELF LIFE 48 months

API used for production
Manufacturer's name of API

— Metamizole Sodium Shandong Xinhua Pharmaceutical Co. Ltd. Hutian Chemical Industrial Zone,
cont. 255 075 Zibo, Shandong Province China

Packaging and labelling: In accordance with ND

— Labelling: Labelling must be in compliance with Complies

1.3.2 Section of registration
dossier.
- Packaging: By 10 tablets to PVC/aluminum foil Complies
blister. By 2 blisters per 10 tablets
together the instruction leaflet placed

in a carton.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of Regulatory
dossier) currently registered in Russian Federation on the listed quality parameters.
It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

\
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with

the requirements of the Marketing Authorisation of the destination country. || This Certificate of Analysis has
been electronically signed from a validated LIMS.
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 925579 Item code : VER_925579
Product name : BARALGIN M tablet 20x
Import. country : Russia
Lot number : KVvO001 Customer lot : KVv001
Date of manufacture: 24-FEB-2026 Expiry date : JAN-2030
Strength : see at the assay
Dosage form : tablet Release gty (packs): 61488
Packaging type : PVC - ALU blister Batch Number of API: JvV04046, JV04295
Storage condition : In original packaging protect from light, store between +8°C and +25°C
Decision : ACCEPTED
Date : 30-MAR-2026 10:37
Qualified person dr. Solti Ménika Maria
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