Cepruduxar anajausa

Opella Healthcare Hungary Ltd.,

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

Opella.

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

GMID xom: 886254 Kom mponykTa: VER 886254
HammMeHOBaHMe HnponykTa: Bapanruu M Tabinerxm 100x

CrpaHa: Poccua

Homep cepum: Jgvoz7 HoMep cepmuy KJIMeHTa: Jvoz7

IaTa MNPOM3BOLACTEBA: 02-IEK-2025

Jo3MpOBKa : CM.
JlekapcTBeHHas dopmMma: TabJIe TKN

YnakoBKa:

omucrTtep u3 I[IBX u

IlaTa OKOHYAaHMS Ccpoka TronHocTu: HOSI-2029

10 pel3yJibTaTaM aHaJ3a

Komn-BO BEITIYIIEHHBIX YIIAKOBOK:

Homep cepum AQN:

aJIOMUHMEBOM QOJILTU

YCJIOBMSA XpPaHEeHMUA:

3alMIEHHOM OT CBeTa MecTe.

12 307
Jv03643, Jv03757

XpaHUTb B OPUTMHAJIBHOM YNakKoBKe, Opu Temnepatype ot +8 °C mo +25°C, B

IMNOKA3ATEJIN HOPMbI PE3YJIBTATBI
XAPAKTEPUCTUKA
- OnmcaHue Besele mam nodTu OeJible, KPYyIJIEle, ILJIOCKMKE CoorBeTCTBYET
TabJIeTKM C TI'PAaBUPOBKOM «Baralgin-M» c onmHOM
CTOPOHHl ¥ PUCKOM C IOPYyI'OM CTOPOHBEI. CKOWEHHBEE C
oBbenx CTOPOH.
- Cpemussa macca (EBp.®apm. 2.9.5) 550,0 Mr £#5 % (or 522,5 mo 577,5 wmr) 550,4 wmr
- OmHOpOnHOCTL Macch (EBp.dapwm. He menHee 18 TmabineTox m3 20 IOJIKHBE CooTBeTCTBYET
2.9.5) COOTBETCTBOBATL MacCe B IMallal’OHE CpelHeM MacCCh
+ 5%
He OGojee 2 Tabnerok m3 20 momyckaeTcsa C MacCCoM
B IMalasoHe cpenHey Maccel + 10%
- OOHOPOIHOCTBL mos3mpoBaHusa (Bapmaums <=15.0 % 3,5 %
maccel, EBp.®apm. 2.9.40)
- Pacnanaemocth (EBp.®apm. 2.9.1) <=15.0 mMmH CooTBETCTBYET
IIOAJIMHHOCTB
- MeTammusosy HaTpua (CBDXX COECTBEHHOM Bpems yImepXuBaHMA MUCIHTYEMOTO pPacTBOpa CooTBeTCTBYyET
PA3BPABOTKMN) COOTBETCTBYET BPEMEHM yHEepPXMBaHMSA STAJIOHHOT'O
CTaHIapTa.
- Merammsosn HaTpua (Yd-meTon) OCHOBHOM IMK YOd-CHeKTpa MCIBITYEMOT'O pacTBOpa CooTBeTCTBYyET
COBINalaeT C OCHOBHOM MNMKOM Y®-cHnekTpa
STaJIOHHOTO obpa3ua.
KOJIMYECTBEHHOE OINPEIEJIEHUE (CB3XX
COBCTBEHHOM PABPABOTKMN)
- MeTaMmm30JI HaTpuUS 475.0 - 525.0 mMr/Tabnerka 494,0 Mr
POJICTBEHHEIE [NPMMECK (CB3XX
COECTBEHHOJ PABPAEOTKM)
- 4-MeTunaMMHOaHTMNOMPMH (npuMmech C) <=0.5 % 0.1 %
- Ipyrmue npmMmecwu, IO OTOEJbHOCTHU <=0.2 % 0.0 %
- Ofmee KOJIMUECTBO IpUMeceM <=0.5 % 0.1 %

HOOIOJIHUTEJIEHASL MHSOPMALIVS

MukpoOuosioruyeckas 4YnMCcTOTa
(EBp.%apm.) *

- TAMC

- TYMC

- OrcyrcTBUue Escherichia coli B 1r

<=10° KOE/T
<= 10?2 KOE/T
OTcyTCcTBYyeT
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Cepruduxar ananuza Opella.

Opella Healthcare Hungary Ltd.,

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

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

GMID xom: 886254 Kom mponykTa: VER 886254

HammMeHOBaHMe HnponykTa: Bapanruu M Tabinerxm 100x

CrpaHa: Poccua

Homep cepum: Jgvoz7 HoMep cepmuy KJIMeHTa: Jvoz7

IaTa MNPOM3BOLACTEBA: 02-IEK-2025 IlaTa OKOHYAaHMS Ccpoka TronHocTu: HOSI-2029
Jo3MpoOBKa : CM. IO pes3yJsbTaTaM aHaamus3a

JlekapcTBeHHas dopmMma: TabJeTKM KoJI-BO BHIIYUWEHHEIX YINAaKOBOK: 12 307

YnakoBKa: ommucTep us [IBX u Homep cepum ADU: Jv03643, Jv03757

aJIOMUHMEBOM QOJILTU

YCJIOBMSI XPaHEHUS: XpaHUTb B OPUTMHAJIBHOM YNakKoBKe, Opu Temnepatype ot +8 °C mo +25°C, B
SalMIEHHOM OT CBeTa MecTe.

INOKA3ATEJIN HOPMbI PE3YJIBTATBI

*JIONOJIHMTEJIbHEIE MCIBITAHMSA HEe MNPOBOOATCS B PaMKax PYTMHHOI'O KOHTPOJIS; HE BHIIOJHAJIMUCH IJIS IaHHOM cepuu
(mpoBomsaTcsa nisa kaxnoy 10-¥ mapTum, HO He pexe 1 mapTum B I'OIn) .

CchJIKa Ha HOPMAaTUBHEIY HOOKYMEHT : II N011538/01-180225

CpoK TOOHOCTM: 48 MecslEB

AdM, MCHONBBOBAHHH IJS IIPOMBBOACTBA

HammMmeHnoBaHme npomspomuTresid AU

- MeTawmmszsoJy HaTpus (cont.) MlanpoyH CuHbxya ®apMacbioTmkasn Ko.Jlrm., Hutian Chemical
Industrial Zone, 255 075 Zibo, Shandong Province China

YnakoBka M MapKMpOBKa B coorBercTBMKM C H]I
- MapKI/IpOBKa: B cooTreTCcTBUU C HOpPMaTVBHEIM COOTBeTCTByeT
IJOKYMEHTOM .

Ha OnmcTepe Ha PYyCCKOM S3BHKE YKAa3HBAKT: TOPTOBOE HAMMEHOBAaHME IpelapaTa C NpenynpelmMTesbHON
MapKMPOBKOM ® mocjie cjoBa «BapajruMH», MeXOyHapOoIoHOE HEeNaTEeHTOBAaHHOE HaMMEeHOBAHMEe, IOO3UPOBKY,
JIeKaPCTBEHHYID QOpPMy, JIOTOTHUII KOMIaHMM (JIATMHCKMMM OyKBaMM), HOMEP Cepuu, IOaTy MUCTEeUeHMs CpoKa
TOOHOCTM .

IlonyckaeTcs HaluuMe IPyToTro (MX) BHYTPEeHHero (UMxX) KozIa (0B) KoMMNaHMM (Bkiodas 2D konm) u Ipaduueckoro (ux)
sJIeMeHTa (0B) .

Ha Ommcrepe (c QR-xOIOM) Ha PYyCCKOM fA3BIKE yKas3bBalT: TOPI'OBOE HaMMeHOBAaHME IpenapaTa C
npenynpelnTesIbHOM MapKMPOBKOM ® Iocjie ciioBa «BapalTmH», MexIyHapOoIHOEe HENAaTeHTOBaHHOE HaMMeHOBaHUE,
IO3BUPOBKY, JIeKapCTBEHHYWD QOpMy, JIOTOTMUII KOMIaHUM (JIaTMHCKMMM OykBamu), QR-KOI M aIpecC CTPaHULE C
MHCTPYKLMEN 10 MEeIUUMHCKOMY IIPMMEHEHMIO Ha OOMUMAaJIbHOM MHTEPHEeT-CcalTe IpenapaTa, HOMEp cepuu, naTy
MCTEeUYEeHs Cpoka I'OOHOCTM.

IlonyckaeTcs HaluuMe IPyToTro (MX) BHYTPEeHHero (UMxX) KozIa (0B) KoMNaHMM (Bkiodas 2D konm) u Ipaduueckoro (ux)
sJieMeHTa (0B) .

Ha KapTOHHOM IIayKe Ha PYCCKOM s3HKEe yKasbBaloT: TOPTI'OBOE HaMMEHOBAHME IpelapaTa C IpelylnpeanTellbHOM
MapKMPOBKOM ® mociie cijoBa «BapanrueH», MexIyHapoIHOe HellaTeHTOBAaHHOE HaMMEeHOBAHMEe, IOO3UPOBKY,
JIeKapCTBEHHYID QOpMy, KOJIMUECTBO TabJIeTOK B KAPTOHHOM I[auke, COCTaB C ykas3aHMEM HaMMEeHOBaHUS U
coImepxaHus IeMCTByoUEro BelecTBa, «JIJsa npueMa BHYTPL.», «llepell NpMMeHeHMEM BHMMATEJILHO IIPOoUMTanTe
MHCTPYKLUMIO.», «CillenyeT NPMMEHSATbH MMHMMAJIbHY IO03y. lIlpueM mnpenapara 0e3 KOHCYJIbTalMUM C BpauoM He OoJiee
3-5 mHel.», «XpPaHUTb B HEIOCTYIIHOM IJIs IleTel MecCTe.», «AHajlbIre3upyollee HeHapKOoTHUUeckoe cpelcTBO», «OT
BOJIN», ycJoBMSA OTIyCKa, YCJOBUSA XPaHEHMS, HaUMeHOBaHME OUPME-INPOMB3BOINUTEJIS, CTPpaHy [NPOM3BOACTBAa, HOMEp
PeTrMCTPaUMOHHOTO YyIOCTOBEPEHMS, JIOTOTHUIl KOMIaHuM (JIaTMHCKMM OyKBaMM), HOMEP cepuy, IaTy NIPOMBBOILCTEBA,
naTy MUCTedeHMS CpoKa TOOHOCTM, WTPUX-KOI, I'paduyueckme 3JIEMEHTH OM3aliHa .

IlonyckaeTcs HaluuMe IPyToTro (MX) BHYTPEeHHero (UMxX) KozIa (oB) KoMMNaHMM (Bkiodas 2D konm) u Ipaduueckoro (ux)
sJieMeHTa (0B) .

Ha xapTOHHYI0 IauKy HOOINyCKaeTCsa HaHeCeHMe CTMKEPOB (HakJjleek) nOJjsa ofecledeHUs KOHTPOJIS MNePBOTO BCKPHITMA.
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Cepruduxar ananuza Opella.

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,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: 886254 Kom mponykTa: VER 886254

HammMeHOBaHMe HnponykTa: Bapanruu M Tabinerxm 100x

CrpaHa: Poccua

Homep cepum: Jgvoz7 HoMep cepmuy KJIMeHTa: Jgvoz7

IaTa MNPOM3BOLACTEBA: 02-IEK-2025 IlaTa OKOHYAaHMS Ccpoka TronHocTu: HOSI-2029

Jo3MpoOBKa : CM. IO pes3yJsbTaTaM aHaamus3a

JlexapcTBeHHas dopma: TabJje Tk KoJI-BO BHIIYIEHHEIX YIAaKOBOK: 12 307

YnakoBKa: ommucTep us [IBX u Homep cepum ADU: Jv03643, Jv03757
AJIIOMUHMEB O QOJIBTM

YCyoByMs XpaHEeHMs: XpaHUTb B OPUTMHAJIBHOM YNakKoBKe, Opu Temnepatype ot +8 °C mo +25°C, B
3alMIEHHOM OT CBeTa MecTe.

INOKA3ATEJIN HOPMbI PE3YJIbTATBI

IOMNOJIHUTEJNIbHO MOXeT OBITh HaHeCceHa MH@)OpMaLU/IH OJIA MOHMTOPMHI'@a IOBMXEHMA JIEKAapPCTBEHHBIX IIpellapaToB OT
nmpomsBonMuTesiaA OO KOHEUWHOI'O HOTpe@MTeJ’IH.

- YImakoBKa: [lo 10 rabyserok B OmucTep u3 IIBX/aJOMUMHUEBOM CoOTBETCTBYET
dbonbTHU.
[Io 10 6aucTtepor (no 10 TabieToK KaXIEIi) BMeCTe
© VIHCprKLU/Ieﬁ II0 INIPVMMEHEHMIO IIOMEUAKnTCA B
KAPTOHHYI KOPOOKY .
HacrosamyM NOOTBEepPXOaeTCs, YTO TeKyllas Cepus COOTBEeTCTByeT TpeOoBaHMAM HOPMAaTMBHOTO IOKYMEeHTa (B cocTaBe

PEeTUCTPALMOHHOTO OOChE), BaperrMCTPUPOBAHHOTO B Poccuiickoil demepalmy, IO yKaBaHHHM [IOKa3aTesisgM KadecTBa.
HacrosgmmM yIOCTOBEpPSETCs, YTO TeKylas Cepus COOTBETCTBYET TPeBGOBaHMSIM Pa3LeJioB «YINaKOBKa» U «MapKMPOBKa»

HopMaTMBHOT'O IOOKYMEHTa, BaperMCTPMPOBAHHOTO B Poccuiickol demepalyin.

IlaHHasa cepusa [pou3BeIeHa B COOTBeTcTBuM C CGMP TpeboBaHMAMM ¥ COOTBETCTBYyeT CHeuudrKauuaM
COOTBETCTBYKIETNO PerMCTPAaLMOHHOTO YZocToBepeHus. // JaHHHM CcepTUOMKAT aHamMs3a [OONMCAaH SJIEKTPOHHOM
NOIANMCBI0 Yepes BalMAMPOBAaHHYI cucTeMy JIVMMC.

Pemeunne OmobpeHO
HaTa: 15-IEK-2025 09:14
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.

7

GMID code 886254

Product name

Import. country Russia

Lot number Jvoz7

Date of manufacture: 02-DEC-2025
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 100x

Customer lot

Expiry date

Release gty (packs):
Batch Number of API: Jv03643, Jv03757
store between +8°C and +25°C

VER_886254

Jvoz7
NOV-2029

12307

>

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) 550.4 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 % 3.5 %
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 494.0 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 : 886254 Item code : VER_886254
Product name : BARALGIN M tablet 100x

Import. country : Russia

Lot number : Jvoz7 Customer lot : Jvoz7

Date of manufacture: 02-DEC-2025 Expiry date : NOV-2029

Strength : see at the assay

Dosage form : tablet Release gty (packs): 12307

Packaging type : PVC - ALU blister Batch Number of API: JvV03643, JV03757
Storage condition : In original packaging protect from light, store between +8°C and +25°C
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: P N011538/01-180225

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: In compliance with the normative Complies
document.

"The blister label states in Russian language: trade name with warning marking ® after Baralgin, international
nonproprietary name, strength, dosage form, logotype of the company (in Latin characters), internal code of the
company (in Latin characters), batch number, expiry date
Presence of the company’s internal code(s) (including 2D code) and of the graphic(s) element(s) is allowed.
The blister label states in Russian language (with QR-code): trade name with warning marking ® after Baralgin,
international nonproprietary name, strength, dosage form, logotype of the company (in Latin characters), internal
code of the company (in Latin characters), batch number, expiry date, QR-code and the address of the page with the
instructions for medical use on the official website of the product.
Presence of the company’s internal code(s) (including 2D code) and of the graphic(s) element(s) is allowed.
The carton label states the following in Russian language : trade name with warning marking ® after Baralgin,
international nonproprietary name, strength, dosage form, number of tablets per carton pack,
composition with indication of name and content of active substance, “For oral use”, “Carefully read the
instructions before use”, “The minimum dose should be used. Taking the drug without consulting a doctor for
no more than 3-5 days. " “Keep away from children”, “Analgesic non-narcotic drug”, “FROM PAIN” dispensing
conditions, storage conditions, name of manufacturing company, country of manufacture, Marketing Authorization
number, logotype of the company (in Latin characters), batch number, manufacture date, expiry date, bar-code,
graphic design elements.
Presence of the company’s internal code(s) (including 2D code) and of the graphic(s) element(s) is allowed.
The information for monitoring of the movement of medicinal products from the manufacturer to the final costumer
can be applied additionally."
- Packaging: By 10 tablets to PVC/aluminum foil Complies

blister. By 10 blisters per 10 tablets

together the instruction leaflet placed

in a carton.
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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 : 886254 Item code : VER_886254

Product name : BARALGIN M tablet 100x

Import. country : Russia

Lot number : Jvoz7 Customer lot : Jvoz7

Date of manufacture: 02-DEC-2025 Expiry date : NOV-2029

Strength : see at the assay

Dosage form : tablet Release gty (packs): 12307

Packaging type : PVC - ALU blister Batch Number of API: JvV03643, JV03757
Storage condition : In original packaging protect from light, store between +8°C and +25°C
Tests Specifications Results

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.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a
validated LIMS.

Decision : ACCEPTED
Date : 15-DEC-2025 09:14
Qualified person dr. Solti Mdénika Maria

\.
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