@ PHARMACEUTICALS LTD.

anu3uym @apmacsromukarc Jimo.
Post —Dabhasa, Tal. Padra, Dist. Baroda, Gujarat-391440, IHOus.

AHanunTuyecknn otyeT

COOTBETCTBYET BPEMEHM yaepKUBaHuUs
OCHOBHOIO MNKa Ha XpomaTorpaMme
cTaHAapTHOro pacTeopa

Mpenapar: Bapanrmd M 5 mn, pactBop AN BHYTPUBEHHOMO N BHYTPUMbILLEYHOIO BBEAEHUS
(akcnopT B Poccuo) | [aTta 17/12/2025

GMID: 900164 Howmep PY JIM-Ne(005084)-(PIr-RU)

Homep cepun 2125070 [aTa npounssogctea HOA-2025

OTnen MHBbekumn lopoeH oo OKT-2029

Paamep cepumn 450 nuTpoB Mony4yeHo 03/12/2025

QC ccbinka Ne SCF250617 Homep HL JI-Ne(005084)-(PI'-RU)-191224

Cpok rogHocTK 4 ropa YcnoBust xpaHeHus B 3alumLieHHOM OT cBeTa MecTe, Npu

Temnepatype 8 °C - 25 °C.
lMoka3zamenu Pe3ynbmamabi Hopwmbi

OnucaHue (Bu3yarnbHbIf Mpo3payHas crnerka okpalleHHas MpospayHasa GecuBeTHast Unu
KOHTPO~b) XWOKOCTb. cnerka okpalleHHas XXMaKoCThb.
VoeHTudurkaums: Bpemsa yaepxunBaHns OCHOBHOMO nuka Ha Bpemsa yaepxunBaHna 0CHOBHOMO
1. BOXX XpomMaTtorpamMmme UCnbITyeMoro pactasopa nuKa Ha xpomaTtorpamme

UCMbLITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHU
YAEPXKMBAHUA OCHOBHOrO MUKa Ha
XpomaTtorpamMmmMe cTaHaapTHOro
pacTBopa

MpospayHocTb (EBp.Papm.)

MpenapaTt npo3payHbIN (CTENEHb ero
onanecueHUnn He NPEeBbLILLAET CTEMNEHN
onanecueHLmMn cTaH4apTHON CyCrneH3um

).

MpenapaTt gomnxeH 6bITb
Npo3payHbIM (CTEMEHb ero
onanecueHuun He JoIMKHA
npeBblLLaTh CTENEHN
onanecLeHLmMn cTaHgapTHOM
cycneHsuu |).

LisetHocTb (EBp.®apm.)

MHTEHCMBHOCTb OKpacku npenaparta He
npeBbIlWaeT MHTEHCUBHOCTb OKPaCKu
3TanoHHOro pacTeopa useTHocTh BY4.

NHTEHCMBHOCTb OKpacku
npenaparta He JOJhKHa NpeBbIaTh
WHTEHCUBHOCTb OKPacku
3TarloHHOro pacTBopa LBETHOCTU
BY4.

pH (EBp.®apm.)

6,6

O16,0 0o 8,0

M3Bnekaembii 06bem (Mn)
(EBp. Papm.)

5.4 5.4 54 5.4 5.6

5.6 5.4 5.6 5.6 5.4

He meHee OT ykaszaHHOro Ha
aTUKeTKe (T.e. He MmeHee 5,0 mn).

Mpumecu (BIXKX)
4-MeTUNaMMHOAHTUMNMPWH

2,6 %

He 6onee 4,0 %

CrepunbHocTb (®.CLUA)

MpenapaT cTepunbHbIi

MpenapaT aomkeH 6biTh
CTEPUNbHBLIM

onpefeneHne cogepxaHue
MeTammaona HaTtpusa (Y-
cnekTocpoTomMeTpus)

BbakTepuanbHble CooTteeTcTBYET He 6onee 0,14 EQ/mr
3HAoToKCHHbI (P.CLLA)

MexaHn4yeckne BKMIOYEHWS:

(meToguka

npouseoauTens) 177 / amnyna He 6onee 3000/amnyna

— HacTuUbl > 10 MKM 06 / amnyna He 6onee 300/amnyna

—Y4acTuubl > 25 MKM

— BUOMMbIE OtcyTcTBYIOT OTtcyTcTBYIOT

HEBOOPYXEHHbIM r1a30M

KonnyectBeHHoOE 486,1 mr/mn o1 450,0 go 550,0 mr meTammnsona

HaTpusa B 1 Mn Npenapara.

Ansi Poccuu
Ed. No. 07V1

CtpaHuua 1 m3 2
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AHanunTuyecknn otyeT

moayns 1 perucTpaLmMoHHOro gocbe
neKkapcTBEHHOro npenaparTa.

Mpenapar: Bapanrmd M 5 mn, pactBop AN BHYTPUBEHHOMO N BHYTPUMbILLEYHOIO BBEAEHUS
(akcnopT B Poccuo) | [aTta 17/12/2025
GMID: 900164 Howmep PY JIM-Ne(005084)-(PIr-RU)
Homep cepun 2125070 [aTa npounssogctea HOA-2025
OTnen MHBbekumn lopoeH oo OKT-2029
Paamep cepumn 450 nuTpoB Mony4yeHo 03/12/2025
QC ccbinka Ne SCF250617 Homep H JIM-Ne(005084)-(PT-RU)-191224
Cpok rogHocTH 4 ropa YcnoBusi XxpaHeHust B 3awumeHHoOM OT cBeTa MecTe, npwu
Temnepatype 8 °C - 25 °C.
lMokazamenu Pe3ynbmamasi Hopwmbi
YnakoBka Mo 5 mn B amnynbl TEMHOrO cTekna (Tvn Mo 5 mn B amnyrnbl TEMHOrO CTeKna
[) ¢ Toukom pasnoma. Mo 5 amnyn B (Tvn 1) ¢ Toukom pasnoma. Mo 5
NNacTUKOBYHO KOHTYPHYIO SYENKOBYHO amnys B NSIACTUKOBYIO KOHTYPHYIO
ynakoBKy 6e3 nokpbiTus (nogaoH). Mo 1 SAYENKOBYIO YNaKOBKY 6€3 NOKpbITUSI
NOAAOHY BMECTE C NMMCTKOM-BKagbILLeM (mopgoH). Mo 1 nogaoHy BMecTe ¢
Mo NPUMEHEHUIO B KAPTOHHYHO MayKy. NINCTKOM-BKNaAbILLEM MO
NPVYMEHEHNIO B KAPTOHHYH NaykKy.
MapknpoBka B cootBeTcTBUM C pa3genom 1.3.2 B cootBeTcTBUM C pasgenom 1.3.2

mMoayns 1 perncTpaumoHHOro ocke
neKkapcTBEHHOro npenapara.

MUHdopmauusa o APC

A®C 1 HomMep cepum

Mponssogutens AGC

Anpec

MeTamuson HaTpus
Howmep cepum:

EBPOATINW Oxepmanu 'm6X,
24FF0001

Bruningstr. 50, 65926 Frankfurt am
Main, lepmaHus

REMARKS: HacTtosmM s noATBEPXKAA0, YTO NpUBEAEHHas Bbille MHMOPMaLus SBNSIETCS AOCTOBEPHON U TOYHOMU. ITa
cepusi MpoAyKUUM Npov3BeaeHa (BkIoYast YNakoBKy (MapKUpOBKY) U KOHTPOJb KauyecTBa) Ha BbllLEYKa3aHHOW
MPOV3BOACTBEHHONM nowaake (nnowaakax) B NOJIHOM COOTBETCTBUM C TpeboBaHMsMK MpaBun Haanexaluen
NpOU3BOACTBEHHOW NPaKTUKM EBPa3MitCKOro 3KOHOMMYECKOro COo3a M TPe6OBaHWUSIMU KOHTPOS KauyeCTBa IEKAPCTBEHHbIX
CPefcTB, a Takxke B COOTBETCTBUM CO creumdurKkaumsaMm, coaepXXalimMmncst B permcTpauMoHHOM J0Cke CTpaHbl-MMnopTepa.
3anuncu no Npou3BOACTBY, YNAKOBKE M aHanNn3y NpoBEpeHbl, U YCTAHOBJIEHO MX COOTBETCTBME TpeboBaHusM lNpasun

HaZanexallei Npon3BoACTBEHHON NpakTuk EBpa3niickoro sKOHOMMYECKOro COto3a.

EASC GMP ceptudmkaT: GMP-EAEU-RU-01219-2024. JInueH3nsa Ha npou3BoacTso: G/28A/7363-A

YITIOJJHOMOYEHHBIM ITPEJICTABUTEJIb 110 KOHTPOJIIO KAUECTBA

Nms YIOJHOMOYCHHOT'O IMPEACTABUTEIIA

MeHeKep 110 KOHTPOJIIO KadecTBa /

Menemxep no 00eCIeUeHHIO KauecTBa /

Ansi Poccuu
Ed. No. 07V1

noamuck / 24.01.2026

noamuck / 24.01.2026

IleyaTs KOMIIaHUU

CtpaHuua 2 us 2
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Elysium pharmaceuticals Ltd.
Post —Dabhasa, Tal. Padra, Dist. Baroda, Gujarat-391440, INDIA.

ANALYTICAL REPORT

Product: Baralgin M 5 ml injection Date 17/12/2025
(Russia Export)
GMID: 900164 Marketing Authorization number | LP-Ne (005084)-(RG-RU)
Batch number 2125070 Manufacturing date NOV-2025
Department Injectable Expiry date’ OCT-2029
Batch size 450 LTR Received on 03/12/2025
QC reference NO. | SCF250617 ND number LP-Ne(005084)-(RG-RU)191224
Shelf-life 4 years Storage conditions Store protected from light at ]
temperature 8 °C to 25 °C.

TESTS

RESULTS

SPECIFICATION

Description (visual controf)

Clear slightly colored liquid.

Clear colorless or slightly colored
liquid.

1. HPLC

ldentification:

chromatogram

solution

of test

Retention time of the major peak in

solution

corresponds to retention time of the
major peak in chromatogram of standard

Retention time of the major peak in
chromatogram of test solution
corresponds to retention time of the
major peak in chromatogram of
standard solution

Clarity (Ph.Eur.)

opalescence

not

The product is clear (extent of its
exceed extent
opalescence of standard suspension I).

of

The product is clear (extent of its
opalescence does not exceed extent
of  opalescence of standard
suspension I).

Colour (Ph.Eur.)

Color intensity of the product not exceed
color intensity of standard color solution

Color intensity of the product does
not exceed color intensity of

BY4 standard color solution BY4
pH (Ph.Eur.) 6.6 From 6.0 t0 8.0
Extractable Volume (ml) 54 54 54 5.4 5.6 Not less than labeled volume
(Ph.Eur.)

56 54 56 5.6 54 (l.e. not less than 5.0 mi).

Impurities (by HPLC)
- 4-methylaminoantipyrine

26% Not more than 4.0 %

Sterility (USPh)

The product is sterile.

The product is sterile.

company's method)
~ particles > 10 um
~ particles > 25 um

- visible by naked eye

06 / Ampoules
Absent

177 | Ampoules

Bacterial Endotoxins Complies Not more than 0.14 EU/mg
(USPh)
Particulate matter:  (the

Not more than 3000/ampoule
Not more than 300/ampoule
Absent

for Russia
Ed. No. 07V1
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@ PHARIV‘ACEU TICALS LTD.

Elysium pharmaceuticals Ltd.
Post —-Dabhasa, Tal. Padra, Dist. Baroda, Gujarat-391440, INDIA.

ANALYTICAL REPORT

sodium (by UV)

486.1 mg/ml

Product: Baralgin M 5 ml injection Date 17/12/2025
(Russia Export)
GMID: 900164 Marketing Authorization number | LP-Ne (005084)-(RG-RU)
Batch number 2125070 Manufacturing date NOV-2025
Department Injectable Expiry date’ OCT-2029
Batch size 450 LTR Received on 03/12/2025
QC reference NO. | SCF250617 ND number LP-Ne(005084)-(RG-RU)191224
Shelf-life 4 years Storage conditions Store protected from light at
temperature 8 °C to 25 °C.
TESTS RESULTS SPECIFICATION
Content of metamizole From 4500 to 5500 mg of

metamizole sodium in 1 mi of the
product.

Module 1 of the Application Dossier of
the medicinal product.

Packaging 5 ml in dimming-glass (One-Point Cut) 5 ml in dimming-glass (One-Point Cut)
ampoules (type 1). 5 ampoules in an ampoules (type 1). 5 ampoules in an
uncoated plastic blister (tray). 1 tray with uncoated plastic blister (tray). 1 tray
patient insert in a carton pack. with patient insert in a carton pack.

Labelling In accordance with Section 1.3.2. of | In accordance with Section 1.3.2. of

Module 1 of the Application Dossier of
the medicinal product.

APl information

APl and batch numbers

APl Manufacturer

Address

Metamizole Sodium

Batch number :

EUROAPI GERMANY GMBH,

24FF0001

Bruningstr. 50, 65926 Frankfurt am
Main, Germany

REMARKS: 1 hereby certify that the above information is true and accurate. This batch of product has been manufactured
(including packaging (labelling) and quality control) at the above-mentioned site(s) in full compliance with the
requirements of the Eurasian Economic Union Good Manufacturing Practice and with the requirements of quality control of
medicinal products, and in accordance with the specifications, contained in the importing country registration dossier. The
manufacturing, packaging and analysis records have been reviewed and found to be in compliance with the Eurasian
Economic Union Good Manufacturing Practices Regulations.

EAEU GMP certificate: GMP-EAEU-RU-01219-2024. Manufacturing license: G/28A/7363-A

AUTHORISED SIGNATORY, QUALITY CONTROL

Name of Authorised Signatory

Aslumie Jessteor

port. QO Mavayen

Agzzéﬂuan Ohanasede
’&;g /\/’7&‘{;‘3&5{6}/2 CE::Q/@/)

for Russia
Ed. No. 07V1
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