@el sium
PHARMACEUTICALS LTD.

3nnsunym bapmacbtotukans, /1T
Post Dabhasa, Tal - Padra, Dist. Baroda, Gujarat-391 440, India
AHanUTMYECKM oTyeT

Mpoaykr: BapanruH® M, pacteop s [JaTta: 30.05.2020
BHYTPUBEHHOTO U
BHYTPUMBbILLEYHOTO BBEAEHNA
500 mr/mn
GMID: 411170 Homep PVY: P N011538/02
Homep cepuu: 2120020 [JaTa npoussoacTea: MAW-2020
MNoppaspenexwne: NHbeKUMOHHbIe dopmbl CpOK roaHocTu: AMPENb-2024
Pa3smep cepum: 450 n MNonyyeHo: 11.05.2020
CcblnKa Ha Homep SAF200652 - -
TECTUPOBAHUA:
TecTnl PesynbTaTthl Cneumdukaums
Onucanue |_|p03pal-IHaFI, CNerka |_|p03pal-IHaFI GeCLI,BeTHaﬂ nnn
OKpalleHHaAa XNAKOCTb. CNnerka oKpaweHHaA XNOKOCTb.
ﬂpaKTVI‘-IeCKVI CBOﬁOAHaﬂ oT ﬂpaKTVI‘-IeCKVI CBOﬁOAHaﬂ oT
YacTtuu,. YacTtuu,.
MoannHHOCTL CooTBeTcTBYyeT CooTBeTcTBYyeT
1. B3XKX
|_|p03pal-IHOCTb COOTBeTCTByeT I'IpenapaT AOoNKeH ObITb

Npo3payHbIM (CTeneHb ero
onanecueHuUnn He JOKHA
npeBbIWaTh CTENEHN
onanecueHLuMn CTaHAAPTHOM
cycneHsuum ).

LiBeTHOCTb CootBeTtcTBYET MHTEHCUBHOCTb OKPACKKN
npenapara He A0/KHA
npeBbIWaTbh MHTEHCMBHOCTb
OKPAaCKM 3TaIOHHOrO pacTeopa
uBeTHoCTM BY,.

pH 6,85 076,010 8,0
N3Bnexkaembliii 06bem, Mn 5,2 5,2 54 | 5,2 5,4 He meHee OT yKa3aHHOro Ha
54 |54 |52 |54 |52 |3TukeTke (T.e. He meHee 5,0

mn).

MoctopoHHue npumecn (BIXKX) | 2,4 % He 6onee 4,0 %

4-MeTUNaMUHOAHTUMNPUH

CTepuabHOCTb CooTBeTtcTBYET CootBeTtcTBYET

baKTepunanbHble SHAOTOKCUHbI CooTBeTtcTBYET He 6onee 0,14 E3/mr

MexaHU4ecKme BKAOYEHUA:

YacTtuy, pasamepom > 10 MKM 264/amnyna He 6onee 3000/amnyna

YacTtuy, pasmepom > 25 MKM 9/ amnyna He 6onee 300/amnyna

Buanmble HEBOOPYKEHHbIM OtcyTcreytoT CootsetcTBYyeT

rnas’om

KonnyecrseHHoe onpegenenune | 497,9mr/mn 01450,0 no 550,0 mr

(YP) meTamnzona HaTpwma meTamm3sosia HaTpma B 1 mn
npenapara.
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@el sium
PHARMACEUTICALS LTD.

3nnsunym bapmacbtotukans, /1T
Post Dabhasa, Tal - Padra, Dist. Baroda, Gujarat-391 440, India

AHaNNTUYECKUN OTYeT

Mpoaykr: BapanruH® M, pacteop s [JaTta: 30.05.2020
BHYTPUBEHHOTO U
BHYTPUMBbILLEYHOTO BBEAEHNA

500 mr/mn
GMID: 411170 Homep PY: P N011538/02
Homep cepuu: 2120020 [JaTa npoussoacTea: MAW-2020
Noppasgenexuve: NHbeKUMOHHbIe dopmbl CpOK roaHocTu: AMPENb-2024
Pa3smep cepum: 450 n MNonyyeHo: 11.05.2020
CcblnKa Ha Homep SAF200652 - -
TeCTMpoBaHUA:
TecTnl PesynbTaTthl Cneumdukaums
AU A®dU, ncnonb3oBaHHbIM Npu Mpownssogutens AOU gonxkeH
MeTamnson HaTpuA NnpPou13BOACTBE AaHHOMW cepuu: 6bITb:
MoHormapat Hoechst AG CaHoou-ABeHTHC [ounaHg,
Hoechst Marion Russel rmeX
Deutschland GmbH Industriepark Hochst,
CaHoou-ABeHTHC [ounaHg 65926 Frankfurt am Main,
rm6X Germany
Industriepark Hochst,
65926 Frankfurt am Main,
Germany
Phone: +49(0)180/2 222010
MpumevaHue:

HacToawmm s NoATBEPXKAat0, YTO 3TA CEPUA NPOTECTMPOBAHA NO BCEM NOKa3aTeNAM KayecTBa,
nepeyncieHHbIM B cneundukaumm HopmaTneHoW [JLOKyMeHTaLMM, 3aperMcTpMpoBaHHON B HacToALee
Bpems B Poccuitickoit Pepgepaumm.

HacToawmm noATBep:KAAETCA, YTO CEPUA COOTBETCTBYET TPebOBaHMAM pa3fenoB YNakoBKa U
MapKupoBKa cneundmkaumm HopmatneHom [JOKYMeHTaLL MM, 3aperMcTPMPOBAHHOM B HacToALLEe BPeMs
B Poccuiickoit ®Peaepaumnn (MapKMpoBKa B COOTBETCTBUM C NOCAEAHUMMN BEPCUAMM 0406PEHHbIX
MaKeTOB YNaKOBOYHbIX MAaTEPUANOB U MHCTPYKLMM MO MEAULMHCKOMY NPUMEHEHMI0. YNaKOBKa B
NO/NIHOM COOTBETCTBMM C TpeboBaHMAMM cneumdukaumm HopmatmeHomn [JJoKyMmeHTaUMM U NepemeHHan
MHpOpMaLMA HaHeCeHa B COOTBETCTBYIOLLMX NOAAX.)

NoANMNCAHO OTBETCTBEHHbIM JTMLOM OTAE/TA KOHTPO/A KAYECTBA
MeHezKep NO KOHTPOJIIO KayecTBa:
Nma/noanucs Wramn

HaTta: 25.06.2020

Ona Poccun
Ed.No 07V1 Ctp2wus2



@ PHARMACEUTICALS LTD.

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

ANALYTICAL REPORT

Product: Baralgin® M, solution for intravenous and Date 30/05/2020
intramuscular injection 500 mg/ml
GMID: 411170 Marketing Authorization | P N011538/02
number

Batch number 2120020 Manufacturing date May-2020
Department) Injectable Expiry date Apr- 2024
Batch size 450 LTR Received on 11/05/2020
QC reference NO. | SAF200652 - -

TESTS RESULTS SPECIFICATION

Description Clear, faintly colored solution. Practically Clear, almost colorless to faintly

free from particles. colored solution. Practically free
from particles.

Identification: Complies Complies

1. HPLC

Clarity .| Complies The product is clear (extent of its
opalescence does not exceed extent
of opalescence of reference
suspension ).

Colour Complies Colour intensity of the product does
not exceed colour intensity of
reference colour solution BYa.

pH 6.85 From 6.0 to 8.0

Extractable Volume (ml) 5.2 52 54 5.2 54 Not less than labeled volume

54 54 5.2 5.4 5.2 (i.e. not less than 5.0 mi).

Related impurities (by

HPLC)

- 4-methylaminoantipyrine 2.4% Not more than 4.0 %

Sterility Complies Complies

Bacterial Endotoxins Complies Not more than 0,14 EU/mg

Particulate matter:

- particles 2 10 um 264/Ampoules ;: ”; Not more than 3000/ampoule

~ particles 2 25 um 9/Ampoules | — |G } Not more than 300/ampoule

- visible by naked eye Absent ,/ Complies

Content of metamizole 497.9 mg/ml From 450.0 to 550.0 mg of

sodium (by UV) metamizole sodium in 1 mi of the
product.
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PHARMACEUTICALS LTD.

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

ANALYTICAL REPORT

Product: Baralgin® M, solution for intravenous and Date 30/05/2020
intramuscular injection 500 mg/ml
GMID: 411170 Marketing Authorization | P N011538/02
number
Batch number 2120020 Manufacturing date May-2020
Department) Injectable Expiry date Apr- 2024
Batch size 450 LTR Received on 11/05/2020
QC reference NO. | SAF200652 - -
TESTS RESULTS _ SPECIFICATION
Packaging and labelling* Complies Must confirm Rus ND
APl : -t Actual Manufacturer in the batch : API Manufacturer must be:
Metamizole Sodium Hoechst AG Sanofi-Aventis Deutschland Gmbh
monohydrate

Hoechst Marion Roussel ‘
I ousse Industriepark Hoechst,

Deutschland GmbH 65926 Frankfurt am main,
Aventis Pharma Deutschland GmbH Germany
Sanofi-Aventis Deutschiand GmbH
Industriepark Hoechst

65926 Frankfurt am Main

Phone: +49 (0)180/ 2 222010

REMARKS: T hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.

*1t is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative Document
specification currently registered in Russian Federation (Labelling is in full compliance with the last approved version of
packaging and leaflet artworks. Packaging is in full compliance with the Normative Document specification and
variable information is located in corresponding fields’).

AUTHORISED SIGNATORY, QUALITY CONTROL

Name of Authorised Signatory Company Stamp
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