@el sium
PHARMACEUTICALS LTD.

Post Dabhasa, Tal -

nnsnym dapmacbiotukans, T4

AHaNNUTMYECKUN OTHET

Padra, Dist. Baroda, Gujarat-391 440, India

MpoayKT: BapanruH® M, pacreop ana JaTa: 20/05/2022
BHYTPUBEHHOIO U BHYTPUMDILLEYHOIO
seegeHua 500 mr/mn
GMID: 411170 Homep PY: P N011538/02
Homep cepum: 2122030 [aTa npoussoacTea: MA-2022
Mopgpasaenerue: MHBbEKUMOHHbIE dOpPMbI CpoK rogHoCTH: AMP-2026
Pasmep cepuu: 450 n MonyyeHo: 06/05/2022
Ccblika Ha HoMep SAF220652 - -
TECTUPOBAHUA:
TecTbl PesynbTathl Cneundukauyma
OnucaHue Mpo3payvHasn, cnerka okpaleHHasn Mpo3payHan 6ecuBeTHas Uau
HKNAKOCTb. MpaKTU4ecKku CNerka OKpalleHHasa XMOKOCTb.
cBobogHas oT YacTumu, MpakTnyeckn ceoboaHan ot
yacTuu.
NoanMHHOCTb CooTtBeTtcTBYET CootBeTtcTBYET
1. B3XKX
Mpo3payvyHocTb CooTtBeTtcTBYET MpenapaT AoMKeH 6bITb
npo3payHbIM (CTeneHb ero
onanecueHUMn He JOMKHA
NpeBbIWaTb CTEMEHMU
onanecueHUnmn cTaHaapTHOM
cycneHsuum ).
LiBeTHOCTb CooTtBeTtcTBYET MHTEHCUBHOCTb OKPACKKN
npenapara He AO/KHA NPEBbIWATb
MHTEHCUMBHOCTb OKPACKMU
9TANOHHOrO PacTBOpa LLBETHOCTH
BY..
pH 6,42 016,0 no0 8,0
M3Bnekaemblit 0bbem, Mmn 5,2 5,4 5,4 5,2 5,2 He meHee OT yKa3aHHOro Ha
5,2 52 |54 |52 |52 |3TukeTKe (T.e. He meHee 5,0 mn).
MocTtopoHHMe npumecu (BIKX) He 6onee 4,0 %
4-MeTUNAMUHOAHTUNNPUH 2,2%
CrepunbHOCTL CooTtBeTcTBYeET CooTtseTcTBYET
baKTepmnanbHble 3HAOTOKCUHbI CooTtBeTcTBYeET He 6onee 0,14 E3/mr
MexaHun4yeckume BKAOYEHUA:
YacTtuy, pasmepom = 10 MKm 110/amnyna He 6onee 3000/amnyna
YacTuu, pasmepom > 25 MKM 00/ amnyna He 6onee 300/amnyna
BrAaMmble HEBOOPYXKEHHbIM OtcyTcTBytOT CootsetcTBYyeT
rnasom
KonunyectseHHoe onpeaeneHune 01450,0 go 550,0 mr meTamnzona
(Y®) meTammnzona HaTpus HaTpuAa B 1 mn npenapara.
YnaKoBKa 1 MapKupoBKa* [lonxKHbl cooTBeTCTBOBATL H/,
BaperncTpupoBaHHol B PP

Ona Poccun
Ed. No 07V1
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PHARMACEUTICALS LTD.

Post Dabhasa, Tal -

nnsnym dapmacbiotukans, T4

AHaNNUTMYECKUN OTHET

Padra, Dist. Baroda, Gujarat-391 440, India

MpoayKT: BapanruH® M, pacreop ana JaTa: 20/05/2022
BHYTPMBEHHOIO U BHYTPMMbILLEYHOTO
seegeHua 500 mr/mn
GMID: 411170 Homep PY: P N011538/02
Homep cepum: 2122030 [aTa npoussoacTea: MA-2022
Mopgpasaenerue: MHBbEKUMOHHbIE dOpPMbI CpoK rogHoCTH: AMP-2026
Pasmep cepuu: 450 n MonyyeHo: 06/05/2022
Ccblika Ha HoMep SAF220652 - -
TECTUPOBAHUA:
TecTbl PesynbTathl Cneundukauyma
ADU: ADU, ncnonbzosBaHHbIN NpU Mpoussogutens AOU ponxeH
MeTamnson HaTpma Npon3BOACTBE AAHHOM Cepuu: 6bITb:
MoHornapar Hoechst AG CaHodu-AseHTUC Jonunang M'moX
Hoechst Marion Russel Industriepark Hoechst,
Deutschland GmbH 65926 Frankfurt am Main,
AseHTuc ®apma JonunaHg 'mbX Germany
CaHoou-AseHTrC JounaHg FmeX
Industriepark Hoechst,
65926 Frankfurt am Main
Phone: +49(0)180/2 222010
MpumevaHue:

HacToawmm s NnoATBEP}KAAt0, YTO 3TA CEPUA NPOTECTMPOBAHA MO BCEM NOKa3aTeAM KayecTBa,
nepeyncaeHHbIM B cneundukaummn HopmaTtneHo [JJOKyMeHTaLmMm, 3aperucTpMpoBaHHON B HacToALlee
Bpems B Poccuitckoit Pegepaumm.

* HacToAwmMM NoATBEpKAAeTCA, YTO CEpUA COOTBETCTBYET TpeboBaHMAM pa3aenos YnakosKa u
MapKupoBKa cneupdmkaumm HopmatneHoW [JOKYMEHTALMM, 3apErMCcTPMPOBAHHON B HacToALLEee BPeEMA
B Poccuiickoit ®Pepepauun (MapKMpoBKa B COOTBETCTBUM C NOCAEAHUMU BEPCUAMM 0L06PEHHbBIX
MaKeTOB YNaKOBOYHbIX MaTEPMAN0B U MHCTPYKLMM MO MeANLUMHCKOMY NPUMEHEHNI0. YNaKOBKa B
NOJIHOM COOTBETCTBMM C TpeboBaHMAMM cneumoukaumm HopmatmeHoM JOKyMeHTaLMM U NepemeHHasn
NMHdOpMaLMA HaHeCEHa B COOTBETCTBYIOLLMX NOAAX.)

MOANNUCAHO OTBETCTBEHHbIM /IMLLOM OTAE/IA KOHTPONA KAHECTBA

MEHE,CI,)Kep MO KOHTPO/1IO Ka4yecCTBa:

Nma/noanucs

Mmsa/noanuco

Ona Poccun
Ed. No 07V1
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Elysium pharmaceuticals Ltd.

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

ANALYTICAL REPORT

Product: Baralgin M § ml injection (Russia Export) Date 20/05/2022

GMID: 411170 Marketing Authorization | P N011538/02
number

Batch number 2122030 Manufacturing date MAY-2022

Department Injectable Expiry date APR-2026

Batch size 450 LTR Received on 06/05/2022

QC reference NO. | SAF220652 - -

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 I).

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

pH 6.42 From 6.0 to 8.0

Extractable Volume (ml) 5.2 5.4 54 52 52 Not less than labeled volume

5.2 5.2 5.4 5.2 5.2 (l.e. not less than 5.0 ml).

Related impurities (by

HPLC)
- 4-methylaminoantipyrine 22 % Not more than 4.0 %
Sterility Complies Complies
Bacterial Endotoxins Complies Not more than 0.14 EU/mg
Particulate matter:
~ particles = 10 um 110 /Ampoules Not more than 3000/ampoule
- particles 2 25 um 00 /Ampoules Not more than 300/ampoule
1B|:|-l'\'| E'Th“ ;
- visible by naked eye Absent +M% Complies
) 5 %
Content of metamizole F4 A\ % From 450.0 to 550.0 mg of
sodium (by UV) 496.9 mg/m| g *%1\51*% z metamizole sodium in 1 ml of the
5 Gﬁgﬁﬂ K product.
, A ey
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PHARMACEUTICALS‘LTD.

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

ANALYTICAL REPORT
Product: Baralgin M 5 ml injection (Russia Export) Date 20/05/2022
GMID: 411170 Marketing Authorization | P N011538/02
number
Batch number 2122030 Manufacturing date MAY-2022
Department Injectable Expiry date APR-2026
Batch size 450 LTR Received on 06/05/2022
QC reference NO. | SAF220652 - -
TESTS RESULTS SPECIFICATION

Packaging and labelling* Complies Must confirm Rus ND

API: Actual Manufacturer in the batch : API Manufacturer must be:

Metamizole Sodium Hoechst AG Sanofi-Aventis Deutschland Gmbh

monohydrate .
H M R
oechst Marion Roussel Industriepark Hoechst,

Deutschland GmbH 65926 Frankfurt am main,
Aventis Pharma Deutschland GmbH Germany

Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst

65926 Frankfurt am Main

Phone: +49 (0)180/ 2 222010

REMARKS: 1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.

*It 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 W Company Stamp
&Qc WMW 2o lost 2222~

Phoguoon Monwade
pronagen. @A [ @p
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