@el sium
PHARMACEUTICALS LTD.

Post Dabhasa, Tal -

AHaNNUTMYECKUN OTHET

Annsnym ¢papmacbrotukans, JiTg
Padra, Dist. Baroda, Gujarat-391 440, India

MpoaykT: BapanruH® M, pacreop ana JaTa: 02/11/2021
BHYTPUBEHHOIO U BHYTPUMDILLEYHOIO
seegeHua 500 mr/mn

GMID: 411170 Homep PY: M N011538/02

Homep cepuu: 2121070 [aTa npoussoacTea: OKT-2021

MNopgpasaenerue: MHBbEKUMOHHbIE dOpPMbI CpoK rogHoCTH: CEHT-2025

Pasmep cepuu: 450 n MonyyeHo: 19/10/2021

CcbliKa Ha HoOMep SAF211113 - -

TEeCTUPOBAHUA:

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/IKHa
npesbIWaTb NHTEHCUBHOCTb
OKpPaCKM 3TaNIOHHOrO pacTeBopa
uBeTHoCTM BYa.

pH 6,43 016,0 no0 8,0

M3Bnekaemblit 0bbem, Mmn 5,4 5,2 5,4 5,4 5,2 He meHee OT yKa3aHHOro Ha

5,2 52 |52 |52 |52 |3TukeTtKe (T.e. He meHee 5,0 mn).

MocTtopoHHMe npumecu (BIKX) He 6onee 4,0 %

4-MeTUNAMUHOAHTUNNPUH 2,3%

CrepunbHOCTL CooTtBeTcTBYeET CooTtseTcTBYET

baKTepmnanbHble 3HAOTOKCUHbI CooTtBeTcTBYeET He 6onee 0,14 E3/mr

MexaHu4yecKme BKIOYEHUA:
Yactumy, pasmepom = 10 MKm
Yactuy, pasmepom = 25 MKm
Buanmbie HEBOOPYKEHHbIM
rnas’om

465/amnyn
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He 6onee 3000/amnyna
He 6onee 300/amnyna
CooTtseTcTBYET

KonnuecteeHHoe onpegeneHune
(Y®) meTammnzona HaTpus

01450,0 go 550,0 mr
MeTammM30/1a HaTpuAa B 1 mn
npenapara.

Ona Poccun
Ed. No 07V1

Crplus2




[Selysium
PHARMACEUTICALS LTD.
Annsnym ¢papmacbrotukans, JiTg

Post Dabhasa, Tal - Padra, Dist. Baroda, Gujarat-391 440, India
AHaNNTUYECKUIN OTUET

MpoaykT: BapanruH® M, pacreop ana JaTa: 02/11/2021
BHYTPUBEHHOIO U BHYTPUMbILLEYHOrO
BBegeHuna 500 mr/mn
GMID: 411170 Homep PY: M N011538/02
Homep cepuu: 2121070 [aTa npoussoacTea: OKT-2021
MNopgpasaenerue: MHBbEKUMOHHbIE dOpPMbI CpoK rogHoCTH: CEHT-2025
Pasmep cepuu: 450 n MonyyeHo: 19/10/2021
CcbliKa Ha HoOMep SAF211113 - -
TEeCTUPOBAHUA:
TecTbl PesynbTathl Cneundukauyma
YnaKoBKa 1 MapKupoBka* CooTtBeTtcTBYEeT LonxHbl cooTBeTcTBOBaThH H/,
3aperncTpupoBaHHom B PO
ADU: ADU, ncnonbzosBaHHbIN NpU Mpoussogutens AOU ponxeH
MeTamnson HaTpma Npon3BOACTBE AAHHOM Cepuu: 6bITb:
MoHornapar Hoechst AG CaHodu-AseHTUC JounaHa,
Hoechst Marion Russel rméX
Deutschland GmbH Industriepark Hoechst,
AseHTuc ®apma JonunaHg F'mbX 65926 Frankfurt am Main,
CaHoou-AseHTnC JounaHa Im6X | Germany
Industriepark Hoechst,
65926 Frankfurt am Main
Phone: +49(0)180/2 222010

MpumevaHue:

HacToawmm s NnoATBEPKAAt0, YTO 3TA CEPUA NPOTECTMPOBAHA MO BCEM NOKa3aTeAM KayecTBa,
nepeyncaeHHbIM B cneundukaummn HopmaTtneHo [JJOKyMeHTaLmMm, 3aperucTpMpoBaHHON B HacToALlee
Bpems B Poccuitckoit Pepgepaumm.

* HacToAwmMM NoATBEpKAAETCA, YTO CEPUA COOTBETCTBYET TpeboBaHMAM pa3aenos YnakoBKa u
MapKupoBKa cneundmkaumm HopmatneHoM [JOKYMEHTALMM, 3apErMCTPMPOBAHHON B HacToALLEee BPeMA
B Poccuiickoit ®Pegepaummn (MapKMpoBKa B MOJIHOM COOTBETCTBMU C MOCAEAHUMM BEPCUAMU
0406peHHbIX MAaKeTOB YMaKOBOUYHbIX MaTePUaNOB U MHCTPYKLMKN NO MeAMLMHCKOMY MPUMEHEHMIO.
YnaKkoBKa B NOJIHOM COOTBETCTBUM C TpeboBaHUAMM cneundurKaumm HopmaTtmeHoM JOKyMeHTaUMK 1
nepemeHHas MHPOpPMaUMa HaHEeCeHa B COOTBETCTBYIOLLMX NOAAX.)

MOANMUCAHO OTBETCTBEHHbIM /IMLLOM OTAE/IA KOHTPONA KAHECTBA
MeHegsKep Mo KOHTPO/IO KavecTsa:

Mmsa/nognucb 02.11.2021 LTamn

MeHe,u,H(ep no obecneyeHuto Ka‘-IeCTBa/yI'IOﬂHOMO‘-IEHHOE NnNuUo:

Mmsa/noanuco 02.11.2021

Ona Poccun
Ed. No 07V1




@el sium
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 02/11/2021
GMID: 411170 Marketing Authorization | P N011538/02
number
Batch number 2121070 Manufacturing date OCT-2021
Department Injectable Expiry date SEP-2025
Batch size 450 LTR Received on 19/10/2021
QC reference NO. | SAF211113 = B
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 6.43 From 6.0to 8.0

Extractable Volume (ml)

54 5.2 5.4 54 | 52

52 52 5.2 5.2 5.2

Not less than labeled volume

(I.e. not less than 5.0 ml).

Related impurities (by
HPLC)

sodium (by UV)

- 4-methylaminoantipyrine 23% Not more than 4.0 %

Sterility Complies Complies

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

- particles > 10 ym 465/Ampoules Not more than 3000/ampoule
— particles 2 25 ym rmpades Not more than 300/ampoule
- visible by naked eye Absent Complies

Content of metamizole 507.4 mg/ml From 450.0 to 550.0 mg of

metamizole sodium in 1 ml of the
product.

for Russia
Ed. No. 07V1
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Elysium pharmaceuticals Ltd.

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

ANALYTICAL REPORT
Product: Baralgin M 5 ml injection (Russia Export) Date 02/11/2021
GMID: 411170 Marketing Authorization | P N011538/02
number
Batch number 2121070 Manufacturing date OCT-2021
Department Injectable Expiry date SEP-2025
Batch size 450 LTR .| Received on 19/10/2021
QC reference NO. | SAF211113 ' = 2
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 .
Hoechst 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

Company Stamp

Name of Authorised Signatory
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