TEKJIAPAITASI O COOTBETCTBHUH

JEKJAPAHT, IPHHHMAIOIIHNH JEKJIAPAITHIO O COOTBETCTBHH:
AO "Canoghu Poccun"

Ceedenua o pezucmpayuu opzanusayuu: Mesicpationnan urcherxyus @edepanvholi Han02060% cayachor Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoernus OI'PH: 19.08,2002

Aodpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanonviii Oupexmop Mownaic O.A.

Hoeepennoe nuyo: Jpyscununa H.P. Josepennocms: 6/u om 01.08.2018

3ASIBJIAET, UTO

nexapcmeennoe cpedcmeo: bapaneun® M pacmeop Ons 6HymMPUBEHHO20 U BHYMPUMBIUUEYHO20 8620eHUA
300 ma/mn 5 ma, amnynet (3), ynaxosxu aveiikogvle koumypHote (1), naurxu kapmonnvie, pez.yo.Ne IT
NO11538/02 om 22.10.2008 (0ama enecenun usmenenuti 8 PV 28.02.2017), cepus 2118117, napmus
16280 ynaxoeox, 200en 0o 31.10.2022, npouzeoocmea Canogpu Huous Jlumumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Huousa, koo
OKITJ]2 21.20.10.232, koo TH B3/ 3004900002, konmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic
Ne9085316165 om 06.12.2018

COOTBETCTBYET TPEBOBAHHAM
1T N011538/02-280411 usm. Ne 1-5

JAEKJTAPAITASA IPUHATA HA OCHOBAHUHU
npomoxon ucneimanui Ne 19-000058 om 11.01.2019 OO0 "HIIJIC "Buomexnonozus", ammecmam

axxpedumayuu RA.RU.21DMO4 om 27.06.2016 2., cepmugpuxam ananuza Canoghu Huous JTumumeo
SAF181229 om 22.11.2018, Cepmughuxam POCC IN.®M05.C05102 om 11.01.2019

JATA TIPUHATHUA AEKJTAPALIANA 11.01.2019
JEKJIAPALIAS JEUCTBUTEJIBHA IO 31.10.2022
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.. _.CBEJEHHSA O PETHCTPAIIAH

OPT'AH IO CEPTHO®UKAIIAHN, SAPETUCTPAPOBABIIIHN JEKJIAPAITUIO
Opezan no cepmucbuxayuu npodyxyuu

Obwecmea ¢ ozpanuvennoti omeemcmeenHocmvio « OKpYICHOU yenmp cepmuguxayuu»,
adpec: 620014, POCCHA, Ceepdnosckan obracms, Examepunbypz, Xoxpaxoea, 74, 1706,
mexn: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumayuu Ne RA.RU.11OMOS5
AEKJIAPALIUA O COOTBETCT%I/I M POCC RU J-IN.®MO05.A.12583/19
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o SANOFI

Canogpu Uudus NTumumed /Sanofi India Limited

Address: Sanofi India Limited, India / Agpec: CaHodu Muans Numuten, Naaus

CEPTUDUKAT AHANU3A
ANALYTICAL REPORT
Mpoaykr:  Bapanruu® M, pacreop Ans BHYTPUBEHHOTO M Ne SAF181229
BHYTPHMbLItIEYHOro BBeaeHua 500 mrimn

Product.  Baralgin® M, solution for intravenous and Date/flara 22/11/2018

intramuscular injection 500 mg/ml

Homep cepuu 2118117 lara npouseoncrea 11-2018

Batch number Manufacturing date

Otaen INJECTABLE MogeH go 10 - 2022

Department Expiry date

Pa3mep naptum 450 LTR MonyyeHo 06/11/2018

Batch size Received on

Moxazavenu: Pesynbratbl: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucaxwe {IpoapauHbIii, noyT | Mpo3payHbiii, noyTH BecuBerHbIl wnu
GecyseTHLIN unu cnabo | cnabo OKpALLEHHBLIA pacrsop.
OKpalUeHHblA pacTteop. | MNpakrndecku 6e3 vactuu,
MpakTuyecku Gea vactuy.

Description Clear, almost colorless solution. | Clear, almost colorless to faintly colored
Practically free from particles. solution. Practically free from particles.

MoaAnMHHOCTE:

1. BOMX CooTeeTtcTByeT Coortsercreyer

Identification:

1. HPLC Complies Complies

NpospadHocTsb CootseTcreyer MpenapaT AOMKEH ObiTb NPO3PEUHLIM
(cTenexn ero onanecueHuyMM He ACMKHA
npessilaTe  CTENeHW  OnanecLeHuvn
cTavpapTHOMA cycneHaunu 1)

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

LipeTHOCTL CooTteeTcTRyeT WHTeHcHMBHOCTL OKpacku npenapata He
AOMKHA  NpeBblllaTb  MHTEHCUBHOCTL
OKpacKn 3TanoHHOro PACTROpPa LBETHOCTH
BY.,

Colour Complies Color intensity of the product does not
exceed color intensity of reference color
solution BY,.

pH 6.75 01600080

@ 8.75 From 6.0 to 8.0

for Russia
#a:-No. 06A
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| Mpoaykr: Sapanruu° M, pacTBop qna BIIYTpMBelLITIIOI‘O W BHYTPpUMbIWeuHOro eseaeHun 500 mr/mn '
| Product: Baralgin® M, solution for intravenous and intramuscular injection 500 mg/ml

{ Homep cepun / Batch number:2118117

- 4-METUNAMUHOAHTHUNUPUH

- EAWHMYHAEA MaxcumanbHan
HenaeHTudMLupyemMan NpuMech
- Cymma Beex npumeceit (He
BKAKOHAA
4-MEeTUNAMUHOAHTUNUPIUH)

Related impurities {by HPLC)

- 4-methylaminoantipyrine

- Single maximum unknown
impurity

- Sum of all impurities (excluding
4-methylaminoantipyrine)

2.2 % Cooteetcreyet
0.04 % Coorsercieyer

0.09 % Cootsetcteyer

2.2 % - Complies
0.04 % - Complies

0.09 % - Complies

Mokazarenu: PeaynbTaThbl; Hopmbi:
TESTS RESULTS SPECIFICATION
MasnekaeMblii cbvemM (Mn) He mexee OT yKa3aHHOro Ha aTukeTke (T.e.
He meHee 5,0 mn)
54 52 54 52 |52
Extractable Volume {ml) Not less than labeled volume
(i.e. not less than 5.0 mi).
52 (54 52 |54 |54
MocTopoHHne npumecn (B3XX)

He Bonee 4.0 %
He Gonee 0,2 %

He bonee 1,0 %

not more than 4.0 %
not more than 0.2 %

not more than 1.0 %

CTepunbHOCTL

Sterility

CooTteercrayer /Complies

Homep Tecrosoro otvyetal Test
report no. ST/18/1685,
ST/18/1686

CooreeTcTayer

Complies

bakreprantHbie SHAOTOKCHHLI

Bacterial Endotoxins

CooteercteyeT /Complies

Homep otyetal Report no.
E/18/1833

He 6onee 0,14 ES/mr
Not more than 0.14 EU/mg

MexaHuueckue BRNIGYEHUA:

- YyacTy ¢ paamepom 2 10 mkm
- YacTuil C paaMepom = 25 Mkm
— BHIMIOYEHUR, BUAKMbIE
HEeBOOPYXEHHLIM FNa30M

279/amnyna - coOTBETCTRYET
36/amnyna - CooTeeTcTRYET

OvcytcTeyioT

- He Gonee 3000/amnyna
~ He Gonee 300/amnyna

Coorsercrayer

(by UV)

Particulate matter:

~ particles = 10 ym 279/ampoule - Complies Not more than 3000/ampoule

-- particles = 25 pm 36fampoule — Complies Not more than 300/ampoule

— vigible by naked eye Absent Complies

KonuvecraeHHoe onpepeneHue 495.9 wmrimn Ot 450,0 a0 550,0 Mr meTamu3ona HaTpun
METAMM3ONA HATPUA B 1 Mn npenapara

(Y® cnexrpodoromeTpus)

Content of metamizole sodium 495.9 mg/ml From 450.0 to 550.0 mg of metamizole

sodium in 1 ml of the product.

NPUMEYAHWE: OBPA3ELl COOTBETCTBYET TPEBOBAHUAM KOHTPOIA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Production of the above mentioned batch was in accordapce of Good Manufacturing Practice (GMP) requirements.

Y

[NOAITHUCEH, OTAEA KOHTPOJIS1 KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

bamMunus OTRETCTBEHHOIO
Name of Authorised Signatory

(Kaushik PANDIT, Manager QA, External Manufacturing)

for Russia
Ed. No. 06A




