TEKJIAPAIIHASI O COOTBETCTBHUH

JAEKJIAPAHT, TIPHHUMAIOIIHH JEKJ/IAPAITHIO O COOTBETCTBHH:
AO "Caroghu Poccusn"

Ceedernun o pecucimpayuu op2anuzayuu: Mexcpaiionnan uncnexyus DedeparvHoll HaN02060i cTyscbor Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

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

B nuyge: I'enepanvrvtii dupexmop Monc O.A.

Hoaeepennoe nuyo: Apyxncununa H.P. Joeepennocnw: 6/ om 01.08.2018

SASIBJIIET, UTO
nexapcmagennoe cpedcmeao; bapanzun® M pacmeop 0ns 6HYMPUBEHHO20 U BHYINPUMBLUEYHO20 88e0eHUs

500 m2/mn 5 ma, amnyaur (5), ynaxoexu aueiikoevie koumypusie (1), nauxu xapmonnsie, pez yo Ne IT
NO11538/02 om 22.10.2008 {0ama enecernun usmenenuii ¢ PY 28.02.2017), cepus 2118098, napmus
16260 ynaxoeox, 200er 00 01.10.2022, npouzeodcmea Canogpu Huous JTurnumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hnious, x0d
OKII[2 21.20.10.232, koo TH B3 3004900002, xormparxm Ne250/40056192/F-2 om 20.10.2010, uneoiic
Ne9085315118 om 28.11.2018

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

JAEKJAPATIASA ITIPHHATA HA OCHOBAHHH
npomoxon ucnvimaruti Ne 19-000102 om 14.01.2019 OO0 "HIJJIC "Buomexnono2us"”, anumecman:

axkxpedumayuu RA.RU.21QMO4 om 27.06.2016 2., Cepmugpuram POCC IN.OMO5.C05114 om
14.01.2019

HJATA IIPHBATHA JEKRAPAIINH /4.01.2019
AEKJIAPAIIIL JENCTBHTEJIBHA JI0 01.10.2022
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" CBEJEHHA O PETUCTPALIAH

OPrI AH“H@E@THQHKAI[HH, 3APETHCTPHPOBABIIHI JEKJIAPAITHIO

Opezan no cepmuguxayuy npodyxyu

Obugecmea ¢ ozpaniuennoit omeemcImGeHHocmyio «OKPYICHOU yeHmp cepmugurxaiiin»,
adpec: 620014, POCCHA, Ceepdnoscras obnacme, Examepunbype, Xoxpaxoaa, 74, 1700,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanjuu Ne RA.RU.11DPMO5

AEKJAPAIIASA O COOTBETCTB # POCC RU [I-IN.®M05.4.12712/19
TPAIIHRH 714.01.2019
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Ed. No. 06A

SAN OF|

Canodhu Nndus Jlumumed /Sanofi India Limited .

Address: Sancfi Indfa lerted India / Anpec: Catodn Mugyn HMMMTe.q, Mﬂp.ml

CEPTUDUKAT AHANU3A
ANALYTICAL REPORT
Mpoay«T:  Bapanrui® M, PAcTBOP AMA BHYTPHBEHHOTO KM Ne SAF181108
BHYTRPUMbItieYHOro BBEAEHUA 500 Mrimn

Product.  Baralgin® M, solution for intravenous and Date/flara 26/10/2018

intramuscular injection 500 mg/nil

Homep cepuw 2118098 fara ripousroacTea 10 -2018

Batch number Manufacturing date

Otaen INJECTABLE roaeH ao 10 - 2022

Department Expiry date

Pasmep naprim 450 LTR Mony4eHo 10/10/2018

Baftch size Received on

MokaszaTenu; PesynbraTes: Hopmubi:
TESTS RESULTS SPECIFICATION

Onucanwe MpoapayHbii, novT | NpospauHeld, nouTH DecupetHsid  wnw
SecupeTHbI ht] criabo | cnabo OKPALUGHHBIRA pacrsop.
OKpaLLEeHHbIA pacteop. | MNpakrudecku 683 yacTul.
MpakTuueck Ge3 yacTiy,

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

MOANMHKOCTL:

1. BGXKX Cooteetcrayer CooreeTcreyer

Identification:

1. HRLC Complies Complies

MpospavkocTs CooraeTcTayeT lNpenapat pgonxed Obite Npo3payHbIM
(cTeneHb ero onanecueHUMM He ADMKHA
MPeBLILIATE  CTENeHW  onaneclieHuMu
CTaHQapTHOW CycreHauu |)

Clarity Compliés The product is clear (extent of is
opalescence does not exceed extent of
opalescence of reference suspension [).

Ueernocts Coorsercrayer WHTeHcusHOGTL Okpacky npenapara He
OOIKHA  NPeBkIlWaTh  MHTEHCHEHOCTH
OKDACKK 3TanoHHOTO PACTEOPE UBETHOGTH
BY,

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

| pH 6,73 0760 808,0
pH i 6,73 From 6.0 tc 8.0
for Russia Page1of2




Homep cepun / Batch number:2118098

NpogykT: Bapanrun® M, pacTBOp AN BHYTPMBEHHOIO U BHYTPUMBILWEYHOrO BBeAeHNa 500 mrimn
Product: Baralgin® M, solution for intravenous and intramuscular injection 500 mg/mi

Mokazatenu: PezyabTathi: Hopmui:
TESTS RESULTS SPECIFICATION
W3snexkaemblit oGbem (Mn) He MeHee OT yka3aHHOMD Ha aTUKeTKe (T.e.
He menee 5,0 mn)
52 |54 52 54 |54
Extractable Volume (mf) Not less than labeled volurne
54 |52 54 54 |52 {i.e. not less than 5.0 ml).

Mocropornnue npumecn (BIXX)
- 4-MEeTUNAMUHOAHTUNUPUH

- EauHMyHan MakcumanbHas
HeuaeKTUMLIMPYEMAR NPUMECH
- Cymma Becex npumeceit (He
BKAOMAR
4-MeTUNaMUHOZHTUNVNPUH)

Related impurities {by HPLC)

- 4-methylaminoantipyrine

- Single maximum unknown
impurity

- Sum of all impurities (excluding
4-methylaminoantipyrine)}

2,1 % CooreeTcTBYET
0,04 % Cooreercrayer
0,12 % Cootaetcreyer

2.1 % - Complies
0,04 % - Complies

0,12 % - Complies

He Gonee 4,0 %
He Bonee 0,2 %

He Gonee 1,0 %

not more than 4.0 %
not more than 0.2 %

not more than 1.0 %

CrepunuHoCcTh

Sterility

CooteercrayeT /Complies

Howmep Tectoeoro otuyeral Test
report no. ST/18/1491, ST/18/1492

CooTeetcTRyeT

Complies

BakrepuanbHee S3HAOTOKCHUHBI

Bacterial Endotoxins

Cootsetcrayer /Complies

Homep otueta/ Report no.
E/18/1646

He Gonee 0,14 ES/mr

Not more than 0.14 EU/img

MexaHWYecKne BKIIOYEHVR:

— YacTuy ¢ pasmepoMm = 10 MkM
— YacTUL C pasMepom = 25 MKM
— BKMIQYEHWUA, BUAUMLLe
HEBOOPYMEHHbIM rNA30M

Particulate matter:
- particles = 10 um
— particles 2 25 ym

297/amnyna - cooTaeTCTBYET
36/amnyna - CooTBeTCTRYST

OTcyTCcTBYIOT

297/ampoule - Complies
36/ampoule - Complies

- He Bonee 3000/amnyna
- He Gonee 300/amnyna

Cooteercrayer

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

(by UV)

- visible by naked eye Absent Complies

KonuwdecTseHHoe onpeaeneHue 503,7 wmr/mn OT450,0 ao 550,0 Mr MeTamuzona HaTpus
MeTamwnaona HaTpus e 1 mn npenapara

{Y® cnekrpocdoToMeTpun)

Content of metamizole sodium 503,7 mg/mi From 450.0 to 5560.0 mg of metamizole

sodium in 1 m! of the product.

NMPUMEHAHWE: OBPA3EL, COOTBETCTBYET TPEBOBAHNAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Produgtion of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

s OTBETCTBEHHOTO
e of Authorised Signatory

for Russia
Ed. No. 06A

ang Kalavadia, Manager QA, External Manufacturing)

TTOAITKCD, OTAEJ KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
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