COOTBETCTBYET TPEBOBAHHUAM

B3] 3004490009, konmparxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085317884 om 19.12.2018
I NO14229/02-020608 1zam, M 1-6

AEKJIAPATIMSA IPHHATA HA OCHOBAHHH

JATA IPHHSITHA JEKJIAPAITHH: 14.03.2019 2.
AEKJAPANHA TEACTBUTEIBHA JO: 01.08.2022 2.

OeRAapanin

npouzeoocmea Canogu Huous JTumumeo / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnousn, koo OKII[]2 21.20.10.144, koo TH

npomokon ucnuimaruit Ne 213311 om 14.03.2019 HJT OO0 "L{enmp konmpona xavecmea buonaiigh”,
anmecmam akxpeoumanun RA.RU.2ILIKO0I om 22.07.2015 2., cepmughuxam ananuza Canogpu Huous
Jhumumned NeSIP 180222 om 27.09.2018, Cepnnigpuxam POCC IN.OMO5.C05620 om 14.03.2019

BOiE

JAEKJIAPAIIAA O COOTBETCTBUA
AQ "Canogu Poccus"

JEKJAPAHT, IPHAHAMAIONNA JEKJAPAITHIO O COOTBETCTBHH:

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/721-14-11
B muyje: I'evepanvuuiii oupexmop Monic O.A.

Ceeoenus o pecucimpayuu opeanusayuu: Medicpaiionnan urcnexyus Qedepanvroii Haro2060ii cryicoer Ne
Hoeepennoe nuyo: Kavycmun A.O. Joseperinocmn: 6/1 om 06.11.2018 2.
SAABJHIET, YTO

46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

nexapcmeeririoe cpedcmeo: Tpenman® Konyenmpan: Oa NpU20MOGREHUR pacmeopa ons unysuit 20

me/ma 5 mn, avnyaer (5}, nauku kapmornste, pe2.yo. Ne IT N014229/02 om 02.06.2008 (oama
repeocghopmnernua PY 30.11.2015), cepun 2318103, napmua 8850 ynaxoeox, zoden do 01.08.2022,
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OPTAH IO CEPTU®HKATIIAM, SAPETHCTPHPOBABIIIMH JTEKJAPAITHIO
Opean no cepmupuxayuu npooyKyuu

Obigecmea ¢ ozparivennoil omeemcmeenHocmsio «OKPYNICHOT YeHInp cepniugurayuu»,

JAEKJIAPATIUA O COOTBETCTB

adpec: 620014, POCCHA, Caeponoecxas obnacms, Exammepunbype, Xoxpsaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumatjuu Ne RA.RU. 11 OMO5

M POCC RU J-IN.®@M05.A4.19785/19
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| o SANOF!
Carogpu Undust Tumumed / Sanofi India Limited
T AppetT Canodu Vingins Tiusmuteg, Vnans 1 Address: Sanofi Irndia Limited, India
CEPTUDUKAT AHATTUIA
ANALYTICAL REPORT
Npoaykt:  Tpentan® KOHUEHTPAT ANA NPUraTOBNEHWA pacTecpa Na SIP 180222

Ana uHgyani 20 Mrfmn B amnynax-5mn Ne§

Product:  Trental® concentrate for infusion preparation 20 mg/miin  Date/lata 27/ 09 /2018
ampoules 5 ml in package N2 5 '

HoMep cepun ; Dara npowasogcTea -
Batch number 2318103 Manufactuning date 08/2018
Orpen . . lMogeH Ko
Department [njectable Expiry date 08/ 2022
Paamep napTwv Nonyyero
Batch size 47168 Recelved on 22/08/2018
RNoka3sarenu: Pesyneraret: HopMes:
TESTS RESULTS SPECIFIGATION
Onucative Moyt npoapavHsii GecuseTHbid | Mouty npoapayHIi
pacTaop. GecupeTHLNN pacTeop
Description Almost clear colourless solution | Almost clear colourless solution
Mpo3spaunocTs CoorseTcTayeT MNpenapar gonxeH Guire
) NPOIRAaYHLIM UNK CTeneHs
ONaNecUSHUMM He SONKHA
npeBHWaTkE cTeneHy
onanecyeHUMy CTaHaapTHaN
cycneHaum |
Clarity Complies Maximum Ref. Susp. |
LseHocTs Cooreercreyer fpenapat AomeeH Gbis
: ’ becussTHLIM UNK UHTEHGUBHOCTL
ero OKpackn He AOMKHA:
NpesbiliaTh MHTEHCHBHOGTE
OKPaCKM 3TENOHHOrO PacTeOpa
uBeTHOCTH By
Colour Complies Maximum Bsg
Naenekaembiii 0Bbem . [ OT5080 57mn
- - 52 | 52 | 52 ) 52 | 52 A
Withdrawable Volume {ml) 50to 5,7 ml
52 | 52 | 52 | 52 | 52
pH 6.1 0750n0085
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MpoaykT: Tpexran® KOHUEHTpaT AnA NPUroToBNEHWA PACTBOPA ANA WHY3KA 20 MrimMn B amnynax 5 mn Ne §
Product: Trental® concentrate for infusion preparation 20 mg/ml in ampoules 5 ml in package Ne 5
Homep cepuw / Batch number; 2318103
Noxasarenu: PeaynbTaTsy; Hopmbi:

TESTS RESULTS SPECIFICATION
MoANMHHOCTL:
- neHTokcucbunnuHa (BONKX) CooteercTayeT CooreeTcTayeT
- HaTPUR CooteeTcTRYeT
- XNICPUAOB CoorseTtcreyer
Identification; {HPLC)
- pentoxifylline Complies To comply
- sodium Complies
- chloride Complies
MocTopoHuMe npumecy:
- COAepXaHue eAVHWIHOMN 0.094% we bonee 0,5%
HEWEEHTUCHIALMPOBAHHOW NpUMEecH o1 43,,/:
- CYMMa HeuaeHTUULIMPOBRAHEIX ' He Sonee 1,0%
npumeceit
Related substances: 0.094%
- individual unidentified by-products 0.143% Maximum 0,5%
- sum of unidentified by-products ' Maximum 1,0%
KonuuecTeeHHoe onpegeneHuns 20,5 mrimn Ot 19,0 o 21,0 mr/mn
nenToKcHUnnvHa
Content of Pentoxifylline 20,5 mg/mi 19,0 to 21,0 mg/ml
KonuuecraeHHoe onpefeneHne Hatpus 6.9 mrimn 076,380 7,7 Mrimn
xnopuaa
Content of sodium chloride 6.9 mg/ml_ 6,30 7.7 mg/ml
CrepunsHocT CooteeTcrayeT CooTtsercTeyeT
Sterility Complies To comply
BaxrepuanbHbie 3HAOTOKCUHDI CooTeeTcTBYET He Gonee 1,16 E3/mr
Bacterial Endotoxins _Complies Not more than 1,16 EU/mg
MexaHWJeckue BINIOMEHWS:
~ BKIMOUEHUS, BLANMbIE HEBOOPYKEHHLIM CooTBeTcTBYET - AOMKHEI OTCYTCTBOBATD
rnasom
- vactit| ¢ pasmepom 2 10 Mkm 329/ amnyny - re Gonee 3000/amnyny
— 4acTUU C Pa3MepoM > 25 MkM 4 { amnyny - He Bonee 300/amnyny
Particulate matter:
- vigible by naked eye Complies Should be absent
- particles > 10 ym 329/ ampoule < 3000/ampoule
- particles > 25 ym 4 | ampoule < 300/ampoule

NPUMEYAHUE: OBPA3EL| COOTBETCTBYET TPEBOBAHWUAM KOHTPORNST KAYECTEA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice {GMP) requirements,
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NOAMHACD, OTAEJ KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

DaMUNHA OTBETCTBEHHOTO Vincent Dsouza TMewah= (Mumsal =

Name of Authorised Signatory \¢ '" pany ;5-'5-
\\//
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