JAEKJAPAIIASL O COOTBETCTBUH

JEKJAPAHT, HPUBHAMAIOIIHH JEKJIAPAITAIO O COOTBETCTBHH:

AQ "Canoghn Poccus”

Ceedenus o peaucmpenfuu opzanuzayiy: Mexcpaionnas wncnexyus Qedeparvroil HAI020601 CTVHCEL! Ne
46 no 2. Mockee 01,01.2008, OT'PH 1027739079940, éama npucevenua OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Terecpon/harc: 8 (495) 721-14-00/721-14-11

B nuye: Nenepazonvtli dupexniop Monye O.A.

Hosepennoe mnjo: Qpyocununa H.P. [Josepennocms: 6/n am 21.08.2018

SAABJAET, YTO

Aerapcimsertoe cpedcmeo: Ipenmar® xonnenmpan das npuzomoeieHus pacmeopa 18 unepyzuir 20
Me/n 5 ma, et (5), nauku xapmonuvte, pez yo.Ne IT NOI4229/02 om 02.06.2008 (dana
nepeodopanenns PY 30.11.2015), cepun 2318068, napmiun 8770 ynaxeeox, 20den do 01.06.2022,
npouseoocmea Canogpu Huoua JTuvumed / Sanoft India Limired, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hudus, ko0 OKII[2 21.20.10.144, koo TH
B3J 3004490009, xoxmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085307157 om 25.09.2018

COOTBETCTBYET TPEGOBAHHAM
17T NO14229/02-020608 uza. Me 1-5

AEKJTAPATINA ITPUHSITA HA OCHOBAHMA

ripomokox wcnwtmaniii Ne 921811 om 07.11.2018 HIT OO0 "Ilenmp kownpors kavecmsa Buoaaiigh”,
ammecmam axxkpedumayin RA.RU.21HKOI om 22.07.2015 2., cepmughuram anatza Canogpu Huoua
Jhuanunied NeSIP 180140 om 20.07.2018, Cepmughuxam POCC IN.@MD5,C03596 om 07.11.2018

JATA IPHHATHA JEKJIAPAITANA 07.11.2018
JEKJTAPATIMS AEMCTBHTEJIBBA N0 01.06.2022

@ Hopyxruamma P,
HONMNECE D10

CBEJEHUS O PETHCTPAIIIA

OFTAH 1O CEPTH®HKAITHH, SAPETHCTPAPOBABHINI JEKIAPAIIHIO
Opean no cepnghuxaiiu npodysyuu

Obugecnisa ¢ ocpanuienvoil omeenciigennocmers «OKPYICHON yenmp cepmuduxaiiiny,
adpec: 620014, POCCHA, Ceepoaoscran o6aacnv, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.1] OMOS5

JAEKJIAPAITHSL O COOTBETCTB?ﬂ Ae POCC RU J-IN.®MO5.4.06125/18
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’ o , . o SANOFI
CaHohu Undua Jlumumed / Sanofi India Limited _
Appec: Canodu Vinausi Niumures, Mupus / Address: Sanofi [ndia Limited, India

CEPTUGUKAT AHANU3A
ANALYTICAL REPORT

Mpogyxr:  Tpentan® KGHUSHTDAT AN NPUICTOBNEHUS PacTBOPa Ne SIP 180140
ANs uddyaui 20.mr/mn 8 amnyrax 5 mn Ne B

Product: Trentai® concentrate for infusion preparation 20 mg/mi in Date/fata 20/ 07 / 2018
ampoules § ml in package Ne 5

Homep cepun LBAE Hata npoussogcTea | A -
Batch number 2318068 ‘Manufagturing date 06/2018
Oraen . loaex po _
Pasmep riaprvn . flonyueHo -
Batch size. 47169 Recaivéd on 02/07/2018
Aoxasarena: PeésynbTarsi: Hopmni:
TESTS RESULTS SPECIFICATION
Onucahue MNoury npospannelid BecuseTHBIR | TTONTH HPOSPAYHEN
pacTeOp facuserHeIi pacTeop
Description Almast clear colourless solution | Almost clear colourless solution
NpoapayHecTs CooTsercrayer Tipenapar Acnxey Dbk
) T NpoapaYyHLiM UNU CTeNEHs
onanecueHUU He AOMmKHa
APERLILATE CTENEHK
onanecueHLny STaRAaPTHOW
cycnenavir |
Clarity Compilies Maximum Ref. Susp. |
Usetrocts Coorsercrayer Mpenapar pormxeH Bblte
o GecLBeTHEIM UTH UHTEHCUBHOCTS
€ro GRDACKK HE AoNXHA
NREBLILETL MHTEHCUBHOCTL
OKPACKY BTENOHHOTO PacTEOpa
LreTHOCTH By
Colour Complies Maximum By
Wzenekaemblti oBxem ‘ 075,040 5.7 mn
52 | 52 | 52 | 52 | 52
Withdrawable Volume (ml) 8,010 5,7 mi
52 | B2 | 52 | 52 | 52
pH 6.5 Or505085
pH 6.5 501085
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fpogy«T: Tpeman® KOHLEHTRET 4N NPUFOTOBNEHNA pacTeopa Ans vHdyanit 20 mr/vre B amnynax 5 mn Ne 5
Product: Trental® concentrate for infusion preparation 20 mg/mi in ampoules 5 ml in package Ne §
Homep cepuu / Batch number: 2318068
NokazaTenwu: Peaynebrarst: Hopmer:

TESTS RESULTS SPECIFICATION
MognitHsecTs:
— neHToKCbunnura (BIXX) CooTBeTCTBYET CooTtBeTCTRYET
- HaTPWA Cooraercreyet
- XNopuaos CooTaertcrayeT
Identification; (HPLC)
- pentoxifylline Complies To comply
- sodium Complies
— chioride Complies
NocToporHue npuMecy:
~ COABPKAHWE eNHVYHON 0.060% He Gonee 0,5%
HenaeRTUDMUMPOBaHHOK NpUMECH 011 40/"
~ CYMMa HenaeHTUdULMPOBaHbIX ' ° He Gonee 1,0%
npumecei
Related substances: 0 060% )
- individual unidentified by-products 011 4,;,: Maximum 0,5%
- sum of unidentified by-products ’ Maximum 1.0%
KonwyecTseHkoe onpegenedie 204 mrfmn O1 18,0 ao 21,0 mrimn
OEHTOKCUNKHA
Content of Pentoxifyliine 20,4 mg/mi 19,0 t0 21,0 mgiml
KonusecTsexnoe onpegeneHve HaTpus 6.9 mrimn Or6,3 80 7.7 mr/mn
xnopuaa
Content of sodium chloride 6.9 mg/mi 6,3 to 7,7 mg/mt
CTepunbHOCTL Cooteercrayer CooTeercteyet
Sterility Complies To comply
BakTepransHite SHAOTOKCUHbI Cooraercrayer He 6onee 1,16 ES/mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
Mexauudeckue BrNIOYEHNR:
- BKIIOHEHUR, BUAMMBIE HEBCORYKEHHbIM CooTBeTCTBYET ~ AOMKHb! OTCYTCTBOBATD
rnasom
- 4acTuy ¢ paamepom = 10 Mkm 85/ amnyny - He Bonee 3000/amnyny
~YacTuly ¢ PAsMepoMm = 25 Mkm 1/ amnyny - He Sonee 300/amnyny
Parliculate matter;
- visible by naked eye Complies Should be absent
- particles > 10 um 85/ ampoule < 3000/ampoule
— particles > 25 um 1 / ampoule < 300/ampoule

APUMEYAHME: OEPA3EL COOTBETCTBYET TPEGOBAHNAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

~/

NOANKHCD, OTAEJ KOHTPOJIS KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL A
Pamu s
i o
MHAHA OTBETCTBCHHOIO Vincent Dsouza HC‘I&TL

Name of Authorised Signatory Com
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