NEKJIAPAIIASI O COOTBETCTBUH

JEKJAPAHT, IPHHAMAIOMHA JEKJIAPAIIHIO O COOTBETCTBHM:

AO "Canoghu Poccun”

Ceedenua o pezucmpayuu opeanusayuu: Mesicpaiionnan uncnexyus Pedepansroil Harozoeoli cayicovr No
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucsoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 9. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

| B nuye: I'enepansnuiii Oupexmop Monoe O.A.

. Hoeepentnoe nuyo: Kanycmun A.O. [losepennocms: 6/t om 06.11.2018 2.

3AABJIAET, UYTO

Aexapcmaeentoe cpedcmeo.: Tpenman® xorijenmpam Ona npuzomoenerus pacmeopa 0aa ungysui 20
me/mn 5 ma, amnyavt (5), nauxu xapmonnele, pe2.yo. Ne IT NO14229/02 om 02.06.2008 (dama
nepeohopmnerus PY 30.11.2015), cepus 2318101, napmusa 8810 ynaxosox, zoden oo 01.08.2022,
npouzeodcmea Canogpu Huous JTumumeo / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnous, koo OKIT[]2 21.20.10.144, ko0 TH
B3] 3004490009, xoumparxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085317884 om 19.12.2018

COOTBETCTBYET TPEBOBAHMAM
IT N014229/02-020608 uzm. Ne 1-6

| JEKJIAPAIMUA TPHHATA HA OCHOBAHHH

| nponioxon ucnetmaruii Ne 213117 om 14.03.2019 HIT OO0 "Llermp xonwmpona kavecmea buonaiigh”,
ammecmam axkpedumanyun RA.RU.21LIKO0! om 22.07.2015 2., cepmugpuxam ananuza Canogu Hrdus
JTusmumed NeSIP 180217 om 27.09.2018, Cepmnugpuxam POCC IN.OMOS5.C05618 om 14.03.2019

JATA NIPAHSATHS NEKJIAPAIIAN: [4.03.2019 2.
,HEW JIEXCTBHTEJLHA JO: 01.08.2022 2.
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CBEJEHHS O PETUCTPAIIUUA

OPIAH IO CEPTH®HKAITAH, 3APETACTPHPOBABIUHNA JEK/IAPAITHIO

Opzan no cepmuguxayuu npodyxyuu

Obugecmea ¢ ozpaniienyoil omeememeeHHOCmsI0 «OKPYNCHOT Yermp cepmuurayu»,
adpec: 620014, POCCHA, Ceepdnoecxas obnacme, Examepunbype, Xoxpaxoea, 74, 1700,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axkpedumayuu Ne RA.RU. 11 OM0O5

AEKJIAPAIIHA O COOTBETCTB M POCC RU JI-IN.®M05.A.19782/19

YmgepHHa ALA.
PyxoBoguTens oprasa 1o
CepTHHHKAIHE NPOYKIHH
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Canocbu Undus Nlumumed / Sanofi India Limited
Appec: Carodu Unaus Numuten, Ungua / Address: Sanofi India Limited, India

CEPTUOUKAT AHANU3A
ANALYTICAL REPORT

Npoaykr:  TpeHTan® KOHUEHTPAT 4NA NPUrOTOBNEHMS pacTteopa Ne SIP 180217

AnA wHpysni 20 mr/mn B amnynax 5 mn Ne 5

Product:  Trental® concentrate for infusion preparation 20 mg/mlin  Date/flata  27/09/2018
ampoules 5 ml in package Ne 5

Ed. No. 07

Homep cepuu Oara nponzsoacrea
Batch number 2318101 Manufacturing date 0872018
Otaen . lFogeH go
Department Injectable Expiry date 08/ 2022
Pasmep naptuu MonyueHo
Batch size 47169 Received on 17/08/2018
Moxasarenn: Pesynbraro!: Hopmmn::
TESTS RESULTS SPECIFICATION
Onucatve NouTty Npospaunbi GecuseTHbill | MouT! NPo3payHbIA
pacTsop GecupetHrid pacTeop
Description Almost clear colourless solution | Almost clear colourless sclution
MpospauHocTs Cootaercrayet Tpenapar aonxe GbiTe
NPO3PAYHLIM UMK CTENEHL
ONanecuUgHUMM He A0NKHA
NPEeBLILLATL CTENEHH
onanecLeHUWn CTaHaapTHOR
cycneH3um |
Clarity Complies Maximum Ref. Susp. |
LipeTHOCTD CooTBeTcTByeT Mpenapat gonweH GeiTk
BecuUBETHEIM WK MHTEHCUBHOCTD
erg QKpacku He nonmkHa
NpeebLIlaTh KHTEHCUBHOCTL
OKPACKW 3TANOHHOIo pacteopa
UBeTHOCTH By
Colour Complies Maximum Bg
Wasnexaembiit obbem Ot5080 57 mn
52 1 52 | 52 | 52 | 52
Withdrawable Volume (ml) 5,0t0 5,7 ml
52 | 52 | 52 | 52 | 5.2
pH 6.4 Or50p0085
pH 6,4 50to 8,5
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poayk: TpeHTan° KOHLEHTPAT ANA NPUroTOBNEHUA pacTeopa ANA WHDY3WA 20 Mrimn B amnynax 5 mn Ne 5
Product: Trental® concentrate for infusion preparation 20 mg/ml in ampoules 5 ml in package Ne §
Homep cepun / Batch number: 2318101

Mokazarenu: Pe3ynuTaThi: Hopmbi:

TESTS RESULTS SPECIFICATION
MognWHHOCTL:
- NeHToKcuMNNMHA {(BIMX) CooreetcTeyeT CooTeeTcreyer
— HAaTpKK Cooreercrayer

xnopuaos CootBercTByeT
Identification: (HPLC)
pentoxifyliine Complies To comply

- sodium Complies
— chloride Complies
MocToOpoHHKE NPpUMecH:
— cogepXaMve eguHNHHON 0.093% He Gonee 0,5%
HelaeHTUUUMPOBAHHOA NPUMECY 0' 1 41,,/"
~ CYMMa HenaeHTUhOUUWPOBaHBIX ’ ° He Gonee 1,0%
npumecei
Related substances: 0.093% )
— individual unidentified by-products 0.141% Max!mum 0,5%
- sum of unidentified by-products ’ Maximum 1,0%
KonuuyecreeHHoe onpegenexme 20,3 mrimn O1 19,0 40 21,0 Mr/mn
neHTokeudunnuHa
Content of Pentoxifylline 20,3 mag/mi 18,0 to 21,0 mg/ml
KonuuyecTeeHHoe onpefeneHre HaTpuA 7.0 mrimn 016,380 7.7 Mrimn
xnopuaa
Content of sodium chloride 7.0 mg/ml 8,3 to 7,7 mg/ml
CTepuneHOCTL Coorsercrayer CooTeetcTeyer
Sterility Complies To comply
BakTepuanbHbIe 3HACTOKCUHBI CooreeTcTByeT He Gonee 1,16 E3/Mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
MexaHuyeckue BIIIIOMEHUR;
— BIJIOYEHHA, BUQUMBIE HEBOOPYIKEHHbIM CootsercTayeT ~ HOHKHbBI OTCYTCTBOBATD
rna3oM
— YacTUL C paamepoM 2 10 MKm 42 | amnyny - He Gonee 3000/amnyny
- 4acTuy ¢ pamepom > 25 MkM 1/ amnyny - He Bonee 300/amnyny
Particulate matter:
— visible by naked eye Complies Should be absent
- particles > 10 pm 42 / ampoule < 3000/ampoule
- particles > 25 um 1/ ampoule < 300/ampoule

NMPUMEYAHWE: OBPAJEL| COOTBETCTBYET TPEEOBAHUAM KOHTPOIA KAUECTBA.
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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[TOMINIHCL, OTAEN KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

s
DaMHIHA OTBETCTBEHHOTO Vincent Dsouza [Teuar 6':\ :
Name of Authorised Signatory any Sta b
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