JTEKJIAPAIIHSI O COOTBETCTBUH

JEKJIAPAHT, IPHHAMAIOINHH JEKJIAPAIINIO O COOTBETCTBHH:
AO "Canogpu Poccun”

Ceedennn o pecucnipmyuu opavuzayuu: Mexcpationnan uncnexyus Qedepanvroil Han02060H cyxcbor Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npuceoenua OI'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, yn. Teepckan, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvuviii Oupexmop Monxc O.A.

Hosepenrnoe nuyo: Ilepuuna O.J1. Hoeepennocme: 6/1 om 15.03.2019 2,

JASBJIAET, UYTO

nexapcmeenroe cpedcnigo: Tpenman® Konyenmpan Ona npuzoniosienus pacnieopa ona undyysuii 20
M2/mMn 5 ma, amnyast (5), nayku kapmownsle, pee.yo. Ne IT NO14229/02 om 02.06.2008 (dama
nepeogpopmneriua PY 30.11.2015), cepun 2318131, napmus 5895 ynaxoeox, 2oden do 01.10.2022,
npoussodcmea Canogu Hudus JTumumeo / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnous, xod OKII[2 21.20.10.144, xod0 TH
B3I 3004490009, xoumpaxm Ne250/40056192/F-2 om 20.10.2010, urigotic Ne9085324604 om 25.02.2019

COOTBETICTBYET TPEBOBAHMSIM
II NO14229/02-020608 1am. Ne [-6

AEKJAPAIINA IIPHUHATA HA OCHOBAHHH
npomoxon ucnsimariuii Ne 307917 om 08.04.2019 HIT OOC "Ilenmp xounipons kavecmea Buoaaiigh”,

ammecmam axxpedumajuu RA.RU.21LHKOI om 22,07.2015 2., cepmugpuxam ananuza Canopu Hudus
JTumumed NeSIP 180278 om 16.11.2018, Cepmupuxam POCC IN.@MUS5.C06559 om 08.04.2019

JATA IIPHHATHAS JEKJTAPAIIAH: 08.04.2019 2,
JEKJAPATHSA NENCTBUTEIBHA J10: 01.10.2022 2.
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CBEJEHUSA O PETHUCTPAIINA

OPT'AH 10 CEPTH®HKAITHH, 3APETHCTPHPOBABIINHI JEKJIAPAITHIO

Opzan no cepmugpuxayun npooyxyuu

Obuyecinea c ozparuiennoil omeemcniBenHocmeio «OKPYICHORN yeHmp cepmuguxayuu»,
adpec: 620014, POCCHA, Ceeponoscxas obracme, Examepunbype, Xoxparoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumayuu Ne RA.RU. 1 1OMO5

Usrgeprna A A.

PyxoBoanTens opraua no
cepTHOHKAIHE MPOXYKITHH
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SANOFI
Canocpu NHdus Nlumumed / Sanofi India Limited

Appec: CaHodu Unans Numutes, NHgus / Address: Sanofi India Limited, india

CEPTUOKKAT AHANIU3A
ANALYTICAL REPORT

MpoaykT:  Tpexran® koHUeHTpaT 4N8 NPpUroToBreHns pacraopa Ne
AnA nHpysui 20 Mr/mn B amnynax 5 mn Ne §

SIP 180278

Product: Trental®concentrate for infusion preparation 20 mg/mlin  Date/flata 16/ 11/ 2018
ampoules 5 mlin package Ne 5

Homep cepuun [ara nponssoacTea

Batch number SIS Manufacturing date 10/2018

Orgen . loaed ao

Department Injectable Expiry date 10/ 2022

Pasmep napTtuu MonydeHo

Batch size Al Received on 05/10/2018

Mokazatenu: PeaynuTaTsl: Hopwmbi:
TESTS RESULTS SPECIFICATION
OnucaHve MNouTti npoapavHbiii GecupeTHbLIR | Moyt Npo3padHkIA
pacTeop BecyseTHEIR pacTaop

Description Almost clear colourless solution | Almost clear colourless solution

MpospayHocTb CooTeetcrayer NpenapaT AonxeH GbiTb
Npo3pavHbIM UK CTeneHb
onanecUeHUUNn He AOMKHA
npeebillaTe CTeneHu
onanecueHUrn cTaHaapTHOM
cycneHaun |

Clarity Complies Maximum Ref. Susp. |

LipeTHocTb CooTeeTcTayeT Mpenapar aomkeH BoiTs
GeCLIBETHblM WU MHTEHCUBHOGTE
€ro OKpacku He LOoMmKHa
NPepBilLAaTh UHTEHCWUBHOCTL
OKpAacKu 3TasfIOHHOro pacTeopa
yseTHocTn By

Colour Complies Maximum By

3pnekaembiit 06bem

52 | 52 | 52 | 52 | 52

0150400 57 Mmn

Withdrawable Volume {ml) T 5,0t0 5,7 mi
52 | 82 | 52 | 52 | 52
pH ; 63 075,030 85
E}H | ,r'f 6.3 50t08,5
7
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MpogykT: TpeHTan KOHUEHTPAT ANA NPUroTOBNEHWA pacTeopa AnK uHgy3ui 20 mr/mn B amnynax S mn Ne §
Product Trental® concentrate for infusion preparation 20 mg/ml in ampoules § ml in package Ne 5§
Homep cepun / Batch number: 2318131 ;

MNoxazaTenw: Pesyneratbl: Hopmbt:
TESTS RESULTS SPECIFICATION

MoANUHHOCTL:

nexTokevgunnnHa (B3XX) CooTteeTcrayer CooTeeTCTBYET
- HATPUA CooTBeTcTRyeT
- Xnopupos Coorsetcreyer
Identification; (HPLC)
- pentoxifylline Complies To comply
- sodium Complies
— chloride Complies
MocTopoHHue npumMech:
~ CoAepXaHWue eAWHUYHOR 0.075% He Bonee 0,5%
HEUAEHTUDMLMPOBAHHOR NpMMecH 0' 126‘;
- CYMMa HengeHTUhMUMPOBaHbBIX ’ ¢ He Gonee 1,0%
npumMeceii
Retated substances: 0 075% )
- individual unidentified by-products o 126%: Maximum 0,5%

sum of unidentified by-products ' Maximum 1,0%
KonuuectBeHtioe onpeaeneHue 20,5 mrimn Or1 19,0 po 21,0 mr/mn
neHTokCuUNNUHA
Content of Pentoxifylline 20,5 mg/mil 19,0 to 21,0 mg/ml
KonuyecTsexHHoe onpeaeneHve HaTpus 7.0 mrimn OT16,3 oo 7,7 mr/mn
Xnopuga
Content of sodium chloride 7.0 mg/mil 6,3 to 7,7 mg/mt
CTepuneHOCTE CooTeeTcTayer CooteetciByeT
Sterility Complies To comply
BakrepuanbHee IHAGTOKCHUHLI CooTeeTCcTBYET He Gonee 1,16 E3/mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
MexaHuueckne BKNIOYEHUS,
— BKIIOYEHWS, BUAVMbIE HEBOOPYHEHHBIM CooTteetcrayeT ~ AOKHb! OTCYTCTROBATL
rnasom
— vacTuy, ¢ pasmepom = 10 mkm 27 | amnyny - He Gonee 3000/amnyny
- 4acTuL C pasMepoM = 25 MKM 0 / amnyny ~ He Bonee 300/amnyny
Particulate matter:
- visible by naked eye Complies Should be absent
- particles > 10 pm 196 / ampoule < 3000/ampoule
- particles > 25 ym 7 { ampoule £ 300/ampoule

NPUMEYAHWE: OBPA3EL COOTBETCTBYET TPEBEOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in acgordance of Good Manufacturing Practice (GMP) requirements.
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W Gipfeaf 2019
NOANMKCh, OTAEN KOHTPOJLA KAUECTBA SIS,
AUTHORISED SIGNATORY, QUALITY CONTROL 3

DaMunysg OTBETCTBEHHOIO Vincent Dsouza
Name of Authorised Signatory
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