IEKJAPAIIASI O COOTBETCTBHH
JEKJIAPAHT, IPHHAMA IO TEKJAPAIMIO O COOTBETCTBHH:
AO "Canogu Poccun"
Ceederua o peucmpayuu opanusayuu: Mesicpaiionnan urcnexyun Qedepanvroit Haro2060ii cryHcbor Ne
| 46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002
| Adpec: 125008, 2. Mocxea, yn. Teepcxas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11
i B nuye: I'enepanvhvtii Oupexmop Monc O.A.
Hoeepennoe nuyo: Kanycmun A.0. [Josepennocms: 6/% om 06.11.2018 2.

3AABJSIET, UTO

rexapcmeentoe cpeocneo. Tpenman® Konyernnmpam Ona Npuzomoenenus pacnmeopa ona ungysuii 20
M2/ 5 mn, aunyast (5), nauku kapmonnvie, pez.vo. Ne IT NO14229/02 om 02.06.2008 (dama
nepeogopsnenus PY 30.11.2015), cepus 2318129, napmus 8847 ynaxosox, 200en 0o 01.09.2022,
npouszeodcmea Carvogpu Huous Jumumed / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hudus, xod OKII2 21,20.10.144, koo TH
B3I 3004490009, xonmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085321449 om 29.01.2019

COOTBETCTBYET TPEBOBAHUAM
11 N014229/02-020608 uzm. Ne 1-6

AEKJIAPATNIAA [TPUHATA HA OCHOBAHHH
npomoxon ucroimaruit Ne 21400 om 14.03.2019 HJI 000 "Lernmp xonmpons xavecnea Buonaiigh”,

ammecmam axkpedumanuu RA.RU.21IJKOI om 22.07.2015 2., cepmughuxam anannza Canogpu Hrous
Jlumumeo NeSIP 180272 om 12.11.2018, Cepmughuxant POCC IN.OMOS5,C05627 om 14.03.2019

JATA IIPUHATHA NEKJTAPAITHH: /4.03.2019 2.
JAEKJAPAITHA XEMCTBUTEJNBHA J0: 01.09.2022 2.

ATIY P” _ Kamyctan A.O.

dexaapannt : i Ch (ORSR

e

CBEJEHHUA O PETUCTPAIIUA

OPT'AH IO CEPTH®HKALIUH, 3APETHCTPHPOBABIIHHA NEK/IAPAIHIO

Opezan no cepmugpuxanuy npodyxyuu
Obuyeciiea c ozpanuyennoti omeemcnieeHHocmbio «OKPYICHOT yenmp cepmuguiayun»,

adpec: 620014, POCCHA, Ceeponosexan obnacme, Examepunbype, Xoxpaxoesa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 1 1 OMOS5

AEKJIAPAITHA O COOTBETCTB M POCC RU J-IN.PMO5.A4.19797/19
ATTHM: 14.03.20]92

Sk

UrmaepuHa A A,
nognufh PyKoBOAHTENE OpraHa o
\ CepTH)HKALH NPONYKIHH




Ed. No. 07

| o SANOFI
CaHnogpu Mndus Jlumumed / Sanofi India Limited
Appec: Canodu UHgua Numutes, UHava / Address: Sanofi India Limited, India
CEPTUPUKAT AHANW3A
ANALYTICAL REPORT
MNpoayikr:  Tpexran®KoHUeHTPET ANA NPUTOTOBNEHUSA pacTeopa Ne SIP 180274
AnA nHcbyanh 20 mr/mn B amnynax 5 Mn Ne 8
Product:  Trental® concentrate for infusion preparation 20 mg/miin  Date/flara  12/11/2018
ampoules 5 m!in package Ne &
Homep cepum ; Aata nponssogcrea e
Batch number 2318129 Manufacturing date 0972018
Oraen . _ foaex aa
FPaamep naptuu Monywero
Batch size 47169 Received on 0371072018
Nokalavasun: Pe3ynLTaThl: HopMet:
TESTS RESULTS SPECIFICATION
Onucanme Mo4Tn npoapayHbli GecuseTHelt | MouTH NPO3PaYHLIA
pacTeop Gecueeribiii pacTeop
Descriplion Almost clear-colourless solution | Almost clear colourlass solution
fipoapauHocTs CooTeevcTayer Mpenapat gonxek Gbirs
NPO3PaYHLIM MK CTENEHD
cnanecusHUMK He ROMKHA:
NPeBLILIATL CTENeHW
onanecueHLUN CTaHAEPTHON
cycneHaum |
Clarity Complies Maximum Ref, Susp. |
LleeTHocTs Coorsercrayer MNpénapaT gomxkeH Guims
o GecLipeTHEIM WNK MHTEHCHBHOCTL
ero OKPECKN He A0MKHA
NPEBBILATE MHTEHCUBHOCTL
OKpackK 3TanoHHOro. pacTeopa
UBETHOGHA B
Colour Complles Maximum By
MasnekaeMbiil o6vem i Or5,046 57 mMn
52 | 62 | 52 52 | 52
Withdrawable Volume (mi) 501057mi
52 | 52 | 52 | 52 | 52
pH 6.4 01508085
pH 6.4 50tc 8,5
for Russia
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NpogykT: Tpeﬂran"" KOHUEHTpAT ANA NPUroTOBNEHUS PacTBOPA ANA. uHChyauis 20 Mr/mn B-amnynax 5 Mn Ne 5
Product. Trental® concentrate for infusion preparation 20 mg/ml in ampoules § ml In package Ne 5
Homep cepun / Batch number: 2318129

MNoxazavenu: Pezynetathi: HopMbti:

TESTS RESULTS SPECIFICATION
MogmHHoCTE:
- neHToKcHMnNUHa (BIXCK) Cooraercrayer CooTeetcTeyeT
~ HaTpua CodraetcTayar
— Xnopugos Cocreercrayet
Identification: (HPLC)
— pantoxifylling Complies To comply
- sodium Complies
- chlcride Complies
TocTopoHHue npuMecy: _
- COASPKaHUe eauHuHOM 0.067% He Gonee 0,5%
HeupeHTUMLMPOBERHOM NPpUMecH 0'09092_ _
= CYMMa HEMAOHTUDNLMPOBAHLIX e He Gonee 1,0%
npumeced
Related substances: 6.061% )
— Individual unidentified by-products 0.090% Maximum 0,5%
~ sum of unidentified by-products i Maximiim 1.0_%
KonuJécTesHHOE onpeaeneHne 20,4 sirimn 071 19,0 go 21,0 mr/mn
reHToKCHhnnHa
Content of Pentoxifylline 204 mgimi 19,0 t6 21,0 mg/ml
KonuvecresHHoe onpeaerienvye HaTpus 7.1 mifmn OT16,3807,7 Mr/Mn
xnopupa
Content of sodium.chloride 7.1 _mg/mi 6,3 to 7.7 mg/ml
CrepuneHocTe Cooreetcreyet CooTseTcTRYET
Sterility Comiplies To comply
Bakrepuanbibie 9HAOTOKCUHE! ‘CooTserctByeT He Gonee 1,16 ES/Mr
Bacterial Endotaxins Complies Not more than 1,18 EUimg
Mexanuueckne BKNIOYEHUA:
= BKIIGHEHWUR, BUSMMK!E HEBOOPYIKEHHBIM CooTeeTcTayeT — AOMKHLI OTCYTETRORATH
rnazom
— HacTvL, € pasmepom = 10 M 171/ amnyny - He Goneé 3000/aMnyny
—~ YaCTUL C pasMepoMm = 25 MKM 4 famnyny - He Gonee 300/amnyny
Particuiate mafter:
- visible by naked eye Complies Shotild be absent
— particles >.25 ym 4 { ampoule <300/ampoule

NPHUMEYAHWE: OBPA3EL COOTBETCTBYET TREGOBAHUAM 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.
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NOATICE, OTAEJ KOHTPOJLA KAYECTBA.
AUTHORISED SIGNATORY, QUALITY CONTROL

DaMuis OTBSTCTBCHHOTO Vincent Dsouza
Name of Authorised Signatory

for Russia
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