TEKJAPAIIASI O COOTBETCTBUH

JEKJIAPAHT, IPHHAMAIOINHAN JEKJIAPAITAIO O COOTBETCTBHH:
AO "Canogu Poccun”

Ceedenus o pecucmpayuu opeanusayuu: Meicpaiionnan uncnexyun Qedepanvroii Hai020601 CAyHCHb! No
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH: 19.08.2002

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

B nuye: I'enepanvrutii dupexmop Monic O.A.

Hoeepenroe nuyo: Hlepuuna O.J1. Josepennocme: 6/u om 15.03.2019 2.

3AAB/DIET, YTO

nexapcmeennoe cpedcmeo. Tpenman® xouyenmpam 018 npuzonmoenenus pacmeopa ons uxghyui 20
M2/ma 5 ma, amnyast (3), nauxy xapnionrvie, pez.yo. Ne IT N014229/02 om 02.06.2008 (dama
nepeogpopmnerun PY 30.11.2015), cepusn 2318132, napmusn 8880 ynaxosox, 20den do 01.10.2022,
npoussodcmea Canogu Hrous Jluriumed / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnoun, ko0 OKIIJ2 21.20.10.144, ko0 TH
B3] 3004490009, xonmpaxm Ne250/40056192/F-2 om 20.10.2010, ungoiic Ne9085324604 om 25.02.2019

COOTBETCTBYET TPEBOBAHHSIM
IT N0Q14229/02-020608 113s. Ne 1-6

JEKJJAPAITUA IPHHATA HA OCHOBAHHH
npomoxon ucnsmanuii Ne 30801 om 08.04.2019 HJT OO0 "I{enmp xoumpons xavecmea Buoaaiigh”,

ammecnam axxpeoumanuu RA.RU.21I[KO1 om 22.07.2015 2., cepmuguxan anarza Canogpu Huoun
Jluvumed NeSIP 180280 om 16.11.2018, Cepmughuxam POCC IN.PMO5.CO6560 oni 08.04.2019

JATA ITPHHATHSA AEKJIAPAIIHH: 08.04.2019 2.
HERMHIW%[EﬂCTBHTEJIBHA H0: 01.10.2022 2.
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CBEJEHHS O PETUCTPALIUNA

OPT'AH IO CEPTHO®HKAIINH, 3APETHCTPHPOBABIIHA JEKJIAPALIHIO
Opzan no cepmugbrxayuu npodyKyuu

Obyectnea c 02panuvenHon omeenicmeenHocmsio «OKPYJICHOT eHmp cepmuguxanuu»,
adpec: 620014, POCCHA, Ceeponoackasn obnacme, Examepunbypez, Xoxpsaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.1 1DOMO5

N POCC RU J-IN.®M05.4.22582/19

Ungepuna A.A.

PyxoBonuTens oprana mo
CEPTHOHKAIHH HPOXYKIHH




Canodpu Undus Jlumumed / Sanofi India Limited
Agpec: CaHocdu UHaus Numutes, NHaus / Address: Sanofi India Limited, India

CEPTUDUKAT AHAR3A
ANALYTICAL REPORT

Mpoaykt:  Tpewran® KOHUEHTpaT ANA NPUraToBREHUA pacTeopa Ne
AnA nHdyava 20 mr/mn B amnynax 5 mn Ne 5

Product: Trental® concentrate for infusion preparation 20 mg/ml in
ampoules 5 mlin package Ne 5

(SN

LY

SANOFI

SIP 180280

Date/flata 16/ 11 /2018

Homep cepum Havra nponssogcTea

Batch number 2318132 Manufacturing date 1072018

Ortaen logeH o

PasMep naptum MNony4eHo

Batch size 47169 Received on 08/10/2018

Mokasatenu: Pe3zynbTaThl: Hopmbi:
TESTS RESULTS SPECIFICATION
Onucanve MouTtn NpospayqHbif GecyseTHLIA | MouTit NPO3PaYHLIN
pacTeop BecybeTHRIR pacTBop

Description Almost clear colourless scolution | Almost clear colourless solution

MpoapavHocTs CooTseTcTBYET penapat gomkeH Gbite
Npo3payYHLiM UMK CTeneHb
onanecueHUMW He BonxHa
npeasillaTh CTENEeH
onanecugHUWY CTaHAaPTHON
cycneHsum |

Clarity Complies Maximum Ref. Susp. |

LseTHoCTL CooTBeTcrayer Mpenapar gon¥eH GbiTe
GecuaembIM WNAU UHTEHCUBHOCTL
5o OKpacky He fonXHa
NPEeBLILATL UHTEHCHBHOCTS
OKPacKW 3TaNOHHOro pacTeopa
useTHocTH Bg

Colour Complies Maximum Bsg

Nasnekaemblil 06bem

52 | 52 [ 52 | 52 | 52

Or5,080 5,7wMn

Withdrawable Volume {ml) 50t0 57 ml
52 5.2 52 52 | 52
pH 6.2 01508085
pH 6.2 50t08,5
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TpoaykT: Tpeman° KOHUEHTpaT ANA NPUroToBNEHUA pacteopa AnA ukdyava 20 mr/mn B amnynax 5 mn Ne 5
Praduct: Trental® concentrate for infusion preparation 20 mg/m! in ampoules § ml in package N2 5
Homep cepwiu / Batch number: 2318132

Nokaszatenn: Pesynetartbi: HopMbl:
TESTS RESULTS SPECIFICATION

MoanvHHOCTL:
- nexvokcudunanHa (B3MHX) CooTsercTeyeTt CooreeTtcTBYeT
~ HaTpus CooTteeTcTByeET
— XNOpWAoB Cooteercreyer
Identification: (HPLC)
- pentoxifylline Complies To comply
- sodium Complies
- chloride Complies
MNocTopoxHWe NpUMecK:
- COAEPKaHHe eANHUHHOR o He Gonee 0,5%
He " 0,072%

MAeHTUhULIMPOBEHHON NpUMecH 0.122%
= CYMM2 HenaeHTUUUMPOBaHbIX ' ? He Bonee 1,0%
npumecel
Related substances: 0.072%
- individual unidentified by-products 0.122% Maximum 0,5%
— sum of unidentified by-products ' Maximum 1,0%
KonuyectseHHoe onpeaeneHue 20,5 mrimn 07 19,0 a0 21,0 mrimn
neHToKeupuNNuHA
Content of Pentoxifylline 20,5 mg/ml 19,0 to 21,0 mgiml
KonuyectsedHoe onpeaeneHne Havpus 7,1 mrfman 016,380 7,7 Mrimn
xnopwaa
Content of sodium chloride 7.1 mg/ml 6,3 to 7,7 mg/ml
CTepUnbHOCTD CooreeTcTayert CooTeeTtcTayeT
Sterility Complies To comply
BakrepuarnbHble 3HAOTOKCHHBI CooTtseTcTRYET He Gonee 1,16 E3/mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
MexaHuyeckve BKNIOYEHWR:
- BIUTIOUYEHWA, BUINMbBIE HEBOODPYHERHBIM CooTeercrayer - BOMXHbI OTCYTCTBOBATD
rnasom
— YacTuu ¢ pasmepom = 10 Mkm 41 [ amnyny He Gonee 3000/amnyny
- 4acTuy C pasMepom 2 25 MKm 1 f amnyny - He Bonee 300/amnyny
Particulate matter:
— visible by naked eye Complies Should be absent
- particies > 10 um 196 / ampoule < 3000/ampoule
- particles > 25 um 7 / ampoule < 300/ampoule

NMPUMEYAHWE: OBPA3EL COOTBETCTBYET TPEEOBAHWAM KOHTPONA KAHECTBA.
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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NOAMNKCH, OTIEN KOHTPOJIS KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

DaMHIHA OTBETCTBEHHOTO Vincent Dsouza
Name of Authorised Signatory
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