AEKJIAPAIINA O COOTBETCTBUHU

JEKJAPAHT, IPHHUMAIOINH JEKTAPAITHIO O COOTBETCTBHH
AQ "Canoght Poccus”
Ceedenun o pecrcmpayun op2anizayuu: Mexcpationnan uncnexyus Qedepatohott HAT02060M CaVICOLI
Ne 46 no 2. Mockee, OI'PH 1027739079940, oama npucecenua OIPH: 19.08.2002
Adpec: 125009, 2. Mockaa, ya. Teepcras, 0. 22. Teregon/dparc: 8 (495) 721-14-007 721-14-11
B muye: I'enepanvrvtii oupexmop Mowsc OA.
Hoeepennoe muyo: [pvoicununa H.P,
Hogepennocmy: 6/1 oni 21.08.2018

3AABIAET, YTO

rexapcmeenroe cpedcmso: Tpenmar® Konyenmpan A1 BPUSOMOGIEHIA PAceopa 0ad uH@yauil 20
M2/ 5 ma, amneret (5), nayru Kapniownste, pez Ne IT NOI14229/02 om 02.06.2008 (0ama
nepeogopmaenus PY 30.11.2015), cepua 2318065, napnnn 8770 ynaxoeoxk, 200en 0o 01.06.2022,
npouseodcmea Canoghu Hruoun Jlumumed / Sanofi India Limited, Wintac Lid 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnoun, koo OKIIJ]2 21.20.10.144, koo TH
B37 3004490009, koumpaxm Ne250/40056192/F-2 om 20.10.2010, ungoiic Ne9085305395 om

10.09.2018
COOTBETCTBYET TPELOBAHHAM
1T NO14229/02-020608 usa. Ne 1-5

AEKJAPAITHA ITPMHATA HA OCHOBAHHH

npomoxoa ucnotmanii Ne 847210 om 22.10.2018 HJI OO0 "Henmp konmpona xavecmsa buoaaiih”, ammecmant
arxpeoumay RA.RU.21I[KOI om 22.07.2015 2., cepmugpuxam anamsa Canogu Fndus JTinnamed NeSIP
180133 om 20.07.2018, Cepmughuxam POCC IN.@MO05.C03485 om 22.10.2018
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CBEJAEHHSA O PETUCTPALIUHU

OPTAH HO CEPTUDPHUKAIHHA, 3APET UICTPUPOBABHIHI JEKJIAPANIHIO

Opean no cepmugpurayuu npoovKIuL

Ofmpecmea © 02PaniyenHot OMEemCIHBEHHOCHIIO «OKPYICHOT eHMp cepmtgiuRay»,
adpec: 620014, POCCHA, Ceeporoscrasn ofinacny, Examepurnbype, Xoxpsaxosa, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumarn Ne RA.RU. 11D MOS
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Canothu Undusi Numumed / Sanofi india Limited
Appec: Canodm Wkaua Mumutey, Wnaus / Address: Sanofi India Limited, India

CEPTUONKAT AHANKN3A
ANALYTICAL REPORT

Tpoaykr: TpeHTan"” KOHLIEHTPET ANA NPUrOTOBNEHUA pacTegpa Ne
‘ Ans MHEyauia 20 wijun 8 amnynax 5 mm Ne 5

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

SANOFI

SIP 180133

Date/fata 20/ 07 /2018

2 | 82 | 52 | 52 | 52

Homeép cepuu . Jara npoussoacTea -
Batch number 2318085 Manufacturing date. 0872018
Otpen . Fopex go ‘
Department Injectable Expiry date. 06/ 2022
Pazamep napTiv " MNonyqeHo o
Batch size AT169 Raceived on 2770672018
Moxazatenn: Pesynerarkl: Hopmbi:
TESTS RESULTS SPECIFICATION
Onucatve MoyT NpoapavHbIi GecuBeTHER | Mowt npospadmbii
pacTecp. GectBeTHBIA pacTeop
Desgription Almost clear colourless solution. | Almost clear colourless solution
MpoapadHoCTe CooraercisyeT Mpenapar porwed Bbliv
o npoO3PALHLIM UK CTENEHE
ONANSLUEHLNM HE AONKHE
NPeBLILATHE CTeneHn .
onanecLeHLN CTaKAAPTHOM
CyCneHstm |
Clarity Complies. Maximum Ref. Susp. !
LisetHocTs CooTBeTCTBYET Mpenapar poskeH GuiTh
BecuBETHLIM UM WHTRHCUBHODTE
ero OKPActkM HE AOIDKHE
NPeBLILATE AHTEHCUBHOCTS
‘OKpECcKN BTANOHHOID pacTeopa
yeaThocTH Bg '
Colour ‘Complies Maximum B
Hsenexaenmsin obbem 075,040 5.7 mn

Withdrawable Volume (mi) 501057 mi
52 | 52 | 82 | 62 | 52
oH 6.2 Or50A8085
pH 69 50to83
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MponykT: Tpewtan® koHueHTpar ans npu
Product: Trental® concentrate for infusion
Homep cepui / Batch number: 2218065

FGTOBAEGHMA pacTeopa AnA wHYsURE 20 Mrimn B amnynax Smn Ne 5

preparation 20 mg/mi in ampoules 5 mf in package Ne 5

flokazarenu: PesynbTare: Hopmni:

TESTS RESULTS SPECIFICATION
MoanuuHocTs: ;
~ NEHTOKCUDUNNKE (BIMKX) Cooteetctayer Cootsercrayer
- HATPWS CooTeeTCTBYET
- Xnopuaoe Cooraercrayer
Identification; (HPLC)
- pentoxifylline Complies To comply
- sodium Complies
- chloride Complies
MNocTopontle npumec:
— COAep¥aHue BauHNYHOMR He Sonee 0,5%

y 0.054%

HEWAESHTUUMPOBAHHON NpUMEcH 0.104%
~ CYMM3 HengeHTUVLMPOBAHbIX ' ? tie bonee 1,0%
npumecei
Related substances: 0.054% _
- individual unidentified by-products 0.104% Maximum 0,5%
- sum of unidentified by-products S Maximum 1,0%
KonnyecTeerHoe onpegenehne 20,5 mrimn O718,0 go 21,0 mrimn
nNeHTokendmnnrHa
Content of Pentoxifyiline 20.5 mginl 19,0 to 21,0 mg/mi
Konuiecteentoe onpefenetne HaTpus 7.0 mefan Or6,3 a0 7,7 mr/mn
Xnopuga
Content of sodium chloride 7,0 mgimi 6,3 to 7,7 mgimi
CrepuneHoctb CooTeercrayer Cooreetcrayer
Sterility Complies To comply
BaxTepuasibHLIe IHAOTOKCUHL! Cooteetcrayer He 6onee 1,16 E3/mr
Bacterial Endotoxins Compilies Not more than 1,16 EU/mg
Mexaniveckme BrnoueHns:
— BRNIOYEHUS, BUQUMLIE HEBOODYKEHHLIM CeotsetcTeyeT — ADFEKHB! OTCYTCTBOBATE
rRazom
~ HacTuy ¢ pasmepom 2 10 MM 108 / amnyny — He Gonee 3000/amnyny
~ YacTuL C pa3Mepom > 25 Mk 1/ amnyny - He Bonee 300/amnyny
Particulate matter:
~ visible by naked eye Complies Should be absent
~ particles > 10 ym 108 / ampoule < 3000/ampouie
~ particles > 25 uym 1/ ampoule < 300/ampoule

NPUMEYAHWE: OBPA3EL COOTBETCTBYET TPEEOR
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED
Production of the above mentioned batch was in accord

AHUAM KOHTPONA KAYECTBA.
STANDARD OF QUALITY.
ance of Good Manufacturing Practice (GMP) requirements.

P :
Y= foeheett
NOANMCH, OTAEN KOHTPOA KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

DamMUIRA OTBETCTBEHHOTO
Name of Authorised Signatory

for Russia
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Vincent Dsouza

Hewary -

Company: Stamp
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