JAEKJAPAIINA O COOTBETCTBUU

JAEKJIAPAHT, TIPHHBEMAIOINHAU AEKJIAPAITHIO O COOTBETCTBHH
AO "Canogu Poccus”
Ceedenus o pezucmpaiun opeanuzayi: Mexcpaitonnan uncnexyus Qedepanrvroil Haro20601 CilyHcob
Ne 46 no 2. Mockee, OFPH 1027739079940, oama npuceoenus OIPH: 19.05.2002
Adpec: 125009, 2. Mockea, yi. Teepckas, 0. 22. Teregon/dparc: 8 (495) 721-14-00/721-14-11
B muye: I'eneparvrutit oupexmop Moo O.A.
Hosepennoe muyo: [pvcuntirna H.P.
Hoeepernnocmu: 6/ om 21.08.2018

JAABJSIET, UTO

Aexapcmeennoe cpedcmeo: Tpenman® xomyenmpan 013 NPUOMOGIEHUA PACHGOPA 1A UH@Y3uit 20
M/ 5 ma, avryaol (5), nauki kapmonssie, pez Ne IT NO14229/02 om 02.06.2008 (dama
nepeoopmierun PY 30.11.2015), cepus 2318064, napmus 8790 ynaxogox, zoden oo 01.06.2022,
npousgodcmea Carnodhi Huous Jumumed / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Huous, koo OKII[{2 21.20.10.144, koo TH

B3I 3004490009, konmparxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085305395 om
10.09.2018

COOTBETCTBYET TPEBOBAHWAIM
IT NO14229/02-020608 uzm. Ne 1-5

JEKJIAPAIAA IPHHATA HA OCHOBAHRHA

npomoxo. uchsmanuit Ne 84714 om 22.10.2018 HJI OO0 "Llenmp xonwmpona xauecmaa buoaaii) ", ammecnam
axxpeoumayuy RA.RU.21LIKOI om 22.07.2015 2., cepmughuxam anaausza Canogpu Hroua JTusnumed NeSIP
180132 om 20.07.2018, Cepmudpuxam POCC IN.@M05.C03484 om 22.10.2018

Jpyamanaa 1L.P.
MIOAIIHCE OH.O

CBEJEHHUSA O PETUCTPALINHU

OPTAH 10 CEPTHOHKAIIH, 3APETHCTPHPOBABHIHI TEKJIAPAIIHIO

Opean no cepmuguxayu npodyvryun

Obgecmea ¢ 02paniieHHotl OINGENICINGEHHOCINGIO «OKPYICHON eHmp cepmuurayitu»,
adpec: 620014, POCCHA, Ceeponoscxan obadcme, Examepunbypez, Xoxpaxosa, 74, 1706,
men; (343) 380-27-55, www.ekbocs.ru, anmmecmam axkpedumanuu Ne RA.RU. 1] OMO5

ﬂEKJIAPAHKH O COOTBETCYBUH M POCC RU H-AN.PMO5.4.04470/18

YrueprAHa ALA.

Pykopoaurens oprada
HO cepTHHKANHY IPOIYKIOHH




Canocbu Uudun Humumed / Sanofi india Limited ,
Agpec. Canodu VHana Numureg, Ukans / Address: Sanofi India Limited, India

CEPTUOUKAT AHATIU3A
ANALYTICAL REPORT

MpoaykT;  TpeHTan” KOHLEHTPaT A% NPUTOTOBNEHIA PACTEODA Ne
Ans usghyanik 20 mr/mn 2 amnynax 5 mn Ne 5

Product:  Trental® concentrate for infusion preparation 20 mg/mil in

ampoules 5 mlin package N2 5

Y

SANOFI

SIP 180132

Dateflara 20/ 07 / 2018

Ed.Ne. 07

Homep cepuu JaTa nponseogcTea
Batch number: 2318064 Manufacturing date 0672018
Otpen . FogeH po :
Department Injectable Expiry date 06/ 2022
Pasmep naprin Tonyuero _
Nokazateny: Peaynwratsi: HopmMbt:
TESTS RESULTS SPECIFICATION
Onucanve TloyTn rpospadHbiis BecuseTreli | Moy npospayHbil
pacTeop GecyBeTHHG pacTBOpR
Description Almosi clear colourless solution | Almost cléar colourless sclution
lMpoapausceTs CooTeetcrByeT MNpenapat xonwer Ouite
' o APGIPAUHLIM UIM CTENEH.
DnanecLeHyyn HE JoMmKHa
NPeBLILATD CTEeNSHY
onanecyeHUNn CTaHASPTHON
cycneHann
Clarity Cemplies faxiimum Ref. Susp. |
LIgeTHOGTE, CooraeTteTayer [penapart gonkeH Buits
GRCLIBETHBIM UK HTEHCUBHOCTD
€0 OKpacKn He AonkHa
NpPeBbllETs BHTSHCUBHCCTL
OKpacki 3TaroHHOTO pacTecpa
LBeTHOCTH By
Colour Complies ‘Maximum Bg
Viasnexaembii 66Lem L OT5080 57 mn
. ' B2 | 52 | 52 | 52 | 52
Withdrawable Veolume: (mi) 1 5,010 5,7 mi
&2 | 52 | B2 | B2 | 52
pH 5.3 07504a08,5
pH 63 50t085
ForRussia Page1of2




MpoaykT: Tpentan® KOHUEHTPAT ANA NPUrOTOBNEHNS PacTBOPE ANs MHpYaui 20 Mrimi B amnynax 5 mn Ne 5
Product: Trental® concentrate for infusion preparation 20 mg/mi in ampoules 5 ml in package Ne 5
Homep cepwun / Batch number: 2316064

fioxasaTenn: Pesynutarb: Hoprnt:

TESTS RESULTS SPECIFICATION
floanuHHoCTb:
~ NeHTOKCKbKUNNMHa (BAXKX) Cootsercreyet CooteetcTBYET
— HATpUR CooreetcTByer
~ XNOPUA0S Cooreetcrayer
identification: (HPLC)
- pentoxifylline Complies To comply
- sodium Complies
— chloride Complies
[locTopoHRMe npuMeck:
~ CoAepKaHne eANHUHHOMR 0.053% He Bonee 0,5%
HEUAGHTUDNLMPOBEHHON NpHUMecH 01059 /°
~ CYMMa HeleHTUDNLNPOBAHEIX ' ¢ He Bonee 1,0%
npumecei
Related substances: 0,053 :
- individual unidentified by-products 01 05‘5/; Maximum 0,5%
- sum of unidentified by-products ' Maximum 1,0%
KonwyecteeHHoe onpeaenexne 20,3 mrfmn 0O119,0 go 21,0 mrivn
RnEHToKCUDUNNIUHE
Content of Pentoxifyiline 20,3 mgm 18.0 to 21,0 mg/ml
KonudecTaenHoe onpegeneHue HaTpus 7.0 mr/mn O183807,7 mrimn
XHopuaa
Content of sodium chloride 7.0 mg/mi 6,310 7.7 ma/mi
CrepuneHocTs Cootsercreyer CoorBetcTRYET
Sterility Complies To comply
BakTepuarisHble 3HIOTOKCHHb CooteetcTByeT He Bonee 1,16 ES/mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
Mexanuieckue BKNIOYEHWRA:
— BKNOYEHNSR, BUAUMEIS HEBOODYXEHHbIM Coorsercreyer - AOM¥HbLE OTCYTCTROBATL
rnaom
— HEcTHL C paaMepom = 10 MKm 115 f amnyny ~ He Bonee 3000/amnyny
— HacTIy © paaMepom = 25 MKM 1/ amnyny - He Bonee 300/amnyny
Particuiate matter:
- visible by naked eye Complies Should be absent
~ particles > 10 um 115 / ampoule < 3000/ampoule
~ particles > 25 um 1/ ampoule < 300/ampoule

NMPUMEYAHWE: OBPAZEL| COOTBETCTBYET TPEEOBAHMWAM KOHTPONA KAYECTRA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.,

Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

Voo

NOANKCE, OTAEN KOHTPOJA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Pamunug 01BE1ICTBEHHORO Vincent Dsouza feuars SR
Name of Authorised Signatory Company Sta
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