TNEKJAPAIIAA O COOTBETCTBUHA

JAEKJAPAHT, NPHHUMAIOIIHA JEKJAPAITHIO O COOTBETCTBHH:
AO "Canogu Poccun"

Ceederiua o peaucmpayuu opeanuzayuu: Mexcpaiionnas uncnexyus Qedepanvtoil HAN020801i cAyiCObI No
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepcxas, 0. 22. Terepon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonulil oupexmop Mono O.A.

Hoeepenrioe nuyo: Kanyemun A.0. JJosepenrocnin: 6/4 om 06.11.2018 .

3AABJUIET, YTO

nexapcmeennoe cpedcmeo: Tpenman® Konyenmpam Ons nPU20MOGIEHUA pacmeopa Oas ungy3sui 20
M/ 5 ma, avnyael (5), nauku kapmonnue, pez.vo. Ne IT N0O14229/02 om 02.06.2008 (dama
nepeogopmnenus PY 30.11.2015), cepun 2318127, napmus 8820 ynaxoeox, zeden do 01.09.2022,
npouzsodcmea Canogpu Hnoun JTumumed / Sanofi India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnous, xoo OKITJ2 21.20.10.144, xo0 TH
B3] 3004490009, konmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne908532 1449 om 29.01.2019

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

JAEKJAPATNIAA NPHHATA HA OCHOBAHHHA

npomoxon ucnvimanuit Ne 213817 om 14.03.2019 HJI OO0 "lewmp xonmponsn kavecmea Kuonaiigh”,
ammecmam axxpedumayui RA.RU.211JKO1 om 22.07.2015 2., cepmuguxam ananuza Canogpu Huous
JTusmuined NeSIP 180270 om 12.11.2018, Cepmughuxam POCC IN.®M05.C05625 om 14.03.2019

JATA NIPUHATHA NEKJIAPAIOUMA: 14.03.2019 2.
AEKJIAPAIASA JEACTBHTEJBHA J0: 01.09.2022 2.

bl 1 Z Kanycran A.O.
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CBEJEHMHS O PETUCTPAIIAHA

OPIr'AH IO CEPTH®HKAIINH, 3APETHCTPHPOBABIINI JEKJIAPAITHIO

Opzan no cepmuduxayuu npooyKyuu

Obwjecmea ¢ 02panuuennot omeemcmeenHocmuio «OKPYICHOT yeHmp cepmudurayu»,
aodpec: 620014, POCCHA, Ceeponoscxan obracn, Examepunbype, Xoxpaxosa, 74, 1706,
men: {343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11DMO5

O COOTBETCTB M POCC RU JJ-IN.PM0O5.4.19794/19
: 14.03.20

Uuuepuna A A.
uomfx’cj PyxoBomuTens oprana no

CepTHHHKXAIHH OPOXYKIHH




CaHochu Uudus Jlumumed / Sanofi India Limited
Agpec: Canotbn Wnans Numuren, Unaus / Address: Sanofi India Limited, India

CEPTUOUKAT AHATTU3A
ANALYTICAL REPORT

MNpoaykr:  Tpeuran® konueHTpar Ana NRUrOTOBNEHWA paCTROpa Ne
And uidiyani 20 mrfvn s amnynax 5 mn Ne §

Product: Trental® coricentrate for infusion preparation 20 mgfml in

ampoules § ml in package Ne 5

Date/flata

o f

SANOF!

SIP 180270

12/11/2018

Homep cepui Dara npoussogcTea
Batch aumber 21eiet Manufacturing date 09/2018
Orpen . FoseH Ao ‘
Depariment Injectable Expiry date 09/ 2022
Paamep napTuu _ (Tonyveno
Batch size 47189 Feceivadion 29/09/2018
Moka3zarenu: PeaynbTarsi: Hopmet:
TESTS RESULTS SPECIFICATION
Onucanve Movv npoapavyHeid 6ecuseTHeb | MouTu NPo3pavHLIh
pacreop OecuseTHLI# pacTeop
Description Almost clear colourless solution | Almost clear colourless solution
MpoapayHocTe Coorsercrayer Mperiapar gonken GuiTe
Npo3padHLIM: UMK CTenewt
ONANECUEHLNN He NonKHa
npesbiWaTL CTeneHU
onanecyeHLiMu cTaHaapTHON
cycrenaud |
Clarity Complies Maximum Ref. Susp. |
LieeTHocTs CootBeTcrayer MpenapaT aonmeH HbiTh
' GecLBETHEIM WNK MHTEHCHBHOCTD
Br0 OKPACKW He QOMKHA
NPeELILLIATE WHTEHCUBHOCTL
OKpAcKU 3TANOHHOMY pacTsopa
. | uearsociw By~
Colour Complies Maximum Bs

Wapnexaemblit obuem

82 | 82 | 52 (52 | 62

Or50a0 57 wmn

Withdrawable Volume (ml) 50to0 5,7 mi
52 |52 | .52 52 52
pH 83 0150008,5
pH o, 50t08,5
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Mpoayx«r: Tpentan® keHueuTpar gns npuroToaneHs pacTeopa Ann ukdyakin 20 mr/mn B amnynax 5 mn N2 §
Product: Trental® concentrate for infusion preparation 20 mg/ml in ampoules 5 ml in package Ne 5
Homep cepwu / Batch number: 2318127
MoxalaTtenm: PeoiyrnbTaThs Hopme::

TESTS RESULTS SPECIFICATION
NoanuxHOCTL: ‘
~ NeHToKEUbunnuHa (BAXKX) CooteercrayeT Cogreerceyer
- HaTpus CooTtBeTcTRYET
- xnopyifos CogTteercreyer
Identification: (HPLC)
— pentoxifylline Complies To comply
- sodium Complies
- chloride Complies
MocTopokHue npumecy:
— COASPXAHNE eAVHIYMOR 0.061% He Gonee 0,5%
HeWAEHTUDMLIMPOBAHHON NpyMech 0'0900;
- CYMMa HeWOEHTIPMUVPOBaHBIX e He Bonee 1,0%
npwMecen
Related substances: 0.061% .
- individual unidentified by-products 0.090% Maximumi 0,5%
- sum of unidentified by-products s Maximum 1,0%
Konuuecteerxos onpegenaHue 20,3 mr/mn O711%,0 so 21,0 mr/mn
neHToRcHbunnvHa
Content of Pentoxifylline 20.3 mg/ml 19,0to 21,0 mg/ml
Konu4ecTBeHHoe onpefieneHue HaTpus 7.1 MrinMn Q16,3 po 7,7 mrimn
xnopusa
Content of sodiurm chloride 7.1 mo/ml 8,310 7,7 mg/mi
CrepunbHOCTE CootBeTCTBYET CootseTCTBYET
Sterility Complies To comply
BaktepuankHbie 3HLOTOKCUHBI CoorseTcriyer He Gonee 1,16 E3/Mr
Bacterial Endotoxins Complies Not riore than 1,16 EU/mg
Mexannyeckia BKNIGYEHUA; .
= BKNIOYEHUSA, BUANMbIE HEBOOPYKEHHBIM Cootsercrayer ~ HOIDKHBI OTCYTCTBOBAThL
rnasom
—YyacTul £ pasaMepiM 2 10 MKkm 182 / amnyny - He Bonee 3000/amnyny
— YACTUL| C PA3MEPOM 2 25 MKM 5/ amnyny - He Gonee 300/amriyny
Parlitulate matter:
- visible by naked eye Complies Should be absent

T = particles s 10 im " Ti82 T apotite [ <-3000/ampotle

— parficles > 25 um 5/ ampoule < 300/ampoule

NPUMEYAHIE: OBPA3ELl COOTBETCTBYET TPEEOBAHMAM 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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TIGANKCh, OTHEN KOHTPOJLA KAYECTEA
AUTHORISED SIGNATORY, QUALITY CONTROL

B

PamMunus OTBETCTBEHHOLO Vincent Dsouza Mewars: ™ =
Name of Authorised Signatory “Company. Stamp
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