TEKJIAPAIIMSA O COOTBETCTBHHA

JTEKJAPAHT, IPHHAMA IOIIHHI JEKJIAPALINIO O COOTBETCTBHM:
AQ "Canogpu Poccus”

Caedenus o peucmpayuu opearuzayui: Mesicpationnan urcnexiyus Pedeparstoit Ha102060%H cayxchor Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, va. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansnuiii dupexmop Mowsic O.A.

Hogepenroe muyo.: Kysueyosa H.FO Josepennocme: 6/ om 20.08.2019

3AABJIAET, YTO
nexapcmeenroe cpedcmeo: Tperman® 400 mabremxu nponoH2UPOGANHO20 OCHICIBUR NOKPbIINbIE

naenouHoii obonouroit 400 m2 10 um., Gnucniepwt (6), nauxu xapmonnste, pe2.yo. Ne I NO14747/01 om
15.12.2008 (0ama nepeogpopsnenus PY 30.11.2015), cepus INAOO8I, napniz 6525 ynaxoeox, 200eH 00
01.09.2023, npouzeoocmea Caroghu Hudus JTumumed / Sanofi India Limited, Plot.Nos. 3501, 3503-15,
6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hnous, xod OKIT2 21.20.10.144,
x0d TH BT 3004490009, xoxmpaxm Ne250/40056192/F-2 om 20.10.2010, uncotic Ne 9085351331 om
24.10.2019

COOTBETCTBYET TPEBOBAHHAM
ITNOI14747/01-151208 usm. Ne 1-5

JTEKJAPATIAA IPHHATA HA OCHOBAHHH
npomoxon ucnoimanuit Ne 145447 om 28.11.2019 HIT 00O "Lenmp xonmpons xavecmea Buonaig”,

ammecmiam axxpeoumaruu RA.RU.2ILKOI om 22.07.2015 ., cepmugpuxam ananusa Canogu Hroua
JTumumed Ne081 om 10.10.2019, Cepmughuxam POCC IN.OMO5.C11628 om 28.11.2019

JTATA IIPHHATHA JEKITAPAITHNA: 28.11.2019 2.
JTEKJIAPANHS TEUCTBHTEIBHA J10: 0.09.2023 .

MIT. % Kysrenosa H.10

OeRAAPani TICAIIHCE O.HO

CBEJEHHSA O PETUCTPALIUHA

OPI'AH 10 CEPTH®HKAITNH, 3APETHCTPHPOBABIIHI TEKJIAPAIIHAIO

Opzan no cepmugbuxayuu npoovyuu

Ob1ecmea ¢ 02paHIHENROT OMBGENCINGEHHOCTYI0 «OKPYICHON YEHMP CepruQuiaui»,
adpec: 620014, POCCHA, Ceepdnoeckas obracms, Examepunbype, Xoxpaxosa, 74, 1 706,
men: (343) 380-27-55, www.ekbocs.ru, amnecmanm axxpedumanuu Ne RA.RU.11PMO5

JMEKJIAPAIIMS O COOTBETCTBHH M POCC RU JJ-IN.®#M05.4.53752/19

YugepHHa A.A.
PykoBomMTeIE OpraHa 1no
cepTH({hHKAIHH IPOXYKLHH




Canogpu Undus Jlumumed / Sanofi India Limited
Address: Sanofi India Limited, India
Appec: Canocdu Uugus NMumuten, YHgus

o,
g
SANOQFI

CEPTUOMKAT AHAINIU3A
ANALYTICAL REPORT

Ne

: o8t

Date/fata: 10.10.2019

Mpoaykr: Tpextan® 400, TabneTk! NPONOHTMPOBAHHOrO ASACTBUA, NOKPLITHIE NNEHOYHON aBONOYHON, 400 Mr

N2 106

Product: Trental® 400, extended release film-coated tablets 400 mg N2 10x6

*ATA® code word embossed on one

side and plain on the other side

Homep cepuu _ [Nata npouseoacTea v

Batch number 9NAD0B1 Manufacturing date LR

Otpen . . lopeH po

Department Pharmaceuticals Use before date 0972023

PasMep napTuu flonyuero

Batch size 4,00,000 Tabs. Received on 011.10.2019

Hokazarenu: Pesynbrarsi: Hopme:
TESTS RESULTS SPECIFICATION

Mpoponroearkie  psoskoBkINyiNbe | Mpogonroparsie OBOAKOBLINYKIBIE

Onucanue TabneTkn, NOKpLITbie nNeHouYHoH | TaBnaTim, NOKpLITEE RNEHOYHOM
oBorioukofi Genore upeta. C oaHol | oGonoukoit Genoro useta. C  ogHoli
CTOpOHLI  TaBneTkv  rpaevposka | CTOPOHLI TaBNeTKY rpasmposka «<ATA»
«ATA»

Description White oblong film-coated tablets with | White oblong film-coated tablets with

“ATA" code word embossed on one side
and plain on the other side

MoAAMHHOCTDL AeHTOKCUbUNNYHA CooTesercrayer CaoTteeTerayet
ldentification Pentoxifylline TLC Complies Complies
Cpepusia macca TabneTok 8777 wr Or 565,0 ao 5950 mr
Average weight §77,7mg 565,0 to 595,0 mg
OTrAOHeHKWe B Macce He mexee 90% (18/20) raBnerok moryr
575,68 | 5824 | 5776 | 5831 uMeTe oTkNoHeHWe He Gonee + 5% or
cpegHei macew! TabneTok, M He Bonee
5835 | §72,9 | 576,1 | 577,8 | 10% (2/20) Tabnerok Moryr uMeTh
OTKNMOHeHWe He Bonee + 10% OT cpegHei
5727 | 5762 | 5761 | 57,3 | Maccy Tabnerok
Unifarmity of welght Out of 20 tablets not less than 90%(18/20)
5804 | 571,8 | 5798 | 5729 | of tablets deviate from average tablet
- weight by + 5% and not more than 10%
(2/20) of tablets deviate from average
5789 578,3 5777 580,2 weight by £10%
Pactsopehve: '
In Vitro Dissolution test:
Yepes 1 uac 15% He 6onee 30%
After 1 hour 15% Maximum 30%
Yepea 4 vaca 38% Ot 30 a0 50%
After 4 hours 38% 3010 50%
Yepes 8 wacos 64% Q7 55 po 75%
After 8 hours 64% 55t0 75%
for Russia Page 1 of 2

Ed. No. 03




Npoayxr: Tpextan®400, TabneTkv NPONCHIMPOBAHHOIO ASHCTBUA, NOKPLITLIE NNEHOYHON 0BONOUHON, 400 Mr
N2 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepuu / Batch number:: SNA0081

TocTopoHHMe RpuMecy Thoboit HemaeHTUDKUMPOBAHHOM
<0,3% npumecu — He Gonee 0,3%,
<0,5% Cymma npumecei — He Gonee 0,5%
Organic Impurities (TLC) Sl A. Single by products < 0,3%;
<0,5% B. Total of by products <0,5%
KonwJyecteeHHoe onpegeneHve 398 mrirabn Ot 380 mr oo 420 mriTabn.
neHTokCuUNIKHA
Assay 398 my / tablet 380 to 420 mg / tablet

MukpoSuonornyeckan YncTora:
Microbiclogical purity;

OGwee uncno aspobinuix < 10 KOE Ir He Gonee 10° KOE /r
Bakrepwil

Aerobic bacteria <10CFU/g s10°CFU/g
Apoxokessie W NneceHeaskie rpubsl <10 KOE Ir He Gonee 10° KOE Ir
Yeasts and molds <10CFUIg <10°CFU/g
Escherichia coli (8 1 1) OreyTcTenelr Orcyrcrsune/r
Escherichia coli (in 1 g} Absent /g Absent /g

NPUMEYAHUE: OBPA3EL COOTBETCTBYET TPEBOBAHWUAM KOHTPONSA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

\, Sanofi India Limited

o Hn HCB, OTHEJ] KOHTPONA KAYECTBA Plot No., 3501, 3503-1 5, 6310 B-14

AUTHORISED SIGNATORY, QUALITY CONTROL  GIDC Estate, P. B. No.-138,
Ankleshwar - 393 002,

R. S. Trivedi

MaMHIHA OTBETCTBEHHOTO Ieuars

Name of Authorised Signatory Company Stamp
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