BEKNAPALIUS O COOTBETCTBUY

AEKNAPAHT, MPUHUMAIOLLMA AEKNAPALIMIO O COOTBETCTBUM:

AQ "Canodwn Poccus", WHenexums degepansHoi Hanoroson cnyx6Gbl Ne 10 no r, Mockee OFPH: 1027739075940
o1 17.02.2012 r., agpec: 125009, . Mockea, ynuua Teepckasi, aom 22. TenecoH: (495) 721-14-00. Pakc: (495)
721-14-11.

B nuue: MeHepansHoro AupekTopa Aftamad H.B.

[loseperHoe nnyo: SbipHa H.H.

HAosepernocts Ne: 6/4 oT 18.12.2017 1.

3AABNAET, YTO NEKAPCTBEHHOE CPEACTBO:

TpeHTan®, KoHUEHTpaT gns NPArOTOBNERUA PACcTBopa ANS uHdyauni 20 Mr/mn 5 Mi1, amnynet (5), naykn
Kaprodnbie, per. ya. Ne M N014229/02 ot 02.06.2008 (Aata nepeodopmnesus PY 301 1.2015), cepun 2318024,
roAeH Ro: 01.03.2022, naptus: 8840 ynakosoxk. KoHTpakT Ne 250/40056192/F-2 oT 20.10.2010, uHBOWC Ne
9085296001 0123.06.2018

Kog OKRA2:
BbinycKkaemoe naroTosuTenem: 21.20.10.144
Canotu MHana Numures, Nuaral/Sanofi India Limited, Wintac Ltd 54/1, Boodhihal
Village, Begur Hobili, Nelamangala Taluk, Bangalore 562 123, India, cTpana: WHous
COOTBETCTBYET TPEEOBAHUSM: Ron THEAL

AEKNAPALMA NPUHATA HA OCHOBAHUN

MpoTokon uenbrranui Ne 582801 ot 30.07.2018, OO0 "LienTp KoHTpOns kavecTsa Buonaie”, atrecrar
akkpegutaunu: RA.RU.21U4K01 o1 22.07.2015 r.. Ceprudukar cootsercreun: POCC IN.©B14.CB0687 ot
30.07.2018

ARATA NPUHATUA OEKNAPALUMMU: 30.07 2018
HEKITAPALIA O COOTBETCTBUM AEVCTBUTENLHA HO: 01.03.2022

= 3bipuna H.H.
V( nognuce ) { Pamuanup, uHnuKans! )

EC 109044, r.Mocksa, yn.Jusamosckas, A 1A, o .400, Ten.:(485)676-52-54, dakc: {495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmaii.com, OlPH: 1057746285189 Avrectar per. NePOCC
RU.0001.119B14, PegepantHoil cnyxGoi no akkpeauTaumu,

fata permcrpauuu: 30.07.2018

PerHCTpauMOHHbIﬁ HOMep AdeKnapauuu: rocc IN.®B14.080062

i BopoBoesa H.H.
- Byxga;o.qwrenb oC (n 5 ) ( pacumdiponxa nognucu)
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o SANOFI
Caxoghu Wndust flumumed / Sanofi India Limited ,
Appec: CaHodm Ukaws Numutep, Ungus / Address: Sanofi India Limited, India
CEPTUOUKAT AHANM3A
ANALYTICAL REPORT
Mpoayki, Tpeﬁfarie KOHLIEHTPaT ANA NPUFOTOBIIEHKA PaCTBOPA Ne SIP 180050
AnA vetbyaui 20 mr/mn e amnynax 5mn Ne §
Product:  Trantal® concentrate for infusion preparation 20 mg/imlin  Date/lata 17/ 04 / 2018
.ampoules 5'ml in package Ne 5
A Homep cepun Jata npoussoicTea 4 af
Batch aumber 2318024 Manufacturing date 0372018
‘Oraen - Fogew o
Department Injectable Expiry date 03 /2022
Pasmep napTi _ NonyueHo ,
Batch size 41168 Received on 22./03/2018
Nokasatenwn: PeaynbraThbt: Hopwmbl;
TESTS RESULTS SPECIFICATION
Onincanve Moy npoapaqrbii GecuBeTHbI | TTouTy NpozpaYHbLIA
pacTeop GecuseTHeI pactaop
Description Almost clear colourless solution | Almost clear colourlgss sotution
' Npe3payHsiM MW CTENEHE
ONANecUEeHUUY KEe AONHA
NPEBLILLATL CTENeHk
QNEneCUeHUM CTaNAARTHON
cycneHaum §
Clarity Complies Maximur Ref..Susp, |
HeeTtocTy Cooreerorayer MNpenapar famxex Bems ‘
' : GetI4BeTHEIM WK MHTEHCVIBROCTL
@10 DKPBCKK HE ACNAHA
NPesLILaT, MHTeHCUBHOCTL
OKPAGKY 3TANOHHOTC PACTEOPa
LeETHOGTY By
Colour . Comgilies Maximum By
Waanekaemplii ofbem , o | .. [OT5080 57 Mmn
| | 52 |82 | 52| 52|52 '
Withdrawable Volume {mi) - 6,0165,7 m!
52 | 52 | 52 | 52 | 52
pH 85 01504085
pH 55 50t085
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Mpoayxr: TpeHTan® KOHUGHTPAT ANA NPUIOTOBNEHUR pacTBOPa Ans MHysui 20 Mi/mn B amnynax 5 mn Ne 5
Product: Trental® concentrate for infusion preparation 20 mg/ml in ampoules 5 ml in package Ne §
Homep cepun / Balch number; 2318024
Mokazatenu: PesynuTtath!: Hopmui:

TESTS RESULTS SPECIFICATION
NognuHHOCTL:
— neHToKenguanuHa (BIMX) Coorsetcrayer CooTeeTcreyeT
~ HaTpus CooteeTcTRyeT
~ XNOPUAOB CooTeerctayer
identification: (HPLC)
- pentaxifylline Complies To comply
- sodium Complies
- chloride Complies
MocroporHue npumec:
— COAEPXaHWe eQuHUYHOR 0.075% He Bonee 0,5%
HeUAGHTUGULNPOBAHHOR HpUMECH o 175(;
~ CYMMA HeUAEHTUDMUMPOBAHbIX ' ° He Bonee 1,0%
npumeceit
Related substances: 0.075% )
~ individuat unidentified by-products 0.175% Maximum 0,5%
- sum of unidentified by-products ' Maximum 1,0%
KonwiecTBeHHOE onpeaenenue 20,5 wrfmn O71 19,0 ao 21,0 mrimn
REHTOKCHKUNNuHa
Content of Pentoxifyliine 20,5 mg/ml 19,0 10 21,0 mg/mi
KonudecTteeHHoe onpeaeneHie HaTpus 7.0 mrimn 016,3 g0 7,7 mr/mn
xnopuaa
Content of sodium chloride 7.0 mg/m! 6,3 10 7,7 mg/m!
CrepwnsHoCTL CoorasetcTeyer CoorseTcTBYET
Sterility Complies To comply
BakTepuanbHsie SHLOTOKCUHEI CooteeTcTRYET He Gonee 1,16 ESfvr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
MexaHnveckue BKIMEHUR:
— BHIIOMEHMA, BUAUMLIE HEBOOPYKEHHbIM Cootsercreyer — AOMXHL! OTCYTCTBOBATD
rfiasom
- 4acTut ¢ pasMepoM 2 10 mkm 360/ amnyny - He Bonee 3000/amnyny
- YacThy ¢ pasmepom = 25 mum 7 I amnyny - ne Gonee 300/amnyny
Particulate matter:
- visible by naked eye Complies Should be absent
- particles > 10 pm 360/ ampoule < 3000/ampoule
— parlicles > 25 um 7 { ampoule < 300/ampoule

MPUMEMAHUE: OBPA3EL| COOTBETCTBYET TPEGOBAHUAM KOHTFONR 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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BOANINUCEH, OTREJ KOHTPOJISI KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

DaMHIHA OTBETCTECHHOTO Vincent DSOUZA Téug
Name of Authorised Signatory Company Stamp
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