AEKNAPALIMA O COOTBETCTBUMU

AEKFNAPAHT, MPUHUMAOLLMA AEKJTAPALIKKO O COOTBETCTBUM:

AQ "CaHody Pocens”, Uncnekyns enepanbHoi Hanorosown crnyxBel Ne 10 no r. Mockee OTPH: 1027738079940
or 17.02.2012 r., agpec: 1250009, r. Mockaa, yauua Teepcxan, fom 22. TenedoH: {495) 721-14-00. daxkc: (495)
721-14-11.

B nuue: enepanbroro gupexropa Anamsx H.B.

Hosepenros nuuo: 3upura H.H.

[losepenHocTe Ne: 6/H ot 18.12.2017 r.

SAABNAET, YTO NEKAPCTBERHOE CPE[ICTBO:

TpenTan®, KoHUeHTPaT ANs NPUrOTOBNEHKSA pacTBopa ang uHobyauh 20 mr/mn 5 Mi, amnynst (5), nauku
kapTonHsie, per. ya. Ne F1 N014229/02 ot 02.06.2008 (para nepeocopmnerun PY 30.11.2015), cepua 2318025,
roaeH Ao: 01.03.2022, naptus: 8875 ynakosox. KoHTpaxr Ne 250/40056192/F-2 ot 20.10.2010, nHsoiic Ne
9085296001 0123.06.2018

Kog OKNA2:
BbiNNyCKaemMoe U3roToBUTeNneMm: 21.20.10.144
Canotpu Wingus Numuren, WHaus/Sanofi India Limited, Wintac Ltd 54/1, Boodhihal
Village, Begur Hobli, Nelamangala Taiuk, Bangalore 562 123, India, cTpana; Wkaus
COOTBETCTBYET TPEEOBAHUSAM: oA THES
1 N014229/02-020608, nam. Ne1-5 3004 490009'

HAEKNAPALUUA MPUHATA HA OCHOBAHUMU

Npotokon weneranuii Ne 58300 ot 30.07.2018, OO0 "LeHTp KOHTpPONS kavecTpa buonaidy", atrecrar
akkpeauraunn: RA.RU.21LIKO1 o1 22.07.2015 1, CepTudpukar cooTsetcTang: POCC IN.®B14.CE0B88 o
30.07.2018

AATA NPUHATUA OEKNAPALIMW: 30072018
REKITAPALIUA O COOTBETCTBMW OEUCTBUTENBHA BO: 01032022

3bipuHa H.H.
y NOARUGCEH ) { ©amunus, MHALNARKL }

‘ e S
3A0 "T }ﬁ?}je@;\’_p 109044, r.Mockea, yn.QuHamosckas, 4. 1A, 0th.400, Ten..(495)676-52-54, tharc: (495)676-54-
17, www, e'?i'kachestvo.ru. tehkachestvo@gmail.com, OIPH: 1057746285189 Attecrat per. NePOCC

RU.0001.110B14, degepanbHoii cryxGoit no akkpeauTalmu,

Oata perucrpaumnn: 20072018

Bopobwesa H.H.

{ngpdite } ( pacwnbpoBka nognKuck)




Canoghu Hous Numumed / Sanofi India Limited
Anpec: Carodu UHang NMumnten, Wkians 7 Address: Sanofi India Limited, India

CEPTUOUKAT AHANU3A
ANALYTICAL REPORT

MpoaykT:  Tpeutan” KOHYEHTPAT AR NPUIGTOBNEHKS pacyBopa Ne
ANA MHy3niA 20 Mrivn B amnynax b mn Ne 5

SANOFI

SIP 1800583

Product:  Trenta® concentrate for infusion preparation 20mg/mlin  Dateflara  17/04 /2018

ampoules 5 ml in package N2 5

Homep cepu.

Hata npoussogecraa

Batch number 2318025 Manufacturing date 0372018
OTtaen’ - Tonen po :
Departrrient Injectable Expiry.date 03 /2022
Paamep napruu . MonyveHp » :
Betch size 47168 Recaived on 2310372018
MoxazaTenu: PeaynuTaThl:. Hopmet:
TESTS RESULTS SPECIFICATION
Onucarie MNout npoapautsiv BecupeTHb | TToWTM Npo3patBEnh
pacteop GecupeTHI pacTsop
Description Almost clear colourless sofution | Almost clear colourless solution
Npo3pavHocTs CooreeTeTRYST Mpenapat ponkex BuITs
: e Npo3paqHBIM UMY CTENeHE
OFanecLenWl He ADNHHE
NpEBLIETH CTENBEN '
onanecueHuMy. cyaHaapTHOR
CytneHaum |
Clarity Complies Maximum Ref: Susp. |
HegtHooe Cootretcrayer Mpenapar AomieH Obim, .
GECUBETHBIM MW UHTEHEUBHOCTH
€ro OKPacku He AonxHE
NPERLILIATH MHTEHCHBHOCTL
OKPaCk{ STANDRHOTO PAGTEOPA
UBETHOLTH By
Colour Complies Maximurm Bg

Waanekacmbii oGuem

52 | 52 | 52 | 52 | 52

Or35.010 5,7 mn,

Withdrawable Volume (mi) 5,0105,7 ml
52 | 52 152 | 52| 52
pH 85 075,06 f085.
pH 85 501085
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MNpoaykr: TpEHTan KOHLIEHTPAT 4NR ApWOTOBNEHNS pacTeopa Ans nHdyauni 20 mr/mn B amaynax S5mn Ne 5
Product: Trental® concentrate for infusion preparation 20 mg/ml in ampoules 5 mi in package Ne 5
Homep cepuu / Batch number; 2318025

floxazarenu: Pesynbrathl: Hopmbi:

TESTS RESULTS SPECIFICATION

NognNuKRHOCTE;
— neHToKcngpunivHa (BIXKX) CooreeTrcreyer CooTReTcTRYET
— HaTpUR CooTBeTCTBYET
— XNOpUKoB Cooreercreyet
{dentification: (HPLC)
~ pentoxifylline Complies To comply
- sodium Complies
- chloride Complies
NocToponyne NpuMec:
— COfEpXaHue equHiIHoi 0.076% He Bonee 0,5%
HENAEHTUMLIMPOBEHKOMA NPUMeck 0' y %t;
- CYyMM& HeuaeHTUdMUMPOBaHDbIX ' ¢ He 6onee 1,0%
npumeceh
Related substances: 0.076%
- individual unidentified by-products 0-1950/‘; Maximum 0,5%
— sum of unidentified by-products ) Maximum 1,0%
KonuuecTeensoe onpefensHne 20,5 mrimn O1 18,0 5o 21,0 mrimn
neHToKcuhunnnHa
Content of Pentoxifylline 20,5 mg/ml 19,0 to 21.0 mg/ml
KonuuecTeeHHoe onpesensHe HaTPUs 6.9 mr/mn O16,3 no 7,7 Mrimn
xnopupa
Content of sodium chloride 6,9 mg/ml 6,3t0 7,7 mg/ml
CrepunsHOCTh CooTeeTcTBYET Cootsercrayer
Sterility Complies To comply
bakTepranbHbie 3HAOTOKCKHBI CooreeTcrayer He Gonee 1,16 ED/mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
MexaHuieckue BKNIYeHns:
— BKMIOYERKUA, BIUAUMBIE HEBOOPYXEHHbLIM Coorsetcrayer ~ AOAXHE OTCYTCTBOBATD
rNAa3om
~ YacThy ¢ pasMepom = 10 mxm 204 / amnyny - He Bonee 3000/amnyny
~ YACTHL, C Pa3MEPOM 2 25 MKM 4 | amnyny - He Bonee 300/amnyny
Particulate matter:
- visible by naked eye Complies Should be absent
- particles > 10 um 204 / ampoule < 3000/ampoule
— particles > 25 um 4 / ampoule < 300/fampoule

NPUMEYAHWE: OBPA3EL| COOTBETCTBYET TPEBOBAHWAM KOHTPOMNA 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.

noAIncCh, OTIIEJI KOH I'POJiA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

’\ﬂeﬁa'rfc JZ/

daMITHA OTBETCTBEHHOTO Vincent DSOUZA
Name of Authorised Signatory Compansfﬁamp
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