AO "Canoghu Poccun”

Bap}zapuocgz‘;;ggsano : Meacpationnas uncnexyus MHC Poccuu Ne39 no 2 Mocxee OI'PH 1 027739079940
om 19.08, '

Aopec: 125009, 2. Mocxsa, yr. Taepcas, 0. 22, Tenegpon:8 (495) 721-14-00

B nuyje: Nenepanenuiis Supexmop Adamsn H.B,

Hosepennoe suyo: Opyacununa H.P.

Hosepenrocmy. 6/4 om 21.08.2018

SAABJIAET, 9TQ :

AexGpemeennoe cpedemeo: Tpenman® xonyenmpam dng NPHSOMOGACHUR PACMEOPa ORR uHysuli 20
m2/mn S mn, amnyne (5), nauxu kapmonnwie, pez Ne 11 NO14229/02 om 02,06.2008 (dama
nepeoghapmrenus PY 30.11.2015), cepus 2318036, napmus 8899 ynaxosox, 200er 00 01.06.2022,
npoussodcmea Canogu Huous Jlumumed / Sanoft India Limited, Wintac Ltd 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, india, Hudus, xod OKII2 21.20.10.144, xod TH

BIT 3004490009, xonmparkm Ne250/40056192/F-2 om 20.] 0.2010, unsoiic Ne9085303054 om
20.08.2018 . '

COOTBETCTBYET TPEFOBAHHSIM
IT NO14229/02-020608 usw. Mo 1-5

NEKJAPAIUAS HPUHSTA HA OCHOBAHME - . -
ripomoaKoR ucnsmawull Ne 7434/] om 24.09.2018 HJT OO0 *Lienmp xonmpons xavecmsa Buonaiih”, ammecmam

arxpedumaysu RA.RU.21LK0! om 22.07.2015 2., cepmuchuram anapusa Canogu Hudus Jlumumed NoSIP
180115 om 09.07.2018, Cepmugnacam POCC IN.DMO5.C03362 om 24.09.2018 '
| AATA IPEHSATHA JEKJAPAITAY 24.09.2018

AEKJIAPAIIAA JEWCTBATENLHA JO 07,06.2022
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.. .. CBENEHHS O PETHCTP AN

OPTARIIO.CEST OHKAIHH, 3SAPETACTPHPOBABIINI JEKJIAPAITHIO

Opzan no cepmugpuxayus npodyxyuu - .
OGujecmsa ¢ 02paKuveRNOll OMBEMCMEEHROCIIbIO «Oxpyoicoit yenmp cepmuchuxayuss,
aopec: 620014, POCCHA, Ceepdnoscias obnacms, Examepunbype, Xoxpaxosa, 74, 1706,
men; (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RARU11 OMOS5

AEKJAPALER O COOTBETCTB &k POCC RU J-IN.OMO5.A.01988/18
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Ed. No. 07

SANOF!
Canodgpu Undus TTumumed / Sanofi India Limited
Appec: Canopn Ungust Numures, WHaua / Address: Sanofi India Limited, India
CEPTUDUKAT AHANK3A
ANALYTICAL REPORT
Apogyskr: Tpearan KOHI.lEHTpaT ANA NPUrNTOBNREHUA PACTBODA Ne SIP 180115
Ans uHbyswil 20 MrMn B amnynax 5 mn Ne 5
Product : Trentai" concentrate for infusion preparation 20 mg/m!in Datelﬂa-ra 9/ 07 /2018
ampoules 5 ml in package.Ne 5
Howmep cepry . : Hara nponiscncres o
Batch number 2318058 _Manufacturing date 06 /2018
Orzen . ‘ Foaex po
Depament Injeciable Explrydate s/ 2022
Paamep MAPTUK y Monydeso e
Batch size 47169 Received on 12/06 72018
Noxazarenn: Peaynbrare: Hopmbe:
TESTS RESULTS SPECIFICATION
Onucaxue Movru NpeapauKLId BecliBeTHE | [104TW NPo3paqHblt
pacTeop GecuBeTHLIt pacTBOp
Descriplion Almost clear colourless solution | Aimost clear colourless solufion
pospaytocTs CooTBETCTBYET fipenapar gomxen ObiTb
o i [po3IPaYHBIM WNU CTENEHL
onanecuUeRLM He AONIHE,
NPERLILATE CTEREHV
onaneguesIMg CrauaapTHOR
cycneHsmi |’
Clarity Complies. Maximum Ref. Susp. |
LiseTHocTh CootseTCrayer Mpenapar aomien BuiTs
i ) ' BectSeTHLIM NN MHTEHCHBHOC T
erc OKPBCKH He ACIKHa-
NPesbILETH MHTEHCUBHOCTL
OKPAcKK ATanoOHHOFO P3CTBOPA
LeeTHOCTH By
Coiour Complies Maximui Ba
Viasnekaemblil c6vem ] ) Orb0 a0 57 Mn
_ 52 { 52 | 52| 82 | 52 ‘
Withdrawable:Volume (mi) 5,0t0 5,7 mi
52 | 52 | 52|52 52
pH 64 Or5048085
pH 6.4 501085
for Russia Page1 of 2




Mpoaykr: TpeHTan KOHUEHTPAT ANA NRpYroTosnelns pacTeopa AnA WHtbyawid 20 mrivn & amnynax Swmn Ne's
Product: Trentai® concentrate for infusien preparation 20 mgéml in ampoules 8 m!in package Ne 5
Homep cepuu / Batch number: 2318056
fokazareny: PesyneraTos: Hopmb::

TESTS RESULTS SPECIFICATION
MogdmuHHoeTb:
- neHTokciprnniHa (B3XKX) Cooteercrayer CooTseTcTRYET
~ HaTpUH ' Cooreercrayer
~ XFlopwaos CooreetcTByET
Identification: (HPLC) _
~ pentoxifylline ' Complies To comply
- sodium Complies
~ chiloride Complies
NocTopokkne npuiech;
— COREPIRAHNE EAMHILHOR 0.671% 12 Boneée 0,5%
HeNLEeHTUQUIMPOBIHHOI NpMMECH 012 7';
~ CYMMa HENABHTIEIMLKPOBAHBIX el He Bonee 1,0%
MpUMecai
Related substances: 0.071% o
- individual unidentified by-products 9*1"21,,’,,: Maximum 0,5%.
— sum of unidentified by-products ! Maximum 1,0%
KonwdecteeHHoe onpegeneHue 20,2 Mrfmn Or 18,0 56.21,0 mrimn
neHToKCAhURIWHE
Content of Pentoxifylling 202 mgiml 19,040 21,0 mg/ml
KonuuecTaeHHoe onpeaenelve HaTpus 7.0 tar/an - O76,3.80 7,7 mrimn
xnopuga
Content of sodium chioride 7.0 _mg/mi 8.3 10 7.7 myimi
CrepunsHoCTe CooTRercrayer Coorserersyer
Sterility Complies To comply
BakrepnanbHeie IHRA0TOKCHHS! Cooraercreyet He Gonee 1,16 EQ/mr
Baclerial Endotoxins Complies Not-mere than 1,16 ElJ/mg
MexaHu4ecKie BryeHun;
-~ BKMIOYEHIH, BWAUMBIE HEBOODYIKEHHBIM CooTeeTcTayeT — HOM¥HB! OTCYTCTROBATE
rragomM ' '
—HacTWL.C paamepoM = 10 mkm -37 / amnyny - He Bonée-3000/amnyny
— HACTUL & pasmepom = 25 mKM 0/ amnyny — ke Bonee 300/amnyny
Particuliate matter:
-.visible by naked eye. Complies Should-be absent
- particles > 10 um 377 ampoule: = 3000/ampoule-
—pafticles >25 um 0/ ampoule <300/ampoule

MPUMEYAMHKE: OBPASEL COOTBETGTBYET TPEROBAHWAM KOMTPONA KAMECTBA.-
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufscturing Practice (GMP) requitements,

OMTIUCH, OTAEST KOHTPONA KAUECTBA
AUTHORISED SIGNATORY; QUALITY CONTROL

DamMunus OTBETCTBEHHOIO Vincent Dsouza Tleyatr
Name of Authiorised Signatory Company Stamp
for Ritssla Page2of 2

Ed. No. 07




