TEKJIAPAIIASI O COOTBETCTBHH

JEKJIAPAHT, IPUHEMATONIHHA JEKJIAPAITATIO O COOTBETCTBHHU:
AO "Canoghu Poccun"

Ceederun o pezucmpayuu opzanusayuu: Mesicpaitonnan urncnexyus GedepancHoii Hano2060i cyxnctv Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansnutii oupexmop Monixc O.A.

Hosepennoe nuyo: Kanycmun A.0. Joeepennocme: 6/ om 06.11.2018 2.

SAABJAET, YTO

Jexapcmeentoe cpedcmeo: Tpenmanr® Konyennipam ona npuzomoanerus pacmeopa ona ungysuii 20
M2/ 5 M, amnyae (5), nauxu kapmonnsie, pez.yd. Ne IT N014229/02 om 02.06.2008 (dama
nepeogopmnenus PY 30.11.2015), cepun 2318102, napmusn 8815 ynaxoaok, zoden oo 01.08.2022,
npoussodcmea Canogpu Huous Juvumed / Sanofi India Limited, Wintac Lid 54/1, Boodhihal Village,
Begur Hobli, Nelamangala Taluk, Bangalore 562 123, India, Hnous, xod OKITJI2 21.20.10.144, xoo TH
B3I 3004490009, xonmpaxin Ne250/40056192/F-2 om 20.10.2010, uneotic Ne9085317884 om 19.12.2018

COOTBETCTBYET TPEBOBAHUAM
1T NO14229/02-020608 uzm. Me 1-6

JEKJIAPAITHA IIPHHATA HA OCHOBAHHHU
nponoxon ucrvimanuil N 213217 om 14.03.2019 HJT OO0 "Lenmp xonmponn kavecmea Buonaiig”,

ammecman axxkpedumanuu RA.RU.21LJKOI om 22.07.2015 2., cepmucpuxam ananuza Cavogpu Hnuous
JTumumed NeSIP 180218 om 27.09.2018, Cepmugpuxam POCC IN.OMO5.C05619 om 14.03.2019

JATA IPHHSITHA JEKIAPALAHA: 14.03.2019 2.
JEKJAPALHS AENCTBUTENBHA O 01.08.2022 2.

M1F F % Kanyctur A.O.
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CBEJEHUA O PETUCTPAIIMA

OPT'AH 1O CEPTHOHKANNH, 3APETHCTPHPOBABIIHAN JEK/IAPAITUIO

Opzan no cepmugpuxenjuu npodyxyuu

Obujectniea ¢ o2paniennotl omeencmeenHocnsio «OKpYXCHol yenmp cepmudpuxayu»,
adpec: 620014, POCCHA, Ceepdnogckas obracniv, Examepurnbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 1 1OMO5

,[{EKJ_IA}{A{IHH O COOTBETCTB M POCC RU I-IN.®M05.14.19784/19

ATA AITAH: 14.03.201
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OoAIHCh ‘ PykoBogrTens oprana o
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Gila,

LY 4

SANOFI

Canodhu MHdus Jlumumed / Sanofi India Limited
..ABpec: Cavodm Unava Numures, Whgus [ Address; Sanofi India Limited, india.....

CEPTUOUKAT AHATIU3A
ANALYTICAL REPORT

Npoaykt:  Tpextan® koHueHTpaT AN NpUroToBNeRIS pacTaopa Na
Ans uHdyania 20 mr/mn B amnynax 5 Mn Ne 5

Product: Trental® concentrate for infusion preparation 20 mg/ml in
ampoules 5 ml in package N 5

SIP 180218

Date/flara  27/09/2018

Homep cepun ; flata npowssogcrea _
Bateh number 2318102 Manufactuting date 0872018
Otoen . loneu g6 .
Pazmep napTui Nonyyeuo
Batch size 47169 Received on 20708/2018
Nokazatenu: PezyneTarhl: Hopmet;
TESTS RESULTS SPECIFICATION
Onucanve Moyt npoapaunui Gecusetblii | IouTy NpospadHbIi
pacteop GecupeTHRIA pacTeop
Description Almost clear colouress solution | Almost clear colourless solution
MpospayHocts CoOTBETCTBYET Npenapar AonxeH Gbite
) NPO3PaYHbIM UITA CTENEHb
onanecueHUMn He AonkHa
npesbilatk CTeneHy
onanecueHLiiy CYaHaapTHoON
cycnaHsiy |
Clarity Complies Maximum Ref. Susp. [
LipetHoCTE CooTeeTcTayeT Mpenapavx fonxeH Bbims
: GecupeTHbIM UMW MHTEHCUMBHROCTh
€r0 -OKpacKky Ke ROrokHa
npesbiluaTh KHTEHCUBHOCTL:
OKPACKH STANOHKOID. pacTaopa
useTHocTH By
Colour Complies Maximum.Bg
W3enekasmeivi obwem : ] Or5,0a0 57 Mmn
52 62182152152
Withdrawable Volume (ml) 50t0 57 ml
§2 | 52 | 52 | 52 | 52
pH 6.1 O150p008,5
pH 6.1 50t68,5
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NpoaykT: TpeHTan" KOHUEHTRAT ANA NPUroTOBNEHWA pacTeopa ANA UHdyauiA 20 Mr/Mn B amnynax 5 mn Ne 5
Product: Trentaf® concentrate for infusion preparation 20 mg/ml in ampoules 5 ml in package Ne 5
Homep cepuu / Batch number. 2318102
MNoxazatenu: Pesynurarthbl: Hopmub:

TESTS RESULTS SPECIFICATION
NoanKHHOCTL:
- ngHToKcudmnnvHa (BINO() CooTeertcrayer Cooteercteyer
~ HaTpUA Cooreercreyer
~ XNOpUAos Cootaercrayer
Identification: (HPL.C)
- pentoxifylline Complies To comply
- sodium Complies
- chloride Complies
MocTopoHHKMe npumecu:
- COAEpWaHUe eanHUYHONA 0.098% He Bonee 0,5%
HeUOeHTUMULMPOBaHHOA NpUMecH 0' 146%
— CyMMa HeWaEHTUEULMPOBAHLIX L He Bonee 1,0%
npumecei
Related substances: 0.098% .
- individual unidentified by-products 0.146% Max!mum 0,5%
- sum of unidentified by-products ' Maximum 1,0%
KonvuecTaeHHO® onpegeneHue 20,3 mr/mn 0OT119,0 a0 21,0 Mrimn
neHToKkcHdunnvHa
Content of Pentoxifylline 20,3 mg/ml 18,0 to 21,0 mg/mi
KonuuecteenHoe onpegenexiie HaTpus 7.1 mrimn 076,300 7.7 Mrimn
xnopuaa
Content of sedium chioride 7.1 _mgimi 6,310 7,7 mg/ml
CrepunbHocTb CooTteeTcTByeT CootBeTtcTRyer
Sterility Complies To comply
BaxTepuanbHble SHAOTOKCHHDI CoorsetcrByeT He Gonee 1,16 Ed/mr
Bacterial Endotoxins Complies Not more than 1,16 EU/mg
MexaruJeckite BKNIGHBHUS:
~ BKITIOYEHWS, BUAVMEIE HEBOOPYEHHBIM Cooteercrayer — ROMKHGLI QTCYTCTBOBATL
rnasom
~ 4acThy ¢ pasmepom = 10 Mxkm 53 / amnyny - He Gonee 3000/amnyny
-~ YaCTUL, C PAaMepoMm = 25 MKM 1/ amnyny ~ He Gonee 300/amnyny
Particulate matter:
- visible by naked eye Complies Should be absent
- paricles > 10 um 53 / ampoule < 3000/ampoule
~ particles > 25 uym 1/ ampoute < 300/ampoute

MPYMEYAHUE: OBPA3EL{ COOTBETCTBYET TPEEOBAHWAM KOHTPONSA 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.

% Joorx
NOANUCH, OTAEN KOHTPONSA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

(DaMHIKA OTBETCTBEHHOTO Vincent Dsouza
Name of Authorised Signatory
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