AEK/IAPALIAA O COOTBETCTBHA

JEKJAPAHT, IPHHHMATOUIHI TEKJTAPAITHIO O COOTBETCTBHH:
AO "Canoghu Poccun"

Ceedenun o pe2ucmpayuu opaaviuzayuu: Mescpationnas uncnexyus Qedepansoli HaN020608 cyichor Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, 0ama npucecerus OI'PH: 19.08.2002

Aopec: 125009, 2. Mockea, ya. Teepcxas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'evepanvhutit oupexmop Morxc O.A.

Hoeepennoe nuyo: Ilepwuna O.J1. Josepenrnocms. 6/u om 15.03.2019 2.

SAABJSIET, UTO

nexapcmeentoe cpedcmeo: Cogpaderc ® kanmu znaswvie u yuneie (gnaxon) 5 mn (1) +xanenonuya
nonuamunenoean (1), nauxa xapnionnas, pez.yo. Ne IT N013871/01 om 29.10.2008 (dama
nepeodhopanerua Py 20.04.2016), cepusn 3019006, napmus 146736 ynaxoeox, 20den do 31.03.2021,
npouzeoocmea Carogpu Hnous JTumumeo / Sanofi India Limited, D.P. Pally, Dundigal Post, Quthbullapur
Mandal, R.R. District, 500 043 - A. P., India, Hnous, x0d OKII[]2 21.20.10.263, xod TH B2
3004900002, xowmparxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085338147 om 26.06.2019

COOTBETCTBYET TPEBOBAHUAM
IT NO13871/01-291008 uzm. MNe 1-5

JAEKJIAPATTHA IIPHHATA HA OCHOBAHUHA
npomoxon ucnoinianuii Ne 763521 om 08.08.2019 HII 000 "Lenmp xonmpons xasvecmsa Buonatigh”,

ammecmam akkpeoumanyun RA.RU.21ITK01 om 22.07.2015 2., cepmugpuram ananuza Canogpu Huous
Jusmumeo NeFP/19/A/006 om 27.04.2019, Cepmucpuxam POCC IN.DMOS5.C08890 om 08.08.2019

JATA IPHRATHSA JEKJTAPALINH: 09.08.2019 2.
JEKJAPAIHSA JEACTBUTEBHA JO: 31.03.202] .
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Tirkaas )CF M Tepmmna O.J1.
dexnapanm/ ., y(onguﬁ ®.1.O

CBEJEHMHSA O PETUCTPAIIUN

OPTAH I10 CEPTHO®HKAIHH, 3SAPET HCTPUPOBABIIHAN JEKJIAPAITHIO

Opzan no cepmugpuxaiun npodvryuu

Obufecmaa c ozpanuyennolt omeemcmeerHocvio « OKPYICHOT yenmp cepriuguxayu»,
adpec: 620014, POCCHA, Ceeponosckas obracme, Examepunbyp2, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumayuu Ne RA.RU. 11@MO5

AEKJIAPATIAA O COOTBETCTB N POCC RU J-IN.®PM05.4.36751/19
ZALIIN S : 09.08.201

A PETICTRALIIT

UnueprHa A A,
noagfick PykoBopuTens oprana 1o
cepTHOHKALME DPOXYKIHE




Canoghu Undus Nlumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Appec: Canodu Unaua Numuren, Wnana
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SANOFI

CEPTU®UKAT AHANTU3A
ANALYTICAL REPORT
Npoaykr:  Codpanekc®, kannu rnaznbie YUWHbIe, BO Ng FP/19/A/006
tnakosax no § mn
Product  Sofradex®, eyelear drops, in vial 5 ml Date/Qara  27/04/2019
Homep cepun fara npouasogcrea
Batch number 3019006 Manufacturing date 04/2019
Oraen lopen po
Department Quality Control Expiry date 03/2021
Pasmep napTuu MNony4exo
Batch size 1,563,333 vials Received on 15/05/2019
Mokasarenu: Pesynbrartel: Hopmbi:
TESTS RESULTS SPECIFICATION
OnucaHve MpospadHeii, noyTy Mpo3payHbti, noutk
GecleeTHbli pacTeop ¢ 3anaxom | GecuseTHbIi pacTeop ¢
cnupTa beHUNITUNOBOIO 3anaxom cnupTa
hEHUNSTINOBOrO
Description Clear, almost colorless solution | Clear, almost colorless
with odour of phenylethyl alcohol | solution with odour of
phenylethyl alcohol
UneHTudmkayms:
- rpaMuumMauHa CooteeTcTrayer CootsetcrByet
- hpamvLieTMHa cynbdara Cooteercrayer Cootaercreyer
— CNMpTa PeHNNITUNOBOrO CooteeTtcreyet Coorsercreyer
- RekcameTasona (B hopme Cootsetctayer CooTaercTayer
AeKkcameTasoHa HaTpua
MeTacynsobeHsoara)
Identification:
- gramicidin Complies Must comply
- framycetin sulfate Complies Must comply
-~ phenylethyl aicohol Complies Must comply
- dexamethasone Complies Must comply
(as dexamethasone sodium
metasulphobenzoats)
OBbem HanonHeuus (mn) Ot 5,00 8o 5,45 mn
Fill volume {ml) 511 5,08 | 5,16 | 5,11 | 5,13 | 5,00-5,45 m|
. 515|511 1514 [ 516 | 5,12
UsetHocys WHTerncuBHOCTL OKpacku
UCNLITYeMOro pacTBopa He
AOMKHA NpeBbiLAaTL
UHTEHCUBHOCTL OKPACKU
3TanoHHoro pacTeopa
usetHocTu B7
Colour Complies < B7 Maximum B7
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] TponyxTt: Codbpagenc®, Kannm FNa3Hbie W yilusie, Bo uiakoHax no 5 mn
Product: Sofradex®, eyelear drops, in vial 5§ m!

Homep cepuu / Batch number:3019006

Moxasavenn: PesyncraTol: Hopmb:
TESTS RESULTS SPECIFICATION
MNpo3pavHocTs CreneHb onanecuyeHLun

UCNbLITYeMOro pacTeopa He
ACMXKHA NPEBLILATL CTENEHb
onanecuUeHyun CTaHAapTHOM

] cneHsuy L.

Clarity Complies < Ref. Susp Il cMyaximum Ref. Susp II
pH Or4,5n0050

4.6
pH 45-50
KonwuyecTaeHHoe onpegenexue:
— rpaMuuMaUHA 0,0052% 0,0050% - 0, 0060%
- thpaMuLEeTHHA CynbdaTa 0.53% 0,45% — 0,60%

(npw akTeHOCTH 670 MKr/Mmr) (NpY aKTMBHOCTH 670 MKr/Mr)
- CNUPTa PeHUNITUNOBOrO 0,59% 0,57% - 0,63%

- AekcameTasoHa (8 hopme

0,045% - 0,055%

LEKCaMeTasoHa HaTpus 0,050%
meTacynecgobeHsoara)

Content of: 0,0052%

— gramicidin 0.53% 0,0050% - 0, 0060%
- framyoetin sulfate (atan activity of 670 mcg/mg) | 0.45% - 0,60%

(at an activity of 670 mcg/mg)

- phenylethyl alcohol 0,59% 0,57% - 0,63%

~ dexamethasone 0,045% - 0,055%

(as dexamethasone sodium 0.050%

metasulphobenzoate)

CrepunbHoCTL CootsercrayeT CooteercreyeT

Sterility Complies Must comply

MexaHuveckue srnioueHws Otcyrersyior Orcyrereyior

Mechanical impurities Absent Absent

Touka 3aMmep3anns -0,5°C OT munyc 0,5 °C no muHyc
06°C

Freezing point -05°C From -0,5 °C to -0,6 °C

NPUMEYAHWE: OBPA3EL COOTBETCTBYET TPEEOBAHUAM KOHTPONA 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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NOANUCH, O'fﬂEﬂ KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

DaMunmus OTBETCTBEHHOIO
Name of Authorised Signatory Mr. Vincent Dsouza Company Stamp
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