TEKJAPALIASI O COOTBETCTBUH

JEKJAPAHT, IPHHUMAIOIIHHA JEKJAPAIIHIO O COOTBETCTBHH:
AOQ "Canogu Poccua”

Ceedenus o pezucmpayuu opeanusayuu; Mexcpationnan unicnexyus Pedepanshoii Hano2060u cayxcbor Ne
46 no 2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepekan, 0. 22. Tenepor/dpaxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvhsiii dupexmop Monoic O.4.

Hosepennoe nuyo: Kysneyoea H.10 Josepenrocmy: 6/n om 20.08.2019

3AABJISIET, UTO
nexapcemsennoe cpedemeo: Cogpadexc ® kanau 2nasnoie u yunvre (Qraxon) 3 ma (1) +xanenvruya

nomusmunernoean (1), nauxa xapmownas, pez.yo. Ne I1 N013871/01 om 29.10.2008 (oama
nepeopopmnernua PV 09.10.2018), cepus 3019009, napmus 146784 ynaxosox, 200en 0o 30.06.2021,
npoussodcmea Canogu Hudusn JTumumeo / Sanofi India Limited, D.P. Pally, Dundigal Post, Quthbullapur
Mandal, R.R. District, 500 043 - A. P., India, Hndus, koo OKIT/[]2 21.20.10.263, koo TH B3[]
3004900002, xonumpaxm Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085345063 om 28.08.2019

COOTBETCTBYET TPEBOBAHMAM
IT N013871/01-291008 usm. Ne 1-5

JEKJAPAIINA NPUHATA HA OCHOBAHHH
npomoxkon ucneimanuii Ne 1018477 om 09.10.2019 HJI OO0 "Llenmp xonmpona xavecmea buonaiigh",

ammecmam axxpedumayuu RA.RU.211[K01 om 22.07.2015 2., cepmugpuxam ananusa Canogpu Hnous
JTumumeo NeFP/19/4/009 om 26.07.2019, Cepmugpuxam POCC IN.@MO05.C09897 om 09.10.2019

JTATA NPUHATHS JEKJIAPAINMH: 09.10.2019 2.
NMEKJAPAIS JEHCTBUTENBHA J0: 30.06.2021 2.

Arh % Kysneuosa U.IO

 OPKApaHm o MOAMHCH d.H.0

CBEJEHMNS O PETUCTPALINUA

OPT'AH 1O CEPTU®PHKALIUH, 3APETUCTPHPOBABLINH JEKJIAPALINIO
Opzan no cepmudhuxayuu npooyxkyuu
Ob6wecmea ¢ ozpanuvennoii omeemcmeentocmeio « OKpyscHOU yenmp cepmugbuxayuu»,

adpec: 620014, POCCHA, Cgeponoeckan obnacme, Examepunbypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumayuu Ne RA.RU.11DMOS5

JEKJAPAILIMA O COOTBETCTBHHU N POCC RU J-IN.®@M05.A.45432/19
UH: 09.10.2019 2

YuuepuHa A A.

PyxoBoguTe/p opraia no
cepTH(HKALHUH NPOAYKLIHH




Canohu Undus Jlumumed / Sanofi India Limited
Address: Sanofi India Limited, India./ Aapec: Carodu Unaus NinmuTen, MHaus

G

LY

SANOFI

CEPTUGUKAT AHANW3A
ANALYTICAL REPORT
NpoayxT:  Codhpanexc®, xann rnasHbie n yuiHble, BO Ne FP/19/A/009
drnaKoHax no 5 mn .
Product  Sofradex®, eyelear drops, in vial 5 ml Date/flava.  26/07/2019
Homep cepwi Dara npounasogcrea
Batch number 3019009 Manufacturing date 07/2019
OTtaen logeH Ao
Department Quality Control Expiry dste 06/2021
Pasmep napiu Monyyeto
Bafch size 1,53,333 vials Received dn 09/07/2019
Mokalavenu: PesynbrarThi: Hopmei:
TESTS RESULTS SPECIFICATION
OnucaHue. MpospayxbIi, nouTH MpoapayHbIlii, nouTy
GecuseTHbIA pacTsop ¢ 3anaxoM | GecuseTHE pacTeop ¢
cnvpTa eHBNATUNOROMO 3anaxom chpta
(beHUN3TMNOBGID
Description Clear, almost colorless solution | Clear; almost colorless
with.odour of phenylethyl alcohol | solution with odour of
phenylethyl alcohol
Wnenrtndukaumn;
~ TPaMHLIMANHE CooreeTcTayer CootseTrcTEyeT
- (hpamiLeTuHa cynbdaTa Cootsetcrayer CootBeTCTRYET
~ CAUPTA (PEHNRBTUNOROTD Cooreercrayer CootsercTayer
- BexcameTasoHa (8 thopme CtoraetcTeyer CooTteercrayer
ABKCAMBTA30Ha HATPUR
MeracynbchoGerzoara)
{dentification:
~ gramicidin Complies Must comply
- framycetin sulfate Complies Must domply
- phenylethyl alcohol Complies Must comply
- dexamethasone Complies Must comply
(as dexamethasone sadium:
metasulphobenzoate)
OBneM HanonHexus (mn) Ot 5,00 go 5,45 mn
Fill volume (mi) 517 | 5,21 | 520 | 518 | 5,15 { 5,00-5.45 mi
519 1521 1518 [ 516 | 517
LiseTHOCTE UHTeHEHBHOCTE OKpacku
MCNBITYEMOry pacTaapa He
[OMKHA NPEBLILLATS
MHTEHCUBHOCTD OKpacki
sranoHHoro pacraocpa
UsetHocTu B7
Colour Complies < B7 Maximum B7
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IMpoaykr: Codpanekc®, xkannu rpasubie ¥ yilHbie, 8o ¢hnakoHax no 5 mn
Product: Sofradex®, eyelear drops, In vial 5 ml
Homep cepun / Batch number:3019009

Fflokazarenu: Peaynbrarsi: Hopwmbi:
TESTS RESULTS SPECIFICATION
MNpospayHocTb CreneHe onanecueHuMM

HCNEITYEMOrQ pacteopa He
AONXHA NpeskWaTe CTeneHb

onanecueHUMU CTakaapTHON
. cycnensuu |l
Clarity Complies < Ref. Susp Il Maximum Ref. Susp li
pH 07450050
47
pH 45-50
KonuuecreeHHoe onpeaenexye:
- rpaMnuMavHa 0,0051% 0,0050% — 0, 0060%
- (hpamvLeTHHa cynbdaTa 0,52% 0,45% — 0,60%
(npu akTaHOCTH 670 MKr/Mr) (np¥ AKTMBHOCTY 670 MKT/Mr)

- cAupTa (PeHUNITKNOBOIO 0,59% 0,57% - 0,63%
- AlexcamerasoHa (B chopme 0,045% - 0,055%
AeKcameTaoHa HaTpus 0,050%
metacynbthobensoara)
Content of. 0,0051%
- gramicidin 0,52% 0,0050% ~ 0, 0060%
- framycetin sulfate (at an activity of 670 meg/mg) | 0,45% - 0,60%

(at an activity of 670 mcg/mg)
— phenylethyl alcohol 0.58% 0,57% -~ 0,63%
- dexamethasone 0,045% — 0,055%
{as dexamethasone sodium 0,050%
metasulphobenzoate)
CrepunsHocrs CooreercTyeT CooTeercrayer
Sterility Complies Must comply
Mexasu4eckue BKNICYEHUA OTCyTCTBYIOT OveyteTayior
Mechanical impurities Absent Absent
Touka 3amepsaHuf -05°C OT munyc 0,5 °C a0 muHyc

06°C
Freezing point -0,5°C From -0,5 °C to -0,6 °C

NPUMEMAHWUE: OBPA3EL| COOTBETCTBYET TPEBOBAHUAM KOHTPONA KAUECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

W
noanUchL, OTREN KOKTPONA KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

GaMHIHA OTBETCTBEHHOTO

Name of Authorised Signatory Mr. Vincent Dsouza

for Russia
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