AEKJIAPAHT, NIPHHUMAIOHNIMH JEKJIAPAIIMIO O COOTBETCTBHH:
AO "Canoghu Poccus"

Ceedenna o pecucnipayuu opeanusayuu: Mescpaiionnan utncnexyus Qedepanvroil Harozoeoll cayHcbul Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npuceoernus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, yn. Tgepckas, 0. 22. Tenehon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrutit dupexmop Mounic O.A.

Hoeepenroe nuyo: Hepuwma O.J1. Josepennocmv: 6/n om 15.03.2019 2.

3AABJSIET, UTO

nexapcmeennoe cpeocnieo: Coghpaderc ® kannu 2nasmvre u yuneie (naxon) 5 mn (1} +xanensruya
norusmunenoeas (1), nauxa kapmonnas, pez.yo. Ne IT N013871/01 om 29.10.2008 (dama
nepeoopmnerun PY 20.04.2016), cepun 3018012, napmusn 147240 ynaxoeox, 20dew do 30.11.2020,
npouszeodcmea Cawoghu Huous Jluvumed / Sanofi India Limited, D.P. Pally, Dundigal Post, Quthbullapur
Mandal, R.R. District, 500 043 - A. P., India, Hudusn, xo0 OKIIJJ2 21.20.10.263, xod TH B2
3004900002, xormparm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085321450 om 29.01.2019

COOTBETCTBYET TPEBOBAHHIM
IT NQI3871/01-291008 uzm. Ne 1-5

AEKJIAPAIINAA ITIPHHATA HA OCHOBAHHH
HpomoKoR ucneimarnuit Ne 22767 om 18.03.2019 HJI OO0 "Uenmp xonmpona xavecmea Buonaiigh”,

ammecmam axxpedumayuu RA.RU.2ILKOI om 22.07.2015 2., cepmudghuram ananza Canogpu Hnous
Jlumumeo NeFP/18/A/012 om 26.12.2018, Cepnmgpuxam POCC IN.OMOS.C06352 om 18.03.2019

JATA IPAHATHA JEKJIAPAITHM: 18.03.2019 2.
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CBEAEHUSA O PETUCTPALINA

OPI'AH IO CEPTH®HKAIINAH, 3APETUCTPHPOBABIIHHN JEKJIAPAITHIO

Opean no cepmucbuxatun npooyKyuu

Obuyecinea ¢ ozpanu<entoil oMmeemcmeeHHocmsIo «OKPYICHOT YyeHmp cepmudurayuu»,
adpec: 620014, POCCHA, Ceepdnoeckan obracme, Examepunbypz, Xoxparosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11DMO5

HEKJAPAITHAS O COOTBETCTB M POCC RU JI-IN.®M0O5.A.19975/19

Uuuepuna A.A.
NIOANHCh \ PykoBoauTen: opraHa mo

cepTHOHKAIMHA NPOXYKIIMH




Carogbu Mudus llumumed / Sanofi India Limited
Address: Sanofi India Limited, india / Agpec: Canody MHavsa Numuten, Ungna
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€d. No. D4v2

CEPTU®UKAT AHANU3A
ANALYTICAL REPORT
MNpogykT:  Cotppagec®, kannu rirasubie u ywHbie, BO Ne FP/8IAZ012
¢hriakoHax no 5 mn
Product:  Sofradex®, eyefear drops, in vial 5 ml Date/flata  26/12/2018
Homep cepum Dara npotasogcrea
Batch number 3018012 Manufacturing date 12/2018
Orpen Foaex Ao
Department Quality Confrol Expiry date 11/2020
Paamep napTuy Monydexo
Batch size 1,53,333 vials Received on 06/12/2018
MNokasarenw: Pesynbrartsi: Hopmbt:
TESTS RESULTS SPECIFICATION
Onucanve Mpoapaytbiii, nowTH Mpo3apauKbii, nouTH
QecypeTHbI{l pacTBOp ¢ 3anaxoM | GecuBeTHRIA pacTeop ¢
cnupTa heHrnaTUNoBoro 3anaxem cnupra
theHvnaTunosoro
Description Clear, almost colorless solution | Clear, aimost colorless
with odour of phenylethyl alcahel | solution with odour of
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- rpaMuyuavHa CootseTcTayeT CooTeeTcTBYET
—hpamiLieTHa cynehaTa Coorsercreyer CooTeeTcTRYET
- cAupTa GeHUN3TUNOBOM CooteercTeyeT CooTeeTeTayer
- AeKcameTasoHa (8 thopme CoatséTcTayeT CooTeeTCTBYET
AeKCaMeTasoHa HaTpus
MeTacynbobeHsoaTa)
[dentification:
— gramicidin Complies Must comply
- framyocatin sulfate Complies Must comply
- phenylethyl-alcohol Complles Must comply
-~ dexamethasone Complies Must comply
~(as-dexamethasone soditm - : ' Corm
metasulphobenzoate)
OBwvem HanonHexus (Mn) Or 5,00 ac 5,45 mn
Fill volurrie {ml) 519 | 5,20 | 514 | 519 | 5,22 | 5,00-5,45 ml
522 | 520 | 523 15.22 [ 520
UeetHocTe VIHTEHCUBHOGTL OKpPaCKK
VCNLITYEMOro pacTeopa He
AOIMKHA NPeBbiAaTL
UHTEHCUBHOCTL, OKPACcKH
STANCHHOMO pacrsopa
P PN . L SR . SO . <5 AR A BETHOGTNL B csannmias o
Colour Complies < B7 Maximum B7
for Russia Page1of2



Tlpoayxt: Codpanexc®, kannu rnasnbie u ywHbie, Bo nakoHax no 5 mn
Product: Sofradex®, eyelear drops, in vial 5 mi
Homep cepun / Batch number:3018012
MNoxaszarenu: Pesynbrathl: Hopmbi:
TESTS RESULTS SPECIFICATION
MpospauHocTs CreneHb onanecueHuny K
WCNLITYEMOro pacTeopa He
|~. AOIMKHA NPEBLILIATH CTENeHb
. onanecueHUMn CTaHAAPTHOM
5 \ cneHsuu L.
Clarity Complies < Ref. Susp Il :IIyaximUm Ref. Susp I
pH Or 4,510 5,0
46
pH 45-50
KonuuecreenHoe onpepenesue:
— fpaMULIMAUHa 0.0052% 0,0050% — 0, 0060%
- hpamMuueTnHa cynetara 0.51% 0,45% - 0,60%
(npw axTerOCTH 670 MKr/Mr) (Npw aKTHBHOCTY B70 MKF/MF)
~ CUPTa hEeHNNITUNOBOro 0.60% 0,67% - 0,63%
- AeKcameTasoHa (e popme 0,045% - 0,055%
AEeKCaMETa30Ha HaTpHUA 0,049%
mMetacynegofieH3oaTta)
Content of: 0.0052%
~ gramicidin 0,51% 0,0050% — 0, 0060%
- framycetin sulfate (at an activity of 670 mcg/img) | 0.45% - 0,60%
(at an activity of 670 mcg/mg)
~ phenylethyl alcohol 0,60% 0,57% - 0,63%
- dexamethasone 0,045% - 0,055%
485 dexamethasone sodium .0.049% | I— :
| metasulphobenzoate) ! _
CTepunbHOCTL CooraercreyeT CooreetcTByeT
Sterility Complies Must comply
MexaHuveckue BKNIOYEHUA OTcyrcreyoT OrcyrcrayoT ‘
Mechanical impurities Absent Absent !
Touka samep3aanua -05¢°C Ot munyc 0,5 °C go munyc |
06°C
Freezing point -05°C From -0,5 °C to -0,6 °C

MPUMEYAHUE: 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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NoANUCE, OTAEN KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Damuug OTBETCTBEHHOTD
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Name of Authorised Signatory Mr. Vincent Dsouza
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