TEKJIAPAIIFSI O COOTBETCTBUM

JEKJIAPAHT, IPHHHMAIOMAH JEKJTAPAITHIO O COOTBETCTBHH:
AO "Canogpu Poccus™

Caedenua o pecucipayuu opearwayu: Mesicpanionnan wuncnexiyus Qedepansnoii Hano2060it cayicter N
46 no 2. Mockae 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mocxkea, ya. Teepckas, 9. 22. Teaegpon/haxc: 8 (495) 721-14-00/ 721-14-11

B muje: I'enepansnorii dupexmop Mowsic O.A.

Hosepenrioe muyo: Hepuwiria O.J1. Josepennocme: 6/4 om 15,03.2019 2.

3AABJIIET, UTO

hexapcmeentoe cpedcmeo: Cogpadexc ® xanau 2nasuste u yutnvie (¢aaxon) 5 au (1) +xaneavHuya
nomusierosan (1), nauxa xapmounas, pee.yo. Ne IT1 NO13871/01 om 29.10.2008 (dama
nepeogpopnernua PY 20.04.2016), cepus 3018011, napmia 147048 ynaxosox, 20dex do 30.11.2020,
npouseoocmec Canogyu Hnous Jumumed / Sanofi India Limited, D.P. Pally, Dundigal Post, Quithbullapur
Mandal, R.R. District, 500 043 - A. P., India, Hnous, ko0 OKIIA2 21.20.10.263, xed TH B30
3004900002, xowmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085321450 om 29.01.2019

COOTBETCTBYET TPEBOBAHHAM
IT NO13871/01-291008 uzm. Ne I-5

AEKJTAPATTHS TIPUHSITA HA OCHOBAHHAHA
Hpomoxon ucnsimartt Ne 2275/ om 18.03.2019 HIT QOO “Lienmp xorimpons xavecmea Buonaiigh”,

ammecimam akkpeoumaiun RA.RU.21IKO1 om 22.07.2015 2., cepmugpuxam anamza Carogu Hudus
Jluniumed NeFP/18/A/011 om 26.12,2018, Cepmugpuxam POCC IN.®QMOS5.C06351 om 18.03.2019

JATA IPUHATHSA NEKJAPAIAM: 18.03.2019 2.
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CBEJEHUSA O PETUCTPAIIMA

OPI'AH 1O CEPTHO®HKAIINHA, 3APETHCTPUPOBABHIHI AEKJAPAIIHIO
Opean no cepmuduxartt npodviiyuu

Obujecmea ¢ ozpanuientoti omeemcneertocmvio «OKPY’CHO yeHmp cepmugdurayii»,
adpec: 620014, POCCHA, Coeponosckas obaacmv, Examepunéype, Xoxpasosa, 74, 1706,
mei: (343) 380-27-55, www.ekbocs.ru, amnmecman axxpedimeyuu Ne RA.RU. 11 OMOS5

N POCC RU [JJ-IN.®M05.4.19971/19

UpuepHHa A .A.

PyxoBosuTens opraga mo
CepTH(HKALNA TPOTYKIHH




Canoghu Nndus Jlumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Aapec: Canodown Wnaus Numutea, WHaus

SANOFI

CEPTUOUKAT AHAJTN3A
ANALYTICAL REPORT
Mpopykt:  Cotbpanekc®, kannu rnaasbie U ywubie, 80 Ng FP/18IA011
tnakonax no 5 mn
Product.  Sofradex®, eyelear drops, in vial 5 ml Date/Rata  26/12/2018
Homep capun _ Hara npou3sofcrea
Batch number 3018011 Manufacturing date 12/2018
Otnen lopeH po
Depariment Quality. Control Expiry date 1142020
Paamep napTvu MNonyyeHo
Batch size 1,53,333 vials Received on 05/12/2018
Noxasarenm: PesynbTars!: HopMbi:
TESTS RESULTS SPECIFICATION
Onwcanue MpospaqHsii, NoYTK Mpo3payHbli, NOYTH
BecuseTHI pacTeop ¢ 3anaxom | GecliBeTHbil pacTeop ¢
cnupTa heHUNITUNOBOrO 3anaxoMm cnupra
(heHUNSTUNOROrO
Description Clear, almost colorless soiution | Clear, almost coloriess
with odour of phenylethyl alcohol | solution with odour of
phenylethy! aleohol _
-:‘é‘ti‘d’.‘é:’:’.’&.é’; 6“n&ﬁ?ﬁ¢bll€§ﬂuﬂrm_ o tH i *‘-'j' :::J.'t-.".“.-"’.‘.:-‘.s!?‘. R e R ";5..-'{.—.”#:. :.;_;._; .Jc' s ‘.":‘.'e-'f::l'" hhjﬁ&rﬂﬁh?&vﬂiﬁ%ﬁ__:u:_J:__.__ Jﬁ“:_.mcg&_@_wh
z.;‘.ﬁhé‘i’.‘.‘s!“-.-_a. E’“rpa“"qﬂh“na_‘_ Lidhiztay Rk e T D S UUUIBEILIHyeTh_.F" =k ek Etnky S15T b LT COOTBeTCTByeT T i S et i
- hpamuLieTvda cynsdaTa Coo‘raawraye'l' COOTBETCTBYET
- CNMPTA heHnNaTUNoBoro Cootsarcreyet Cootsercreyer
— DexcaMetasona (B hopme Cootsercreyer CooTReTCTBYEF
AexcameTasoHa HarTpus
metacyneobeHsoara)
Identification:
- gramicidin Complies Must comply
— framycetin sulfate Complies Must comply
- phenylethyl alcohal Complies Must comply
- dexamethasone Complies Must comply
(as dexamethasone sodium B -
_metasuiphobenzoate)
O6BeM HanonHenrn (Mn) Ot 5,00 10 5,45 mn
Fill volume (mi) 522 | 5,19 | 5,22 | 522 | 5,22 | 5,00-5,45 ml
521 | 521 15247520 | 521
LiseTHOCTS AHTeHCHBHOCTD OKPaCKN
MCnLITYeMoro pacreopa Hé
AOMKHE NPeBILLaTL
VHTEHCUBHOCT OKPacKu
aTanoKHOro pacTeopa
_ uBeTHocTu B7
i o P e g SO il A S
for Russia
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Ipoayxr: Codpapexc®, kannu rnasuuie u ywHbie, Bo pnakonax no 5 mna
Product: Sofradex®, eyelear drops, In vial 5 ml
Howmep cepuu / Batch number:3018011

MNokazatenu: PesynbTarsl: Hopmui:
TESTS RESULTS SPECIFICATION
Mpo3pavHocT CreneHs onanecueHumu

WCNLITYEMOro pacTeopa He
AONXHa NpeBbILAaTh CTeNeRb
onanecueHyu cTaHaapTHOW
cycneHauu Il

— cnupTa QeHnNITUNOBOro
- Aexcamera3oHa (B popme
AeKkcameTasoHa HaTpua
meTacynshobenaoara)

Content of.
- gramicidin
- framycetin sulfate

(rnpwn akTreHocTH 670 MKr/Mr)
€,60%

0,048%
0,0052%

0,50%
(at an activity of 670 meg/mg)

Clarity Complies < Ref. Susp It Maximum Ref. Susp II
pH 0145 005,0

4.6
pH 45-5,0
KonuuecTeenHoe onpeaenexue:
- rpaMuLmManHa 0.0052% 0,0050% ~ 0, 0060%
- thpamuueTvHa cynbara 0.50%

0,45% - 0,60%

{npu akTnaHocTH 670 MmKr/Mr)
0.57% - 0,63%

0,045% - 0,055%

0,0050% - 0, 0060%
0,45% - 0,60%
(at an activity of 670 mcg/mg)

— phenylethyl alcohol 0,60% 0,57% - 0,63%
- dexamethasone 0,045% - 0,055%
{as dexamethasone sodium 0,049%

_msumhebeﬂzem.}_ et e e — e e
CrepunbHOCTb Cooreercreyer Cooteercreyer
Sterility Complies Must comply
MexaHuueckne BKNHYeHWUA OrcyrersyorT OTcyreTayioT
Mechanical impurities Absent Absent
Tovka 3amepaaHun -0,5°C OT MuHyc 0,5 °C o0 MUHYC

0,6°C

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

NPUMEHAHUE: OBPA3EL| COOTBETCTBYET TPEBOBAHWUAM 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.

Mt!wi

noanNUChL, OTAEN KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

{aMuIng OTBETCTBEHHOTO

Name of Authorised Signatory  Mr. Vincent Bsouza

for Russia
Ed. No. 042
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