AEKNAPALIMA O COOTBETCTBUHM

BEKNAPAHT, MPYHAMAIOLLKIA BEKNAPALIKIO O COOTBETCTBUMK:

AD "CaHodn Pocecus”, UHenekuus deaepanbHoi Hanorosoi cnyxBer Ne 10 no r. Mockse OFPH: 1027739079940
o1 17.02.2012 r,, agpec: 125009, r. Mocksa, ynuua Teepekas, [oM 22, Tenedox: {485) 721-14-00. daxc: (495)
721-14-11.

B nuue: NenepanbHoro gupexropa AgamsH H.B.

[LoeepexHoe nuuo: flybosas K.C.

JoeepeHHocTs Ne: 6/H o1 18.12.2017 1.

3AABNAET, YTO JIEKAPCTBEHHOE CPELQCTBO:

Cotbpazexc, kansiv rnasHele v ylwHbe SMN NakoHbi+KanenbHuLb (1), nauku KapToHHble, per. y&. Ne I
NO13871/01 or 29.10.2008 (nara nepeotopmrienus per, ya. 20.04.2016), cepus 3018002, rogeH Aao: 01.06.2020,
napris: 147624 ynakosok. KoHrpaxt N2 250/40056192/F-2 ot 20.10.2010 r., uxsoiic Ne 9085302317 ot

11.08.2018 r.

Kog OKNa2:
BbinyCcKaeMoe U3rotTogutTenem: 21.20.10.263
CaHotn Uraus flumutes, MHaus/Sanofi India Limited,D.P. Pally, Dundigal Post,
Quthbultapur Mandal, R.R. District, 500 043 - A. P, india , cTpana: Wiaus
COOTBETCTBYET TPEEOBAHUSIM: Kon THESE
M NO13871/01- 281008, uam. Net-5 3004900002'

AEKNAPALIKA NPUHATA HA OCHOBAHUM

Mpovokon ucnbiTanwi Ne 6411/ ot 15.08.2018, OO0 "lieHTp xoHTpons kauecTsa Buonaid", arrecrar
axkkpeguTauv: RA.RU.21LHKOT or 22.07.2015 r., Ceptuthukar cootsercreua: POCC IN.¢B14.C61811 ot
15.08.2018

OATA NPUHATUA NEKNAPALIKK: 15.08.2018

Mvﬁl"’.‘ﬁm ky (f}/ Ly6oeas K.C.

anofi 935533.;"9 Jok {roanmes ) { ®amunuR, MHREMANS] )

3AQ "TexxauecTso", 109044, r.Mocksa, yn.Juramosckas, 4.1A, oth.400, Ten..(495)676-52-54, takc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OrPH: 1057746285189 Arrectat per. NePOCC
RU.C001.110B14, ®epepansHoil cnyxBGoi No akkpeanTalny,

fata perucTpauunmn. 15.08.2018

ar

HOMep aeknapauuu: POCC IN.0B14.0181830

Vi BopoSeesa H.H.
W ne, OC T o) { PaclMpOBKa NOARRCH)




CaHogbu Mndun Jllumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Appec: Canodu Wnans Numuten, Mupus

SANOFI

CEPTUDUKAT AHANN3A
ANALYTICAL REPORT
NpoayxT Codpapekc?, kannu rnaskblie u yuwHbie, Bo e EPMB/AIC02
Qmalcouax nio 5 mn
Product:  Sofradex®, eye/ear drops, in vial & ml Date/flara:  12/07/2018.
Homep cepun Aara npouasoacrea
Batch number 3018002 Manufacturing date 06/2018
OTaen TopeH go '
Department Quality Contro} Expiry date 06/2020
Pasmep napTuu Menysero
Batch size 153,333 vials Received on 23/06/2018
MNoxaszarenu: PesynbTarh:: Hopwmet:
TESTS RESULTS SPECIFICATION
Onvicaqme NpospayHyiii, o4y NpospayurLid, noyTy
BecuseTHbIR pacTROP G 3anaxom GecuseThbIl pacmop C
cAMpTa dieHUNITUNEBOrC 3anaxeMm cnnpia
PeHUNITUNOBOrD
Description Clear, almost colorless solution | Clear, almost coloriess
with odour of phenylethyl alcohal | solution with odour of
phenylethyl alcchol
WneHruchukaoms: 7
- rpaMiliupuHa CooTeeTcTayeT Cootsetcieyer
~ thpamuleTnsa cynbgara CootseTcreyer CootseTcreyer
~ COMpTA QEHW3TUNIOBCTO Cooteetcrayer CooTReTeTByeT
— [EKCaMeTasnHa (B chopme -CooTseTtcTeyeT Cootaercisyer
ASKCEMETAI0HA HaTPIS
MeTacynehobeHzoara)
Identification;.
~ gramicidin Complies Must comply
— framycetin sulfate Complies Must cornply
— phenylethyl aicohal Complies Must comply
— dexamethasone _ Complies Must comply
{as dexamethasone sodium
metasulphobenzoate)
OBbewm HanonkeHa: (Mn) 07 5,00 go 5,45 mn
Fill volume {raf) 821 | 521|521 521|518 5,00-5,45 ml
520 | 520 1522 !515 | 512
LiserHocTs VIHTEHCURHOCTL OKpacKH
MCNLITYEMOrG pacTenpa He
AOIKHa NPeBbillaTh
WHTEHCHBHOGTS OXDACKM
ATaNOHHOTC pAacTROpa
. useTHOCTH B7 b
Colour Complies < B7 Maximum B7
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.Hponykr: Co:ppa,qekc@_, Kanny rasskie ¥ ywHbie, Bo nakosax no 5 mn
Product: Sofradex®, eyelear drops; in vial 5 m
Homep cepin / Batch number:3018002.
Nokazarenu: Pesynbrarbi: HopMel:
TESTS RESULTS SPECIFICATION
lNpospautocTe. Crenexb OnanecugHLikm
WCNBITYEMOrQ PacTEops He
AOMKHE NREBLILATE CTENEHS
onanecieHun CTakaapTHOM
. ) . cycneHdann i,
Clarity Complies < Ref. Susp I} N{axi'rnum Ref. Susp Il
pH 014,580 5,0
46 y
H 45-50
Koruuectsenroe onpegeneHue:
- fpaMILMAKHE ‘ 0.0050% 0,0050% - 0, 0060%
~ (bpamuieTaka cynsdara 0,50% 0,45% — 0,60%
(npn aKTMBHOCTY B70 KKr/mF) (npw axmvisHoCTY 870 Mikr/nar)
- CRUpTa (hEHUNATUNHOBOTD 0.58% 0,57% - 0,63% -
~ AeKCAMETEA0HA (B hopme 0,045% — 0,055%
AeKCaMeTasona HaTpus: 0,040%
meTacynbhobiensoara)
Content of: 0,0050% ‘
~ gramicidin 0.50% 0,0050% ~ 0. 00B0%
- framycetin sulfate {at an activity of 670 mcg/mg) | 0,45% - 0,60% _
' ' | {at an activity of 670 mcgimg)
- phenylethyl alcohol 0.58% 0,57% ~ 0,63%
- dexamethasone ‘ 0,045% — 0,055%
{as dexamethasdne sodium 0,049%.
metasulphobenzoate)
CTePRRLHOGTD, CooTteeTeTRYET | CovreeTcTeyeT
Sterility Complies Must comply
MexaHuiyeckue BXNIoYeHNs OteyTeTBYIOT OreyreTayior
Mechanical impurities Absent Absert
Toyka 3amepsaHus -0.5%C OF mukyc 0,5 *C ac mMuHyc
0,6°C
Freezing point -0,59C From -0,5°Ct0.-0,6 °C

NPUMEYAHWUE: OBPABEL COOTBETCTBYET TREEOBAHMA M -KOHTPONS KAYECTBA..

REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY., y _
Praduction of the above mentioried batch was in accordance of Good Manufacturing Practice (GMP) requirements.

NOANUCEH, OTAEN KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

WOTOTBETCTREHHOIO Tlevars
e pf Authorised Signatory Hemang Kalavadia Company Stamp
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