JEKJIAPAIIHASA O COOTBETCTBHA

JERKJIAPAHT, IPHHAMAIONAN JEKJTAPAIIAIO O COOTBETCTBHH:
AO "Canoghu Poccur”

Ceedenns o pezucmpanyuu opzarusayuu: Mescpationnan urncnexyus Qedepanvroil Hano2060ti caysichor Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucecenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegon/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvruiii dupexmop Monxc OA.

Hosepennoe muyo: Hepuwuna O.J1. Jlosepenrocme: 64 om 15.03.2019 2.

3AABJIET, UTO

JRexapcmeenroe cpedcmeo: Cogpaderc ® xanau znazwvie u yuinsie (praxon) 5 mn (1) +xanensnuya
noausmunernoeaan (1), nauxa xapmonnas, pez.yo. Ne I NO13871/01 om 29.10.2008 (dama
nepeogopmnerus PY 20.04.2016), cepus 3019003, napmus 146544 ynaxeeox, 200ex oo 31.12.2020,
npouseodcmea Carogpu Huous Jrussumed / Sanofi India Limited, D.P. Pally, Dundigal Post, Quthbullapur
Mandal, R.R. District, 500 043 - A. P., India, Huous, xod0 OKIIJ]2 21.20.10.263, x0d TH B2
3004900002, xonmpaxm Ne250/40056192/F-2 om 20,10.2010, unsoiic Ne9085328091 om 26.03.2019

COOTBETCTBYET TPEBOBAHHSM
I NO13871/01-291008 uzm. Me 1-5

JAEKJIAPATIHS IIPHHATA HA OCHOBAHHARA
npomoxon ucnvtmanuil No 419971 om 14.05.2019 HJI OO0 "Lenmnp xonmpons xavecmea buoaaiigh”,

ammecmnam axkpeoumayuy RA.RU.21IKOI om 22.07.2015 2., cepmugpuram anamza Canogpu Hnoun
Jhuvumed NeFP/19/A/003 om 21.02.2019, Cepnuchuram POCC IN.®@MO5.C06860 om 14.05.2019

,IIATA I[PHHHTHH AEKJIAPATIAM: 14.05.2019 -.
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CBEJEHMUS O PETUCTPALIMA

OPT'AH 110 CEPTHO®HKANWH, 3APETHCTPHPOBABHIHAN JEKTAPATTAIO

Opzan no cepmughuranuu npodyxyuu

Obujecmaa ¢ ozpanudentoll omeemcmeenHocmov0 «OxpyxcHotl yenmp cepmuduxayui»,
adpec: 620014, POCCHA, Ceepdnoecran obracme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumenjuu Ne RA.RU.11OMD5

IIEKJIAPAI[HH 0 COOTBETCTB M POCC RU J-IN.PM05.4.26645/19

Urgeprara A.A.

PyKoBOIXTENE OpragEa mo
CepTEQHKADHE NPOXYKIHE
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- . . SANOF!
Canogpu Undus Jlumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Aapec: Canocu Muaus Numurten, Vugun

CEPTUOUKAT AHANU3A
ANALYTICAL REPORT
Mpoaykt:  Codpanexc®, kanan rNA3HLIO W YiALIe, BO Ne FP/18/A/003
thnakoHax o 5 mn _ _
«Product:= - Sofradex®; eyelear drops; in:vigk§ml-«— -+ = o= -Date/fara- -2UO2204G = = -
Homep cepuu [aTta npoussogctea
Batch number 3019003 Manufacturing date 01/2018
Oraen FopeH ao
Department Quality Control Expiry date 122020
Pasmep haptiu MonyyeHo '
Batch size 1,63 333 vials Received on 01702/2018
Nokasarenu: PeaynbTrarsl! Hopmbi:
TESTS RESULTS SPECIFICATION
Onvicaiue (IpoapayHeli, nouTy Mpo3paydbii, novTH
GecuseTHbIi pacTBOp ¢ 3anaxom | GECUBETHLIA pacTBOp C
cnanpTa heHUNITUNoBOro 3anaxom cnupTa
thernnaTUnoBOre
Description Clear, almost.colorless solution | Clear, almost colorless
with odour of phenylethyl alcohol | solution with odour of
phenylethyl alcohel
NoenTrduxaumn; .
— [paMULnINHE CooTeeTcTRyeT CootsercTeyeT
— ¢pamvueTuHa cynuara _Goomrc:rayef Cootsetcreyer
—CNUPTa HEHNAITUIOBOTD Cooraercieyer CooTeetctayer
— flekcameTasoHa (8 opme Cooteercisyer CooTBeTcTayer
flekcameTasoHa HaTpus
metacynbhobenzoara)
ldentification:
- gramicldin: Complies Must comply
— framycetin sulfate Complies Must comply
~ phenylethyl alcohiol Complies Must comply
~ dexamethasone Complies Must comply
(as dexamethasone sodium
metasulphobenzoate)
O6nem HanonHeHus (Mn) O7 5,00 f10 5,45 mn
Fill volume (mi) 522 | 6241522 | 521 {.5,24 | 5,00-5,45 ml
' 522 1523 152156821 (522
UsetHocTs WHTEHCURHOCTE OKpacki
WCNLITYEMOro pacTeopa He
AOMKHA NPEBbILIATE
MHTEHCUBHOCTE OKPacKu
3TaNoOHHOrQ pacTeopa
o ueetHooty BY
Colour | Compiies < B? Maximum B7
for Russia Page { of2
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Tlpogyxt; Codpanexc®, kannu rnasHbie i yuwtbie, 8o nakoHax Ao 5 Mn
Product: Sofrac!ex'”, eyelear drops, in vial Sml
Homep cepra / Batch number:3019003

Toxazarenn: PesayneTaTbl: Hopmbt:
TESTS RESULTS SPECIFICATION
flpospaMHOCTD CreneHb onanecueHLyum
WCILITYEMOrO PacTeopa He
B[OSKHa NPEBLILaTL CTeneHs

onanecueHWW CTaHA2pTHOR
cycnexaun (l.

— framycetin sulfate

(at an activity of 670 mcg/ma)

QIR o e | Complies <Ref. Suspll | Maximum Ref.Suspll .
pH 0745 po 5,0
46
pH 45-50
KonuvecTeanHoe onpeaenesue:
~rpamuumavee. 0,0052% 0,0050% - 0, 0080%
- thpamuLeTHa cynbaTa 0.50% , 0,45% -0,60%
{npwn axTvexocty 670 Mir/mr) (NpH BKTMBHOETH 670 MKriMr)
— cnupta eHuN3TNNOoBOrO 0.60% 0.57% - 0,63%.
~ fiekcameTasona (B hopme ' 0,045% ~ 0,055%
ABKC&MBT&&OH& HaTpKa 0.049%.
meracynstpoBenaoara)
Content of: 0.0052%
~ gramicidin 0.50% 0,0050% ~ 0, 0060%

0,45% - 0,80%
(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%

metasulphobenzoate)

CrepunbHocTe - Cooreercreyer CooTBeTcTBYET

Sterility Complies ‘Must comply

MexaHuyeckne SKNoUeHuA OteyTCTBYOT OTcyTcTBytoT

Mechanigal impurities Absent Absent.

Touka 3aMep3asHun -05°C OT Munyc 0,5 °C A0 MUHYC
06°C

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

OPWMEYAHUE: OBPA3EL COOTBETCTBYET TPEGOBAHUAM KOHTPONA KAYECTBA.
REMARKS; THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

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

noanNnuChL, OTAEN KOHTP
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nAa KA‘-I ECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

daMHIHI OTBETCTBEHHOIO

Name of Authorised Signatory  Mr. Vincent Dsouza

for Russia
Ed. No. 042

Page 2 of 2




