OEKNAPALKA O COOTBETCTBUM

AEKMAPAHT, NPUHUMAIOLWIWIA DEKNAPALKIO O COOTBETCTBWH:

AQ "Carodm Poceus”, MHenexuus PegepantHon Hanarogoii crnywdel Ne 10 no r. Mockse OMPH: 1027738079940
o7 17.02.2012 r., anpec: 125002, r. Mockea, ynuua Teepckas, gom 22. Tenedon: (495} 721-14-00. dake: (495)
721-14-11.

B nuue; MesepansHoro gupekTopa Agamsd H.B.

[opepeHHoe nulo: [yboeas K.C.

[osepeHHocTe Ne: 6/H or 18.12.2017 r.

3AABNAET, 4TO JIEKAPCTBEHHOE CPEICTBO:

Codpageke, Xannm riasHoie ¥ YwHele SMn dnakoHe+kanensHnus: (1), nadkv kapToHHee, per. ya. Ne N
NO13871/01 or 29.10.2008 (naTa nepeodopmneHus per. ya. 20.04.20186), cepus 3018001, ropen so: 01.06.2020,
naptus. 147960 ynakosok. KouTpakt Ne 250/40056192/F-2 oT 20.10.2010 r., uHeoiic Ne 9085302318 ot

11.08.2018 .

Kon OKMA2:
BbiyCKaemMoe H3roToBurernem. 21.20.10.263
Canotu Wuaua Numuren, Mngual/Sanofi India Limited, D.P. Pally, Dundigal Post,
Quthbuliapur Mandal, R.R. District, 500 043 - A. P., India , cTpana: MHaus
COOTBETCTBYET TPEBEOBAHUAM: o TESE
M NO13871/01- 281008, nam. N21-5 3004900002'

BEKNAPALIUA NPUHATA HA OCHOBAHUU

MpoTokon ucnbitanki Ne 64108 or 15.08.2018, OO0 "LleHTp xoHTpONns KavecTsa buonandg”, atrecrar
akkpegarauuy; RA.RU.21UKO1 or 22.07.2015 ., CepTudbukar coovsercrana: POCC IN.©B14.C61810 ot
15.08.2018

<31 AN
<‘C’~ (\fiv() #

APTAEI‘

Oy6osan K.C.

{ noanuce } { DamMunuA, MHULMASIL |

CeepgeHus o perycrpaumu geknapatuum o COOTBETCTBUM

3AQ "Texkavecrao", 108044, r.Mocksa, yn.[lnramosckas, A.1A, od.400, Ten.:(495)676-52-54, chake: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285189 Atrectar per. NePOCC

RU.0001.119B14, denepancHoit cnyxbof no akkpeguTauumn,
Rara peruchauuu: 15.08.2018
HoMep AeKnapalvv. POCC IN.OB14.481829

Z / Bopobresa H.H.
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Canocpu Andus Numumed / Sanofi India Limited
Address: Sanofi India Limited, India / Aapec: Canotdy Ungua fAumviten, Vingua:

SANOFI

Ed. No. 04v2

CEPTUOUKAT AHAJIU3A
ANALYTICAL REPORT
Mpoaywr:  Codipapexc®, xannm rnasxeie u YiHBI€, BO Ne FPI18/A/001
thriakonax no 5.mn
Product.  Sofradex®, eyelear drops, in vial 5 mi Datefflata  12/07/2018
‘Homeép cepuw [fara nponssogeraa
Batch number 3018001 Manufacturing date 06/2018
Otgen ToneH go
Department Quality Control Expiry date 06/2020
Pasmep napTn Flonysero
[Batch size 1,53,333 vials Received on 22/06/2018
NoxkasaTenu: Peaynbrarsl: Hopwmbi:
‘TESTS RESULTS SPECIFICATION
‘Onucanie Mpoapatsii, novTy Npospaskbii, nouTK
GecupeTHbii pacTeop C 3anaxom | GecUBETHHI pacTBOp ¢
COMPTa (heHUT3THNOBOrD 3aANAXOM CKpTa
heHUnaTUIoBOro
Description Clear, almost coloriess solution | Clear, almost colorless
with adour of phenylethyl alcohal | solution with odour of
phenyltethyl aléohol
Wgentuchrikauuns;
— (PEMULNEKHA Cootsercrayer Coorsercrayer
- paMULIeTiHA cynbthaTa Cootaercrayer Coorsercrayer
~ CNUPTE-beRUN3TUNOROTD Cootaetcreyer CootseTcrRyeT
- DeKCAMETa3oHa (B hopme Coorsercrayer CootseTcTRyET
AekcameTaloHa HaTpua
meracynecobersoara)
identiffcation:
- gramieidin Camplies Must comply
- framycetin sulfate Complies Must comply
- phenylethyl alcohgl Complies Must comply
- dexamethasone A Complies Must compiy
(as dexamethasone sodium
metasulphobenzoate)
O6beM Hanonsenus {mn) 075,00 20 5,45 mn
Fill volure (mi) 518 | 5,19 [ 5,22 [ 519 | 5,12 | 5,00-5,45 m.
521 | 520 | 518 521|520
LseTHocTh VIHTeHCKBHOCTL DKpacKi
UCAILITYEMOrD pacTEopa He
ACIKHE TPEBbilaTh
MHTEHCUMEHOCTL OXpacKy
AT&rvHHOro PACTEDPS
LEeTHocTH BY
Caolour Cﬂmplles < B7 Max’mum B7
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[Ipogyikr: Coppanekc®, kannu razHsie » yirHpl€, BO hAakoHax Mo 5 M
Product: Sofradex®, eyefear drops, in vial § ml
Homep cepun / Batch number: 3018001

Nokazareny; PeaynuTatsly Hopwi:
TESTS RESULTS SPECIFICATION
' MpoapaurocTs CrerneHs-0naneoUer g

UCNBITYSMOro pacTaopa He
ACTBKHA NMPEBhIaTL STeneHn

‘OnanacUEHLMY CTAHAEPTHOR

.~ CaupTa heHnNITHROBOC
~ BeKCEMETa30KE (B thopme
AekcameTasoHa HaTpui
metacynotpobenacara)
Céntent of;
~ gramigidin ,
~ framycetin sulfate

{npu akrirerocTn 670 Mrc/Mr)
0.58%

0,049%
0.0051%

050% ‘
{atan activity of 670 meg/mg)

. - . yenienanm 1.
Clarity Corhiplies < Ref. Susp i :ﬁyaxjmum Ref. Susp i
pH Or45p0050

4,6
H ) 4.5~ 50

KonmuecTsenHoe onpegenesnve:;
~ rpaMuLiauKa 0,0061% 0.0050% ~ 0, 0060%
~ thpaMuueTHa cynithara 0,50% '

0,45% —0,60%

{npu akrvsHoCTY 670 MKr/mr)
0,57% - 0,63%

0,045% - 0,056%

0.0050%. — 0, 0060%

0,45% - 0,60%

(at an activity of 670 meg/mg)

- phenylethyl alcohol 0.58% 0,57% - 063%

~ dexamethasone 0,045% — 0,055%

(as dexamethasone sodiumn. 0.048%

metasulphobenzoate)

CTepwsHOCTL Cooteercrayer CooTeercrayer

Sterility Complies Must-cornply

Mexannueckne BrnHens OtcyterRylor OrcyTerayioT

Mechanical imipurities Absent Absent

Touxa 3amep3aaHus -0,5°C OT Munye 0,5°C no  mnnyc
0,6°C

Freezing point -0,5°C Froni ~0,5 °C ta ~0,6 °C

NPUMEYAHME: OBPASELl COOTBETCTBYET TPEBOBAHVNAM KOHTPONS 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.

DarfTHs OTBCTCTBEHHOTO

____ NOBNUCE, OTOEN KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Namje of Authorised Signatory Hemang Kalavadia

for Russia
Ed. No. D4va
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