GLAND PHARMA LIMITED

AHANIMTUYECKUNA OTYET

JIeKCaMETa30Ha HATPHUS
MeTacynbhoOeH30aTa)

Iponyxr: Co¢ppanexc®, kanau raasupie u | Jara: 08/09/20
YIIHBIE, (pIaKOoH 5 MJI
GMID: 366944 Homep P NO013871/01
PerncrpannonHoro
Y/I0CTOBEpPEHHS
Howmep cepuu: 3020008 Jara npousBoactBa: | 06/2020
Otnen: KonTtposns xauecTBa CpoOK roJJHOCTH: 05/2022
Pa3mep cepuu: 805 L [MonyueHo: 28/06/20
Ccpuika Ha nokyment | FP/20/A/008 - -
KOHTPOJISL Ka4ecTBa
TecTsl Pe3syabTaThl Cnenuduxanus
Ornucanue [Tpo3payHbIii, TOYTH OECIIBETHBIH [Tpo3payHbIii, TOYTH OECIIBETHBIH
pacTBOp ¢ 3anaxoM (HeHWIITHIOBOTO pacTBOp ¢ 3armaxom
CrupTa (CHIIIITHIIOBOTO CIIUPTA
IomnuHHOCTB:
IpaMHULMIUH CooTBeTcTBYET JloimKeH coOTBETCTBOBATH
¢dpamueTnHa cynbpar CooTBeTcTBYET JloimKeH coOTBETCTBOBATH
CIUPT HEHWIPTUIOBBIH CooTBeTCTBYET JloJDKeH COOTBETCTBOBATh
JIeKcaMeTa3oH (B popme CooTBeTcTBYET JloimKeH coOTBETCTBOBATh

OObeM HaroJIHEHUS (MJT)

520457 | 5,18661 | 5,18380 | 520623 [ 5,18496

520154 | 5,20264 | 5,17057 | 5,19129 [ 5,19835

5,00-5,45 ma

I[BeTHOCTH VHTEeHCUBHOCTB OKPACKU Maxkcumym B
UCTBITYEMOTO PacTBOpPA MEHEE
HMHTEHCUBHOCTH OKPACKU 3TaJOHHOTO
pactBopa B
IIpo3paunocts Memnee ueM sTanoHHas cycnensus 11 MakcuMyM 3TaJOHHAs CyCIIEH3Us
11
pH 4,6 4,5-5,0
KonuuectBennoe onpenenexue
-I'pamunnx 0,0058 % 0,0045 %- 0,0060 %
-OpamuneTuH cyabdar 0,50 % 0,45 % - 0,60 % (mpu aKTUBHOCTH
670 MKr/mr)
-Criupt HeHUIITUITOBBIT 0,59 % 0,45 % - 0,65 %
nekcaMmeTasoH (B popme 0,051 % 0,045 %- 0,055 %'-J‘:_ : Y
JIEKCAMETa30HA HATPHUS R
MeTtacyibhoOeHszoara) /
CrepunbHOCTD CooTBeTCTBYET JIOIDKeH COOTBE
MexaHnuecKue BKIIOYEHUS OTCyTCTBYIOT OTCyTCTBYIOT
Temmepatypa 3aMep3aHus -0,5°C 0Ot -0,5 °C 10 -0,6 °C
YmakoBka 1 MapKupoBKa* COOTBETCTBYET Jomxkusl coorBeTcTBYeT PY HJ|
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GLAND PHARMA LIMITED

AHANIMTUYECKUNA OTYET

Iponyxr: Codpanexc®, kammu raasueie u | Jara: 08/09/20
YIIHBIE, (pIaKOoH 5 MJI

GMID: 366944 Homep P NO013871/01
PerncrpannonHoro
Y/I0CTOBEpPEHHS

Howmep cepuu: 3020008 Jara npousBoactBa: | 06/2020

Otpoen: Kontposns kauectBa CpOK roJHOCTH: 05/2022

Pa3mep cepuu: 805 L [MonyueHo: 28/06/20

Ccpuika Ha nokyment | FP/20/A/008 - -

KOHTPOJISL Ka4ecTBa

TecTsl Pe3syabTaThl Cnenuduxanus
-OpamurieTyH cynbdar F1800002/01 (DGRMAV20001) ®dapeBa PomanHaBHI
®dapeBa PomanHaBHI 143, Avenue Gaston Roussel,
93230, Romainville, Cedex,
France
-I'pamunuux B3100421 (DGRMAV19012) ®dapmacbroTukans JItg
Kcenmus ®apmacsrotukans JItg Szallas Utca 1-3, H-1107
Budapest, Hungary
-JlekcameTazoH 1802222904 (DGRMAV19015) Canodu Hlumu
MeTacynbhoOeH3oar Canodu Hlumu 63480 Vertolaye, France

[IprmMeganne: HACTOSIINM S MTONTBEPXKIAI0, UTO JaHHAs Cepusl MPOTECTHPOBAHA IO BCEM ITOKA3aTeNsIM KadecTBa,
TIEPEUNCIICHHBIM B crnernudukanuu HopmatuBHOW JloKyMeHTannu, 3aperucTpUPOBAHHON B HACTOsSIIEE BpeMS B
Poccuiickoit ®enepanum.

*HacTosImuM IOATBEP)KIAACTCS, YTO CEpHUsl COOTBETCTBYET TPEOOBAaHUSIM Pa3[esioB «YIakoBKa» M «MapKHpOBKay
cnerudurkann Hopmarusnoii JlokymMeHTaIy, 3aperucTpUpoBaHHOM B HacTosIee BpeMst B Poccuiickoit @enepannu
(MapkupoBKa B IIOJTHOM COOTBETCTBHUH C MOCIEAHUMH OTOOPEHHBIMH BEPCHSMH MAKETOB yIIaKOBOYHBIX MaTEpPHAIOB
W MHCTPYKUMHM IO MEAMIMHCKOMY NPHUMEHEHHIO. YIIaKOBKa B IIOJIHOM COOTBETCTBUH CO crenudukanmeit
HopwmaruBaoii JlokymeHTanuu u nepeMeHHas HH(QOpManus pactoiokeHa B COOTBETCTBYIOIIHX MOJIAX).

YTIOTHOMOYCHHBIH MPEJCTABUTENh OT/ACTa KOHTPOJIS KauecTBa
R.N.G.H. Krishnam Ratu (noonucw) neuamvs KOMRAHUU

08.09.2020
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GLAND GLAND PHARMA LIMITED

ANALYTICAL REPORT
Product: Sofradex®, eye/ear drops, in vial 5 ml Date 08/09/20
GMID: 366944 Marketing Authorization | p N013871/01
number
Batch number 3020008 Manufacturing date 06/2020
Department Quality Control Expiry date 05/2022
Batch size 805L Received on 28/06/20
QC reference NO. | FP/20/A/008 ) :
TESTS RESULTS SPECIFICATION
Description Clear, almost colorless solution with odour Clear, almost colorless solution with
escrip of phenylethyl alcohol odour of phenylethyl alcohol
Identification:
gramicidin Complies Must comply
framycetin sulfate Complies Must comply
phenylethyl alcohol Complies Must comply
dexamethasone
(as dexamethasone sodium Complies Must comply

metasulphobenzoate)

5.2045715.18661 |5.183805.20623 | 5.18496

Fill volume (ml) 5,00 - 5,45 ml
5.20154| 5.20264|5.17057|5.19129(5.19835

Colour Sample solution is less intensely coloured Maximum B7

than the standard colour solution B7
Clarity Less than reference suspension I Maximum Ref. Susp I
pH 4.6 4,5-5,0
Content of:
— Gramicidin 0.0058 % 0,0045% - 0, 0060%
— Framycetin Sulfate 0.50 % 0,45% - 0,60%

(at an activity of 670 mcg/mg)

— Phenylethyl Alcohol 0.59 % 0,45% — 0,65%
— dexamethasone . P .
(as dexamethasone sodium 0.051 % 0,045% - 0,055% dall«Carobn Fooduss |
metasulphobenzoate) ig‘i‘i“;;;"';ﬁ';:;,"; -
Sterility Complies Must comply
Mechanical impurities Absent Absent
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CLAND GLAND PHARMA LIMITED

ANALYTICAL REPORT
Product: Sofradex®, cye/ear drops, in vial 5 ml Date 08/09/20
GMID: 366944 Marketing Authorization | p N013871/01
number
Batch number 3020008 Manufacturing date 06/2020
Department Quality Control Expiry date 05/2022
Batch size 805L Received on 28/06/20
QC reference NO. | FP/20/A/008 B )
TESTS RESULTS SPECIFICATION
Freezing point -0.5°C From -0,5 °C to -0,6 °C
Packaging and labelling* Complies Must confirm Rus ND
API Actual Manufacturer in the batch API Manufacturer must be:
Fareva Romainville ,
-Framycetin Sulphate F1800002/01, (D,GRMAV20001) 143, Avenue Gaston Roussel, 93230,
Fareva Romainville Romainville, Cedex France
-Gramicidin B3100421 (DGRMAV19012) Pharmaceuticals Limited
Xellia Pharmaceuticals Limited Szallas Utca 1-3, H-1107,
Budapest, Hungary
-Dexamethasone meta sulpho | 1802222904 (DGRMAV19015) Sanofi Chemie
benzoate Sanofi Chemie 63480 Vertolaye
France

REMARKS: | hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelling is in full compliance with the last
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).
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