SOVEREIGN

CoBepenH ®Papwma MerT. JlTa.
Survey No. 46/1-4, Kadaiya Village, Nani Daman -
396 210, Unaun
Ten.:0260-6635400/420, ®akc:0260-6635401

CepTtudumkar aHanmsa

(FoToBbLIN NPOAYKT)

MpoaykT: Codbpagekc®, kannu rnasHble U |[ara: 07/09/2021
yWwHble, fiakoH 5 mn
Kog GMID: 775823 Homep PY: M N013871/01
CpoK rogHoCTu: 2 roga Howmep HO: M N013871/01-291008,
nam. 1-7
Homep cepuu: 0321006 [aTta nponsBoacTea: 07/2021
Otgen: KoHTponb kayecTsa lopeH fo: 06/2023
Pa3wmep cepuu: 85714.000 Monyuen: 03/08/2021
YUYeTHbI HOMEP KOHTPOIS KavecTBa: Ycnosua xpaHeHns: Mpu TemnepaType He
SP01FPB21000152 Bbile 25 °C.
HUcnbimaHus Pe3ynbmamabi Cneyudgpukayus
Onucanune Mpo3payHbIn No4YTN 6eCLBETHBIN Mpo3payHbIN NoYTK BeCLBETHLIA PAcTBOp C
pacTBOp C 3anaxom cnupTa 3anaxom cnmpTta eHnnaTIoBoro.
GEeHMNITMUNOBOrO.
lNoannHHOCTL:
MpamnumauHa CooTBeTcTBYyET [ormkeH cooTBeTCTBOBaTb
®pamuueTnHa cynbdarta CootBetcTBYET JlorKeH COOTBETCTBOBATh
CnupTa heHunaTnnoBoro CootBetcTBYET [lorKeH COOTBETCTBOBATh
[ekcameTasoHa
(B dbopme gekcameTasoHa CootBeTtcTBYET [lomkeH COOTBETCTBOBATh
HaTpusi MeTacynbdobeH3oaTa)
O6BbeM HanonHeHus 5,32 mn O71 5,00 po 5,45 mn

LiBeTHOCTb MeHee MHTEHCMBHO OKpaLleH, MHTEHCMBHOCTb OKpPacKu UCMNbITYEMOro
4YeM STarloHHbIA pacTBop pacTBopa He A0SKHa NpeBbIaTh
uBeTHoOCTU BY. WHTEHCUBHOCTb OKPacCKM 3TaroHHOro

pacTBopa UuBeTHOCTK BY.

Mpo3payHocTb CreneHb onanecueHumMmn meHee CrteneHb onanecueHunm UCNbITYEMOrO
Bblpa)keHa, YeM y CTaHOapTHOM pacTBopa He A0fKHa NpeBbiwaTh CTENEHb
cycneHsuu I onanecueHUMM cTaHgapTHoW cycneHsum .

pH 4,60 Ot 4,5 10 5,0.

KonuuyecTtBeHHOEe copepxaHue:

- MpamuumamnHa 0,0052 % 0,0045 % — 0,0060 %

o/ _ (o)

— ®pamuueTuHa cynbarta 0,51 % 0,45% - 0,60%

(npn akTMBHOCTM 670 MKr/Mr)
o/ _ 0,

— CnupTa (beHNNaTUNIOBOTO 0,59 % 0.45% - 0,65 %

— [ekcameTasoHa

(B dbopme gekcameTasoHa HaTpus o 0,045% — 0,055%

MeTacynbgobeH3oaTa) 0,050 %

CTepunbHOCTb CootBeTcTBYET J[lomKkeH cooTBETCTBOBATL

MexaHun4yecKme BKIoYeHNs OrcytcTaytoT

T, | OTCYTCTBYIOT

Temnepartypa 3amep3aHund

-0,50°C
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Bepcusa 05V2
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CoBepenH ®Papwma MerT. JlTa.

?(WEIGN Survey No. 46/1 -;l,g;(;?gfyv?kl\g::ge, Nani Daman -

Ten.:0260-6635400/420, ®akc:0260-6635401

CepTtudumkar aHanmsa
(FoToBbLIN NPOAYKT)

MpoaykT: Codbpagekc®, kannu rnasHble U |[ara: 07/09/2021
yWwHble, fiakoH 5 mn
Kog GMID: 775823 Homep PY: M N013871/01
CpoK rogHoCTu: 2 roga Howmep HO: M N013871/01-291008,
nam. 1-7
Homep cepuu: 0321006 [aTta nponsBoacTea: 07/2021
Otgen: KoHTponb kayecTsa lopeH fo: 06/2023
Pa3wmep cepuu: 85714.000 Monyuen: 03/08/2021
Y4eTHbIN HOMEP KOHTPOMS kayecTsa: YcnoBusi XpaHeHUs: Mpu TeMnepatype He
SP01FPB21000152 Bbile 25 °C.
HUcnbimaHus Pe3ynbmamabi Cneyudgpukayus
YnakoBka Mo 5 mn npenapata Bo ¢nakoH Mo 5 mn npenapata BO hnakoH un3

13 NPO3payYHOro CTekria XenToro MpPO3paYHOro CTeKma XenToro useTa,
LBeTa, YKYNOPEHHbIN PE3NHOBOW YKYMOPEHHbIV PE3MHOBOW MPOBKOW,

Npobkor, OB TAHYTLIN OOTAHYTLIV anNtOMUHUEBBLIM KOJTNMAYKOM C
antoMUHUEBLIM KOMMa4ykoM C NacTUKOBOM KpbIWKOW. Mo 1 donakoHy
NnacTUKOBON KpbiLLkon. Mo 1 BMeCTe C KanenbHUUen n3 nonnatuneHa un

cbnakoHy BMecCTe C kanenbHULen | ¢ UHCTPYKUMEN MO NPUMEHEHUIO B
U3 NONUITUMNEHA N C UHCTPYKUMEN | KapPTOHHYIO Mauky.

Mo NPUMEHEHMIO B KAPTOHHYIO
nauky.
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SOVEREIGN

CoBepenH ®Papwma MerT. JlTa.
Survey No. 46/1-4, Kadaiya Village, Nani Daman -
396 210, Unaun
Ten.:0260-6635400/420, ®akc:0260-6635401

CepTtudumkar aHanmsa
(FoToBbLIN NPOAYKT)

MpoaykT:

Codpanekc®, kannu rnasHole u
yWwHble, fiakoH 5 mn

[ara:

07/09/2021

Kog GMID:

775823

Homep PY:

MN013871/01

CpoK rogHoCTu:

2 ropa

Homep HO:

M N013871/01-291008,
nam. 1-7

Homep cepun:

0321006

[aTta nponsBoacTea: 07/2021

Otpen:

KOHTpOﬂb KayecTBa

[opeH go:

06/2023

Paamep cepun:

85714.000

MonyyeH:

03/08/2021

YUYeTHbI HOMEP KOHTPOIS KavecTBa:

SP01FPB21000152

Ycnosua xpaHeHns: I'Ip|/| TeMnepartype He

Bbille 25 °C.

MapkupoBka

CootBeTtcTBYET

Ha smukemke ¢pnakoHa Ha pyccKkoM A3bike
yKasblgarom: TOproBoe HavMeHoBaHue
npenapaTta c npeaynpeaTensHoOn
MapK1MpoBKon ®, nekapcTBeHHyo Popmy,
obbem npenaparta BO (hriakoHe, COCTaB C
yKa3aHMeM HaMMEeHOBaHUS U CoAepKaHus
OeNCTBYIOLLMX BELLECTB U NepevyHeM
BCMOMOraTerbHbIX BELWEeCTB, «[1ns HapyXHoro
npuMeHeHns», « CTepunbHO», YCroBus
XpaHeHus, «XpaHWTb B He4OCTYMHOM AN AeTen
MecTe», HanMeHoBaHne PUPMbI-
nNpounsBOANTENS U CTPaHy NPOM3BOACTBA,
FIOroTUN KOMMaHUW (MaTUHCKUM LLUPUATOM),
HOMep cepun, AaTty NPOM3BOACTBA, CPOK
roaHocTW (roAeH A0), BHYTPEHHWI Kog,
(BybnupyeTcs NaTMHCKUM LWPUETOM).
[lonyckaeTcst Hannyme BHYTPEHHEro(ux)

koaa(oB) komnaHuu (Bkntovas 2D koa) u
rpacguyeckoro(nx) anemeHTa(os).

Ha kapmoHHoU nayke Ha pycckoMm si3blke
yKasblgarom: TOproBoe HavMeHoBaHue
npenapaTta c npeaynpeaTenbHoOn
MapKkmpoBkon ®, rpynnupoBoYHOe
HanmeHoBaHwve (ppaMnLeTVH + rpamnumnanH +
AeKcameTasoH), ekapcTBeHHyo hopmy, 06bem
npenapata BO (bflakoHe, COCTaB C yKa3aHnem
HaVMEHOBaHUA 1 coaepXKaHns AeNCTBYOLWUX
BELLECTB U NepeyvyHeM BCroMoraTernbHbIX
BeLecTB, «[Ans HapyXXHOro NPUMEHEHUS»,
«CTepunbHO», YCOBUS XpaHeHUs, «XpaHuTb B
HeAoCTYNHOM AnA AeTen mectey, «[locne
BCKPbITMS chriakoHa npenapat crnegyeT
MCnonb3oBaTh B TeyeHne 1 mecsiuar», ycrosus
oTnycka, HanMeHoBaHve PUpMbI-
npoun3BoanTeNs 1 CTpaHy NPoM3BOACTBa,
HavMeHoBaHWe BnagernbLa perncTpaLyoHHOro
YyAOCTOBEPEHUSI U CTPaHy, TOroTUM KOMNaHum
(naTMHCKUM WpUdTOM), HOMEP cepun, AaTty
npouns3BOACTBa, CPOK FOAHOCTY (roAeH A0),
BHYTPEHHWI Ko (ay6nupyeTca naTMHCKUM
LWpUATOM), LUTPUX-KOA, HOMEP
perncTpaLmoHHOro yaoCTOBEPEHUS.
[lonyckaeTcst Hanuyme BHYTPEHHEro(ux)

koda(oB) komnaHum (Bkntovasn 2D koa) u
rpacmyeckoro(nx) anemeHTa(oB).
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CoBepenH ®Papwma MerT. JlTa.
o Survey No. 46/1-4, Kadaiya Village, Nani Daman -
SOV EREIGN

Ten.:0260-6635400/420, ®akc:0260-6635401

CepTtudumkar aHanmsa
(FoToBbLIN NPOAYKT)

MpoaykT: Codbpagekc®, kannu rnasHble U |[ara: 07/09/2021
yWwHble, fiakoH 5 mn
Kog GMID: 775823 Howmep PY: M N013871/01
CpoK rogHoCTu: 2 roga Howmep HO: M N013871/01-291008,
usm. 1-7
Homep cepuu: 0321006 [aTta nponsBoacTea: 07/2021
Otgen: KoHTponb kayecTsa lopeH fo: 06/2023
Pa3wmep cepuu: 85714.000 Monyuen: 03/08/2021
Y4eTHbIN HOMEP KOHTPOMS kayecTsa: Ycnosus xpaHeHus: Mpu TeMnepatype He
SP01FPB21000152 Bbile 25 °C.
HUcnbimaHus Pe3ynbmamabi Cneyudgpukayus

Ha kapToHHOW nayke gonyckaeTcs Hanmune
camokresierocsi(mxcsi) ctukepa(oB) ¢ LEeNbo
KOHTPOS1 NEPBOrO BCKPbITUS.

JononHnTensHO MoXeT ObITb HAHECeHa
uHpopmaLmst ANsi MOHUTOPUHIA ABMKEHUS!
neKkapCTBEHHbIX NpenapaToB OT NMPOU3BOANTENS
[0 KOHeYHoro notpebuTens.

AdU dakTnyeckun npounssoautens ansa | MNMpoussogntens AOU gomxeH ObiTh:
cepuu:
- ®pamuueTunHa cynbpar - ®apeBa PomaunHBun, ®paHuus
(F1900008/01) ®dapeBa PomanHsun, dpaHums 143, Avenue Gaston Roussel, 93230,

Romainville, Cedex France

- MpamununguH (B3100495) Kcennua ®apmacbetotukans I1ta, - Kcennua ®apmacostotukana J1tg, BeHrpusi

BeHrpus Szallas Utca 1-3, H-1107,
Budapest, Hungary

- CaHodu Wnmn, dpaHums
JekcameTasoHa CaHocou LLumu, ®paHuyusa 63480 Vertolaye, France
mMeTacynbgobeHsoat
(1802222904)

MpumeyaHue: Hacmosauwum nodmeepx0aro, Ymo ama cepus nposepeHa Ha coomseemcmaue ecem mecmam
Kayecmea, YyKa3aHHbIM 8 CrieyughuKayuu HopmMamusHol 00KyMeHmMayuu, 3ape2ucmpuposaHHoli 8 Hacmosuwee
spemsa 8 Pocculickoli ®edepayuu.

Y1ojaHOMOUYEHHOE JIMIIO IO KOHTPOJIIO Ka4Y€CTBa

3
o,

Wwms ynomHOMOuYeHHOTO Jinna 1o kadecty/ara 07/09/2021 \ﬂqatgb KOMITaHUU
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Soverelgn Pharma Pvt. Ltd.
Survey No. 46/1-4, Kadaiya Village, Nani Daman -
396 210, India

Tel.

:0260-6635400/420, Fax:0260-6635401

CERTIFICATE OF ANALYSIS

(Finished Product)

Product: - " |Sofradex®, eyelear drops, in vial |Date 107/09/2021
5ml
GMID: N 775823 - Marketing Authorization M NO13871/01
Shelf-life T 2 ye;rsﬂ Normative Document ~|FTNO13871/01-291008,
Var 1-7
Batch number 0321006 Manufacturing date 07/2021
Department Quality control Expiry date ~|06/2023
Batch size o ~ |85714.000 NOS Received on - 03/08/2021
'QC reference NO. Storage Conditions At temperalure not above
- ~ IsP01FPB21000152 2876,
TESTS - RESULTS SPECIFICATION

i
.

Descrlptlon

'_Clear, almost colorless solution
with odor of phenethy! alcohol

Clear, almost colorless solution with odor
of phenethyl alcohol. .

" |dentification:

Gramicidin

Complies Must comply
Framycetin sulfate Complies Must comply
Phenylethyl alcohol Complies Must comply
Dexamethasone
(as Dexamethasone sodium Complies Must comply
___metasulphobenzoate) o -
Fill volume N Be2ml Sdlel i
. Colour Intensity of color of sample solution does
Less intensely colored than the not exceed intensity of color of reference
I | standard color solution B7. | color value solution B7.
Clar|ty Opalescence less pronounced Opalescence of sample solution does
than that of reference not exceed opalescence of standard
L - | suspension . suspension |l.
' pH 4.60 45105.0
- Content of: B I o )
.~ Gramicidin 0.0052 % 0.0045 % — 0.0060 %
- Framycetin Sulfate 0.51 % 0,45% — 0,60%
(at an activity of 670 mcg/mg)
- Pheny!ethyl Alcohol 0.59 % 0.45 % —0.65%
i -- Dexamethasone
i (as Dexamethasone sodium
' metasulphobenzoate) 0.050 % 0,045% — 0,055%
Sterlllty Complies Must comply
Mechamcal |mpur|t|es Absent Absent
B Yo

Freezmq point

or Russia
Ed. No. 05V2

From -0,5 °C to O E) “C
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Sovereign Pharma Pvt. Ltd.
Survey No. 46/1-4, Kadaiya Village, Nani Daman -

396 210, India

Tel.:0260-6635400/420, Fax:0260-6635401

CERTIFICATE OF ANALYSIS

(Finished Product)

Product: Sofradex®, eye/ear drops, in vial | Date 107/09/2021
5 ml
GMID: ' 775823 Marketing Authorization M NO13871/01
Shelf-life o 2years Normative Document N N013871/01-291008,
i Var 1-7
|Batch number 0321006 Manufacturing date 07/2021
Department - Quality control Expiry date 06/2023
Batch size 85714.000 NOS Received on 03/08/2021
:QC reference NO. Storage Conditions At temperature not above
| SPO1FPB21000152 28 "%
TESTS - RESULTS SPECIFICATION
Packaging 5 ml of the product into a clear 5 ml of the product into a clear yellow

or Russia
Ed. No. 05V2

yellow glass bottle sealed with a | glass bottle sealed with a rubber stopper
rubber stopper covered with an covered with an aluminium cap with a

aluminium cap with a plastic lid. plastic lid.

1 glass with a dropper and a 1 glass with a dropper and a patient

| patient leaflet into a carton pack. | leaflet into a carton pack.
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:Product:

_ Sovereign Pharma Pvt. Ltd.

Survey No. 46/1-4, Kadaiya Village, Nani Daman -
396 210, India
Tel.:0260-6635400/420, Fax:0260-6635401

CERTIFICATE OF ANALYSIS

(Finished Product)

Sofradex®, eye/ear drops, in vial |Date
5 ml

07/09/2021

jGM]D:

775823

Marketing Authorization

M N013871/01

| Shelf-life

2 years

EBatch number

Normative Document

M N013871/01-291008,
Var 1-7

0321006

Manufacturing date

07/2021

;Departmem

\Batch size i
1QC reference NO.
1

Quélity control Expiry date

106/2023

85714.000 NOS

Received on

03/08/2021

~ |SPO1FPB21000152

Storage Conditions

At temperature not above
25°C.

i__

f Labeling

~ RESULTS

SPECIFICATION

Confirms

or Russia
Ed. No. 05V2

The Vial label states in Russian: trade name
of the medicinal product with warning marking
®, dosage form, volume of the product per
vial, composition with indication of name and
content of active substance and list of
excipients, "For topical use"”, “Sterile”, storage
conditions, "Keep away from children”, name
of manufacturing company and
manufacturing country, logo of the company
(in Latin characters), batch number,
manufacturing date, shelf-life (expiry date),
internal company code (duplicated in Lalin
characters).

The presence of internal code(s) of the
company (including 2D code) and the graphic
element(s) is allowed.

The carton pack label states in Russian: irade
name of the medicinal product with warning
marking ®, grouping name (framycetin +
gramicidin + dexamethasone), dosage form,
volume of the product per vial, composition
with indication of name and content of active
substance and list of excipients, "f-or topical
use", "Sterile”, storage conditions, "Keep
away from children”, “Use the product within
1 month after opening vial", dispensing rules,
name of manufacturing company and
manufacturing country, name of marketing
authorization holder and country, logo of the
company (in Latin characters), batch number,
manufacturing date, shelf-life (expiry date).
internal company code (duplicated in Latin
characters), bar-code, Marketing
Authorization number.

The presence of internal code(s) of the
company (including 20D code) and the graphic
element(s) is allowed.

On the carton box it is allowed to have sclf-
adhesive sticker(s) to control the first
opening.

The information for monitoring of the
movement of medicinal products from the
manufacturer to the final costumer can be
applied additionally.
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Sovereign Pharma Pvt. Ltd.
Survey No. 46/1-4, Kadaiya Village, Nani Daman -

396 210, India

Tel.:0260-6635400/420, Fax:0260-6635401

CERTIFICATE OF ANALYSIS
(Finished Product)

i
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|
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|
|
|
i
!
i
i
i

Product: '§ofrladex°°, eyelear drops, in vial |Date 107/09/20211
5m

fGMID: 775823 Marketing Authorization M NO13871/01
|Shelfife 2years Normative Document - [M'N013871/01-291008,
i ) Var1-7
! Batch number 0321006 Manufacturing date 07/2021
iDepartment Quality control Expiry date - |06/2023
;Batch size 85714.000 NOS Received on 03/08/2021
:QC reference NO. o Storage Conditions At temperature not above
| SP01FPB21000152 A

TESTS - RESULTS ~ SPECIFICATION

I API
i

- Framycetin Sulphate (F1900008/01)

i+ - Gramicidin (B3100495)

- Dexamethasone meta sulpho
benzoate (1802222904)

Actual Manufacturer in the batch

Fareva Romainville , France

Xellia Pharmaceuticals Limited,
Hungary

Sanofi Chimie, France

APl Manufacturer must be:

-Fareva Romainville, France
143, Avenue Gaston Roussel, 93230,
Romainville, Cedex France

-Xellia Pharmaceuticals Limited,
Hungary

Szallas Utca 1-3, H-1107,
Budapest, Hungary

-Sanofi Chimie, France
63480 Vertolaye, France

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

or Russia
Ed. No. 05V2
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