SOVEREIGN

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

CepTtudumkar aHanmsa
(ToToBbLIN NPOAYKT)

MpoaykT: Codbpagekc®, kannu rnasHble U |[ara: 28/08/2021
yWwHble, iakoH 5 mn
Koa GMID: 775823 Homep PY: M N013871/01
CpoK rogHoCTu: 2 rona Homep HO: M N013871/01-291008,
nsm. 1-7
Homep cepuu: 0321003 [aTta nponsBoacTea: 07/2021
Otpen: KoHTponb kayecTsa lopeH po: 06/2023
Paamep cepun: 85714.000 MonyyeH: 26/07/2021
YyeTHbIn HOMEpP KOHTPONA KavecTBa: Ycnosusa XpaHeHuaA: I'Ipvl TeMnepartype He
SPO1FPB21000138 Bbilue 25 °C.
HcnbimaHus Pe3ynbmamabi Cneyudgpukayus
Onucanune MpospayHbIn No4yTn 6ecLBeTHbIA | Npo3payHbIi MOYTN 6ECLBETHbIN
pacTBOp C 3anaxom cnupTa pacTBOp C 3anaxom cnupTta
(PEeHMNITUNOBOrO. GEeHMNITMUNOBOrO.
NoannHHOCTL:
MpamnumauHa CootBetcTBYET [omxeH cooTBeTCTBOBaATL
®pamuueTtmHa cynbdaTta CootBeTcTBYET JlofpKeH COOTBETCTBOBAThb
CnupTta dheHnnaTMnoBoro CooTtBeTcTBYET JlofpKeH COOTBETCTBOBATb
[ekcameTasoHa
(B dbopme gekcameTasoHa HaTpus CooTtBeTcTBYET [lomKeH COOTBETCTBOBATb
MeTacynbgobeH3oaTa)
O6BbeM HanonHeHus 5,32 Mmn OT 5,00 go 5,45 mn
LiBeTHOCTb MeHee MHTEHCMBHO OKpaLLleH, MHTEHCUBHOCTbL OKpacKu UCMbITYyeMOro
YeM 3TaroHHbIN pacTBOp pacTBopa He 4OKHa NpeBbiwaTh
useTHocTu BY. MHTEHCMBHOCTb OKPaCKM 3TarloHHOro
pacTtBopa uBeTHOCTU B7.
[Mpo3spayvHoCTb CTteneHb onanecueHunn meHee | CTeneHb onanecLeHLMn UChbITyeMoro
Bblpa)keHa, YeM y CTaHOapTHOM pacTBopa He 4OMKHa NpeBbiaTh
cycneHsuu . cTeneHb onanecueHLmMm cTaHaapTHOM
cycneHsuu Il.
pH 4,60 Ot 4,5 [0 5,0.
KonuyecTtBeHHOe cofepxaHue:
— MpamuumanHa 0,0055 % 0,0045 % — 0,0060 %
0 — 0,
— ®pamuueTrHa cynbgara 0,52 % 0,45% - 0,60%
(npu akTMBHOCTM 670 MKr/Mr)
0f — 0,
— CnnpTa eHNNaTUNOBOro 0,58 % 0:45% - 0,65 %
— JekcameTasoHa
(B dbopme gekcameTasoHa HaTpus .
MeTacynbgobeH3oaTa) 0,050 %
MexaHuyeckme BKNioYeHus OrcyTcTaytoT
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SOVEREIGN

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

CepTtudumkar aHanmsa
(ToToBbLIN NPOAYKT)

MpoaykT: Codbpagekc®, kannu rnasHble U |[ara: 28/08/2021
yWwHble, iakoH 5 mn
Kog GMID: 775823 Homep PY: 1 N013871/01
CpoK rogHoCTu: 2 rona Homep HO: M N013871/01-291008,
nsm. 1-7

Homep cepuu: 0321003 [aTta nponsBoacTea: 07/2021

Otgen: KoHTponb kayecTsa lopeH fo: 06/2023

Paamep cepun: 85714.000 MonyyeH: 26/07/2021

YyeTHbIN HOMEpP KOHTPONA KavecTBa: Ycnosusa XpaHeHuaA: I'Ipvl TeMnepartype He

SPO1FPB21000138 Bbilue 25 °C.
HcnbimaHus Pe3ynbmamabi Cneyudgpukayus
TemnepaTypa 3amep3aHust -0,50°C OT -0,5 °C go -0,6 °C
YnakoBka Mo 5 mn npenapata BO hnakoH Mo 5 mn npenapata BO ¢ofnakoH n3
N3 NPO3pavYHOro CTeKrna XenToro | NPoO3payHoro CTekna XenToro LBeTa,
LBeTa, YKYNOPEHHbI PE3UHOBOW | YKYMOPEHHbIN pe3nHOBOW NpobKon,
Npobkom, 06TAHYTHIN OBTAHYTLIV arntoMUHNEBLIM KONMNAYkoM C
antoMUHMEBBIM KOMMNayYkom ¢ NnacTUKOBON KpblLkoW. 1o 1 donakoHy
NMacTUKOBOM KpbILKoW. Mo 1 BMECTE C KanenbHULEN U3 NONNITUNEHA
¢nakoHy BMeCTe C KanenbHULUEN | U C MHCTPYKLMEN NO NPUMEHEHMIO B
N3 NOSIMaTUNEHA U C KapTOHHYO MauyKky.
WMHCTPYKUMEN NO NPUMEHEHNIO B
KapPTOHHYHO NayKy.
Ansi Poccuu
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SOVEREIGN

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

CepTtudumkar aHanmsa
(ToToBbLIN NPOAYKT)

MpoaykT:

Codbpagekc®, kannu rnasHble U |[ara:
yWwHble, iakoH 5 mn

28/08/2021

Kog GMID:

775823

Homep PY:

1 N013871/01

CpoK rogHoCTu:

2 roga

Homep HO:

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

Homep cepun:

0321003

[ata npousBoacTea:

07/2021

Otpen:

KoHTponb kavecTBa lopeH po:

06/2023

Paamep cepun:

85714.000 MonyyeH:

26/07/2021

YUYeTHbI HOMEP KOHTPOIS KavecTBa:

SP01FPB21000138

Ycnosua xpaHeHns:

Mpu TemnepaType He
Bbilwe 25 °C.

MapkupoBka

CooTtBeTcTBYET

Ha smukemke gpnakoHa Ha pycCcKOM A3biKe
yKasblgarom: TOproBoe HaMMeHoBaHne
npenapara ¢ npegynpeauTensHon
MapKMpOBKOM ®, nekapCTBEHHYIO hopmy,
obbem npenaparta Bo hrakoHe, COCTas C
yKa3aHMeMm HavMeHOBaHUSA 1 codepXxaHns
OeVCTBYOLMX BELLECTB N NEpeYHeM
BCMOMoraTenbHbIX BelecTs, «Ans
Hapy>XHOro NpuMeHeHns», « CTepunbHo»,
YCroBUS XpaHeHns, «XpaHuTb B
HeJoCTYNHOM AN AeTei MecTey,
HaumeHoBaHve UpMbI-NPON3BOANTENS U
CTpaHy Npon3BOACTBA, NOroTUN KOMMAaHUn
(naTnHCKMM WpKdTOM), HOMEP cepun, faTy
Npon3BOACTBA, CPOK rogHOCTU (roaeH A0),
BHYTPEHHUI KOpA (Ay6nupyeTca NnaTMHCKUM
LwpndTOoMm).

[onyckaeTca Hanuyne BHyTpeHHero(ux)
Kopa(oB) komnaHum (Bkrtovas 2D ko) u
rpaduyeckoro(1x) anemeHTa(os).

Ha kapmoHHOU nayke Ha pycCKOM S3blke
yKa3sblgarom: TOproBoe HaumMeHoBaHVe
npenapara c npegynpeanTensHon
MapK1MpoBKOM ®, rpynnupoBOYHOE
HavmeHoBaHue (PpamMmLETMH + rpaMULManH
+ AekcameTasoH), NeKkapCTBEHHY opmy,
o6bem npenapata Bo ¢hniakoHe, COCTaB C
yKasaHneM HauMeHOBaHWs U cogepXaHus
OencTByoLLUX BELECTB U nepeyHeM
BCMoOMoraTenbHbIX BeLecTB, «Ans
Hapy>XHOro NpuMeHeHns», « CTepunbHo»,
YCroBUs XpaHeHusi, «XpaHuTb B
HELlOCTYMHO: i e -mecTe», «[Mocne
BCKPbITU Jq‘: ] ”“awabar cneayet
UCMOnE 903,. B TeUeHns w» 25Uy,
ycnorjm f,mﬁcxa HaI/IMeHOBQI-"I/"‘ PUpMbI-
npowéng,ﬂmenﬂ U CTREHY/ RO ,bpnCTBa
Hamsewbaar né sf‘la,qe, 150,
perny rp ;IL{VIOH HOrs yadCTOBEf 61
' omnaval (naTMHl;ly'M H

)

jﬂ N CTPaHy,
pudTOM),

(,qy6n|/|pye1t‘cl 1.-.CKAM ,ﬂpM(bTOM) LUTPUX-
Kofl, HOMep PerviCTPELUMOHHOrO
YOOCTOBEPEHUS.
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SOVEREIGN

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

CepTtudumkar aHanmsa
(ToToBbLIN NPOAYKT)

MpoaykT: Codbpagekc®, kannu rnasHble U |[ara: 28/08/2021
yWwHble, iakoH 5 mn
Koa GMID: 775823 Homep PY: M N013871/01
CpoK rogHoCTu: 2 rona Homep HO: M N013871/01-291008,
nam. 1-7
Homep cepuu: 0321003 [aTta nponsBoacTea: 07/2021
Otpen: KoHTponb kayecTsa lopeH po: 06/2023
Paamep cepun: 85714.000 MonyyeH: 26/07/2021
Y4YeTHbI HOMEpP KOHTPONS KayecTsa: YcnoBus XxpaHeHus: Mpu TemnepaTtype He
SPO1FPB21000138 Bbilue 25 °C.
HcnbimaHus Pe3ynbmamabi Cneyudgpukayus

[onyckaeTca Hanuyne BHyTpPeHHero(ux)
koga(oB) koMmnaHum (Bkntovasa 2D koa) u
rpaduyeckoro(nx) anemeHTa(oB).

Ha kapToHHOIN nadke gonyckaeTcs Hanmume
camoknesieroca(mxcs) ctukepa(os) € Lenbio
KOHTPOIS NePBOroO BCKPbITUS.

[ononHnTensHO MoXeT ObITb HaHECEHa
MHbOpMaLMs ANst MOHUTOPUHIA ABUKEHUS
neKkapcTBeHHbIX NpenapaToB OT
npou3BoauTens 40 KOHeYHoro notpeburens.

ADU

- ®pamuueTuHa cynbdaTt
(F1900008/01)

- pamuumamnH (B3100495)

- [ekcameTasoHa
MeTacynbdobeHsoar (1802222904)

dakTnyeckmii NpomM3BoanNTENb
ans cepuu:

dapeBa PomaunHeun, dpaHuus

Kcennus ®apmaceotukans J11a,
BeHrpus

CaHodu Wumn, dpaHums

Mponssogutens AOU gonxkeH bbITh:

- ®apesa PomaunHsun, dpaHuus
143, Avenue Gaston Roussel, 93230,
Romainville, Cedex France

- Kcennua ®apmacoetotmkans Jltg,
BeHrpus

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

- CaHodum Wnmun, dpaHuus
63480 Vertolaye, France

lMpumeyaHue: Hacmoauwum nodmeepmdafo, Ymo sama cepusA rpoeepeHa Ha coomeemcmeue escem mecmam
Ka4yecmea, yKa3aHHbIM 8 CI'IE’L(Ud)UKGL{UU HOpMGmUGHOﬁ doxy/vleHmauuu, 3apeaucmpuposaHHoﬁ 8 HacmoAwee

spemsa 8 Pocculickoli ®edepayuu.

Y1ojaHOMOUYEHHOE JIMIIO IO KOHTPOJIIO Ka4Y€CTBa

Wmst yroTHOMOYEHHOTO JIUIa 1o KauecTBy//lara

Ansi Poccuu
Bepcusa 05V2
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SOV EREIGN

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 28/082021

i 5 ml
GMID: 775823 Marketing Authorization MNO013871/01
 Shelf-life 2 years Normative Document M NO13871/01-291008,
i Var 1-7
;Batch number 0321003 Manufacturing date 07/2021
: Department Quality control Expiry date 06/2023
{Batch size 85714.000 NOS Received on 26/07/2021_7_ '
1 2C reference NO. Storage Conditions At temperature not above
SPO1FPB21000138 ik
‘ TESTS RESULTS SPECIFICATION )
: Description Clear, almost colorless solution Clear, almost colorless solution with odor
L with odor of phenethyl alcohol of phenethyl alcohol.
. Identification:

Gramicidin Complies Must comply
i Framycetin sulfate Complies Must comply

Phenylethyl alcohol Complies Must comply

Dexamethasone

(as Dexamethasone sodium Complies Must comply
: metasulphobenzoate)
! Fill volume 5.32 mL 5.00 mL to 5.45 mL -
; Colour Intensity of color of sample solution does
i Less intensely colored than the not exceed intensity of color of reference
: standard color solution B7. color value solution B7.
¢ Clarity Opalescence less pronounced Opalescence of sample solution does
j than that of reference not exceed opalescence of standard
: suspension Il. suspension l.
' pH 4.60 45105.0
. Content of:
. — Gramicidin 0.0085 % 0.0045 % — 0.0060 %
.~ Framycetin Sulfate 0.52 % 0,45% — 0,60%

(at an activity of 670 mcg/mg)
' Phenylethyl Alcohol 0.58 % 0.45 % — 0.65 %
- Dexamethasone
' (as Dexamethasone sodium . o .
- metasulphobenzoate) 0.050 % 0,045% - 0,055%
- Sterility Complies Must comply
[ 80 "CA s
. Mechanical impurities Absent
-0.50°C

Freezing point

or Russia
Ed. No. 05V2
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SOV EREIGN

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)

%Droduct:

Sofradex®, eye/ear drops, in vial |Date 28/08/2021
| 5 mil I
{GMID: 775823 Marketing Authorization M N013871/01
jShelf—Iife 2 years Normative Document N NO13871/01-291008,
i Var 1-7
;Batch number 0321003 Manufacturing date 07/2021
;Department Quality control Expiry date 06/2023
{Batch size 85714.000 NOS Received on 26/07/2021 -
if’QC reference NO. Storage Conditions At temperature not above
SPO1FPB21000138 25 7.
TESTS RESULTS SPECIFICATION
| Packaging 5 ml of the product into a clgar 5 ml of the product into a clear yellow
b 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.
or Russia Page 2 of 4

Ed. No. 05V2




SOV EREIGN

Sovereign Pharma Pvt. Ltd.
Survey No. 46/1-4, Kadaiya Village, Nani Daman -

396 210, India

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

|
i

CERTIFICATE OF ANALYSIS
(Finished Product)

}Product:

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

Date

28/08/2021

. GMID:

775823

Marketing Authorization

MNO13871/01

| Shelf-life

2 years

Normative Document

M N013871/01-291008,

Var 1-7

I
i Batch number

0321003

Manufacturing date

07/2021

;Depanment

Quality control Expiry date

06/2023

! Batch size

85714.000 NOS

Received on

26/07/2021

:QC reference NO.

SP01FPB21000138

Storage Conditions

At temperatd};‘émﬁ(‘ii above
25 °C.

TESTS

RESULTS

SPECIFICATION

Labeling

Confirms

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 Latin
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, “For 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 piypber. -

1al-
SRV .x.g LD t*xd,e‘-@nd the qmphl(
m‘g Zllowed. A

On H., {arton box it is: a“uN&\d tn have self-
adh: ESH

d..cke. (is),to«,omml 'lD(‘§fl rst
okl Ru 1551

matlon for monl oring i

hep JdL s from the
manufaptarer~ > *J_ﬁ_p/‘:f/I cgl Humer can be
applied additi ol

'¥ s

C;{f the
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SOVEREIGN

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 28/08/2021

i 5ml

{GMID 775823 Marketing Authorization [ NO13871/01
'Shelf-life 2 years Normative Document 1 N013871/01-291008,

| Var 1-7

 Batch number 0321003 Manufacturing date 0772021

' Department Quality control Expiry date 06/2023

| Batch size 85714.000 NOS Received on 26/07/2021 )
iQC reference NO. Storage Conditions At temperature not above
! SPO1FPB21000138 25°C.

| TESTS RESULTS SPECIFICA,TION ‘

API

| - Gramicidin (B3100495)

benzoate (1802222904)

- Framycetin Sulphate (F1900008/01)

- Dexamethasone meta sulpho

Actual Manufacturer in the batch

Fareva Romainville , France

Xellia Pharmaceuticals Limited,
Hungary

Sanofi Chimie, France

API| 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: 1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

AUTHORISED SIGNATORY, QUALITY CONTROL

Name of Authorised Signatory (QP)/Date

or Russia
Ed. No. 05V2
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