{S) URSAPHARM

Ceprupuxar Ananusa

IIpenapar: O®TATEJIb 2,5 mr/r riasnoii resas 10 r, Poceus
Howmep apTHKYyJI1a: 81.1352
Howmep cepun: 252421
JlaTa npoH3BoaCTBA: 06/2021
Cpox rogHOCTH: 12/2023
IToxasaTenn MeToaHKa Hopma Pe3yJsibTat
Onucanue BusyasbHblil KOHTPOJIb becuBeTHBIN WK cierka COOTBETCTBYET
onayieCIMPyIOLIU TeNb
[Tpo3padHOCTh JeiictBytolee u3nanue, EBp. @apM. |<artanoH cpaBHeHus 111 <sTanoH cpaBHeHus I11
(2.2.1)
LIBETHOCTD IeiictBytomee n3nanne, Esp. @apm. [<BY7 <BY7
(2.2.2. meton 1)
pH IletictByromee n3nanne, Esp. @apm. |7.0-7.6 7.4
(2.2.3)
OcmonsnbHOCTL (MOcM/kT) |[leiicTByromiee u3nanmne, Esp. @apm. [280-340 MOcmonb/kr 310 MOcMOmB/KT
(2.2.35)
BsisxocTh (MIla-c) MeToauKa KOMIIaHuU 470-840 mITa-c 745 mlla-c
MexaHndyeckne BKITO4eHNs [MeToauKa KOMIIaHHU MexaHyecKHe BKITIOYEHHUsI JOJDKHBI [COOTBETCTBYET
OTCYTCTBOBATh
Macca conepKHMoro MeToaiKa KOMIaHUU Tpebyemoe 3Hauenune: 10.3-11.0r |10.6 T
YIIaKoBKH (T)
[1oJJIMHHOCTS:
Kapbomep MeToaiKa KOMIIaHHH (PeaKIfust besnblit ocamok COOTBETCTBYET
OCaKICHN)
beH3anKoHus XJIOPULL Meroanka komranuu (BDXKX) 3HayeHue Rt noymKHO COOTBETCTBYET
COOTBETCTBOBATH
Copb6uron Metomka kommaanu (TCX) 3nauenme Rf nomkHo COOTBETCTBYET
COOTBETCTBOBATh
JI13uHa MOHOTHIpAT Mertonuka komnanuu (TCX) 3nauenue Rf momxHO COOTBETCTBYET
COOTBETCTBOBATh
[ToJMBHHMIOBBIN ciUpT  [MeToauKa KOMIIaHHH (LIBETHAS CHHe-3€JIeHOE OKpalllBaHHE COOTBETCTBYET
[peaKIs)
KosnnyecTBeHHOE
ornpeneseHHE:
BensankoHus Xiopu (Mr/r)MeToika KOMIAaHHH 0.060 mr/r (100 %) 0.059 mr/r
(B2XX) (0.054-0.066 mr/t)
CTepubHOCTh JeticTByroiee nsnanue, Esp. @apM. |[loDKkeH cOOTBETCTBOBaThL HOpMaM  |{COOTBETCTBYET
(2.6.1) QHaJIM3a HA CTEPHIHHOCTH COTJIACHO
EBp. @apM. 2.6.1
AHanu3 npoBefieH coriacHo HHCTpyKumam 81.1352/04 lata nposeneHus aHanuza: 29.09.2021
Vpcadapm SAP-NR.: HepachacoBaHHbI MpoayKT 223644
Hata: 05.10.2021
/Mopnucano/ / 5N\ /Mopanucano/

TTonmuce:
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(S) URSAPHARM

Oftagel Batch 252421 (Reference to Certificate of Analysis dated 05.10.2021)

Odrarenb

Cepusn 252421 (ccbisika Ha cepTuduKaT aHanausa ot 05.10.2021)

Importing country / CTpaHa BBo3a:

Russia / Poccusa

Marketing Authorisation of importing country /
PeaucmpayuoHHoe ydocmosepeHue cmpaHsl 8803a:

1 N012493/01 ot 28.09.2011

Name and address of APl manufacturing site / HaszsaHue
npoussodumesns cybcmaHyuu, adpec npoussodcmaea:

JNly6puson daBaHcen Matepuanc UHK.
2468 Industrial Parkway, Calvert City, Kentucky 42029, USA

Name and address of bulk manufacturing site /
HasseaHue u adpec npuzsodcmea 20moeoli sekapcmeeHHol

gopmel:

Ursapharm Arzneimittel GmbH, Germany /
Ypcadapm ApuHaimutresnb Mo, lepmaHus
35 Industriestrasse, 66129 Saarbrucken, Germany

Name and address of packaging site /
Ha3seaHue u adpec naowadku, omeevarowjeli 3a yrnakosky:

Ursapharm Arzneimittel GmbH, Germany /
Ypcadapm ApuHalimutrens F'm6, FrepmaHus
35 Industriestrasse, 66129 Saarbrucken, Germany

Name and address of release site /
HassaHue u adpec npoussodumens (Beinyckarouwjuli
KOHMpOsb Kayecmaa):

Ursapharm Arzneimittel GmbH, Germany /
Ypcadpapm ApuHaimutrens M6, FrepmaHus
35 Industriestrasse, 66129 Saarbrucken, Germany

Labelling / Mapkuposka:

In compliance with the Normative documentation /
B COOTBETCTBMM C HOPMATUBHOM AOKYMeHTaLuueln
I Ne-42-11173-06 with changes/c uam. Ne 1-6

Packaging / Ynakoska:

Primary packaging/nepeuuyHas ynakoBka:
Eye gel (bottle), 0.25%, 10 g /

F'enb rnasHol (pnakoH) 0.25%, 10 r
Secondary packaging/BTopuyHas ynakoBKa:
Carton pack / Mayka KapToHHas

Stability period / Cook 200Hocmu:

30 months. After bottle opening within 1 month/
30 mecaues. Mocne BCKpbITUA dNakoHa UCNo/b30BaThb B TeHeHue 1

mecAua.

Storage conditions / Ycsi08usa xpaHeHus:

In light protected place, at the temperature 15-25°C. /
B 3aLuLLEHHOM OT CBETa MecTe, npu Temnepartype 15-25°C.

Quality of the product is compliant with normative documentation N Ne-42-11173-06 with changes Ne 1-6 /
KauecTso npenaparta COOTBETCTBYET TPe6OBaHMAM HOpPMaTUBHOM AoKymeHTaumm I Ne-42-11173-06 ¢ uam. Ne 1-6

Date/fata 05.10.2021

A :
Signature/Moanuce: S %/ﬁ_\r{%&/«

Sarah Hutter

- Qualified Person -

Seal/Meyvatb

(8 UBSAPHARM




(S URSAPHARM

Certificate Of Analysis

Product: Oftagel 2,5 mg/g Eye Gel 10 g, RUS
Art.-No.: 81.1352
Batch No.: 252421
Date of manufacture: 06/2021
Expiry date: 12/2023
Test Method Specification Result
Appearance Visual Colorless to slightly opalescent | Corresponds
gel
Clarity Current Ph. Eur. <RSIII
2.2.1) <RSIl
Current Ph.Eur.
Haaur (2.2.2. meth. 1) <BY, < BY7
pH-value Current Ph.Eur. 70-76 7.4

Osmolality (mOsmol/kg)

Viscosity (mPa.s)
Particles

Filling weight (g)
Identifications:
Carbomer
Benzalkonium chloride
Sorbitol

Lysine monohydrate

Polyvinyl alcohol
Assay:

Benzalkonium
Chloride (mg/g)

Sterility

(2.2.3)

Current Ph.Eur.
(2.2.35)

Internal method
Internal method

Internal method

Internal method
(precipitation)

Internal method
(HPLC)

Internal method (TLC)

Internal method (TLC)

Internal method
(colour reaction)

Internal method
(HPLC)

Current Ph.Eur. (2.6.1)

280 - 340 mOsmol/kg

470 — 840 mPa.s
practically free from particles

Required value: 10.3-11.0g

white precipitation
Rt corresponds
Rf corresponds
Rf corresponds

Blue-green coloring
0.060 mg/g (= 100%)
(0.054 — 0.066 mg/g)

conforms to the test for sterility
according to Ph. Eur. 2.6.1

310 mOsmol/kg

745 mPa.s
Corresponds

106 g

Corresponds
Corresponds
Corresponds
Corresponds

Corresponds

0.059 mg/g

Corresponds

Analyzed in accordance to PA 81.1352/04 Date of analysis: 29.09.2021
URSAPHARM SAP-NR.: Bulk 223644

Dote: 05 10, 202/C /14’/( 4(//

Signature:

Sarah Hitter — |
- Qualified Person - | ' g

-Qualified Person-

e

-duality Control Manager-

Jorg Schmitz-Esser
- Deput? Head of Quality Control =

£ i



