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Cepradurar AHanusa

lipenapar: O®TATEJID 2,5 mr/r raasuoii reas 10 r, Pocens
Homep apTHKYy/a: 81.1352
Homep cepun: 252340
JlaTa npoH3BOACTBA: 03/2021
Cpox rogHocTH: 09/2023
[MokaszaTeib MeTona Hopma PesynbTat j
Onucanne BusyasnbHei il KOHTPONTb GeclBETHLIH WK clerka CooTBeTCTBYET
onanecuupytoiiuii resb
[Tpo3payHocTh Iefictytouiee naganue, EBp. (PapM. | dTajloH cpagneni 1 <sranoH cpasHenus 11
(2.2.1)
LlseTHOCTD JleiicTytouiee H3AANKE, Epp. dapm. [SBY; <BY>
(2.2.2. meton 1)
pH IleiicTayiowee w3tanve, Eap. dapm. 7.0-7.6 7.4
(2.2.3)
OcmonanpHocTb (MOeM/KT) |[leficTByloliee H3LaHHe, Esp. ®apm. [280-340 MOcmonb/Kr 302 MOcmonb/Kr
(2:2:35)
Bsizkocth (MITa-c) MeTo11Ka KoMITaHui 470--840 mllac 779 mllac
Mexanuueckne BRIoueHus MeToanKka KOMIaHHH Mexannueckne BKIIOUEHIs 10mkHbl |COOTBETCTBYRT
OTCYTCTBOBATD
Macca colepKIIMOro MeToaKa KOMIaHIH Tpebyemoe 3Ha4UEHHE! 103-11.0r  |10.6T
vnakosin (r)
TToANHHHOCTD!
Kapbomep MeTomika KoMIaHui (PeaKkLis Beunbtit ocanox CooTBETCTBYET
ocaunentis)
BeH3aKoHHs XJI0pH Metomsika komnanm (BOMX) 3uauenie Ri J0JNKHO CoOTBETCTBYET
COOTBETCTBOBATh
CopOuTo MeTonuka komnauui (TCX) 3nauenne Rf pomKHO COOTBETCTBYET
COOTBETCTBOBATD
Ju31Ha MOHOTHAPAT Metoanka kommatiiu (TCX) 3navenue R nomiHo CoOTBETCTBYET
COOTBETCTBOBATh
[MonuBMHNIIOBKI CIMpPT  [METOMNKA KoMMaHiu (IBeTHas CiHe-3e5ieHoe OKpalliBaHHe CoOTBETCTBYET
peaxius)
KoandecTseHHOe
onpeneieHue:
BensaikoHis xnopia (Mr/r)MeronnKa KOMMaHiH 0,060 mr/r (100 %) 0.058 mr/r
(B2IX) (0.054-0.066 mr/r)
CTepHinbHOCTD JleiicTayloluee n3ganue, Esp. dapm. JlomKeH COOTBETCTBOBATE HOPMaM CooTBeTCTBYET
(2.6.1) Afani3a Ha CTEPHJILHOCTE COrIacHO
Enp. @apwm. 2.6.1 J
Auanis NpoBeAeH COrACHO HHCTPYKLHAM 81.1352/04 Jlata npoBeIeHIs aHajin3a: 17.05.2021
Vpcadapm SAP-NR.: nepachacoBaHHbI MPOLYKT 223077
Jara: 27.05.2021
/Tloamicano/ /Topnnacaso/

[loanuce:
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Certificate Of Analysis

Product: Oftagel 2,5 mg/g Eye Gel 10 g, RUS
Art.-No.: 81.1352
Batch No.: 252340
Date of manufacture: 03/2021
Expiry date: 09/2023
Test Method Specification Result
Appearance Visual Colorless to slightly opalescent | Corresponds
gel
Clarity Current Ph. Eur. <RSIII
(2.2.1) <RSIl
Current Ph.Eur.
Rlogr (2.2.2. meth. 1) <BY; < BY;
pH-value Current Ph.Eur. 70-76 7.4
(2.2.3)
Osmolality (mOsmol/kg) | Current Ph.Eur. 280 - 340 mOsmollkg 302 mOsmaol/kg
(2.2.35)
Viscosity (mPa.s) Internal method 470 - 840 mPa.s 779 mPa.s
Particles Internal method practically free from particles Corresponds
Filling weight (g) Internal method Required value: 10.3-11.0g [106g
|dentifications:
Carbomer Internal method white precipitation Corresponds
(precipitation)
Benzalkonium chloride | Internal method Rt corresponds Corresponds
HPLC
Sorbitol fnterna)l method (TLC) | Rf corresponds Corresponds
Lysine monohydrate Internal method (TLC) | Rf corresponds Corresponds
Polyvinyl alcohol Internal method Blue-green coloring Corresponds
(colour reaction)
Assay:
Internal method 0.060 mg/g (= 100%) 0.058 mg/g
Benzalkonium (HPLC) (0.054 — 0.066 mg/g)
Chloride (mg/g)
Sterility Current Ph.Eur. (2.6.1) | conforms to the test for sterility | Corresponds
according to Ph. Eur. 2.6.1

Analyzed in accordance to PA 81.1352/04 Date of analysis: 17.05.2021

URSAPHARM SAP-NR.: Bulk 22%073UF

Date: mC)S : QO?A

Signature:

lan SCW htel

04

-Qualified Person-

-Qual:ty Control Man ger,

Jorg Schmitz- Esaer/

Depuay Head of Quality Conirol
{5 UBAPHARM
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Oftagel Batch 252340 (Reference to Certificate of Analysis dated 27.05.2021)

Odrarens Cepua 252340 (ccbinka Ha cepTMdUKaAT aHanusa ot 27.05.2021)

Importing country/CrpaHa BB03a:
Russia/Poccua

Marketing Authorisation Number of importing
country/PerucTpauuoHHoe yA0CTOBEepeHUe CTPaHbl
BBO3a:

M N012493/01 or 28.09.2011

Name and address of APl Manufacturing Site/Hazsauue
npoussoguTensa cybcraHuum, agpec NpouM3BOACTBA:

NYBPWU30/ 3pBaHcen Matepuanc UHK., Lubrizol
Advanced Materials Inc., 2468 Industrial Parkway,
Calvert City, Kentucky 42029, USA

Name and address of bulk manufacturing site/ Ypcadapm ApuHanmutrens 'mbX 35
HassaHue npousBoguTens 6asKa u agpec NpousBoACTBa: Industriestrasse, 66129 Saarbrucken, Germany
Name and address of quality control testing site/Ha3BaHue u Ypcadapm ApuHanmutrens FTmoX 35

ajpec NNoWaaKu NPOBeAGHUA aHAIUTUHECKUX UCNbITAHKA:

industriestrasse, 66129 Saarbrucken, Germany

Labelling/Mapkuposka

In compliance with the Normative documentation/ B
COOTBETCTBUM C HOPMATUBHOM JOKYMEHTaLMENH
N Ne-42-11173-06 with changes/c nam. Ne 1-5

Packaging/Ynaxoska

Primary packaging/nepBuyHan ynakoBKa:

Eye gel (bottle), 0.25%, 10 g/lenb rnasHoit (prakoH)
0.25%, 10r

Secondary packaging/sTopuyHas ynakoska:

Carton pack/Ma4ka KapToHHaA

Stability period/Cpok rogHocTu

30 months. After bottle opening within 1 month/ 30
mecaues. Nlocne BCKPbITUA GNaKoHa MCNONbL30BaTh B
TeyeHue 1 mecaua.

Storage conditions/YcnoBua xpaHeHUA

In light protected place, at the temperature 15-25°C. /B
3aUlMULeHHOM OT CBEeTa MecTe, npu Temneparype 15-
25°C.

Quality of the product is compliant with normative documentation M Ne-42-11173-06 with changesNe1-5 / Kauectso
npenaparta cooTBeTCTBYeT TPeb0BaHUAM HOPMAaTUBHOM AOKYMeHTaumu 1 Ne-42-11173-06 ¢ usm. Nel-5

Date/fata 27.05.2021

Signature/Moanuce: //////z

Dr. Julian Schichtel
- Head of QA - Internal -
- Qua'ified Person -

{B) UISAPIHARM

Seal/Mevarb




