


© IRSAPHARM
Oftagel Batch 252421 (Reference to Certificate of Analysis dated 05.10.2021) 0<t>Tare/ib
CepMfl 252421(ccbifli<a na cepTM<j)MKaT aHa/iusa ot 05.10.2021)

Importing country/ Cipana Bßoaa: Russia / Pocchb

Marketing Authorisation of importing country /
Pezucmpau,uoHHoe ydocmoeepenue cmpaHbi eeosa:

0 N012493/01 ot 28.09.2011

Name and address of API manufacturing site / Haseanue 
npouseodume/w cy6cmaHU,uu, adpec npouseodcmea:

/Iy6pn30/i BflBaHcefl MarepHa/ic Hhk.

2468 Industrial Parkway, Calvert City, Kentucky 42029, USA

Name and address of bulk manufacturing site /
Haseanue u adpec npuseodcmea zomoeoü /leHapcmeeHHoä 
cpopMbi:

Ursapharm Arzneimittel GmbH, Germany/ 
ypca4>apM Api4HanMHTre/ib Cm6, rep/waHna
35 Industriestrasse, 66129 Saarbrücken, Germany

Name and address of packaging site /
HazeaHue u adpec nnocpadKU, omeevaiomeü za ynaxoeny:

Ursapharm Arzneimittel GmbH, Germany/ 
ypca<j>apM ApuHaHMHire/ib Pmö, fepMaHna
35 Industriestrasse, 66129 Saarbrücken, Germany

Name and address of release site /
Hazeanue u adpec npouzeodumenx (Bbinycxaimpuü 
KOHmpo/ib Kaxecmea):

Ursapharm Arzneimittel GmbH, Germany/ 
ypca<t)apM ApuHaMMmre/ib Fmö, fepiviaHHB
35 Industriestrasse, 66129 Saarbrücken, Germany

Labelling / Mapnupoexa: In compliance with the Normative documentation /
B cooiBercTBnn c HopMamBHon ,qoKyMeHTau,Men 
n Ne-42-11173-06 with changes/c hsm. N° 1-6

Packaging / ynaxoexa: Primary packaging/nepBnHHaa ynaxoBKa:
Eye gel (bottle), 0.25%, 10 g / 
fe/ib r/ia3HOM (4>/iaKOH) 0.25%, 10 r
Secondary packaging/BiopHHHaa ynaKOBKa:
Carton pack / PlaHKa KaproHHaa

Stability period / Cpox zodHocmu: 30 months. After bottle opening within 1 month/
30 MecmteB. Eloc/ie BCKpfairna ())/iaKOHa Mcno^bsoeaTb BTeneHne 1
Mecaita.

Storage conditions / Ycnoeua xpaneHux: In light protected place, at the temperature 15-25°C. /
B 3aw,nmeHHOM ot ceeTa /vtecTe, npn Te/vinepaType 15-25°C.

Quality of the product is compliant with normative documentation n No-42-11173-06 with changes N° 1-6 /
KanecTBO npenapara cooiBeiCTByeTTpeßoBaHMflM Hop/viaTHBHon AOKyMeHiaitMn n N9-42-11173-06 c msm. N° 1-6

Date/Aara 05.10.2021

Signature/floflnHCb: Seal/fleHarb

Sarah Mütter 
- Qualified Person -
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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 
gel

Corresponds

Clarity Current Ph. Eur. 
(2.2.1) <RSIII <RSIII

Colour Current Ph.Eur. 
(2.2.2. meth. 1) <BYy < BY7

pH-value Current Ph.Eur. 
(2.2.3)

7.0-7.6 7.4

Osmolality (mOsmol/kg) Current Ph.Eur. 
(2.2.35)

280 - 340 mOsmol/kg 310 mOsmol/kg

Viscosity (mPa.s) Internal method 470 - 840 mPa.s 745 mPa.s

Particles Internal method practically free from particles Corresponds

Pilling weight (g) Internal method Required value: 10.3 - 11.0 g 10.6 g

Identifications:

Carbomer Internal method 
(precipitation)

white precipitation Corresponds

Benzalkonium Chloride Internal method 
(HPLC)
Internal method (TLC)

Rt corresponds Corresponds

Sorbitol Rf corresponds Corresponds

Lysine monohydrate Internal method (TLC) Rf corresponds Corresponds

Polyvinyl alcohol Internal method 
(colour reaction)

Blue-green coloring Corresponds

Assay:

Benzalkonium
Chloride (mg/g)

Internal method 
(HPLC)

0.060 mg/g (= 100%)
(0.054 - 0.066 mg/g)

0.059 mg/g

Sterility Current Ph.Eur. (2.6.1) conforms to the test for sterility 
according to Ph. Eur. 2.6.1

Corresponds

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

IDöte: 05 lü. 202/{
Signature:

Sarah Hütter
Qualified Person ■

-Qualified Person-

Z7

-Quality Control Manager- 
Jörg Schmitz-Esser

. rtopiity Kead of Quality Controj-


