3} URSAPHARM

Cepruuxar AHa/IH3A

IMpenapar: O®TAIEJID 2,5 Mr/r raasHoii resis 10 r, Poccnst
Homep apTHKYna: 81.1352
Homep cepuit 252341
JlaTa npon3Bo/ICTEA: 03/2021
CpoK FoHOCTI: 09/2023
[MoxaszaTeanb MeToAlKa Hopma Pe3ybTaT
Onucannue BuzyanbHbli KOHTPOTb BecipeTHbI HIH ClIeTKa CooTBETCTBYET
omanecLHpyIouii reib
[Ipo3payHOCTh IleficTaytowee usnanne, EBp. dapM. |< 3TaNOH cpasuenus 111 <sranon cpasitenns 11
(2.2.1)
[lseTHOCTD IleitcTByloliee n3anue, Esp. dapm. [<BYy < BY7
(2.2.2. metop 1)
pH etictayiomee usganue, Esp. Gapm. 7.0-7.6 7.4
(2:2.3)
OcmonsusrocTs (MOem/xr) (TlelicTBYOIIER H3LATHC, Esp. ®apm. [280-340 MOCMONB/KT 302 MOCcMOTTB/KE
(2.2.35)
Bazkocts (MIla‘c) MeToaKuKa KOMITaHHH 470840 mITa-c 733 mllac
MexanuueckHe BKiIrodeHHs [MeTonHKa KOMITAHHH MexaHnuecKkHe BKIOYeHns AomkHbl (COOTBETCTBYET
OTCYTCTBOBATh
Macca coaepKHMoro MeToauKa KOMIaHHH Tpebyemoe 3Hauenue: 10.3-1 1.0r (106
yrakosk# (r)
[ToTHHHOCTD:
Kapbomep MeToIHKa KOMMaHHH (peaKiiis Benslit ocanok COOTBETCTBYET
ocaKIEHNA)
BeH3IKOHHA XJIOPHI MeToauka komnanuu (BRXX) 3Hauenne Rt D0JKHO CoOTBETCTBYET
COOTBETCTBOBATH
Cop6buto Merosnka Komnaxuu (TCX) 3nagexne Rf nomkHO COOTBETCTBYET
COOTBETCTBOBATD
JIuzuHa MOHOTHAPAT Meropuka xommarny (TCX) 3navenne Rf gomkHO CoOTBETCTBYET
COOTBETCTBOBATh
MonuBHHHIOBEIH ciupT  (MeToanka KOMIaHHH (uBeTHasd (CuHe-3e/eH0e OKpalliBaHHe COOTBETCTBYET
peaKiiHs)
KonuuecTBEHHOE
OrpezeneHHe:
Bensankomia Xaopui (Mr/r)MeTojuka KOMITaHHH 0.060 mr/r (100 %) 0.058 Mr/r
(BOXX) (0.054-0.066 Mr/r)
CrepunbHOCTh JleiicTyiomiee uaamue, Esp. dapwm. |[omKeH COOTBETCTBOBATE HOPMaM COOTBETCTBYET
(2.6.1) AHAIN3a Ha CTEPHILHOCTh COMNIACHO
Egp. ®apm. 2.6.1
AHany3 POBEJICH COTIACHO HHCTPYKIMAM 81.1352/04 Tara npoBeieHHA aHaH3a: 19.07.2021
Vpcadapm SAP-NR.: nepacacopanHblil NPOAYKT 223124
Jlara: 22.07.2021
/Tlopnucaxo/ A /Moanucano/

IMoanuce:
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S URSAPHARM

Oftagel Batch 252341 (Reference to Certificate of Analysis dated 22.07.2021)
Odrarens Cepun 252341 (ccoinka Ha cepTUUKAT aHanusa ot 22.07.2021)

Importing country / CrpaHa 8B03a:

Russia / Poccun

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

M N012493/01 or 28.09.2011

Name and address of APl manufacturing site / HazsgHue
npoussodumens cy6cmaHyuy, adpec npou3sodcmea:

Ny6puson 3asaHces Martepuanc UHK,
2468 Industrial Parkway, Calvert City, Kentucky 42029, USA

Name and address of bulk manufacturing site /
HassaHue u adpec npussodcmaa 2omosoll nekapcmeeHHold
gopmei:

Ursapharm Arzneimittel GmbH, Germany /
Ypcadapm ApuHaimuTrens M6, FepmaHua
35 Industriestrasse, 66129 Saarbrucken, Germany

Name and address of packaging site /
Hasea+ue u adpec naowjadku, omeeyarouseld 3a ynaKoseKy:

Ursapharm Arzneimittel GmbH, Germany /
Ypcadapm ApuHarmutrens F'mb, Ffepmanuna
35 Industriestrasse, 66129 Saarbrucken, Germany

Name and address of release site /
HassaHrue u adpec npouzsodumens (Boinyckarowui
KOHMpoAsL Kayecmeaa):

Ursapharm Arzneimittel GmbH, Germany /
Ypcadapm ApuHaimutrens F'M6, Fepmanma
35 Industriestrasse, 66129 Saarbrucken, Germany

Labelling / Mapkuposka:

In compliance with the Normative documentation /
B COOTBETCTBMM C HOPMATUBHOM QOKYMEHTauuen
M Ne-42-11173-06 with changes/c u3m. Ne 1-6

Packaging / Ynaxoexa:

Primary packaging/nepeu4Has ynakoska:
Eye gel (bottle), 0.25%, 10g /

Fenb rnasHoi (pnakoH) 0.25%, 10 r
Secondary packaging/BTOp14HaA ynakoBKa:
Carton pack / MNa4ka KapToHHaA

Stability period / Cpok 2z0dHocmu:

30 months. After bottle opening within 1 month/
30 mecaues. Nocne BCKPLITUA GAAKOHa MCNONb30BaTh B TeveHue 1
MecALa.

Storage conditions / Ycnoeua XxpaHeHuA:

In light protected place, at the temperature 15-25°C. /
B 3alyMLLIEHHOM OT CBETA MECTE, NpM TemnepaType 15-25°C.

Quality of the product is compliant with normative documentation I Ne-42-11173-06 with changes Ne 1-6 /
Kauectso npenapara cooteeTcTayeT Tpe6OBaHUAM HOPMATUBHOW AOKYMeHTauuu M Ne-42-11173-06 ¢ u3m. Ne 1-6

Date/fara 22.07.2021

Signature/Moanuce: %

Dr. Julian Schichtel
- Head of QA - Intemal -
- Qualified Person -

Seal/Meyatb

(® UBSAPHARM




