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JNEPKABHA CIIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMM Y KHIBCBKIM OBJACTI

npos. Crituynoi Hanii, 3, v.Kuis, 02099, Ten/axc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
Npo fAKICTH BBE3CHOTO B Ykpainy JikapceKore sacoby

13.05.2024 .' Ne 22793/24/10

_ BPUMOT'EH
(HaliMeHyRAHHA TIKAPCHKOTO 3a¢o0y arixmo 3 peecTpalifiHM NOCBiNHEHHEM)
Kpaii o4ui, po3duH, 2 Mr/MT; 10 S Mi Y GIaKoHi 3 KpaneJsHHNCI0 T2 KPUIIKOIO, O 1
draKoHy B KAPTOHHIH Kopooui
((popMa BHIYCKY, TO3YBAHHI, BRI TIaKyBAHHS TIKAPCHKOTO 3aco0y)

Homep peecTpauiifHOro NocBiACHHI UA/18396/01/01 crpox aii peectpauiiinoro nobaimeﬁﬂﬂ 23.10,2025

Cepis Nikapcpkoro 3acody Ne XA0266C KinbKicTs BBE3EHOTO Aikapeskoro sacofy 12500
BupolHuK DapmacenekT [HTEPHEIIHIT Bereniranra TM6X, ABcrpis
(HafiMeryBaHHs BUPOOHUKA nixapcukoro 3acoby, kpaiia MOXOKEHHS)
Baeaero B YKpaiHy CrijibHe YKpaiHChKO-eCTOHChKE niANpHEMCTBO Y (opmi TOBAPHCTEA
3 0GMEKE010 BiANOBIIAIBHICTIO "Onriva-®apm, JITA", izent. xom:
21642228 - .

(HaifMEHYBRHHA Ta KO/ 34 CHPIIOY opuHusol pcofu abo npizelue, iM'A, 110 Garpxobi disiuBoi
ocobH - nianpHemus, if Micie NPOKUBIHHA Ta peecTpauiftunii Homep oORiKoBOI KAPTKI NAATHHKS
nozaTkis abo cepix Ta HOMED acTopTa)

IIpoTOKO Bi3yanLHOro KOHTPOIIO BiX 09.05.2024 Ne 1272/1.

3a  pesymBTATAMHM JEPKABHOTO KOHTIPOIO BCTAHOBIEHO, IO Jikapchkuii 3acié BEeseEo B Vipainy 3

HOTpMMaHHﬂM BUIMOF 3AKOHOIABCTBA WOoAo 3abesetcHHs AKOCTI JIiKAPCLKUX 3ac0GiB.
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pharmaselect.

Pharmaselect International Beteiligungs GmbH
Ernst-Meichior-Gasse 20

1020 Vienna

Tel.: +43-1-7886 03 86-0

Fax: +43-1-786 03 86-20

Ceprudikar axocti
Jikapcskoro 3acoby BPMMOTEH, kpanti ouni, pO34YHH, 2 Mr/ma
Quality certificate
of the medicinal product BRIMOGEN, eye drops, solution, 2 mg/ml

[Tpoxyxr: BPUMOIEH, kpanni ouni, posuus, 2 Mr/ma
Product: BRIMOGEN, eye drops, solution, 2 mg/ml

Homep peecrpauifinoro nocpizuenns: Ne UA/18396/01/01, ctpokom xit no 23.10.2025
Marketing Authorization: Ne UA/18396/01/01 valid until 23.10.2025

Cuna ail/ akTuBBicTs: 2 MI/MI Strength / activity: 2 mg/m]
Jlikapenka §opma: kparii ouni, posuny Pharmaceutical form: eye drops, solution

Posmip Ta tun ynaxosiu: No 1 (no 5 mn y ¢naxosi 3 KpaIe/ILHHIEIO T4 KPHMINKOW; 10 1 (uIaKoHY B
KapTOHHIA Kopofui)
Stze and type of packaging: No 1 (5 ml in bottle with a dropper and a cap; 1 bottle in a carton box)

Homep cepii Ta posmip cepii: XA0266C; 24.470 ynaxosoxk
Batch number and batch size: XA0266C; 24.470 packagings

HMara supoSauurea / Manufacturing date: 02/2024
Aara 3akinwenun ctpoky npraatiocri / Expiry date: 01/2026

Haiimenypanun ta micuesnaxomxemnus Bupofuu4ol giTeHHUI (BHPOOHHITBO rOTOBOID IPORYKTY,
fIEPBHHHE Ta BTOPUHNE NAKYBAHHS, KONTPOAL SIKOCTI, OKpiM GioJoriummx TecTis Ta TecTy Ha
CTEPHILHICTD):

Name and address of the manufacturing site (manufacturing of the finished product, primary and
secondary packaging, quality control, except biological tests and sterility test);

Jlomactapm I'mGX. Jlanrec ®enna 5, EMmeprans, Hinepaaxcen, 31860, HiMeuyuna /

Lomapharm GmbH. Langes Feld 5, Emmerthal, Niedersachsen, 31 860, Germany

(Ne niuensii ans BHpodHHUTRA /Ne Manufactu ring License: DE_NI_02 MIA 2020 0022

(Ceprudikar pianosiznocti GMP /Certificate of GMP compliance: DE_NI_02_GMP 2023 0005

Haijimenypauna Ta Micuesnaxokennn BUPOOHKOY tinbyuni (3i crepunizauii nepeuunoy YHAKOBKH):
Name and address of the manufacturing site (for sterilization of primary packaging):

Cinepai Xenckeap Page6epr Tm6X. HOpi-I arapun-Llitpacce 15, Pagebepr, 3axcen, 01454, Himeuanna /
Synergy Healthcare Radeberg GmbH. Juri-Gagarin-Strasse 15, Radeberg, Sachsen, 01454, Germany

Ne ninensii pas BupoGuuITBA /N2 Manufacturing License: DE SN (1 _MIA_2022 0017

Ceprudikar pinnoeianocri GMP /Certificate of GMP compliance: DE_SN_01 _GMP_2022 0013

HaiimenyBanus Ta Micnesnaxokenns BUPOOHUYOT AinbHAUI (KoHTpaKTHA naGopaTopin 3 KOHTpOJIIO
32 BioNOriYHHMH TecTamMu Ta TecTy Ha CTEPRABHICTE):

Name and address of the manufacturing site {contract laboratory for control of biological tests and
sterility test):

bioYem JTabop ¢rop Gionoaxime eng uemime Anamitik Im6X, Haiimnepctpacce 56 76185 Kapncpye,
Himeuuuna /

BioChem Labor fur biologische und chemische Analytik GmbH. Daimlerstrasse Sb 76185 Karlsruhe,
Germany
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pharmaselect.

Pharmaselect International Betelligungs GmibH
Ermsl-Melchior-Gasse 20

1020 Vienna

Tel.: +43-1-786 03 88-0

Fax: +43-1-786 03 86-20

Ne mineusii as BrpoGHuLTBa /Ne Manufacturing License: DE_BW_01_MIA_2022 0052
Ceprudikar sianosiznocti GMP /Certificate of GMP compliance: DE_BW_01_GMP_2022 0071

HafimenyBanHg Ta MicoesHaxomkens BUPOOHMYOT AineHALi (3 BUIIYCRY cepil):

Name and address of the manufacturing site (for batch certification):

®apmacenekT Intepuemwnn Bereniranrs Tm6X. Epuer-Menxiop-Tacce 20, 1020 Binens, Apcrpia
Pharmaselect International Beteiligungs GmbH. Ernst-Melchior-Gasse 20, 1020 Vienna, Austria
Ne ninensit nas BupoGuHITEa /Nb Manufacturing License: 482019

Ceptndikar Binnosignocri GMP /Certificate of GMP compliance: 482019-100879499

Crp./page 2/6




Ceprudikar axocTi

pharmaselect.

Pharmaselect international Beteiligungs GmibH

Ernst-Melchior-Gasse 20
1020 Vienna

Tel: +43-1-786 03 86-0
Fax: +43-1-786 03 88-20

Jikapeskoro 3acofy BPUMOTEH, kpanuti ouni, po3yu, 2 Mr/ma

Quality certificate

of the medicinal product BRIMOGEN, eye drops, solution, 2 mg/ml

AHaji3 BUKOHAHO y Bignosixnocti 1o Bumor MKSI 1o PTI JI3 NeUA/18396/01/01
Analysis preformed in accordance with QMC for MA Ne UA/18396/01/01

Hazsa noxazuuka/
Tests

Honyerumi Hopmu / Requirements

MeTtoun koHTpOIIO /
Method

PesyasraTn/
Results

I. Onuc / Appearance

Posuun npozopuit, 6¢3 BEANMAX uacTHROK /
Ciear solution; free from visible particies

Ch* 221, meron 1
(Bizyansuu#l meton) /
Ph. Eur*, 2.2.1, methed 1
{visual method)

Binnosigae /

Corresponds

2. 3zBapenenHs posyrRy | Posumu anerka WOBTHI, He Oinbw 3aGaporennii sa | €D*, 2.2.2 meton 1/ Bianosinae /
/ Colour of solution | etanon GYs/
Slightly yellow solution, not more intensely celoured | Ph. Eur*, 2.2.2, method 11 Corresponds
than reference solution GY;
3. Inentudikauia /
Identification
3.1 bpumoniouny Ha  xpomarorpami  mumpoGysamoro PO3UMHY, Bixnosinae /
TAPTPAT MpHroToBaHoro  ang  KigbkicHoro — BusHauenus | €D*, 2.2.29, (meTon BEPX)
- BEPX/ OpumoHiMHY — TapTparty,  uac YTPUMYBAaUHL |/
Brimonidine tartrate {ociossioro  mika OpuMoHinuHy —TapTpary mae| Ph. Eur®, 2.2.29 {(HPLC-
- HPLC BIANOBINATH 4acy YTPHMYBaHHS OCHOBHOTO niky | method)

Spumoniaugy TapTpaTy Ha

BIAMOBIAHOrO Po3umty nopiBHANNA /
On the chromatogram of the test solution preparcd
for the Assay of brimonidine tartrate. the retention
time of the principal peak of brimonidine tartrate
should correspond to the retention time of the

XpoMarorpami

Corresponds

principal peak of brimonidine tartrate on the
chromatogram of the corresponding  reference
solution.
3.2 Bpumoninuny
TapTpar
- YO-cnextp/ | Makcumym Ha Y®O-cnexrpi uerndHanug | €*, 2.2,29, (merox BEPX) | Binnosigae /
Brimonidine tartrate | sunpofosaroro pO34HHY, NPUrOTORaHOre snfl/
- UV-spectrum |Kinnkichoro puinayenns Opumoninuny aptpary, | Ph. Euwr*, 2.2.29 (HPLC-
Mae  BIAMOBiZATH MakcHMyMy Ha Y®-crexrpi | method)
NOTHHAHHA BIANOBIANOre pOs Uty HOPIBHANES /
The maximum on the UV absorption spectrum of the
test solution prepared for the Assay of brimonidine Corresponds

tartrate should correspond to the maximum on the
UV absorption spectrum of the corresponding
reference solution.
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pharmaselect.

Pharmaselect international Beteiligungs GmbH
Ernst-Melchior-Gasse 20

1020 Vienna

Tel.: +43-1-786 03 88-0

Fax: +43-1-786 03 86-20

3.3 Beusanxodiro
xyopun /
Benzalkonium

chloride

Ha  xpomarorpami  sunpoBysaHoro
Opurotosanoro g KisbkicHoro
OeH3anKoHiIo  XIOpHAy,  4ac  YTpUMyBaHHsA
OCHOBHOTD  Tika GeH3ATKOHIIO XIOpHIY Mae
Biznosinatn wacy yrpumysamns miky 1 Tta Il
DeH3aIKoHII0 XJnopuay Ha XpomaTtorpami
Bi/lNIOBIAHOTO pO34RY nopiBusHHs /

On the chromatogram of the test solution prepared
for the Assay of benzalkonium chloride, the
retention time of the principal benzalkonium
chleride peak should correspond to the retention time
of the Peak I and Peak 11 on the chromatogram of the
corresponding reference solution.

PO3uMHy,
BH3HAYEHHA

€0*, 2.2.29, (meton BEPX)
/
Ph. Eur*, 2.2.29 (HPLC-
method)

Bimnosigae /

Corresponds

4. Cepesnna Maca Bin 31,5-38,5 mr/ Meroa miznpuemcrsa / 374 M/
Kpamens** /
Mean droplet mass** |31,5 - 38,5 mg Inhouse test 37.4mg
5. Oanopiagicts macu  [He 6inpwe gsox iz 10 iHOMBiyANBHUX 3HAueHE | MeTox niznpueMctsa / Binnosinae /
kpanenp** / MAcH Kpammi MOXYTh BIAXMISTHCA Biag 3HAYEHHA
Uniformity of mass of cepenHeol Macu Gink nix Ha + 25,0 %, ane sxoune i3] Inhouse test
droplet** IHAMBINYANbHUX  3HAYEHb MacH He  [OBMIINO
BIAXMAATHCA BIA cepeaHpol Macu OLIBW HbX Ha &
350%/
Not more than two individual values of a total of 10
bottles deviate by more than 425 % from the average Corresponds
value and none by more than +£35 %
6.pH/ Biné3 n06,5/ CP*, 223/ 6,3
pH value 6,3-6,5 Ph. Eur*,2.2.3
7. Baskicts / Viscosity |Bin 3,4 no 4,4 mIla*c/ €h* 229/ 3,9 mlla*c/
3,4 —44 mPa*s Ph. Eur*, 2.2.9 3,9 mPa*s
8. OcmonspnicTs / Bin 260 no 310 mocmons/xr / €D*, 2235/ 294

Osmolality

260 — 310 mosm/kg

Ph. Eur*, 2.2.35

MOCMONb/KT /
294 mosm/kg

9. Bianocmaryctura/ | Bin 1,000 ao 1,021 r/em® / €Dh* 225/ 1,011 r/ca? /
Density 1,000 - 1,021 g/em? Ph. Eur*, 2.2.5 1,011 g/em?

10. 06’ em manosuenns/ | He merme 5,0 mn Metox nignpuaemersa / 33 Mn/
Filling volume Not less than 5.0 ml Inhouse test 5,3 ml

11. Brpara 5 maci He nipoBoanTees / Not performed Metoa niznpremcrtea / He

HalMOBHEHOTO
KoHTeHHepy / Mass
loss of the fiiled
container

Inhouse test

MPOBOAKMBCS /
Not performed
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Pharmaselect International Beteiligungs GmibH
Ernst-Melchior-Gasse 20

1020 Vienna

Tel.: +43-1-786 03 86-0

Fax: +43-1-786 03 86-20

12. Kinpkicne
Bu3Ha4ueHHA / Assay:

[2.1 BpumoHianny
Taptpar /
Brimonidine
tartrate

12.2 Bewusanxouito

Bin 1,90 10 2,10 Mr/mn

(8l 95,0 % no 105,0 % sin sasenenoi Kinbkocti) /
1,90 - 2,10 mg/ml

(95.0%-105.0% of the labelled amount)

Bin 0,043 1o 0,055 mr/mn

Meroa nmianpuemcrsa
{MeToxt BEPX, €%, 2.2.29)
/
Inhouse test (method HPLC,
Ph. Eur*, 2.2.29)

Meton nianpuemcTea
(meron BEPX, €d*, 2.2.29)

1,952 mr/mn /
1,952 mg /m]

xnopun / (8iz 90,0 % no 110,0 % sig sassaenof xinsxocti) / / 0,048 mr/mn /
Benzalkonium 0,045 — 0,055 mg/ml 0,048 mg /ml
chloride (90.0 %~ 110.0 % of the labelled amount) g:?(gljf*fe;tz(g;)th{)d R
13. Homimkn
(HpomyxTH aerpananit)
/ Related substances
(Degradation products):
- N-{4,5-nurinpo-1H- | He Ginbue 0,10 % / ] ’
inigason2-n)-6-  |NMT 0,10 % PR DHOMCTHR, <0,10%
XiHokcaninaMin / N- (veron BEPX, €0%, 2.2.29)
(4,5-dihydro-1H- /
imidazol-2-y1)-6- Inhouse test (method HPLC,
quinoxalinamine Ph. Eur*, 2.2.29)
- Oyb-9ka iHIma He 6inswie 0,10 % /
AoMiwka/ any NMT 0,10 % <0,10%
unspecified (single)
- CyMa AOMIIoK
{(cmeundiuumx ta He 6insure 0,30 % /
HecneuwdiuHux) / NMT 0,30 % <0,10 %

specified and
unspecified (total
amount)

14, CrepunnHicts / Mae 6yTH crepunniumM / CD*, 26,1/ Crepunbasii /
Sterility Must be sterile Ph. Eur*, 2.6.1 Sterile
15, WinbnicTs 3akpuTt | Mae 6yTH winmmo 3aKpHUTO, He3 npoTikane / MeTox nianpuemctsa / Bianosigae /

YTAKOBKH Ha
npotikaus /
Tightness of closure
by leak testing

Must be tight closed, no leakage

Inhouse test

Corresponds

16. [epryuue
naKysaHHs / primary
packaging

Henposopuit monietunenosuii duaxon 06’ emonm 10
MJI 3 IOJTIETHIEHOBOK KPANENbHHIIEID T2 KPHLLKOIO
4 TAKOX 8THKETKA MOBMHIL OYTH HEYIIKOMIKEHHMH.
Hiaxoro mury, nomkomxets abo iHmmx 3Miz ne
OOBMHHO CIIOCTEpiraTHes /

An epaque 10 m! bottle (PE) with a dropper (PE)
and cap (PE), as well as the label must be intact. No
dust, damage or other changes should be observed

MeToa nianpaemcrsa /
Inhouse test

Bignozigae /

Corresponds

*Caponeiickka Papmakones, Ai09e BUARNA / *European Pharmacepeia, current version

**He pyrunnuii Tect, BUKOHYEThCA Tianki nmg panifanifinex ce
KpanessHULE 474 (IAKOHIB pu BA

batches or new
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POGHHUTB] po3HUNY Kpanens ouumx. / Not routinely performed. Test only performed for validation
dropper tip batches used for the first time in the manufacture of eye drops, solution.




pharmaselect.

Pharmaselect International Beteiligungs GmbH
Ernst-Meichior-Gasse 20

1020 Vienna

Tel: +43-1-786 03 £68.0

Fax: +43-1-786 03 86-20

Bucnorok / Conclusion:

Cepis No XA0266C pinnosizae umoram MKSI o PIT JI3 NeUA/18396/01/01
Batch Ne XA0266C meets the requirements QMC for MA Ne UA/18396/01/01

KomenTapi / Comments: Hemae / No

3asiBa npo ceprudiraniro

[Tum a 3acBinuywo, O HABEAEHA BULIE iHopmanis € foctoBipHoto Ta TouHow. Lo Cepito npoayKuil
Oyno  BHpoONEHO (BKAIOHAKOUM MaKyBaHHI/MAPKYBaHHA) Ta MPOBEAEHO KOHTPONbL i AKOCTI Ha
BHIUE3a3HAYEHIH NiNBHHUI y MOBHIH BinmoimnocTi 3 BUMOrami GMP, BCTAaHOBNEHMMM MiCLIEBMM
PETYJIATOPHUM OpraHoM, a TaKOXK BUANOBIAHO N0 crieuudikamii, mo MicTHThLCS B peecTpauifHoMy

nocke, Ilporokonu BHpoGHHLTRA, NAKYBaHHA Ta aHanisis Gyno [NEPErAAHYTO Ta BCTAHORISHO
BiamosiguicTe GMP.

Statement of Certification

I hereby certify that the above information is authentic and accurate. This batch has been manufactured
(including packaging/labelling) and quality control has been performed at the above-mentioned site in
tull compliance with the GMP requirements set by the local Regulatory Authority and in accordance
with specifications contained in the registration dossier. The manufacturing, packaging and quality
control protocols were reviewed and GMP compliance was established.

Hata ananizy/Test Date: 20.03.2024
Hara Bunmycky/Release Date:  22.04.2024
Digitally signed b
Am0| D A:'Eonyl\jll?at(:e/le;

Date: 2024.04,22
Mhatre/QP 13:53:44 +01°00° (Iigrne/Signature)
YnosHoBaxkeHa ocoba 3 axocti/Qualified Person
Amon J[ Mxatpe/ Amol D Mhatre

Hanuit ceprudikar Gyno cknaneno, MePEBipeHo Ta MANKCaHo BiATOBIANO [0 TEKCTY aHIMHACLKO0
MOBOIO /

This certificate has been completed, checked and signed in accordance to the English text
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