Clinical Trial Report

1. Name of the medicinal product
(number of registration certificate, if
available)

XALOPTIC COMBI ECO
50 pmg + 5 mg/ml eye drops, solution

2. Applicant

Zaklady Farmaceutyczne Polpharma S.A
ul. Pelplinska 19

83-200 Starogard Gdanski

Poland

3. Manufacturer

Lomapharm GmbH
Langes Feld 5, Emmerthal, Niedersachsen, 31860, Germany

4. Trials conducted:

o yes X No  If not, substantiate

According to the guideline (CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **), a waiver for equivalence data
may be granted for solutions such as eye drops, nasal sprays, or cutaneous solutions if the test product is
the same type of solution and contains the same concentration of the active substance as the approved
medicinal product. Minor differences in excipient composition may be acceptable if the pharmaceutical
properties of the test and reference products are identical or essentially similar.

1) type of the medicinal product, by
which registration was conducted or
planned

Not applicable

was conducted

5. Full name of the Clinical Trial, Not applicable
clinical trial code

|6. Clinical trial phase ||Not applicable
7. Period of the clinical trial Not applicable
8. Countries where the clinical trial |Not applicable

|9. Number of study participants

||Not applicable

10. Goal and secondary objectives of
the clinical trial

Not applicable

|11. Design of the clinical trial

HNot applicable

|12. Main inclusion criteria HNot applicable
13. The investigational medicinal Not applicable
product, method of administration,

strength

14. Comparator, dose, method of Not applicable
administration, strength

1 15. Concomitant therapy "Not applicable

|16. Efficacy evaluation criteria

[Not applicable




ll?. Safety evaluation criteria “Not applicable

[18. Statistical methods Not applicable

Not applcable

19. Demographic characteristic of
study population (gender, age, race,

etc.)
|20. Efficacy results Not applicable
21. Safety results Not applicable
22. Conclusion Not applicable
Biowaiver justification:
Therefore Applicant states that bioequivalence demonstrated for strength , can be applied

for lower strengths of the product.

Applicant (Marketing ‘
Authorization Holder)

AWPEKTOPKR
PETYNATOPHUX NUTAHD

YYPYTA | .M.



Non-Clinical Trial Reports

1. Name of the medicinal product
(number of registration certificate, if
available):

XALOPTIC COMBI ECO

50 pmg + 5 mg/ml eye drops, solution

1) type of the medicinal product, by

3) distribution

||Not applicable

4) metabolism

”Not applicable

which registration was conducted or ||Hybrid

planned

2) Trials conducted o yes X no

2. Pharmacology: |Not applicable

1) primary pharmacodynamics ||N0t applicable —|

2) secondary pharmacodynamics ||N0t applicable |

|3) safety pharmacology ||N0t applicable |

|4) pharmacodynamic interactions ||Not applicable |

|3. Pharmacokinetics:

1) analytical procedures and reports |Not applicable

on their validation

2) absorption ||Not applicable |
|
1
|

5) excretion

HNot applicable

6) pharmacokinetic interactions (non-
clinical)

Not applicable

|7) other pharmacokinetic studies

Not applicable

|4. Toxicology:

|1) Single dose toxicity |Not applicable |
|2) Repeated dose toxicity HNot applicable ]
3) Genotoxicity: Not applicable

in vitro

in vivo (including additional
assessment on toxicokinetics)

Not applicable

[4) Carcinogenicity:

||N0t applicable

llong-term studies

||Not applicable

short-term studies or mid-term
studies

Not applicable

ladditional studies

| -




5) Reproductive and developmental
toxicity:

effects on fertility and early Not applicable
embryonic development

|embryotoxicity _|N0t applicable
|prenatal and postnatal toxicity ”Not applicable
studies in which medication is Not applicable

administered to the offspring
(immature animals) and/or long-term
effects are assessed

16) local tolerance | Not applicable

|7) additional toxicity studies: |

|antigenicity (antibody response) —“Not applicable

immunotoxicity ”Not applicable
study of the mechanisms of action Not applicable
|drug dependence Not applicable
ltoxicity of metabolites | Not applicable
|t0xicity of impurities Not applicable
[other Not applicable
|5. Conclusions on non-clinical study | Not applicable
o
/7
Applicant (Marketing & ﬂnature)
Authorization Holder)

zluPEmo%”&ﬂx““ﬂﬁmmman?@;
oEFyRRTOPHHX TMHTAHD
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3BiT npo KiiHivYHE BUNIPOGYBaHH

1. Hazea mikapchkoro 3acofy (3a HasfBHOCTI -
HOMEp peecTpaLiiiHOro MoCBiJYEHHs)

KCAJIOIITUK KOMBI EKO, kparuti oui, po34us,
(50 mxr + 5 mr)/ma

2. 3aaBHHK

Gapmauestaunnii 3apon “TIOJILGAPMA” C.A.

3. BupoGnuxk

Jlomacapm I'M6X  Himeuuuna
Jlanrec ®ensn 5, EmMeprans, Hinepcakcen, 31860

4. TIposeneHi BUNpoOyBaHHsA

Tax __ Hi X  SIkwo Hi, 06rpyHTYBaTH.

3rigno 3 pexomennauiamu (CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **), BimmMoBa BijJ JaHHX €KBIBAJICHTHOCTI MOYKE
OyTH HajaHa [y PO3YMHIB, TAKMX AK OYHI KpaIuli, HasanbHi cripei aGo PO3UMHM IS IIKipH, SKILO JOCITiKYBaHUH
Npernapar € po3YMHOM TOTO K THIY Ta MICTHUTh TaKy K KOHLEHTpALil0 aKTHBHOI PEYOBHMHM, AK i 3aTBEpIKEeHHIH
nikapcbkui 3aci6. Hesnauni BigMiHHOCTI y ckiaai JONOMDKHUX PEYOBHH MOMNKYTh OYTH NPUAHSTHUMH, SKLIO
(papmaLeBTHYHI BAACTUBOCTI MOCIIIKYBaHOrO Ta peePeHTHOro Npenaparis iaeHTHYHI a6o 1o cyTi noniGHi.

Kniniynui ornsa (Momysie 2.5) NMiAroTOBIEHO Ha OCHOBI OMyG/IiKOBAHOT HAYKOBOT JIiTEpaTypH.

1) Tvn nikapebkoro 3acofy, 3a SKUM IPOBOAKIIACS
abo nnaHyeTbes peecTparis

He 3acTocoBano

5. lloBHa Ha3Ba wIiHIYHOrO BHUNPOOYBaHHS,
KOJIOBaHHH HOMEP KJIiHIYHOTO BUINPOGYBaHHS

He 3acTocoBaHo

6. Maza KiHIYHOrO BUNIPOOYBAHHS

He 3actocosano

7. Ilepioa npoBeaeHHs KIiHIYHOTO BUMPOOYBaHHS

He 3acTocoBano

8.  Kpaliuu, KIiHi4YHe

BUIPOOYBaHHS

e TPOBOIHIIOCH

He 3acTocoBano

9. KiJIbKiCTh JOCHIIKYBAHUX

He 3acTocoBaHo

10. Merta Ta KJITiHIYHOro

BUIIPOOYBaHHS

BTOPHHHI  LIii

He 3acTocosano

11. duzaiin kiiniunoro BunpoOyBaHHA

He 3acrocoBaHo

12. OcHOBHI KpHTEpil BKIIOYEHHS

He 3actocoBsano

13. HocnimkyBaHuii Jiikapcekuil 3aci0, croci®
3aCTOCYBaHHA, Cula il

He 3acrocoBaHo

14. TlpenmapaT TNOpPIBHAHHS, crioci6

3aCTOCYBaHHs, cHla il

J103a,

He 3acTtocoBaHo




15. CynyTHs Teparnis He 3acrocorano

16. Kpurepii olliHKH eeKTUBHOCTI He 3actocoeaHo
17. Kpurepii ouinku Ge3nexu He 3acTocoBano
18. CratucTuyHi MeTOIH He 3actocoBaHo

19. Jlemorpadiuni nokaszHuku nocnimkysaHoi|He 3actocoBano
NOMyJIsLii (CTaTh, BiK, paca, TOIIO)

20. PezynbraTH e(heKTHRHOCTI He zacTocoBaHo
21. PesynbraTh Ge3nexu He 3actocoBaHo
22. BUCHOBOK (3aKJIIOUeHHS) He 3actocoBaHo

[Ipencrapnuk 3aseHuka (BracHuka (nionuc)
peecTpaLli{HOr0 NOCBiAYESHHS) (ni):lnﬂc)/

AP TAMERTY
NATAHD



3BiT npo gokJaiHiYHe BUNPOOYBAHHS

1. HasBa nikapcekoro 3acoby (3a HasBHocTi -| KCAJIOIITHK KOMBI EKO, kpanni ouni, po3uns,
HOMep peecTpalliifHOro MocBiqyeHH): (50 Mkr + 5 Mr)/mn

1) Tun nikapcekoro 3acofy, 3a skum|I'iGpuaumii Jikapesknii 3acié
npoBoauacs adbo NMIaHyeTbCs peecTpallis

2) Ilpoeeneni BunpobyBaHHA Tax Hi X

Bionogiono 0o Kepisnuymea 3 oOocnioocenns 6Gioexsisanenmmocmi CPMP/EWP/QWP/1401/98 Rev. 1/Corr**,
«Oocnidocenns GioekeianeHmMHOCmI, AK NPAGUIO0, He NOMPIOHI, AKWO OOCRIOANCY6anUll NPoOyKm Oyoe 6600UMUCS Y
6USNAOI 60OHOZ0 POFUUHY OISl GHYMPIUHBOGEHHOZ0 6EE0EHHS, WO MICUMG My Camy aKmusHy peqosuly. peyo6UuHd Ak
Hapasi cxeaneHutl NPooyKm».

Ockinbku yi yMO8U UKOHYIOMbCSL OJIA 3aNPONOHOBAHO20 NIKAPCLKOZ0 3adcoby, docridvicenns BE ne nposoownocs, i 6io
GNACHUKA 00380IIY HE UMARAEMbCA HAOABAMY Pe3VIbmanmu OOKNIHIYHUX 8UNPOOYEaHb ma KAIHIYHUX 6unpobyean.

| Joxniniunuii 02nsd (Modyne 2.4) nidzomosieno Ha 0CHo8i onydIiKo8aHOI HayKosol Aimepantypul.

2. ®apmakonoris:

1) nepBrHHA (apMakoaUHaMiKa He 3acTocoByeTbes
2) BroprHHa hapMakoaUMHaMiKa He 3acrocoByerses
3) dapmaxosioris Gesreku He 3actocoByetbest
4) dhapmakonHHaMidHi B3aeMOIIT He 3acTocoByeTbCH

3. dapmakoKiHeTHKa:

1) aHajgiTHuHi METOJMKH Ta 3BITH LIOAO IX He 3actocoByeThes

BauTigauil

2) BCMOKTYBaHHA He 3actocoByeThes
3) posnoain He 3acTocoByeThes
4) meTtabonizm He 3actocoByeTbes
5) BUBeEHHS He 3acTocoBy€ThCS

He 3acrocoByeTnes
6) hapmakoKiHeTHYHI B3a€MOJIT (HEKITIHIUHI)

7) i hapMaKOKiHETHUHI JOCTIIKEHHS He 3acTocoByeThbCs

4. TokcukoJoris: He 3acTocoByeThes

1) TOKCHUHICTB Y pasi 01HOpa3oBOro BeeaeHHs |H€ 3aCTOCOBYETLCA

2) TOKCHYHICTh Y pa3i MOBTOPHUX BBEICHD He 3acTocoByerbes
3) reHOTOKCHYHICTb: He 3acTocoByeThes
in vitro

in vivo (BKMOUAlOYM JONATKOBY OIiHKy 3|HE 38CTOCOBYETLCH

TOKCHKOKIHETHKH)

4) KaHLIEPOreHHICTh: He 3acrocoByeTbest

JIOBrOCTPOKOBI 0CIIJUKEHHS He 3acTocoByeThCS
KOPOTKOCTPOKOBI JOCJIIPKEHHS abo He 3acrocoByeThes

IOCIIDKEHHA CepeHboT TPHBATIOCTI

JIOJATKOBI JOCITIGKEHHS He 3acTocoByeThes

: ” He 3acTocoByeTbCs
5) penpoayKTHBHA TOKCHUYHICTh T4 TOKCHYHHH M

BIIJIMB HA PO3BHUTOK IMOTOMCTBA!




BIUIMBE  HAa  depTunbHicTs 1 paHHil
eMOpioHaNbHHI PO3BHTOK

He 3acrocoByerbes

eMOpIOTOKCHUHICTB

He 3aCTOCOBYETBCA

npeHaTa/ibHa i IoCTHaTaJIbHA TOKCHYHICTD

He 3aCTOCOBYETBC

AOCHI/DKEHHSA, TPH AKHX Mpernapar yBOAWTHCA
MIOTOMCTBY (HECTaTEeBO3PILIIMM TBaprHaM) Ta/abo
OLLIHIOETBCA BifganeHa Jais

He 3actocoByeTkes

6) MicLieBa NepeHOCHMICTh

He 3aCTOCOBYETbLCA

7) nonaTKOBi AOC/iIKEHHS TOKCHUYHOCTI:

He 3acTtocoByeTbes

AHTUTEHHICTh (YTBOPEHHS aHTUTIJ)

He 34CTOCOBYETLCA

IMYHOTOKCHYHICTb

He 3acrocoByerses

JOCIIIKEHHA MEXaHI3MIB Iil

He 3actocoByeTbes

JiKapceKa 3anexHICTh

He 3aCTOCOBYETBCA

TOKCHUYHICTE MeTaboJTiTiB

He 34CTOCOBYETBCA

TOKCHYHICTh OOMIIIIOK

He 3aCTOCOBYETBLCA

iHIIIE

He 3aCTOCOBYETBCI

5. BHCHOBKH 1010 HEKJTIHIYHOTO JOC/IIKEHHS

He 3aCTOCOBYETBHCA

[MpencraBumk 3aseHuka (BracHuka
peecTpaLifHOro MOCBiqYEeHHs )

PETYNATOPHUX NUTAHD

uypyTA I .M.
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