3BIT

PO JOKJIIHIMHI J0CTiKEHHS

1. HasBa nikapcekoro 3aco0y (3a HasBHOCTI —
HOMED peecTpaliifHOro nocBiTIeHHs):

Onaranun EKO (ononatagun) 1 mr/mil, kpani ousi,
PO3UYHH

1) Tun nixapeskoro 3acofy, 3a AKHM
poBOAMIIacd abo MIAHYETHCS peecTparlis

l'ibpunuuii nikapchbKuii 3aci6

2) npoBeieHi JOCITiIKEHHS

O rax Kui Sxuo Hi, o6rpyHTyBaTn

Onaragun EKO e ri6puanoio Bepcieto opurinaneHoro npenapary Onatanon | Mr/mim, Kpamt odi,
po3umH, (3apeecTpoBaHMit 3a UeHTpati3oBaHol npoueaypoio B €C), ToMy KITiHIUHI JOC/imKeHHS
NPOBOAWINCA /A LBOro mpoaykry. [Hoknminiuawii orisx (Moayns 2.4) MiAroTOBAHO HA OCHOBI

onyO6nikoBaHoT HayKOBOI iHdOpMallii,

2. @apmakoJoris:

1) mepBuHHA (hapMaKoaMHAMIKA

2) BTOpHHHA (apMaKoIHHaMiKa

3) dhapmakomoris 6e3nexu

4) bapmaxognHaMidHI B3aEMO/Iii

3. GapMakoKiHETHKA:

1) aHaTiTHYHI METOIHMKH Ta 3BITH 10O 1X
Basimamil

2) BCMOKTYBaHHs

3) po3nojin

4) merabounizm

5) BUBeICHHS

6) hapmakoKiHeTHYHI B3aeMOIT (TOKJTiHIYHi)

7) iHn1l apMakOKIHETHYHI JOCIIIKEHHS

4. ToKCHKOJIOTIS:

1) ToKCHYHICTE y pa3i 0JJHOPa30BOT0 BBEICHHS

2) TOKCHYHICTG y pa3i IOBTOPHUX BBEJIECHD

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKJIFOYAIOYH JIOJATKOBY OLIHKY
3 TOKCHKOKIHETHKH)




4) KaHIIEpPOI'€HHICTE:

JIOBFOCTPOKOBI JIOCITHKEHHS

KOPOTKOCTPOKOBI JIOCIIPKeHHS a00
JOCITI/DKEHHS CePeIHbOT TPHBAIOCTI

JIOJIATKOBI JOCIIJKEHHS

5) penpoAyKTHBHA TOKCHYHICTh T TOKCHYHHUI
BIUIMB HA PO3BHUTOK ITOTOMCTBA!

BIUTHB Ha (epTHIBHICTE | paHHiMH
eMOpiOHABHUI PO3BUTOK

eMOpIOTOKCHYHICTh

IIpeHaTaJIbHa i mocTHATaIbHA TOKCHYHICTE

JIOCITIDKEHHS, TIPH SIKUX MpenapaT YBOJIUTHCS
MIOTOMCTBY (HECTATEBO3PIIMM TBAPHHAM )
Ta/ab0 OLIHIOETHCS BiomaneHa ois

6) MiclieBa IIepeHOCHMICTE

7) NOJATKOBI TOCTIKEHHS TOKCHIHOCTI !

AHTUICHHICTE (YTBOPEHHS aHTHUTIN)

IMYHOTOKCHYHICTh

MOCIIHKEHHS MEeXaHi3MiB il

JiKapchKa 3aeKHICTh

TOKCHYHICTE META00IIITIB

TOKCHYHICTE ,E[OMiIIIOK

iHme

5. BHCHOBKH 111010 JOKJIIHIYHOTO BABYEHHS

3assnux (racnux peecmpayitinozo noCcioOYeHns)

. ﬂupexmop denapmamenmy
3 pecyiAmopHUX NUMAHY
TOB «llonvghapma FOA»

Muxonaisna

Yypyma Ipuna




Non-Clinical Trial Reports

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

Opatadin ECO (Olopatadine) 1 mg/ml oral drops, solution

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

2) Trials conducted yes O X no

has been prepared on the basis of published scientific literature.

Opatadin ECO is hybrid version of original product: Opatanol 1 mg/ml oral drops, solution (centrally authorized
in UE) so no non-clinical studies have been conducted for this product. Non-clinical overview (module 2.4)

|2. Pharmacology: ”

|1) primary pharmacodynamics H

|2) secondary pharmacodynamics H

|3) safety pharmacology

|4) pharmacodynamic interactions

|3. Pharmacokinetics:

|
|
|
|
|
|

1) analytical procedures and reports
on their validation

2) absorption |

13) distribution |

|4) metabolism I

|5) excretion I

A1 Ji__]

6) pharmacokinetic interactions (non-
clinical)

7) other pharmacokinetic studies Il

4, Toxicology:

[1) Single dose toxicity |

|2) Repeated dose toxicity

3) Genotoxicity:

in vitro

in vivo (including additional
assessment on toxicokinetics)

|4) Carcinogenicity:
‘long-term studies 4“ .

Ishort-term studies or mid-term studies “ -




ladditional studies Jl

5) Reproductive and developmental
toxicity:

effects on fertility and early
embryonic development

|embryotoxicity

[prenatal and postnatal toxicity ||

studies in which medication is
administered to the offspring
(immature animals) and/or long-term
effects are assessed

|6) local tolerance |

|7) additional toxicity studies: |

|antigenicity (antibody response) ||

|immun0t0xicity “

lstudy of the mechanisms of action ||

ﬂdrug dependence ||

toxicity of metabolites

toxicity of impurities

other

5. Conclusions on non-clinical study

it?é? N

Applicant (Marketing
Authorization Holder)

KA,

(signature)

Anna Klein

(full name)




3BiT npo KiainidHe XOCTITKEHHS

1. Ha3Ba mikapchkoro 3aco0y (3a HasiBHOCTI - HOMep

i ; Omnatagua EKO (ononatagus) 1 Mr/mi 1 O9HI
eecTpalllHHOTO NOCBIAYEHHS ) A ( NaTajuH) 1 MI/MIL, Kparui o\Hi, posuuH

2. 3asBHHK Bapmascbkui papmaneTHuHHH 3aB0 «Iloapda» C.A.

Bapiascbkui papmanesruynuii 3ason «Ilonsha» C.A.
Byn. Kaponekosa 22/24,

pitgmiai 01-207 Bapiasa,
IMonpina
4. TTpoBesieHi TOCTIKEHHSA: L rax Xni Slkmio Hi, oOIpyHTYBaTH

Onataaun EKO e ribpuaHoto Bepcieto opHTiHambHOTO MpenapaTy OnaTtaHosu 1 Mr/mit, Kparuli 09Hi, pO3YHH,
(3apeecTpoBaHHUi 3a [IEHTPANII30BaHOIO Mpolieaypoto B €C), TOMY KIiHIYHI JOCTIPKEHHA IPOBOIUINCA 1)1 LIOTO
npoaykty. KniHiunui ormsia (Moayns 2.5) miAroToBaHo Ha OCHOBI 0Ny 6IiKOBaHOI HAYKOBOI iH(OpMaIIii.

1) TvI JikapcepKkoro 3aco0y, 3a IKUM [IpoBo/uiacs abo

MIAHYETRCS peecTpallist .

5. TloBHa Ha3Ba KIHIYHOTO BUNPOOYBaHHS, KOOBaHHH
HOMEp KIIIHIYHOTO BUNIPOOYBaHHA

6. @a3a KIHIYHOrO BHIIPOOYBaHHs

7. Iepioz npoBeieHAs KIIHIYHOT'O BUIIPOOYBaHHs

8. Kpainu, 1e npoBoauiocs KIiHiuHe BUIIPOOyBaHHs

9. KimbKIiCTh IOCIIIKYBaHHX

10. MeTa Ta BTOpHHHI OUIi KJIIHIYHOTO BHIIPoOYBaHHS

11. Jlu3aiig KJIiHIYHOTO BUIPOOYBAHHS

12. OcHOBHI KpHTepii BKIIFOUEHHS

13. JocmimKkyBanuil nikapcbkHi 3acib, crocid
3aCTOCYBaHHA, CHJIA il

14. Tlpenapat NOpiBHAHHA, 1034, CIIOCIO 3aCTOCYBAaHHS,
cyiIa mil

15. CymyTHs Teparis

16. Kpurepii ominku e)eKTHBHOCTI

17. Kpurepii oniHkH Oe3neku

18. CraTUCTHYHI METOIH

19. MemorpadiuHi MOKasHUKH JOCIiIAKYBaHOT
monynAIi (cTaTh, BIK, paca, TOIIO)

20. PesyibraTtd e)eKTHBHOCTI

21. PesynbTaTh Oe3meKH

22. BHCHOBOK

3asenux (enacHux peecmpayitino2o noceiouenHs)
/ Hupexmop oenapmavenmy

3 pezysmopHUX RUMAHb p ? A

TOB «Iloneghapma KOA» PO G

‘[IOKyMEHTIB
AR

Wwma Ipuna Muronaiena




Clinical Trial Report

1. Name of the medicinal product (number of Opatadin ECO (Olopatadine) 1 mg/ml oral drops, solution

registration certificate, if available)

‘2. Applicant HWarsaw Pharmaceutical Works Polfa S.A.
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Street

3. Manufacturer 01-207 Warsaw
Poland

4. Trials conducted: yes XC no Vit Auistintinte

Opatadin ECO is hybrid version of original product: Opatanol | mg/ml oral drops, solution (centrally authorized
in UE) so no clinical studies have been conducted for this product. Clinical overview (module 2.5) has been
prepared on the basis of published scientific literature.

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

5. Full name of the Clinical Trial, clinical trial
code

[6. Clinical trial phase [ |
[7. Period of the clinical trial [ |

8. Countries where the clinical trial was
conducted

|9. Number of study participants | [

10. Goal and secondary objectives of the clinical
trial

|] 1. Design of the clinical trial I T
‘ 12. Main inclusion criteria |

13. The investigational medicinal product,
method of administration, strength

14. Comparator, dose, method of administration,
strength

] 15. Concomitant therapy H |

‘ 16. Efficacy evaluation criteria “ |

l]?. Safety evaluation criteria H |

|]8. Statistical methods "

A\ [NAOKYMEHTIE
fnzaoxymentia




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

120. Efficacy results “

|21. Safety results ||

|22. Conclusion ”

Am MG

Kleem,

Applicant (Marketing
Authorization Holder)

(signature)
Anna Klein
(full name)




