Annex 29

to the Order of expert

evaluation conductio of registration
materials on medicinal products
submitted to state registration (re-
registration), as well as expert
evaluation of materials on

making amendments to registration
materials during validity term

of Registration Certificate

(point 4 section IV)

REPORT
on preclinical studies

1. Name of medicinal product (if
available - Registration Certificate
number):

PREOLIKA® forte, tablets, 200 mg

1) type of medicinal product, for
which registration has been
conducted or planned

Medicinal
medicinal use

product with well-established

2) conducted studies

yes

As it is a medicinal product with well-
established medicinal application, preclinical
study are not required and non was performed.

m no ifno, justif.

2. Pharmacology: /A
1) primary pharmacodynamics IN/A
2) secondary pharmacodynamics  [N/A
3) safety pharmacology IN/A
4) pharmacodynamic interactions  [N/A
3. Pharmacokinetics:

1) analytical methods and reports on
their validation A
2) absorption IN/A
3) distribution N/A
4) metabolism IN/A
5) elimination IN/A
0) phgrrpacokmetm interactions N/A
(preclinical)

7) other pharmacokinetic studies  [N/A
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4. Toxicology:

Applicant
(Registration ertificate holder)

1) single use toxicity /A
2) repeated doses toxicity IN/A
3) genotoxicity:
irz \%itro e A
in vivo (including additional
assessment on toxicokinetics) R
4) cancerogenicity: N/A
Long-term studies IN/A
Short-term studies
or medium-term studies e
Additional studies IN/A
5) reproductive and developmental
tc?xicl?ty: d s
Effect on fertility and early
embryonal development o
embryotoxicity IN/A
Prenatal and postnatal toxicity IN/A
Studies where the product is
administered to offspring (imnflature N/A
animals) and/or remote effect is
estimated
6) local tolerability IN/A
7) additional toxicity studies: IN/A
e e
immunotoxicity IN/A
‘|study of mechanisms of action IN/A
drug dependence IN/A
metabolite toxicity IN/A
Impurity toxicity IN/A
other IN/A
5. Conclusions regarding preclinical
study ° = M =
e,

o

S V'L%name name, fatherzs name)

KOMISA BIPHA

CaHyeHko ||, %




Annex 30

to the Order of expert

evaluation conduction of registration
materials on medicinal products
submitted to state registration (re-
registration), as well as expert
evaluation of materials on

making amendments to registration
materials during validity term

of Registration Certificate

(point 4 section IV)

REPORT

on clinical trial

1. Name of medicinal product (if
available - Registration Certificate
number)

PREOLIKA® forte, tablets, 200 mg

2. Applicant

KUPFFER BIOTHECH, UAB,
Republic of Lithuania

3. Manufacturer

Adamed Pharma S.A.
ul. Marszalka Jozefa Pilsudskiego 5,
95-200 Pabianice, Poland

4. Conducted studies:

yes m no if no, justif.

As it is a medicinal product with well-
established medicinal application, - clinical
study are not required and non was
performed

) Hpe of-medl.cmal PIne, Jo Medicinal product with well-established

which registration has been s
medicinal use

conducted or planned

5. Full name of clinical trial, code

S ) IN/A

number of clinical trial

6. Clinical trial phase IN/A

7. Period of clinical trial conduction [N/A

8. Countries where clinical trial has
IN/A

been conducted

9. Number of enrolled population  [N/A

10_. Alm a_nd secondary goals of N/A

clinical trial

11. Design of clinical trial N/A

KOIMIA BIPHA
h/
CanyeHko 1.1 %/




12. Main criteria for enrollment /A
13. Investigated medicinal product, N/A
method of administration, strength

14. Reference product, dose, N/A
method of administration, strength

15. Concurrent therapy IN/A
16. Criteria for efficien

assessment i Y s
17. Criteria for safety assessment  [N/A
18. Statistical methods IN/A
19. Demographic indicators of the
investigated population (gender,  [N/A
age, race, etc.)

20. Results of efficiency IN/A
21. Results of safety IN/A
22. Conclusion (assesment) N/A

Applicant
(Registration Certificate holder)

U,n c” % }; s1gnature)
= ‘/ /»\ s & /f H/é?(?

le, name, father, ¢ name)

KOMIA BIPHA
CaHyeHko 1., %//




Jonatok 29

1o Iopsaxy npoBeieHHs eKCIIepTU3H
peecTpaliiiHuX MaTepiajiB Ha
JKapchbKi 3aco0H, 1110 [MOaI0ThCS Ha
JIEp)KaBHY PeECTpaLliio

(nmepepeectpani), a

TAKO0 E€KCIIEPTH3U MaTepiaiB Ipo
BHECEHHSI 3MIH JI0 peecTpariiHuX
MaTepiajiB IPOTIroM il

peecTpaniifHOro mocBiT4eHHs

3BIT

(nmyHKT 4 pozmimy IV)

PO JOKMIHIYHI J0CTIIKEHH

1. Haspa nixkapcpkoro 3aco6y (3a HassBHOCTI
- HOMep peecTpaliiiHOro MoCBiueH s ):

IIPEOJIIKA® gopre, Tab1eTKH
no 200 mr

1) Tun nikapceKoro 3acoby, 3a SKUM

Jlikapcpkuii 3aci6, skuit mae mo6pe

NpoBOAM/IACS a00 TIAHYETHCS peecTpallid

BHBYCHE MEOAWYIHE 3aCTOCYBAaHH

2) nmpoBeneHi TOCIiIKEeHHS

Tak W HI SKIIO Hi,
oOrpyHTYBaTH

Tax sk e 3asdBa Ha JIKapChKHH 3aci6
13 100pe BUBUEHUM MEIMYHUM
3aCTOCYBaHHAM, JIOKJIIHIYH]
JIOCTI/IKEHHsT He BUMAarajucs Ta He
Oy BUKOHAHI.

2. ®apmaxoIoris:

He 3acrocoByeTbes

1) nepBunHa papmaxkonrHamika

He 3acTocoByeThes

2) BToprHHA (hapMaKoAMHaMiKa

He 3acTocoByeThes

3) hapmaxosnorist Gesnexu

He 3acTocoByeTbCst

4) dbapmaxoauHamigHi B3aeMoIil

He 3acTocoBy€eThCS

3. GapMakoKiHETHKA:

1) aHamiTHYHI METOAMKH Ta 3BiTH MO0 IX
BaJimarii

He 3acTocoByeThes

2) BCMOKTYBaHHsI

He 3acTocoByeThes

3) po3momin

He 3acTocoByeTbes

4) metabonizm

He 3acTocoByeThest

S) BUBelleHHS

He 3acTocoByeTbest

6) dapmakoKiHETHYHI B3a€MOIi]
(TOKJTiHIYHI )

He 3acTocoByeThCs

7) iH1I (hapMaKOKIHETHYHI JOCIiIKEHHSI

He 3acTocoB aieHO Ha yKpaiHChbKy MpBY

)

HEPCRITdOdIEM @7)/
. /
)

bonpap Y.C.
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4. ToxcukoJoris:

1) TokcHuHiCTB y pasi ogHOPa3oBOro
BBEJICHHS

He 3acTocoByeThes

2) TOKCHYHICTB ¥ pa3i MOBTOPHHX BBEEHb

He 3acTocoByeThes

3) reHOTOKCHYHICTB:
in vitro

He 3acTtocoByeThes

In Vivo (BKIIIOYaIO4H T0/IATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

He 3acrocoByeThcs

4) KaHIEPOTE€HHICTh:

He 3acTocoByeThes

JTOBI'OCTPOKOBI JOCITIKEHHS

He 3acTocoByeThes

KOPOTKOCTPOKOBI JOCTIIKEHHS
abo JOCIIKEHHS cepeqHBOT TPUBAJIOCT]

He 3actocoByeTnhes

TOJATKOBI JOCIIIKEHHS

He 3actocoByeThes

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIIMB Ha PO3BUTOK IIOTOMCTRA:

He 3acTtocoByeThCs

BIUIMB Ha (DEPTUIBHICTE 1 paHHiil
eMOpPIOHAILHUH PO3BUTOK

He 3acrocoByeThcs

eMOpIOTOKCHUHICTD

He 3acTocoByeThCs

[IpeHaTa/IbHa 1 ITOCTHATAIbHA TOKCHYHICTE

He 3acTocoByeThes

JIOCTTIIKEHHS, TIPY SKUX [penapat
YBOIUTHCS MOTOMCTBY (HECTaTEBO3PLIIMM
TBapHHaM) Ta/abo OLIHIOETLCS BifnaneHa
s

He 3acTocoByeThes

6) MiclIleBa IEPEHOCHMICTh

He 3acTocoByeThCs

7) 101aTKOBI TOCII)KEHHS TOKCUYHOCTI:

He 3acTocoByeThes

AHTUI€HHICTE (YTBOPEHHS aHTHTLN)

He 3acTto COBYETBCA

IMYHOTOKCHYHICTE

He 3actocoByeThes

ITOCITIKEHHS MEXaHI3MIB il

He 3acTocoByeThCs

JTiKapchKa 3aJIeXHiCTh

He 3acTocoByeThest

TOKCHYHICTh MeTaboJIiTiB

He 3acTocoByeThes

TOKCUYHICTE JOMIIIOK

He 3acTocoByeTbes

1HIIE

He 3actocoByeTbes

5. BUCHOBKH 11010 JOKIIHIYHOTO
BHUBYEHHS

He 3actocoByeThes

3asBHUK (BIaCHHUK

peecTpaliiHoro
[IOCBI/IYEHHS )

(mmiarmc)

["eHepaJILHMI THPEKTO bpra AjgiMoBa
TIEHO Ha yKpaiHCbKy MOBY

(I1. I. B.) nepeknapayem
Bowxpap Y.C.
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Honatox 30

no Iopsitky npoBeneHHst ekcrnepTH3u
peecTpaniiHux MaTtepialis Ha
JiKapChKi

3aco0u, 1110 OJAOTHCS Ha JIEPKABHY
peecTpariiro (Iepepeectpariio), a
TaKOX

CKCMEePTHU3H MaTepialliB PO BHECEHHS
3MIH J10 peecTpaliiHuX MaTepiais
IPOTArOM Jii peecTpariiiiHoro
[IOCBITYEHHS

(myHKT 4 posminy IV)

3BIT

Npo KJIiHiYHe BUNPOOYBaHHS

1. Hasga nixapcekoro 3aco6y (3a
HasBHOCTI - HOMep peecTpaliifHoro
IIOCBITYEHHS)

[IPEOJIIKA® ¢opre, Tabaerkn no 200 mr

2. 3asiBHUK KYII®EP BIOTEX, YAB, JIutoBchka
Pecny6Jtika
3. Bupo6uuxk Biofarm Sp. z o.0., Poland

4. ITpoBeneni nocmiKeHus:

TaK W Hi SKINO Hi, O0IpyHTYBaTH

Tax sik 1e 3a1Ba Ha TiKapCHKUii 3acib i3 06pe
BUBYCHUM MEIUYHHUM 3aCTOCYBAHHSM,
KJIIHIYHI TOCJI)KEHHS He BUMATAIHCS Ta He
Oyiu BUKOHAHI.

1) Tun nikapeekoro 3acoby, 3a SKUM
[poBoaMIacs abo MiIaHyeThCs
peecTparis

Jlikapcekuii 3aci6, sikuit Mae 106pe BUBUCHEe
MeINYHE 3aCTOCYBAHHS.

5. IToBHa Ha3Ba KIIiHiYHOTO
BUIIPOOYBaHHs, KOJOBaHHUI HOMEp
KIIIHIYHOTO BHIIPOOYBAHHS

He 3acTocoByeThes

6. Pasza KIiHIYHOro BUIPOOYBaHHS

He 3acTocoByeThes

7. Ilepion mpoBeeHHS KIIiHIYHOTO
BUIIPOOYBaHHS

He 3acTocoByernbes

8. Kpainu, ne nposoaunocs
KJIiHIYHEe BUIIPOOYBaHHS

He 3acrocoByeThest

9. KinpkicTs ocnimkyBaHux

He 3acTocoByetncs1€peknaneHo a yKpaiHCbky m

TepeRTanaqem W

BoHgap V.C.
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10. Merta ta BropusHi wimi
KJIIHIYHOTO BHITPOGYBaHHS

He 3acTocoByerbes

11. Nuzaiin kiaiHiuHOTO
BUIIPOOYBaHHS

He 34CTOCOBYETHCS

12. OcHoBHI KpuTepil BKIIOYSHHS

He 3acTocoByeThes

13. ocnimxyBanuil mixapchkuit
3aci0, crocib 3acTocyBaHHS, cuia
i

He 3acTocoByeThCs

14. ITpenapar nopiBusHHs, /1034,
cnocib 3acTocyBaHHs, cuia mif

He 3acTocoByeThes

15. CynyTHs Teparis

He 3actocoByeThest

16. Kpurepii ouinku epektuBHOCTI

He 3acTocoByeThCs

17. Kpurepii ouinku Ge3nexu

He 3acTocoByeThes

18. Cratuctiuni MeTomu

He 3acTocoByeThCs

19. leMorpadiuni nmokasHuKu
OCITIKYBaHOT OMYJISIii (CTaTs,
BIK, paca, TOIIIO)

He 3acTocoByeThes

20. Pe3ynbrati eeKTUBHOCTI

He 3acTocoByeThes

21. Pesynbratu Gesnexu

He 3acTocoByeThest

22. BUCHOBOK (3aKJIFOUEHH!)

He 3acTocoByeThCs

3aaBHHUK
(BmacHHK

peecTpaniifHoro
IIOCBITYCHHS)

["enepaneunii gupextop Onera AriMoBa

(miamuc)

(IL. 1. B.)

lNepexnaneHo Ha ykpaiHebky MOBY

nepeknagayem
boxgap V.C.
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