JlojiaTok 29

no Ilopaaxy npoBeAeHHA CKCIIEPTH3H peecTpaliiHIX
MaTepialliB Ha JIIKapchbKi 3ac00H, 110 MOJaI0ThCA Ha
nepKaBHY peecTpalliio (epepeecTpaitito), a TaKoxK
EKCIICPTHU3H MaTepialiB PO BHECEHHS 3MIH JI0
peecTpaniifHIX MaTepiaIlB IPOTATOM il
peecTpaliiiHoro nocpigueHHs (yHKT 4 posniny V)

3BiT Hpo JOKIIHIYHI JOCTI/KeHHS

1. Hazpa nikapcekoro 3aco0y (3a HasBHOCTI,
HOMEP PEECTPAIliHHOTO HOCBITUCHHS):

KACITIO®YHI'TH 3EHTIBA

1) Tun nikapebkoro 3aco0y, 3a IKUM
[IPOBOJHIIACS a00 IUTAHYETHCS PEECTPAILisT

['enepuk, MoHO

2) NpoBe/IeH] TOCTDKEHHS

v Hi
He BuMaraeTecs B paMKax nmoaaHHg Ha PO3IIIAal

TeHEPHYHOTO JTIKapChKOTO 3ac00y 3TIHO 3
npektuor €C 2001/83/EC, Ctarta 10 (1)

2. @apMaKoJIorisi:

1) nepBunHa (papMaKkoHHAMIKA

Jlani BigcyTHi. @apMakoIHHAMIYHI BJIACTHBOCTI
Kacnodyuriny nodpe Bijiomi. He Oyiio nposesnero
HOBUX TOKJIIHIYHUX JOCTIKEHb T1iJT KEPIBHUIITBOM
sasBHMKa. ([locuianHs Ha JTiTepaTypHi Jukeperna).

2) BTOpHHHA (papMaKOAMHAMIKa

Jlani BincytHi. @apMakoauHaMivyHI BIaCTHBOCTI
Kacnogyuriny qo6pe Bigomi. He 6yno npoeeneno
HOBHX JOKJIIHIYHUX JOCIIDKEHb 1111 KEPIBHUIITBOM
3asiBHMKA. ([TocHiiaHHsI Ha JliTepaTypHIi JuKepesa).

3) dbapmakosoris Oe3nexku

Jlani BigcyTHi. @apMako UHaMIYHI BJIACTHBOCTI
Kacnodyuriny nodpe Bijgomi. He Oyio nposeneno
HOBHX JOKTIHIYHUX JOCTIIKEHD il KePiBHUIITBOM
sasisHuKa. ([locnianHs Ha JiTepaTypHi JuKepena).

4) hapMakoMHAMIYHI B3aeMOIT

Jlani BijcyTHi. @apMakoAHMHAMIYHI BIACTUBOCTI
Kacnogysriny nobpe Bizomi. He 6yno nposeaeHo
HOBHX JOKJIIHIYHHX JIOCTIKEHb 1T KEPIBHUIITBOM
zasBHHKA. ([TocHIIaHHs Ha JiTEpaTypHi JuKepena).

3. ®apmakoKiHEeTHKA:

1) aHaTITHYHI METOJTMKN Ta 3BITH MO0 X
BaTigamii

Jlani BincyTHI. @apMakOKIHETHYHI BJACTHBOCTI
Kacnodynriny nobpe Bizomi. He 0yno nposeaeHo
HOBUX JIOCTI/KEHD (papMaKOKIHETHUHUX
BJIACTUBOCTEH I11]] KEPIBHUI[TBOM 3asiBHUKA.
(TTocuaHHs Ha JITEpaTypHI JUKepea).

2) BCMOKTYBaHHS

Jlani BincyTHi. @apMakoKiHETHYHI BJIACTHBOCTI
Kacmodynriny nobpe Bigomi. He Oyno mposeneno
HOBHX JIOCIKEHb (hapMaKOKIHETHYHIX
BJIACTHBOCTEI! ITi/T KEPIBHUIITBOM 3asABHHKA.
(IocuiianHsl Ha JITEPATYPHI JpKepea).

3) po3noain

Jani BijcyTHi. PapMaKOKIHETHYHI BJIACTHBOCTI
Kacnodyuriny nodpe Bizomi. He 6ynmo mposeieHo
HOBHX JIOCI/DKeHb (PapMakOKiHeTHIHUX
BJIACTUBOCTEH I11J{ KEPIBHULITBOM 3asiBHHKA.
(TTocuanHst Ha JIITEpaTypHI JUKepelia).

4) metabonism

Jlani sijicyrni. PapMakoKiHETHYHI BIaCTHBOCTI
Kacmodyariny mobpe Bigomi. He Oyso nposeaeno




HOBHX JIOCIIIIKEHD (hapMaKOKiHETHUHIX
BIIACTHBOCTEH 1117 KEPiBHUIITBOM 3asBHHUKA.
(Ilocunanns Ha miTepatypHi mikepena).

S) BUBEJICHHS

Jlani BincyTHi. ®apMakoKiHEeTHYHI BIACTHBOCTI
Kacnodynriny nobpe sizomi. He 6y:10 nposeaeno
HOBHX JIOCIIIIKeHb (hapMaKOKiHETHYHHUX
BJIACTHBOCTCH I111 KEPIBHUI[TBOM 3asiBHHKA.
(ITocunanns Ha JIiTeparypHi jukepena).

6) hapmaxokineTHyHi B3aeMoii (okTiHidHi)

Jlani BincyTHi. ®apMakoOKiHETHYH] BIACTHBOCTI
Kacrnioyrriny no6pe sigomi. He 6y10 nposesero
HOBHUX JIOCTI/DKeHB (hapMaKOKIHETHUHUX
BJIACTHBOCTEH IiJ[ KEPIBHULITBOM 3asBHUKA.
(ITocuianns Ha JiTepaTypHi oKkepea).

7) il papMakoKiHETHYHI H0CiIKeHHS

Jlani BifcyTHI. @apMakoKiHETHIHI BIACTHBOCTI
Kacniogynriny nobpe Bigomi. He 6ym10 nposejieHo
HOBHX JIOCTIIIKEHD (papMaKOKIHETHYHUX
BJIACTHBOCTEH! I1i/] KEPIBHUIITBOM 3asBHHKA.
(ITocunanHs Ha JliTeparypHi mKepena).

4. Toxcukonoris:

1) TokcHYHICTB ¥ pasi 0HOpa30BOro
BBE/ICHHS

Jlani BincytHi. Tokcukomoriuni BracTuBoOCTI
Kacniopynriny no6pe Bigomi. He Gyno nposeseno
HOBHUX JIOCJIIIKEHb TOKCHKOJIOIYHHUX BIACTHBOCTEN
1111 KepiBHUUTBOM 3asBHuKa. ([locunanus Ha
JTEpaTypHi IKepena),

2) TOKCHUYHICTB Y pasi MOBTOPHMX BBEICHD

Jlani BincyTHi. Tokcukoaoriugi BIacTHBOCTI
Kacnodynriny nodpe Bigomi. He 6ysio nposeseHo
HOBHX JIOCJII/UKEHb TOKCHKOJIOTIYHUX BJIACTHBOCTEH
1111 KepiBHUITBOM 3asBHuKA. ([TocHaaHHs Ha
JiTepaTypHi HKepena).

3) reHOTOKCHYHICTE: in Vitro

Jlani BincytHi. Tokcukonoriyni BiaacTuBocTi
Kacmogyrriny noope Bizomi. He Gyo nposeeno
HOBHX JIOCII/I)KEHb TOKCHKOJIOTTYHUX BJIACTHBOCTEIH
i KepiBHHITBOM 3asBHuKA. ([TocHnanns Ha
IiTepaTypHi JuKepena).

in vivo (BKJIFOUAIOYH JH0ATKOBY OIHKY 3
TOKCUKOKIHETHKH )

Jlani BincyTHi. TOKCHKOJIOrIUHI BIACTUBOCTI
Kacnoynriny no6pe Bizomi. He 6yi0 nposeaeno
HOBHX JOCJIIZKEHb TOKCHKOJIOTIYHHX BJIACTHBOCTEH
i1 KepiBHULTBOM 3asiBHHKA. ([TocuianHs Ha
JiTepaTypHi JKepena).

4) KaHIepOTeHHICTh:

Jlani BizcyTHI. TokcHKOIOTIYHI BIacTHBOCTI
Kacnogynriny nodpe Bigomi. He 6yio nmposejieHo
HOBUX JOCIIIIXKEHb TOKCHKOJIOTTUHMX BIACTHBOCTEH
i KepiBHUUTBOM 3asBHHUKA. ([locunanns Ha
TEepaTypHI JUKepeia).

NOBrOCTPOKOBI JIOCIIIKEHHS

Jlani BiyficyTHi. Tokcukooriugi BracTuBocTi
Kacnogynriny nobpe sizomi. He 6yio nposeneno
HOBMX JIOCTIKEHD TOKCHKOJIOTIYHHUX BJIACTHBOCTEH
1111 KepiBHUITBOM 3asiBHuKa. ([locumanus Ha
IiTepaTypHi JKepena).

KOPOTKOCTPOKOBI JIOCIIIDKEHHS 260
MOCITIIKEHHS CepeIHBLOT TPHBAJIOCTI

Jlani BizicyTHi. TokcHKOIOTiYHI BIacTHBOCTI
Kacnogynriny nodpe Bizomi. He 6yno nposeneno
HOBHX JOCII/KEHb TOKCHKOJIOTIUHUX BJIACTUBOCTEH
i1 KepiBHULUTBOM 3asaBHHKA. ([locnnanns na

IiTepaTypHi JuKepena).




10J1ATKOBI JTOCII1KEHHS

Jlani BizcyTHi. Tokcukonoriuni BractuBocTi
Kacrogynriny no6pe Bizomi. He Gymo mporesieHo
HOBHX JIOCIIIZKEHb TOKCHKOJIOTTYHUX BIIACTHBOCTCH
111/l KepiBHUITBOM 3asBHuKA. ([locianns Ha
JTEpaTypHi JuKepea).

5) penpoIyKTHBHA TOKCHUHICTE Ta TOKCHUHHHN
BIUIHB Ha PO3BUTOK ITOTOMCTBA:

Jlani BincyTHi. Tokcukonoriuni BracTuBocTi
Kacnodynriny no6pe inomi. He Gyo nposejieno
HOBUX JIOCTIKEHb TOKCHKOJIOTIYHHX BJIACTHBOCTE
111 KepiBHUITBOM 3asiBHUKA. ([Tocumanns Ha
JITEepaTypHi JuKepena).

BIUTHB Ha ()EPTUIIBHICT 1 paHHIN
eMOpIOHANBHUI PO3BHTOK

Jlani BincyTHi. TOKCHKOJIOrIUHI BIaCTHBOCTI
Kacnodynriny nobpe Bizomi. He 6yJio nposeneno
HOBHX JIOCHIDKEHB TOKCUKOJIOTIYHIX BIACTHBOCTE
1111 KepiBHULITBOM 3asBHuKa. ([ocumanns Ha
JliTepaTypHi JKepesa).

eMOPIOTOKCHYHICTD

Jlani BiyicyTHi. Tokcukonoriuni BiacTuBOCTI
Kacnodynriny noope sinomi. He Gyno nposeaeno
HOBHX JIOCJII/DKEHDb TOKCHKOJIOTTYHHX BJIACTHBOCTCH
111 KepiBHUITBOM 3asiBHEKA. (TTocHIaHHS Ha
iTepaTypHi JoKepena).

[peHaTaIbHa 1 MOCTHATAIBHA TOKCHYHICTD

Jlan1 BincyTHI. TOKCHKOIOTIYHI BIIaCTHBOCTI
Kacnodynriny no6pe Bizomi. He 6yno nposeneHo
HOBUX JOCTIIKEHb TOKCHKOJIOITUHUX BIACTHBOCTEMH
i1 KepiBHULITBOM 3asiBHuKa. ([Tocuaanns na
IiTeparypHi JuKepesa).

NOCIIIKCHHS, [IPU SIKUX TIperapaT yBOAUTHCS
[IOTOMCTBY (HECTATEBO3PITUM TBAPHHAM)
Ta/abo OIIHKETHCA BLIIANEHA JIisl

Jlani BincyTHi. TOKCHKOIOTIYHI BIACTHBOCTI
Kacnodynriny no6pe izomi. He 6ymo nmposeaeno
HOBHX JIOCII/KEHb TOKCHKOJIOTIYHHUX BJIACTHBOCTEN
i KepiBHUITBOM 3asBHUKA. ([Tocunanus na
TiTepaTypHi JUKepea).

6) MicIieBa IEPEHOCUMICTh

Jlani BigcyTHi. TOKCHKONIOTIUHI BIACTHBOCTI
Kacnodynriny nobpe Bigomi. He 6yi0 nposeneno
HOBHUX JIOCIIJIKEHb TOKCHKOJIOT1YHHX BJIACTUBOCTEMH
i/ KepiBHUITBOM 3asBHHUKA. ([locuianns Ha
JiTepaTypHI JKepena).

7) IOAaTKOB1 JOCIIKEHHS TOKCHUHOCTI:

Jlani BincyTtHi. TokcHKomOriuHi BIACTUBOCTI
Kacnodysriny noope sigomi. He 6yno nposeneno
HOBMX JOCTIPKEHb TOKCHKOJIOTTYHUX BIIACTHBOCTEH
mig kepiBHAITBOM 3asBHuUKA. (Ilocuianns Ha
JTepaTypHi JUKepena).

AHTUIeHHICTh (YTBOPEHHS aHTHTiJ)

Jlani BigcyTHi. TOKCHKOJIOTIUHI BJIACTHBOCTI
Kacnodynriny notpe Bizomi. He 6y10 nposeneto
HOBHUX JOC/I1/IKEHb TOKCHKOIOTIYHHUX BIACTHBOCTEH
117 KepiBHUITBOM 3asiBHUKA. ([locunands ua
JIiTepaTypHi JKepesa).

IMYHOTOKCHYHICTh

Jlani BigcyTHi. TOKCHKOIOrIYHI BJIaCTHBOCTI
Kacnodynriny nobpe Bizomi. He Gymo nposeneno
HOBMX JIOCTIIJKEHb TOKCHKOJIOTIYHHUX BIACTHBOCTEN
11171 KepiBHUITBOM 3asBHUKA. (llocunanns na
JITEpaTypHi JHKepea).

JTOCHI/KEHHS MEXAHI3MIB a1l

Jlani BigcyTHi. TOKCHKOIOTIYHI BJIACTHBOCTI
Kacnodynriny nobpe Binomi. He 6ymo nposeeno
HOBHX TOCJIKeHb TOKCHKOIIOTIUHHX BIACTUROCTEMH
i1 KepiBHUUTBOM 3asBHuKA. (ITocunanns na




iTepaTypHi Jkepena).

JKapCchKa 3aIekKHICTh

Jlani BincyTHi. TOKCHKONOriYHi BIaCTHROCTI
Kacnodyuriny mobpe eimomi. He 6y1o nposeaeno
HOBHX J0CII/DKEHb TOKCHKOJIOTIUHUX BIACTHBOCTEM
1)1 KEpiBHUITBOM 3asBHEKA. (ITocHmanus ma
miTepaTypHi JuKepena).

TOKCHYHICTH MeTab0IiTIB

Jaui BificyTHi. ToKCHKOMOrIYHI BIacTHBOCTI
Kacnodynriny no6pe Bizomi. He Gyno mposesero
HOBHX JIOCII/DKEHb TOKCHKOIOTIYHMX BIACTHBOCTEH
[ KepiBHUUTBOM 3asiBHHUKA. ([Tocunanus Ha
IIITEpPATypHi JUKepeia).

TOKCHYHICTE JIOMIIIIOK

[lani BincyTHi. TOKCHKOIOTIYHI BIACTHROCTI
Kacriodynriny no6pe Bizomi. He 6ys10 nposeeno
HOBHX JIOCIIIKEHb TOKCHKOJIOTIYHUX BIACTHBOCTEH
[11] KepiBHUITBOM 3asiBHUKA. ([Tocunanns Ha
JIiTepaTypHi JKepeia).

1HIIIE

Jlani BifcyTHi. TokCHKONIOTIYHI BlacTHBOCTI
Kacniodyuriny no6pe Binomi. He 6yo nposegero
HOBHX JIOCII/I’K€Hb TOKCHKOJIOTTYHUX BIACTHBOCTEH
11i/1 KepiBHUITBOM 3asBHUKA. ([TocuiaHHs Ha
IiTepaTypHi JuKepena).

5. BHCHOBKH 111010 TOKJIIHIYHOrO BHBYEHHS

(apmaxkogHHaMiKa, (hapMaKOKIHETHUHI Ta
TOKCHKOJIOT1UHI BIACTHBOCTI BJIACTHBOCTI
KACITO®YHI'TH 3EHTIBA no6pe Bimomi. Orisiy
JOKIIHIYHMX JJAHUX TPYHTY€EThCS Ha indopmarii, mo
BHKJIaJIEHA y KUTBKOX HAYKOBHX 0as3ax JaHuX Ta
myGmikaniax i crocyersest Kacnodynriny.

Applicant/3asBHuK

Zentiva, k.s., Czech Republic/3enTipa k.c.,

Yeceka PecnyGiika

(Marketing Authorization Holder/Bnacuux PII) Nikolay Denkov/Hixoxatt llemxon

RA project Specialist

IlpencraBuuk 3asBHuKA 3eHTiBa K.C., UechKg, S
Pecnybaika B Ykpaiui
Memnenep 3 pery1sToOpHHX NMUTaAHbL

TOB 3EHTIBA YKPATHA» O.I. ITepexpecr



JlomaTtok 30

no [opaaxy mpoBeleHHs eKCIIEPTH3H
peecTpalifHuX MaTepiaiiB Ha JTikapchki
3ac00H, IO MOJAIOTHCS HA JEPIKABHY
peecTpaltiio (IepepeecTpariio), a Takox
EKCIIEPTH3M MaTepialliB PO BHECCHHS
3MIH IO PeeCTpaIliiiHiX MaTepiais
[POTSTOM il peecTpaniiiHoro
OCBIUEHHS (MyHKT 4 posainy 1V)

3BiT Hpo KJIiHIYHI BHOPOOYBaHHS

1. Hassa nikapcpkoro 3acoby (3a HasiBHOCTI,
HOMED PeeCTPalliiHOrO MOCBIAYEHHS):

KACIIO®VYHI'TH 3EHTIBA

2. 3asBHUK

3enrTiBa K.c., Yecrka PecnyGiika

3. BupoOuuku

- Medap Lmau Canai A.III., Typeyunna

- DAPMATEH CA, I'peris

- DAPMATEH IHTEPHEIIIHIJI CA, I'peuis

- EJIITEH ®APMACBIOTIKAJI KO., IHK., I'pewis

4. 1lpoBeneni ocimipKenns:

TaK  Hl __ SKINO Hi, OOIPYHTYBAaTH.

1) Tun naikapcbKoOro 3acody, 3a sKUM
rpoBoaunacs ado IJIaHYETBCS peecTparlis

v’ Hi
['enepruHmid MiKapchKHi 3aci® 0JJHOKOMIIOHEHTHHIH
[lojanHs Ha pO3MIISAN TEHEPHYHOrO JIKapChKOIro
3aco0y 3rigHo 3 Jlupexkrusoro €C 2001/83/EC, Ctatts
10 (1)

5. IloBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBAHHS,
KOJIOBaHHH HOMED KIIIHIYHOTO
BUIIPOOYBaHHSA

He 3acTocorano

6. @a3a KIHIYHOIO BHIIPOOYBaHHS

He 3acTocoBano

7. Ilepion mpoBeieHHS KJIIHIYHOTO
BUIIPOOYBaHHs

He 3acTocoBano

8. Kpaiuu, Jie npoBOIUIOCS KIIiHIUHE
BUIIPOOYBaHHS

He 3acrocorano

9. KinbKicTh HOCHIKYBAHIX

He 3actocoBano

10. Mera Ta BropuHHI il KIiHIYHOTO
BUIIpOOYBaHHS

He 3acTtocoBano

11. Jlu3aiiH KIiHIYHOro BHIPOOYBAHHS

He 3actocoBano

12. OcHOBHI KpUTepil BKIIOYEHHS

He 3actocosano

13. Jlocni/pKy BaHuit JikapesKuii 3acio,
crocid 3acTocyBaHHs, CHIIA il

He 3actocoBano

14. Ilpenapar nopiBHSHHS, 1034, crocid
3aCTOCYBaHHSI, CHJIa Jil

He 3acrocosano

15. CynyTHs Teparnis

He 3acTocoBano

16. Kpurepii oiinku eekTHBHOCTI

He 3actocoraHo

17. Kpurepii oninku Oe3nexu

He 3acTocoBaHo

18. CraTucTiuni MeTou

He 3actocoBano

19. lemorpadiuni mokasHUKH
MOCIIKYBaHOI IOy IsNii (cTaTh, BiK, paca,
TOLIO)

He 3actocoBano

20. Pesynbrati edheKTHBHOCTI

He 3acTocoBano

21. Pesynbratu Oe3nexn

He 3acTocoBano




22. BucHoBox

3asBa mpo  JlepiKaBHY peeCTpaliio  BiNoBizac
BH3HAYEHHIO TEHEPHYHOI0 JIKapchKOro 3acoly, sk
3azHayeHo y crarti 10 (1) Jupextusu 2001/83 / €C s3i
3MiHamMu. BiImoBinmHO [0 HOPMATMBHMX JOKYMEHTIB
wono Oi0eKBIBAIEHTHOCTI, KIiHIYHE [OCIIKEeHHS
npernapary 3 (hapMaIeBTHUHOO (bopmoro

HAPEHTEPAIEHOI O PO34YHHY HC BUMAaracThbCsl.

Applicant/3asBauk

Zentiva, k.s., Czech Republic/3enTiBa k.c.,
Yeceka PecnyGurika

(Marketing Authorization Holder/Bnacunx PIT)

IIpeacraBHuK 3asBHUKA 3€HTIBA K.C.,
Yecrka Pecnydurika B Ypaini

MeHnemkep 3 peryissTOpHEX NHTAHb
TOB «3EHTIBA YKPATHA»

Nikolay Denkov/Hikomaii Jlenkon
RA project Specialist

I. Ilepexpect




