Honatoxk 30

1o [lopsaaxy mpoBeicHHS €KCIIEPTH3H
peecTpaliifHuX MarepiajiiB Ha JTIKapChKi
3aco0u, 1110 NOJal0ThCS Ha IepXKaBHY
peecTpaniio (IepepeecTpario), a TakoxK
EKCIIEPTH3U MaTepialiB PO BHECEHHS
3MiH JI0 peecTpaliifHuX MaTepiaiis
IIPOTATOM [il peecTpaliifHoro
IIOCBiIYEHHS

(nyuxT 4 pozainy IV)

3BIT

Npo KJIiHIiYHEe BHNPOOYBaHHHA
1. Haspa snikapcekoro 3aco0y (3a JlokcopyOinun @aPec
HasIBHOCTI - HOMEpP peecTpanifHoro
TTOCBITUCHHS )
2. 3asBHUK Kosneriym c.p.o., CnoBaupka Pecmy6iika
3. Bupobuuk Tumoopran @apmanie I'M6X, Himeuyunna
4. IlpoBe/ieHi JOCIIIKEeHHS: TaK Hi  SAKIIO Hi, 00IPyHTYBaTH

3rigno Hakaszy Ne 460 MO3 Ykpaiuu Bix 23.07.2015 g reHepHKiB He HaJAIOTHCS PE3YILTATH
BJIIACHUX KJIIHIYHHX MocHimkeHb. KiiHiuni mocmiukeHHs mono eQekTHBHOCTI Ta 6e3neuHOCTI
3aCTOCYBAHHSA JIIKapCBKHX 3aC00IB 3 MIFOUOI0 PEYOBHHOIO CHipYOIIMHY TiAPOXIOPUI Y JIIOICH
OIHcaHi y 5 MOyl peecTpanifHoOro I0ChE 3 BHKOPHCTAHHSIM HAYKOBHX JITEPATYPHUX JDKEPEL.

3rigHo 3 monoxeHHAMH KepiBHHITBa €BpPONEHCHKOr0 MEAMYHOIO AreHTCTBA 3 JOC/IDKEHHS
bioekiBanenTHocTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocnimkents 0i0eKBiBaIEHTHOCTI, SIK
[IpaBU/IO, He M[OTPiOHI, SIKIIO BUMPOOOBYBAaHHI IIKapChKHUil 3acid BBOAUTHCS SK BOJHHH
BHYTPIIIHBOBEHHUH PO3YMH, IO MICTHTH TaKy X AaKTHBHY pPEYOBHHY, IO 1 pedepeHTHH
TiKapchKuii 3aci6.

1) Tun nikapceKoro 3aco0y, 3a skuM  ([‘eHepuuHMii JiKapchkuii 3acid
POBOIMIIACS 800 TIaHYETHCA
peecTparis

5. [ToBHA Ha3Ba KIIHIYHOTO -
BUITPOOYBAHHS, KOJOBAHUI HOMED
KJTIHIYHOTO BUNIPOOyBaHHS

6. ®aza KITHIYHOTO BUIPOOYRAHHS -

7. Ilepioa npoBeieHHs KIIHIYHOTO 3 no
BUIIPOOYBaHHS




8. Kpainu, ne nposomuocs kiinidne
BUIIPOOYRaHHSA

9. KizbKicTh 10CII JGKYBaHMX 3aIlIaHOBAHA:
(akTuuHa:

10. Meta Ta BTOpHHHI i KIiHiYHOTO
BHIIPOOYBaHHS

11. JTusaiin KIiHIYHOro BUIPOOYBaHHS

12. OcHoBHI KpuTepii BKIFOYEHHS -

13. JlocnimxyBauit Jikapchkuit 3acio,
crioci0 3acTocyBaHHS, CHIA i1

14. IIpenapar nopiBHAHHSA, 1034, CIOCIO
3aCTOCYBaHHS, CHJIa JIii

15. CynyTHs Tepanis -

16. Kpurepii oninku edekTuBHOCTI

17. Kpurepii oninku He3nexu -

18. CrarucTHuni MmeToqu -

19. lemorpadiuni mokasHuKH -
MOCIIIKYBaHOI HOMy/sLii (cTarTh, Bik,
paca, TOIIo)

20. Pesynpratu edexTHBHOCTI -

21. Pesyneratu Ge3mnexu -

22. BHCHOBOK (3aKITIOYCHHS) -

[ loBHOBa)KHMII TIPEICTABHUK




JHonarok 29

1o [lopsiaky mpoBeIeHHS eKCIIePTH3H
peecTpaliifHiX MaTepialiB Ha JiKapchKi
3aco0H, 10 MOJAKOTHCS Ha ICPIKABHY
peectpaniio (IepepeecTpaltiio), a TaKoxK
EKCIIEPTU3H MaTepialiB PO BHECEHHS
3MiH 10 peecTpalifHUX MaTepiasis
IPOTArOM [il peecTpaliifHoro
IIOCBITYCHHS

(nynkr 4 posminy IV)

3BIT

PO JOKJIIHIYHI T0CTiKEHHS

1. Ha3pa nikapcekoro 3acoby (3a
HAsIBHOCTI - HOMEP peecTpamniifHoro
MMOCBITICHHS):

Hoxcopybinun ®aPec

1) Tin nikapebkoro 3aco0y, 3a SIKAM
npoBoauIacs abo MIanyeTbes
peecTparis

["eHepHYHMIA TIKapCHKUH 3aci0

2) NpOBEIEH] JOCHIIKEHHS

HAYKOBUX JITepaTypHUX JKEepel.

TaK Hi SKIIO Hi, OOIPYHTYBATH

3riqno Hakazy Ne 460 MO3 Vkpaiuu Bix 23.07.2015 s reHepukiB He HaTalOTHCS Pe3yIbTATH
BIACHHX TOKCHKOJIOTIYHHX Ta (papMakoJOriYHHX BHIpoOyBaHb. TOKCHKOJOTIUHI  Tal
(apmaxostoriudi BUnpoOyBaHHs omucaHi y 4 MOIyi peecTpalifHOro J0Che 3 BUKOPHCTAHHIM

2. dapmakooris:

1) nepeunna papmMakouHaMiKa

3rinHo NiTepaTypHHUX Kepe

2) BropuHHA hapMaKoIHHAMIKa

3rigHo JIiTepaTypHUX JDKepe

3) papmakosoris 6e3nexu

3rifHo MiTEepaTypHUX DKEepel

4) bapmakouHaMivH] B3aeMOAiT

3riHO JITEPATYPHHUX JDKEepe

3. ®apMaKkoKIHETHKA:

1) aHATITHYHI METOIMKH Ta 3BITH IO
X Basigamii

3rigHo MiTepaTypHUX Kepe

2) BCMOKTYBaHHS

3rigHo JIiTepaTypHUX IKEpel




3) po3mojiin

3rifHo niTepaTypHUX JKepel

4) metaborizm

3rifHO JIiTepaTypHUX JDKepel

S) BUBCIEHHS

3riIHO JiTEpaTypHHUX DKEpEI

6) bapmaxokineTHYHI B3aeMOIi1
(moxutinivHi)

3riHO JiTepaTypHUX IKEPEI

7) 1Hmi (hapMaKoKiHETHYHI
TOCITI IKSHHS

3rifHO JMTEPaTYPHUX IKEpPEI

4. Toxcukororis:

1) TOKCHYHICTE y pa3i 0JJHOPA30BOIo
BBEJICHHS

3riHO JiTEpaTypHHUX DKEPE

2) TOKCHYHICTD y pPa3i HOBTOPHUX
BBEJICHD

3riHO JTiTepaTypHUX JDKepe

3) reHOTOKCHYHICTD:
in vitro

3rijiHO JITEPaTYPHUX IHKEPEIl

in vivo (BK/TIOYAK0YH JI0JaTKOBY OIIIHKY
3 TOKCUKOKIHETHKH)

3TigHO JTiTepaTypHHX JUKEpe

4) KaHIIEPOTEHHICTD:

3riJIHO JITepaTypHUX JDKEepe

IIOBFOCTpOKOBi HOCHi,Z[)KBHHH

KOPOTKOCTPOKOBI JOCIiPKEHHS
a00 TOCIIIKEeHHS CepeIHbO1 TPHUBATIOCTI

3rifiHO JNiTepaTypHUX JHKepe

10IATKOB1 JOCIIKEHHS

3rigHO JITEpaTypPHHX KEpPE

S) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUTHB Ha PO3BUTOK
IIOTOMCTBA.

3rigHO JiTEepaTypHHX KEpe

BIUTMB Ha (DepTHIBHICTE 1 paHHiH
eMOpioHATBHHI PO3BHTOK

3riIHO JiTEPATYPHUX KEPET

eMOpPIOTOKCHYHICTE

3rifHo miTepaTypHUX KEpel

IpeHaTaIbHa 1 IOCTHATAILHA
TOKCHYHICTE

3rigHo NiTepaTypHUX JUKepe




JTOCJIJDKEHHS, TIPH SIKUX [perapar
YBOJUTHCS IIOTOMCTBY
(HecTaTeBO3pIIMM TBapHHaAM) Ta/abo
OLIHIOETBCS BijtaieHa aid

3rifHO JTiTEpaTypHUX JKepe

6) MiclieBa MEPEHOCHMICTE

3rijHO JIiTepaTypHHUX JpKepen

7) OAATKOBI AOCIiDKEHHS
TOKCHYHOCTI:

3riJHO JITEPATYPHUX JKEPEI

AHTHUIEHHICTh (YTBOPEHHS aHTHTLII)

3riTHO ITEpaTypHHX IKEPE

IMYHOTOKCHYHICTB

3rifHO JTiTEPaTyPHUX IPKEpEl

TOCHIKEH s MEXAHI3MIB il

3rifiHO JTiTEepaTypHUX IKepe

TiKapchKa 3aJIeXHICTh

3riHO TiTEpaTypHUX DKEPE

TOKCHYHICTH MEeTabOJIITIB

3riqHO NiTepaTypHUX JUKEPE

TOKCHYHICTD JOMIIIIOK

3rigHO JiTEpaTypHUX JIKEpPE

[HIIIE

3rifgHO MiTEpaTypHHUX DKEpE

5. BHCHOBKY 11010 JOKIIHIYHOTO
BUBYEHHSA

3riHO JiTEepaTypHHUX DKEepeT

IloBHOBaYKHHI
Ipe/ICTABHHK




