Jlomarok 29

1o [lopsaky npoBeeHHs €KCIIEPTH3N
peecTpaliifHiX MaTepiaiiB Ha JIIKapChKi
3aco0H, 110 MTOJAI0THECS Ha IEPIKABHY
peecTpauiio (epepeccTpaniio), a TaKox
EKCIIEPTH3M MaTepialiiB IIPO BHECCHHS
3MiH JI0 peecTpaLiiHuX MaTepialiB
IOPOTATOM il peECTPALiHHOTO
IIOCBITUEHHS

(myuxt 4 pozainy IV)

3BIT

NPo JAOKJIIHIYHI J0CTiAKEeHHA

1. Haspa nikapceKkoro 3aco0y (3a
HASBHOCTI - HOMep peecTpaliiifHoro
TTOCBITYCHHS):

[Takmitakcen @aPec

1) T J1iKapebKoro 3aco0y, 3a IKUM
pOBO,HIacs a0 IIaHYEThCS
peecTparis

["eHepUYHHIA JIIKapChKHUN 3aci0

2) MpoBeICHI JOCITIHKEHHS

TaK Hi SIKIO Hi, OOTPyHTYBaTH

3rigno Hakaszy Ne 460 MO3 Vkpainu Big 23.07.2015 m1st reHepHuKiB He HaJalOThCS PE3YJIbTATH
BIACHHX TOKCHKOJOTIYHHMX Ta (apMakoyoriyHux BumpoOyBaHb. Tokcukomorigni T
(bapmaxosoriuni BUIPOOYBaHHS ONHCaHI ¥ 4 MOyl PEECTPAliHOIO 0ChE 3 BUKOPHCTAHHAM

HAYKOBHX JIITEPATYPHHX JIKEpell.

2. apMaKooris:

1) mepBuHHa (hapMaKoTHHAMIKA

3rifHO MiTepaTypHHX Kepel

2) BTOpuHHA (papMakoIuHaMiKa

3rifHo JiTEpaTYpHUX JUKEpel

3) dapmaxosoris Oe3nexu

3rifHo NiTepaTypHHUX JUKEPEI

4) papmakonuHaMiyHI B3aeMOIT

3TiHO JTiTEPaTypHUX JUKEPE

3. dapmMakoKiHETHKA:

1) aHaTiTHYHI METOAUKH Ta 3BITH 1010
Tx Bayrigarl

3riiHO JITepaTypHUX UKEPEI

2) BCMOKTYBaHHS

3riiHO JiTepaTypHUX JUKEpe




3) posmoin

3rifiHO MTEpaTYPHUX IKEpel

4) MeTad0J113M

3rijiHO JiTEpaTypPHUX Kepell

5) BUBEJICHHS

3riIHO TiTEPATYPHUX IKEPE

6) hapMaKOKIHETHYHI B3aeMOIil
(TOKIIHIYHI)

3rifiHO JiTEpaTyPHUX KEpE

7) 1HI1 (hapMaKOKiHETHYHI
TOCTII[KEHHSA

3rifHo miTepaTypHUX DKEepell

4. Toxcukomnoris:

1) TOKCHYHICTD Y pa3l 0JHOPa30BOro
BBE/ICHHSI

3riHo JiTepaTypHUX HKEPEN

2) TOKCHYHICTh Y pa3i MOBTOPHUX
BBEJICHD

3rigHo JiTepaTypHUX DKEpE

3) reHOTOKCHYHICTB:
in vitro

3rifiHO JiTepaTYPHUX JDKEpel

in vivo (BKIIIOUAIOYH JI0JaTKOBY OLIIHKY
3 TOKCHKOKIHETHKH)

3rifHo JIiTepaTypHUX TKepe

4) KaHIIEPOTeHHICT!

3rifgHo JliTepaTypHUX JIKEepe

TOBrOCTPOKOBI JOCITIHKEHHS

KOPOTKOCTPOKOBI JOCITIKEHHS
abo J10CIIJDKeHHS cepe/IHBOT TPHBAJIOCT]

3rijiHO JiTepaTypHUX JDKEPeN

TOIATKOBI JIOCIIKEHH

3riHo JiTepaTypHHUX JKepe

5) penpoyKTHBHA TOKCHYHICTH Ta
TOKCHYHHH BILIHB Ha PO3BHTOK
MOTOMCTBA!

3rifiHo NiTepaTypHUX DKEpel

BIIJIMB Ha (PepTUIIBHICTE 1 paHHIN
eMOpioHAIbHUN PO3BUTOK

3rijiHoO JiTepaTypHUX JDKEPEl

eMOpiOTOKCHYHICTE

3rigHo JIiTepaTypHUX JKEpEl

NpeHaTatbHa i MocTHATATbLHA
TOKCHUYHICTh

3riHO JIiTepaTypPHUX JDKEpel




TOCIIi/DKEHHS, ITPU SKUX IIpernapat
YBOJUTBCS IIOTOMCTBY
(HecTaTeBO3pPITUM TBapHHAM) Ta/abo
OLIIHIOETHCS BimaneHa /s

3riHo JiTEepaTypHUX JDKEpEI

6) MiclieBa IepeHOCHMICTh

3rigHo JiTEpaTypPHUX JKEpE

7) DOAATKOBI JIOCIIJDKEHHS
TOKCHYHOCTI:

3rigHo JiTEpaTypHUX JUKEepe

AHTHUT€HHICTH (YTBOPEHHS aHTHTLI)

3rigHO JIiTepaTypHUX JDKEpe

IMYHOTOKCHYHICTE

3rigHo JIiTepaTypHHUX JKeper

nocimKenHs Mexadi3miB il

3rigHo JmiTepaTypHHX JLKepel

JTKapchKa 3a/1eKHICTD

3riHO JITEpaTYPHUX JDKEpEI

TOKCHUHICTh MeTaboJIiTiB

3rifiHO TiTEpaTYPHUX JKepell

TOKCHYHICTB JOMIIIIOK

3rifgHo JIiTEpaTYpPHUX JDKEpe

iHIIEe

3riIHO JTEPaTYPHUX KEPEI

5. BUCHOBKH IIOI0 JOK/IIHIYHOTO
BUBUEHHS

BrigHo JTepaTY pHUX DKEpeT
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[loBHOBaXKHHE
IpeJCTaBHUK

(uyn‘mc)

M.B. Pumap




Honartoxk 30

Jo Iopsiaky npoBe/ieHHs eKCIIepTH3H
peecTpauiitHuX MaTepialiB Ha JiKapchKi
3ac00H, IO MOJAKTECH HA IEPIKABHY
peecTpalliro (epepeecTpallito), a TakoK
€KCTIePTH3H MaTepialiB MPO BHECEHHS
3MiH 10 peecTpaliifHuX MaTepiatis
IPOTATOM JIil peecTpaliifHoro

[IOCBiAYEHHS
(myHKT 4 pozainy 1V)
3BIT
Mpo KJiHiYHe BUNPOOYBaHHSA

1. Hasea nikapcekoro 3aco0y (3a [Taxiitakcen ®aPec
HAsIBHOCTI - HOMep peecTpaLiiiHoro b
TIOCBi/TMEHHS)
2. 3asBHUK Koneriym c.p.o., Cnopaipska Pecrry6nika
3. BupoGHuK Xaynt ®@apma Bonmbsdpatcxaysen I'm6X, Himeuunna
4. [IpoBeneHi DOCHTiKEHHS: Tak Hi  AKI[O Hi, OOTpyHTYBaTH

3rinno Hakaszy Ne 460 MO3 Ykpainu Bix 23.07.2015 nns reHepuKiB HE HAMAIOTBCA pe3ysbTaTH|
BJIACHUX KIIHIYHHX HocmimkeHs. Kiniuni pocnimkenHs momo epexktuBHoCTi Ta Ge3revHoCTI
3aCTOCYBaHHs JIIKApPCBKMX 3acO0iB 3 [iF0YOI0 PEeYOBHHOIO MaKJIiTakcen y NMOAeH OmucaHi y 5
MOJIYJIi PEECTPaLiHOTO OCHE 3 BUKOPUCTAHHAM HAYKOBHX JIITEPATYPHHX JDKEpPEL.

3rigHo 3 monoxeHHAMH KepiBHuuTBa €BpONEiHCcHKOro MEIMYHOrO areHTCTBa 3 LOCIII IKEHHS
GioeksiBanenTHOCTI (CPMP/QWP/EWP/1401/98 Rev. 1) mocrmimkenHs GioekpiBaJeHTHOCTI, [K
MpaBUjIO, HE TMOTPiOHI, SKIO BUIPOOOBYBaHWIl JiKapchKuii 3aci0 BBOAMUTBCS AK BOIHUH
BHYTPIIIHLOBEHHHMI PO34YMH, [0 MICTHTh TaKy )X AaKTHBHY DPEYOBHMHY, L0 i pedepeHTHHH
TikapceKHii 3aci6.

1) Tun nikapcekoro 3acofy, 3a skuM  [[eHepuuHMIA TiKapchbKuit 3aci6
npoBouiIacs abo IaHyeThes

peecTpallis

5. [ToBHa Ha3Ba KJIiHIYHOTO -
BUIPOOYBaHHA, KOJJOBaHHH HOMED
KTiHIYHOro BUNpoOyBaHHA

6. ®a3a KJIIHIYHOro BUNPOOYBaHHA -

7. Iepion npoBeaeHHA KITiHIYHOIO 3 1o




BUIIPOOYBaHHS

8. Kpaiuu, je mpoBOMIIOCS KIIIHIYHE
BUIIPOOYBAHHS

9. KinpKicTh JOCTIKYBAHUX

3aIlIaHOBaHA!
(axTiyuHa:

10. MeTa Ta BTOpPHHHI 11JIi KJIIHIYHOTO
BUITPOOYBaHHS

11. JIuzaiin KIiHIYHOTO BUMIPOOYBAHHS

12. OcHOBHI KpHTEPil BIJIFOUEHHS

13. docnimkyBanuii nikapcekui 3acio,
crrocib 3acTOCYBaHHS, CHITA il

14. TIpenapar nopiBHIHHS, /1032, CII0CiO
3aCTOCYBaHHS, CHIa Jii

15. CynyTtHs Teparis

16. KpuTepii omiHk# eQeKTHBHOCTI

17. Kputepii oLiHKH Oe3neku

18. CrarucTu4Hl METOIH

19. Jlemorpaciuni noka3HUKH
TocipKyBaHol momynsuii (ctaTh, BiK,
paca, TOIIO)

20. PesynbraTi eeKTHBHOCTI

21. PesyapTaT Ge3nexu

22. BUCHOBOK (3aKIHOYEHHS)

IToBHOB&XCHHH MpeCTaABHUK




