Jonarox 29

1o IMopsanxy mpoBesieHHs excnepTHzu
peecTpalifHuX MaTepianiB Ha Jlikapchki
3aco0H, IO MOAAIOTECS Ha JEPIKABHY
peecTpalliio (IlepepeecTpalliro), a TakoxK
eKCIEPTH3H MaTepialiB PO BHECEHHS
3MIH JI0 peeCTpaiifHAX MaTepiaTiB
IPOTArOM il peecTpaniiHoro

TOCBIYEHHS
(mysKT 4 poszuiny IV)
" 3BIT
NpPo AOKJIIHIYHI JOCHIIKEHHS
1. Hasga mikapcekoro 3acofy (3a Hoxcopy6inun [xenedapm, posunn ms v’ e, 2
HasBHOCTI - HOMEp peecTpanifiHoro MI/MJ1, CKISHUH (iakoH o 5 mu1 abo 25 mu
MIOCBIUCHHS):

1) Tun nikapeskoro 3acofy, 3a SKuM ['enepuuHuit mTiKapcsKui 3aci6
POBOIKIIACS ab0 IIaHYEThCs
peecTparris

2) IpoBeaeHi JOCTiIKeHHA TaK Hi KO Hi, OOTPYyHTYBATH

3rizno makazy Ne 460 MO3 Vkpainu Bix 23.07.2015 ws TCHEPUKIB HE HAAIOTHCS PE3YILTATH
BIACHUX ~ TOKCHKOIOTIYHMX Ta (hapMakoJOTidHMX BHIpoOyBaHb. TOKCHKONOriuHI Tal
(hapmaxostoriuni BunpoGyBanus onucani y 4 momyii PeECTPaLiHHOrO 10CHE 3 BUKOPHCTAHHAM
HAYKOBHUX JITEPaTypPHUX JKEPEL.

2. dapmMakoioris:

1) mepBuHHa papmakoguHaMiKa 3riHo JIiTepaTypHUX mKepe
/

2) BTopHHHA (hapMakouHaMiKa 3rizHO miTepaTypHUX mKepe

3) dbapmakosoris Gesnexu 3rifHo miTepaTypHHX mKkepen

4) hapmakomuHamivHi B3aeMoii 3rijHo miTepaTypHHX mKepe

3. @apmakoKiHeTHKa;

1) ananmiTHYHI METOMMKH Ta 3BiTH MO0 [3TimHO TTEPaTyPHUX JKEPEIT
X Basimamii




2) BCMOKTYBaHHS

3rigHo JMiTeparypHuX Kepe

3) po3moiin

3riHo miTepatypHux mKepen

4) MeTabotizm

3riHo miTeparypHEX mKeper

S) BUBeEHHS

3rigHo iTepaTypHHX uKepen

6) bapmaxokineTHuHi B3aeMoii
(moxmiHiYHi)

3riaHo JiTepaTypHUX uKepe

7) inmi apmakokiHeTHuHi
TIOCITLKEHHS

3rijHO JTiTepaTypHuX JuKepe

4. Toxcukomoris:

1) TokcnuHicTs y pasi omHOpasoBoro
BBEIICHHS

3rimHo TiTepaTypHUX DKepe

2) TOKCHYHICTE Y pasi moBTOpHHX
BBE/IEHb

3rigHo yiTepaTypHUX mKeper

3) TEHOTOKCHYHICTD:
in vitro

3rimmo niTeparypHEX Kepe

in Vivo (BKJIIOYAKOYH J0JaTKOBY OLIIHKY
3 TOKCHKOKIHETHKH )

3rigHo JTiTepaTypHHX JKepe

4) KaHIIePOTeHHICTh:

3riaHo yiTepaTypHUX Keper

NOBrOCTPOKOBI JIOCITIKEHHS

KOPOTKOCTPOKOBI JOCIIi IDKEHHS
a00 JOCIIiKEHHS CepeHbOT TPHBAIOCTI

3rizno mrTeparypHUX mKepe

TOZIaTKOBI TOCII IAKEHHSI

3rigHo miTepaTypHHX JpKepen

5) penponyKTHBHA TOKCHYHICTH Ta
TOKCHYHHHN BIITUB Ha PO3BHTOK
[I0TOMCTBA:

3rizHo sniTepaTypHuX [Kepen

BIUTHB Ha QepTHILHICTS i paHHii
eMOploHaTbHUN PO3BUTOK

3rigHo niTeparypHuX Kepe

e€MOPIOTOKCHYHICTE

3rijHo miTepaTypHHX mKeper




[IpE€HATaIbHA 1 MOCTHATATRHA
TOKCHYHICTH

3rifHO NiTEpaTypHUX JpKepe

YBOAHUTLCA IIOTOMCTBY

OLIHIOETHLCH BianeHa mais

I[OCJ'IiI[)KeHHH, IIpH SIKHX [Ipenapar

(HecTaTeBO3piIMM TBapHHAM) Ta/ato

3rifHo NiTepaTypHHUX JUKepe

6) MicIieBa IEPEHOCUMICTE

3rizHo JiTepaTypHUX [Keper

7) MOJATKOBI 1OCTi IKEHHS
TOKCHYHOCTI:

3rigHo niTeparypHuX JuKepe

AHTUI€HHICTE (YTBOPEHHS aHTHTIN)

3rizHo siTepaTypHuX JiKepen

IMYHOTOKCHYHICTh

3rifHO JiTepaTypHUX JUKEpe

JIOCTIIKEeHHS] MEXaH13MiB il

3riHO MiTepaTypHuX IDKepert

TKapchKa 3aIe)KHICTh

3riHo JiTepaTypHHX mKepen

TOKCHYHICTH METabO0JIITIB

3riJiHO TiTepaTypHUX mKepen

TOKCHYHICTB IOMIIIIOK

3rifHO JIiTepaTypHUX IKepe

IBENNNCE

3rigHo miTepaTypHUX JKepe

S. BHCHOBKH 010 MOKTIHIYHOTrO

3riziHo JiTepaTypHHX JKepe

BHBUYEHH S
TToBHOBaXKHHAT . '

(mimmmc)
MPeACTaBHUK

Pumap M.B.




Homatok 30

1o IMopsinky IpoBeIeHHs eKCIIePTH3H
peecTpaniiHuxX MaTepialiB Ha JIiKapchKi
3aco0u, 10 NOJAIOTECS Ha ACPIKABHY
peecTpariio (mepepeecTpartiio), a Takox
CKCIIEPTH3M MaTepiasiB PO BHECEHHS
3MiH JI0 peecTpaliiiHux MaTepialis
[IPOTATOM Jii peecTpaniiHoro

IIOCBITYCHHS
(myHKT 4 posniny [V)
3BIT
Npo KJiHiYHe BUNPOOYBaHHsA

1. Ha3Ba nixapcekoro JlokcopyGimun JhxeHehapM, po3uun 11d in’ €Ki, 2 MI/MI, CKISHHH
3aco0y (3a HasBHOCTI - |(p;1akoH mo 5 Mt abo 25 M
HOMED peecTpariiinoro
[OCBiIUEHHS)
2. 3asBHUK [xenedapm C.A., I'penis
3. BupoOuuk [lxenedapm C.A., ['penis
4. IlpoBeneni TaK Hi  SKINO Hi, 0GIpyHTYBATH
TOCITI I KEHHS

3rinno Hakasy Ne 460 MO3 Vkpainu Bix 23.07.2015 nis FE€HEPHUKIB He HAJAIOThCS PE3YJIbTATH BIIACHHX]
KIIHIYHMX Jochimkens. Kniniuni jocmimkenns mono eekTHBHOCTI Ta Ge3nevHOCTi 3acTocyBaHHs
UiKapCBKUX 3aCOGIB 3 JIIOUOI0 PEUOBHHOIO enipyGiluMHy rifpoxymopun y Jroged ommcani y 5 momymi
PeECTPALIHHOrO I0ChE 3 BUKOPHCTAHHAM HAYKOBUX JTITEPATYPHUX IoKepen.

3riqHo 3 monokeHHsMH  KepiBHuLTBA €BpOIEHCHKOT0 MEIMYHOTO areHTCTBa 3 AOCITIJUKEeHHS
Gioeksipanenrrocti (CPMP/QWP/EWP/1401/98 Rev. 1) nocnimkenns 6ioeKBIBaNTEHTHOCTI, K MPaBHIIO,
He noTpibHi, sKwo BUMPOOOBYBAHHMI JiKapChKMI 3acif BBOAMTBCS AK BOIHHMIA BHYTPILUHEOBEHHHH
PO3YHH, IO MICTHTB TaKy K aKTHBHY PEYOBHMHY, IO i peeperTHHii JKapchKuii 3aci6.

1) Tin nikapebkoro [ 'eHepryHMii JTikapchKHi 3aci6
3aco0y, 3a IKHM
[poBoaunacs adbo
[IAHYETLCS PeECTpaltis

5. IloBHa Ha3Ba -
KIIHIYHOTO
BHIIPOOYBaHHS,
KOJOBaHHI HOMED
KIIIHIYHOTO
BUIIPOOYBaHH:

6. ®aza KIiHIYHOTO -
BUIIPOOYBaHHS




7. Ilepion mposeneHHs
KJITHI9HOTO
BUITPOOYBaHHS

w

1o

8. Kpainu, ne
IIPOBOIHIIOCH KIIIHIYHE
BUIIPOOyBaHHS

9. KimpkicTh
OCITI/KYBaHHX

3allJIaHOBAHA:
(axTHuHa:

10. Merta ta BTOpHHHI
[T KJIHIYHOTO
BUIIPOOYBaHHS

11. uzaiin KIiHIYHOTO
BUIIPOOYBaHHS

12. OcHoBHi kpuTepil
BKITFOUCHHSA

13. NocmimxyBanuii
IlKapchKHH 3acif, crocit
3aCTOCYBaHHS, CHJIA Iii

14. TIpenapat
MOPIBHSHHS, 7103, CIIOCIO
3aCTOCYBaHHS, CHJIa il

15. CynyTHs Teparis

16. Kpurepii ouinku
eexTuBHOCTI

[

17. Kpurepii orinku
Oe3nexu

18. Cratucrryni MmeTou

19. Nemorpadiuni
[IOKa3HHUKH
10CJT1JDKYBaHOT
[IONyJISLil (cTaTh, BiK,
paca, TOIIo)

20. Pesynpraru
eexTHBHOCTI

21. Pesynpratu 6e3neku




22. Bucnorok &

(3aKITIOUCHHS)

/
IToBHOBaXKHHIIT (mmiznud)
NPENICTaBHUK

Pumap M.B.



