JlomaTok 29

1o [Topsiiky MpoBeAEeHHS EKCIePTU3N
peecTpalliiHiX MaTepialliB Ha JIIKapChKi
3aco0u, 110 TOAAKOTHCS Ha IEPIKABHY
peecTpario (IepepeecTpallio), a TakoXx
€KCIIePTU3H MaTepialliB PO BHECEHHS
3MIH J0 pEECTpallifHiX MaTepiatiB
IIPOTSITOM Jii peecTparifHoro
IIOCBI1AYEHHS

(nyHkT 4 posniny IV)

3BIT

PO TOKJIiHIYHI TOCTiTKEeHHA

1. Ha3spa mikapebkoro 3acoby (3a
HassBHOCTI - HOMEp PeeCTPaIifHOro
OCBIAYCHHS ):

Banxominuu-Bicra

1) THII JIiIKapchKOTO 3ac00y, 3a IKUM
poBonuiacs abo MIaHyeTbCs
peectpartis

["eHepuyHMit TiKapceKuit 3acib

2) mpoBeneH1 JOCTIHKEHHS

3rizno Hakazy Ne 460 MO3 Vkpainnm Bix 23.07.2015 s reHepuKiB He HAZAIOTHCs pe3ysbTaTu
BIACHUX TOKCHKOJIOTIYHMX Ta (hapMakoJOTIYHHX BHUIpPOOyBaHb. TOKCHUKOIOTIYHI Ta
dapmakosoriygi BUIpoOyBaHHs OMKCaHi y 4 MOJYI pPeecTpamifHOTO OCHE 3 BUKOPUCTAHHSIM

HAYKOBUX JITEpaTypHUX IKEpEIl.

TaK Hi KO Hi, OOIpYHTYBaTH

2. ®apmakoioris:

1) mepBuHHA QapMaKOITHAMIKA

3riHo JiTepaTypPHUX MKepe

2) BTOpHHHA (hapMakoArHaMika

3rifHO NiTepaTypHUX DKEpes

3) bapmakosorisa 6e3nexu

3rifHO JiTepaTypHHUX JKepen

4) hapMakompHaAMIUHI B3aEMOIIT

3rifHO NiTEPaTyPHUX [DKEPEI

3. ®apmMaKoKiHETHKA:

1) aHaMITUIHI METOAUKH Ta 3BITH L1010
ix Bayimanii

3rigHo JTiTepaTypHUX JKepes

2) BCMOKTYBaHHSI

3rifgHO JITepaTypHUX LKepe




3) po3noin

3riHo NiTepaTyPHUX KEPesT

4) Metabouizm

3riHO JiTEPaTYPHUX HKEPET

5) BUBEICHHSA

3rigHo JIiTepaTypHUX JIXKEPen

6) apMaKOKIHETHYHI B3aeEMOLi1
(mokTiHiuHi)

3riHO JiTepaTypHUX JKepel

7) inimi hapMakOKIHETHYHI
TOCITiKEHHS

3rijiHO NiTepaTypHUX JKepen

4. TokCUKOIOris:

1) TOKCHYHICTB y pa3i 0ZHOPa30BOIO
BBEJICHHS

3riiHO JIiTepaTypPHUX IKEPET

2) TOKCUYHICTD y pa3i MOBTOPHUX
BBEJICHD

3rigHo NiTepaTypHUX IKepe

3) reHOTOKCUYHICTB:
in vitro

3rigHo MiTepaTypHUX JKEepel

in vivo (BKJTFOYAOYH JOJATKOBY OIIHKY
3 TOKCUKOKIHETHKH)

3riiHO JTiTepaTypHIX JKEpPe

4) KaHIIepOTEHHICTE!

3rigHo MiTEpaTypHUX JDKEpel

TOBFOCTPOKOBI JTOCITiIDKEHHS

KOPOTKOCTPOKOBI AOCIIKEHHS
a60 OCITIHKEHHSI CepeIHbBO] TPHBAIOCT]

3rigHO JiTepaTypHUX JKEPE

T0JIATKOBI NOCIHiKEHHS

3rigHo IiTepaTypHHUX JXKEpe

5) penpoIyKTHBHA TOKCUYHICTE Ta
ITOKCHYHUM BIITUB HA PO3BUTOK
[IOTOMCTBA:

3riIHO JIITepaTypHUX IXKEPeI

BILIMB Ha (GepTHIBHICTD 1 paHHIN
eMOpioHaTBHUN PO3BUTOK

3riIHO JIITepaTyPHUX JIKEPEN

eMOpPIOTOKCHYHICTD

3rifiHo NiTepaTypHUX IKEepen

IpeHaTaibHa 1 IOCTHATaJIbHA
TOKCUUYHICTD

3rigHo JiTepaTypHUX JDKEpes




OCIILDKEHHS, TIPY SIKUX [perapat
VBOJINTHCS TIOTOMCTBY
(HECTATEBO3PLIIM TBapuHaM) Ta/abo
OIIHIOETHCS BlAIATICHA Iist

3rifHo JiTepaTypHUX DKEPEIl

3rigHo JiTepaTypHUX JUKEPEI

7) MOZATKOBI OCIIOKEHHS
TOKCHYHOCTL:

3rigHo JiTepaTypHUX JUKEPENn

AHTUTEeHHICTH (YTBOPEHHA AHTHTLI)

3rijHo NiTepaTypHHUX JUKEPEl

IMYHOTOKCUUHICTE

3rifHo IiTepaTypHUX HKEPEIT

TOCI KEHHA MeXaHi3MiB il

3rijiHO JiTEPATYPHUX JUKEPEI

fiKkapehKa 3aIEXHICTD

3rifgHo niTepaTypHUX KEPE

FOKCH‘iHiCTb MeTaboIIiTiB

3rigHo JiTepaTypHUX [DKEpest

FOKCHYHICTB JOMIIIOK

3rizno miTepaTypHHX KEPE

iHIe

3rijiHo JiTepaTypHUX OKEPEIl

5. BycHOBKH 100 JOJIIHIYHOTO

3rifHo NiTepaTypHUX HKEPE

BUBYSHHS
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TpeICTABHIK

Pumap MakcuM BikTopoBHd




Honatok 30

1o [TopsiiKy IpoBeIEHHS €KCIIEPTH3N
peecTpalifHAX MaTepialiB Ha JIiKapchKi
3ac00H, LI0 OJAOTHECS Ha IEPXKABHY
peecTpario (epepeecTpalito), a TaKox
EKCIIEPTHU3H MaTepialliB PO BHECEHHS
3MiH IO peecTpalliiiHux MaTepiaiB
IIPOTSTOM Jii peecTparifHoro
ITOCBITYECHHS \

(myHKT 4 po3ainy 1V)

3BIT

Npo KJiHiYHe BUNIPOOYyBaHHSHA

1. HasBa miixapcbkoro 3acoby (3a
HasBHOCTI - HOMEP PeECTpaIiiHoro
OCBIMYEHHS )

Bankominma-Bicta

2. 3asiBHHUK

Mictpan Kenitan MenemxmenT Jlimiten, AHrmis

3. BupobHux

BEM Inau Can. Be Timx. A.LLL, Typequnna

4. [TpoBeeH1 JOCITIKEHHS:

Tak Hi KOO Hi, OOIPYHTYBaTH

3rigmo Haka3y Ne 460 MO3 Vkpainu Big 23.07.2015 g reHepUKiB He HaJalOThCS pe3yIbTaTH
BJIACHMX KIIHIYHMX AOCTimKeHb. KUiHidHI JOCTDKEHHS 1m00 e(peKTHBHOCTI Ta 6e3MeYHOCTI
3aCTOCYBaHHs JIKAPCLKUX 3aCO0iB 3 IFOYOI0 PEYOBHMHOIO BAaHKOMINMH Y JIIOJEH ommcadi y 5
MOZYJIi peeCTpaniiHoro JOChE 3 BAKOPHUCTaHHAIM HAayKOBHUX JIITEpATypHHUX JKEpE.

3riguo 3 monoxkeHHsAMH KepiBHuIITBa €BpONEHCHKOr0 MEIMYHOrO areHTCTBA 3 JOCIHIIKEHHS
6ioexsisanienTHOoCcTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocnimkeHHst 610€KBIBaJIEHTHOCTI, SK
MpaBUIIO, HE MOTPiGHI, SKIIO BUIPOOOBYBAaHHMM JKAapchbKui 3aci6 BBOAWUTBCA AK BOJHUH
BHYTPIIUHHOBEHHHMM pO3YMH, IO MICTUTH TaKy X aKTHBHY PEYOBHHY, IO 1 pedepeHTHHH

TiKapchKuit 3acib.

1) Tum nikapcekoro 3acoby, 3a SKUM
poBounacs abo rIaHy€eThes
peecTparis

["eHepHYHUI JTiKapChKUH 3acid

5. TToBHa Ha3Ba KIIIHIYHOTO
BUITPOOYBaHHS, KOJOBaHUN HOMED
KJTIHIYHOTO BHITPOOYBaHHSI

6. ®aza KIIHIYHOTO BUIIPOOYBaHHS

7. Iepion mpoBeIeHHS KIIIHIYHOTO




BUNIPOOYBaHHS

8. Kpaiuu, 1e mpoBOIUIOCS KIIHIYHE
BHIPOOYBAaHHS

9. KiIpKicTh JOCIIIKYBAHAX

3arlJIaHOBaHa:

daxTHyHa:

10. MeTa Ta BTOpHHHI 1T KIIHIYHOT'O
BUIIPOOYBaHHS

11. JluzaiiH KIiHIYHOTO BUIPOOYBaHHS

12. OcHOBHIi KpHUTepil BKIIOUEHHS

13. HocnimxyBaHuii JTiKapChKuii 3acib,
crroci6 3acTOCYBaHHS, cuia JIil

14. IlpenapaT mopiBHAHHS, 103, CIIOC10
3aCTOCYBaHHS, CHJIa Jii

15. CynyTHs Tepanis

16. Kpurepii omiHky eQekTUBHOCTI

17. Kputepii oninku 6e3nexu

18. Cratuctruni MmeToou

19. Jlemorpadiusi MoKa3HUKU
MOCTiKYBaHOI Omysnil (CTarh, BIK,
paca, TOHIO)

20. Pesynpratu epeKTUBHOCTI

21. Pe3ynpraTu 6e3nexku

22. BUCHOBOK (3aKJIIOUEHHS)
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[loBHOBaXXHHH NPEICTaBHUK

(mmimmmc)

Pumap Makcum BixTopoBruy




