Honarok 29

no Iopsanky npoBeneHHs ekcnepTu3n
peecTpanifHuX MaTepiatiB Ha JiKapchKi
3ac00H, 110 110JAIOTHCS HA JAEPIKABHY
peecTpariio (IepepeecTpariiio), a Takox
EKCIIEPTH3H MaTepiasliB PO BHECEHHS
3MIH JI0 peecTpauiiiHuX MaTepiajin
IIPOTATOM JIii peecTpalifnoro
MIOCB1/IYEHHS

(myHKT 4 po3miny IV)

3BIT

Npo JOKJIHIYHI JOCTiMKeHHs

1. Hazga nikapcekoro 3acofy (3a
HassBHOCTI - HOMEP peecTpanifHoro
IOCBI/[YEHHS):

IpunoTtekan daPec

1) TMn TiKAapCHKOTO 3acoby, 3a SKUM
[IPOBOMIACS ab0 TIAHYETHCS
peecTpartis

[ 'enepuyunmii TikapceKui 3acio

2) IpOBEJIEH] JOCITimKEHHS

HAYKOBUX JIITEPATYPHUX JIKEPEL.

TaK Hi KO Hi, 00TpyHTYBaTH

3rigno naxazy Ne 460 MO3 Vkpainu Bix 23.07.2015 11 resepukis He HAJAIOTHCS pe3ynbpTaTH
BJAaCHUX TOKCHKOJOTIYHMX Ta (apMakoIOridHux BHOpoOyBaHb. TOKCHKONOTIYHi T4
(hapmaxosioriuni BUIIpoOYBaHHS ONKCaHi ¥ 4 MOy peecTpaniifHOro ocke 3 BUKOPHUCTAHHSAM

2. ®apmakooris:

1) nepBunna papmakoarHaMika

3rifHO JNiTEpaTyPHUX JDKEPEIL

2) BTOpHHHA (papMaKoIMHaMiKa

3TifHO JTITEPaTYPHUX LKEPEI]

3) dapmakosoris Ge3nexn

3rifgHo NiTepaTypHUX [Kepen

4) bapmakoguHaMIYHI B3acMOJIT

3rigHO JiTepaTypHUX KEPEN

3. ®apmMakoKiHETHKA:

1) aHaMITHYHI METOJIMKH Ta 3BIiTH 111010
ix Basimanii

3riJHO JiTepaTypHUX KEpEI]

2) BCMOKTYBaHHs

3rigHO MiTepaTypHUX KEPEI




3) po3noin

3rifHo JiTepaTypHUX JDKepel

4) MmeTado1izM

3riTHO TiTepaTypHHUX JDKepe

5) BUBEJIEHHS

3rigHo MiTEpaTypHUX KEpe

6) GapmakokiHeTH4HI B3aeMOIi1
(oxitiHiyHi)

3rigHo JiTEpaTypHUX KEpe

7) iH1i papMakoKiHEeTHYHI
TTOCIIDKEHHS

3riIHO JIITEPATYPHHX JIKEPE

4. Toxcuxkonoris:

1) TOKCHYHICTB Y pa3l 0JJHOPA30BOTO
BBEJICHHS

3riIHO JMiTEPaTYPHHUX IKEPEI

2) TOKCHYHICTD y pa3i MOBTOPHUX
BBEJICHb

3rifHo miTepaTypHUX TKepel

3) reHOTOKCUYHICTB:
in vitro

3rifHO JiTEpaTypHHX IKEepel

in vivo (BK/IIOYaIOYH JOJATKOBY OLIHKY
3 TOKCHKOKiHETHKH)

3rifiHO JITEpaTypHHUX Kepe

4) KaHLIEpOI'eHHICTh:

3riJHO JTITepaTypPHUX DKEpe

I[OBFOCTpOKOBi JOCTIDKEHHS

KOPOTKOCTPOKOBI 1OCTIDKEHHS
a0o0 MOCTIHKEHHS cepeIHL0I TPUBAIOCTI

3rigHo JiTepaTypHHUX JKepe

TOJATKOBI ZOCTiIKEeHHS

3rigHo JiTepaTypHUX JDKepe

S) penpoayKTHBHA TOKCUYHICTH Ta
TOKCHYHHH BIUIMB HA PO3BHTOK
[OTOMCTBA:

3rifiHO JITEPATYPHUX JHKEper

BIUIMB Ha PEePTHIILHICTD 1 paHHiH
eMOpIOHAIbHHIT PO3BHTOK

3rigHO JiTEepaTypHHX KEpe

eMOPIOTOKCHYHICTB

3TigHO JiTEepaTypHHX DKEpe

MpeHaTajgbHa i MOCTHATATBHA
TOKCHYHICTE

3rigHo NiTepaTypHHX IKepe




OCJII/KEHHS, [IPU SKUX IIperapar
YBOIUTLCS IOTOMCTBY
(HecTaTeBO3PIIUM TBApHHAM) Ta/abo
OLIIHIOETBCS BiJIajieHa Jiist

3rigHo NIiTEepaTypHHUX JDKEepe

6) MiclieBa IEPECHOCHMICTD

3riHO JITEPaTYPHHX DKEPEI

7) 10JIATKOBI JOC/IIIKEHHSI
TOKCHYHOCTI:

3riHO TITEpPaTYPHUX JUKEpPET

AHTUTE€HHICTH (YTBOPEHHS aHTHTIN)

3riIHO JIiTepaTyPHHUX DKEpPeT

IMYHOTOKCHYUHICTE

3riJIHO JIiTEpaTypHHX HKEpPe

JIOC/TIDKEHHS. MEXAHI3MIB mil

3riHO niTepaTypHUX JPKepel

TiKapchKa 3ajIesKHICTh

3rifiHO TITEpaTypHHUX JUKepel

TOKCHYHICTL MeTa00IIiTIB

3riZiHO JTTEpaTyPHUX JPKEpe

TOKCHYHICTE JIOMiLHOK

3ri{HO JNiTEepaTypHUX HKEPEI

1HI1IE

3riHO JiTepaTypHUX HKEpeEI

5. BHCHOBKH 1100 AOKIIIHIYHOTO
BHBYEHHS

3rizHo JMiTEpaTypHUX IKEpe

[loBHOBaKHMH
IpeCTaBHUK

1IITHC)

umap M.B.




Honatok 30
10 ITopsaKy IpoBeeHHS eKCIIEPTH3H
peecTpaniiHuX MaTepiaiB Ha JIIKapChKi
3ac00H, 1110 TTOJAIOThCS HA JIPIKaBHY
peecTpaniio (mepepeecTpaiiio), a TaKoXK
i CKCIIEPTH3H MaTeplaliB PO BHECEHHS
3MIH [0 peecTpauifHuX MaTepialiB
IIPOTATOM i1 peecTpamiifHoro

IOCBiTUeHHSs
(tyHKT 4 posminy IV)
3BIT
npo KJiHiYHe BUNMPOOYBaHHS

1. Hassa mikapcekoro 3acofy (3a Ipunorekan ®aPec
HAsABHOCTI - HOMEP PeECTpariiHoro
[TOCBIUECHHS)
2. 3asgBHUK Koneriym c.p.o., CroBauska PecriyGitika
3. BupoOHuK Tumoopran ®@apmanie I'm6X, HiMeuunna;
4. ITpoBeneHi DOCITIKEHHS: TaKk Hi KO Hi, OOTpYHTYBaTH

3riguo Hakasy Ne 460 MO3 Vkpainu Big 23.07.2015 mis TEHEPHKIB HE HAJIAIOTBCA PE3YIIbTaTH
BIIACHUX KIIHIYHMX HociikeHs. KimiHidHi mocmimkenHs mono edekTHBHOCTI Ta Ge3medHOCTI
3aCTOCYBaHHS JIIKAPCHKUX 3aCO0IB 3 Mi0Y0I0 PEYOBHHOIO IPHHOTEKAHY TiIPOXJIOPU TPHTiIPAaT Vi
JIFOJICH OIHMCAHI y 5 MOJYJi PeecTpaLiifHOro 10ChE 3 BUKOPHCTAHHAM HAyKOBHX TTepaTypHHX|
IKEPEIL.

3rigHo 3 monoxeHHaMH KepiBHuiTBa €BpONEHCHKOr0 MEIHYHOTO ArEHTCTBA 3 JOCITiIKEHHS
bioeksisanentrocTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocmimkeHHs GioeKBiBaIeHTHOCTI, K
PaBHJIO, HE TOTPiOHI, AKNIO BUNPOOOBYBaHMil JiKapcekHit 3aci® BBONHTBCS SK BOMHMIA
BHYTPIIIHEOBEHHHI PO3YHMH, IO MICTHTH TaKy K aKTHBHY PEYOBHHY, IO 1 pedepeHTHHH
ITiKapChKHH 3acif. :

1) tun nikapcekoro 3acoby, 3a skum  |[[eHepHUHMIA TiKapChKHit 3aci6
MpoBOAMIacs a0 IUIAHYETHCA
peecTparis

5. IloBHa Ha3Ba KIIHIYHOTO -
BUIPOOYBaHHA, KOJOBAHHIT HOMED
KITiHI9HOTO BUTIPOOYBAHHS

6. ®asa KIiHIYHOTrO BUNIPOOYBaHHS -

7. Ilepion npoBeIeHHs KIiHIYHOIO 3 (0]
BHIIPOOYBAaHHA




8. Kpainu, e mpoBouiocs Kiiniune
BHIIPOOYBaHHS

9. KinpKicTb JoCi Ky BaHHX 3aIIaHOBAHA:
(hakTHuHa:

10. MeTa Ta BTOPHHHI Ii/1i KITiHITHOTO
BUIIPOOYBaHHS

11. Jluzaiin kriHigHOro BUmpoOyBaHHs

12. OcHOBHI KpHTEpii BKIIOICHHS -

13. JlocmimkyBaHuii jikapchKuii 3aci6,
croci6 3acTocyBaHHs, CHIIA i

14. IIpenapaT mopiBHAHHSA, 1034, CIOCIO
3aCTOCYBaHHSI, CHIIa il

15. CynyTns Teparis -

16. Kpurepii oninku e)eKTHBHOCTI -

17. Kpurepii ominku Gesnexu -

18. CraTucTiuHi MeToIu -

19. Jlemorpadiuni moxkasHuku -
OCTIIDKYBaHOT OIYJIAIIi (CTaTh, BIK,
paca, TOoIIo)

20. Pesynprat eeKTHBHOCTI -

21. Pesyneraru Oe3nekn -

22. BHCHOBOK (3aKITIOUeHHS) -

\

e

[ToBHOBaXKHMI IPeCTABHUK

(ni,um{c)
Pumap M.B.




