Honmarok 29

1o [Topsiiky IpoBEJEHHS EKCIIEPTU3H
peecTpaniifHux MaTepialiB Ha NiKapchKi
3aco06m, 110 MOAAIOTHCSA Ha JepXKaBHY
peecTpaltito (IepepeecTpanio), a TaKoxK
€KCIIEPTH3U MaTepialiB IpO BHECEHHS
3MiH JI0 PEECTPAIlMHUX MaTepiaiB
IIPOTSroM Aii peecTpalifiHoro
ITOCBITICHHSI

(nyHKT 4 posminy IV)

3BIT

Npo JOKJIIHIYHI AoCTiIKEeHHA

1. Hassa sikapcbkoro 3acoby (3a
HAsSBHOCTI - HOMEp peecTpaIiifHOro
IIOCBiTYCHHS):

Oxcanimnatua @aPec

1) Tum sTikapchKOro 3acoby, 3a SKIM
mpoBomIIacs abo IIaHyeThCs
peecTparis

["eHepuuHMi Tikapchkuit 3acid

2) mpoBeIeH] JOCIIIHKEHHS

TaK Hi SKIIO Hi, OOIPyHTYBaTH

3rigao Haxasy Ne 460 MO3 Vkpaiun Bix 23.07.2015 s reHepHKiB HE HafAlOTBCSA PE3YILTATH
BJACHHX TOKCHMKOIOTIYHMX Ta (PapMaKOJOriYHHX BHIPOOyBaHb. TOKCHKOJIOTIYHI T4
¢apMmakonoriugi BUIpoOyBaHHS ONHCAHI Y 4 MOAYJI PEECTPAIiMHOTO NOChE 3 BUKOPHCTAHHAM

HAYKOBHX JIITEPATYPHUX JDKEpeIL.

2. ®apmakooris:

1) nepBuHHa papmMakoArHAMIKA

3riIHO JIITEpATyPHUX JKEPEI

2) BTOpuHHA (hapMaKoIuHaMiKa

3riIHO JIITepaTypPHUX IHKEPEI

3) bapmakomoris Oe3nexu

3riHO JiTepaTypHUX JKEPe

4) hapMakoUHAMIYHI B3a€EMOSIIT

3rimHO NiTepaTypHUX AKEpENT

3. dapMaKOKiHETHKA:

1) aHaIiTHYHI METOAUKY Ta 3BITH LIOJO
ix Bauigamii

3rigHOo JiTepaTypHUX KEpeT

2) BCMOKTYBaHHS

3rigHo JTiTepaTypHUX IKEPE




3) po3moain

3rigHo NiTepaTypHUX JKEPE

4) MeTaboi3M

3rifgHO JTiTepaTypHUX IKEPEI

5) BUBEIEHHS

3rigHo NiTepaTypHUX JXKEPe

6) hapMaKOKiHETHYHI B3a€MOIIT
(OKITiHIYH])

3rigHo JiTepaTypHUX IKEpe

7) immn ¢papMakoKiHETHYH]
nocTimKeHHs

3rigHo JiTepaTypHHX IKEper

4. TOKCHKOIIOTIS:

1) TOKCHYHICTB Y pa3i OJHOPA30BOIO
BBEICHHS

3rigHo JiTepaTypHUX HKEPET

2) TOKCHYHICTE Y pa3i IOBTOPHUX
BBEIICHD

3rifHO JiTepaTypHUX JKEPEI

3) FEeHOTOKCHYHICTB:
in vitro

3riHo IiTepaTypHUX JKEPEI

in vivo (BKIFOYAIOYH JOJATKOBY OLIHKY
3 TOKCUKOKIHETHUKH )

3riIHO JITepaTypHUX IKEPEI

4) KaHIICPOT€HHICTh:

3riHO JiTepaTypHUX IKEPEI

IOBrOCTPOKORBI TOCIiPKEHH

KOPOTKOCTPOKOBI IOCTi/KEHHS
ab0 NOCTIHKEHHS CepeHbOI TPHBATIOCTI

3rifiHo NiTepaTypHUX JKEPEI

MOATKOBI JOCITIIKEHHS

3rigHo JmiTEpaTypHUX JUKEPET

5) penpoAyKTUBHA TOKCUYHICTH Ta
TOKCHYHHI BIUIMB Ha PO3BUTOK
IOTOMCTBA!

3riHo NiTepaTypHUX JKEpE

BILIMB Ha (GEPTHIBHICTD 1 paHHIH
eMOpioBaIbHUI PO3BUTOK

3riHo JiTepaTypHUX DKEPET

eMOpPiOTOKCHYHICTE

3rifiHoO JiTEpaTypHUX IKEPEI

MpeHaTaIbHA i MOCTHATATIbHA
TOKCUYHICTh

3rifHO JiTepaTypHUX KEPEN




VTOCITIDKEHHS, TPU SKUX Ipernapar
[YBOAUTHCS IOTOMCTBY
(HecTareBO3piIMM TBaprHaM) Ta/abo
OLIIHIOETECA BifganeHa Jis

3rigHO JiTEpaTYpPHUX JDKEpEI

6) MiclleBa IIEPEHOCUMICTh

3riiHo miTepaTypHUX [HKEpEI

7) [OJATKOBI JOCTIIKEHHS
TOKCHYHOCTI:

3riHO JMiTEpaTypHUX LKEPEN

AHTUIeHHICTH (YTBOPEHHS aHTUTLI)

3rifgHO JiTepaTypHUX AKEpe

IMyHOTOKCHYHICTD

3rigHO JiTEpaTypHUX [UKEPET

ocimKeH S MEXaHi3MiB Jii

3riiHO JITEpaTypHUX JKEPEIT

TliKapchKa 3aJIeXKHICTD

3rigHo JiTEpPaTypHUX HKEpEIl

TOKCHYHICTE METabOIITIB

3rigHo JIiTEpaTypHUX HKEPEI

TOKCHYHICTE JOMINIOK

3rigHO JiTEpaTypHUX IKepel

iHnIe

3riZHO JiTEpaTypPHUX [DKEpEI

5. BUCHOBKY IOZO JOKJIIHIYHOTO
BUBYEHHS

3rimHo JiTepaTypHHUX JKEpell

/"'L’Cf/

TToBuoBaXxxHut
peACTaBHUK

IITHC)

umap M.B.




Homartok 30

10 TTopsaxy IpoBeAeHHS eKCIIEPTU3U
peecTpanifHux MaTepiaiiB Ha JIKapchKi
3ac00H, 10 [IOJAIOTHCS HA AEPKABHY
peecrpaliio (epepeecTpaniro), a TaKoX
EKCIIEPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTpalifHuX MaTepiaiiB
IIPOTATOM il peecTpaliiifHoro

ITOCB1TYCHHS
(nyHKT 4 po3ainy IV)
3BIT
Nnpo KJiHiYHe BUNPOOYBaHHA
1. Haspa mikapcbkoro 3aco0y (3a Oxcanimnataa PaPec
HasBHOCTI - HOMED PEECTPALitHOTO
[IOCBIIYEHHS)
2. 3assBHUK Koneriym c.p.o., CnoBaipka Pecrry6iika
3. Bupobuuk Ixenedapm CA, I'perrist (BUpOOHUIITBO JTiKAPCEKOTO
3aco0y, IEpBUHHE Ta BTOPHHHE IIaKyBaHHA),
Tumoopran @apmanie I'm6X, HiMequyrnna
(BMPOOCHMIITBO 33 IIOBHUM IIUKIIOM)

4. [IpoBeneHi TOCTIIKEHH: TaKk Hi  SKIIO Hi, OOIpyHTYBaTH

3Brigro Hakxazy Ne 460 MO3 Vkpainu Big 23.07.2015 g reHepukiB He HaOalOThCsL Pe3yIbTaTH
BJIACHMX KIIHIYHMX HociifukeHb. Kimimiuni mocmimxkeHns mono eheKTHBHOCTI Ta GE3IEYHOCTI
3aCTOCYBAHHS JIKAapChKHX 3acO0iB 3 [I0Y0I0 PEYOBHHONO eHipyOillMHY riNpOXIIOpUI y JIOAeH
omMcaHi Y 5 MOy peecTpauiifHoro 0Cke 3 BUKOPACTAHHAM HAayKOBHX JITEPATYPHHUX [PKEPEIL.

3riggo 3 nojoxeHHaMu KepiBHUITBA €BpPONEHCHKOTO MEIMYHOTO areHTCTBA 3 IOCHTimKEHHS
6ioexsisanenTHocTi (CPMP/QWP/EWP/1401/98 Rev. 1) mociimxeHHs 6i0eKBiBaIE€HTHOCTI, 5K
MpaBUJIO, HE TOTPiOHI, sKmO BHIPOOOBYBaHMH JKApChKWM 3aci6 BBOOMTBCS SIK BOJHUH
BHYTDIlIHHOBEHHHMH PO3YMH, 1IN0 MICTHUTh Taky X aKTHBHY DEYOBHMHY, IO i pedepeHTHHH
JTiKapchKuit 3acid.

1) Ten nikapcekoro 3acofy, 3a skuM [ eHeprdHuMi TiKapchKuH 3aci0
IpoBOAMNIACS ab0 IIaHYEThCA
peecTpauis

5. IToBHa Ha3Ba KJIIHIYHOIO -
BUTIPOOYBaHH:, KOJOBaHUHA HOMED
KIiHiYHOTO BUITPOOYBaHHS




6. ®asza KIHIYHOTO BUIIPOOYBaHH

7. Tlepio MpOBEAECHHS KIIHIYHOTO
BUTIPOOYBaHHS

I10

8. Kpaiuwu, e mpoBoauiIocs KIliHI9He
BUIIPOOYBaHHSA

9. KinpkicTh HOCTIIKYBAHUX

3allTaHOBaHA:
dbaxTrusa:

10. Mera Ta BTOpHHHI LIl KIiHIYHOTO
BHITPOOYBaHHS

11. JInzaiis KIiHIYHOTO BUIIPOOYBaHHS

12. OcHoBHI KpHuTepii BIIIIOYCHHS

13. JlocnimkyBaHuit Tikapchkuit 3aci6,
croci6 3acToCyBaHHs, CHIa Aii

14. TIpemapar MopiBHIHHS, 1032, CIOCIO
3aCTOCYBaHHS, CHIa Oii

15. CynyTHs Tepartis

16. Kputepii ominku e(heKTUBHOCTI

17. Kputepii ouinku 6e3neKu

18. CratucTyuHi METOAU

19. lemorpadiuHi mOKa3HUKH
TOCITiKyBaHOl MOMyIIALil (CTaTh, BiK,
paca, TOILO)

20. Pesynbraru eheKTUBHOCTI

21. Pe3ysipraru 6e3nexu

22. BHCHOBOK (3aKJIFOYCHHS)

IloBHOBaXHUY MPEACTABHUK




