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1o [TopsiaiKy mpoBeAEHHs! €KCIIEPTH3H
peecTpaliifHuX MaTepialiB Ha JTiKapChKi
3aco0w, 1110 M0JAI0THCS HA IEPIKABHY
peecTpallito (IepepeecTpanito), a Takox
eKCIIePTHU3U MaTepiaiiB PO BHECEHHS
3MiH JI0 PEECTPAIIHHEX MaTepialiB
IPOTSTOM JIi1 peecTpaliiiHoro
IIOCBIT4EHHS

(nyHKT 4 po3ainy IV)

3BIT

Npo AOKIIHIYHI JOCTIIKEHH

1. Hasga nikapcbkoro 3aco0y (3a
HasIBHOCTI - HOMep peecTpaniifHoro
[OCBIYEHHS):

Kaneuiro ®oninar daPec

1) Tun snikapebKoro 3aco0y, 3a SKUM
poBoaKIacs ado MIaHy€eThCs
peecTpanis

["eHepruHMA JTiIKAPCHKUH 3aci0

2) MpOBEICHI JOCTiIHKEHHS

HAayKOBHX JITEPATYPHUX JDKEPEL.

3rijgao nakazy Ne 460 MO3 Vkpaiuu Big 23.07.2015 s reHepuKiB He HaJAIOTHCS PE3yIbTaTH
BJIACHHX TOKCHKOJIOIIYHMX Ta (apMakoioriyHux BUIpoOyBaHb. TOKCHKOIOriuHi  Ta
¢apmakosioriuni BUIpoOyBaHHs ONKCcaHl y 4 MOJyJIl PeecTpaliifHOro J0Che 3 BUKOPUCTAHHIM

TaK Hi sKIIO Hi, OOIpyHTYBATH

2. @apMakooris:

1) mepBuHHa (hapMakoHHAMIKA

3rifHo NiTepaTypPHUX JKepe

2) BTopuHHA (hapMakoauHaMIKa

3riJIHO JiTepaTypHUX JiKepen

3) dapmakonoris Ge3nexn

3rigHo JiTEpaTypHHX DKEpe

4) hapmakoMmHaMIYHI B3aEMOJIIT

3riqHO JiTepaTypHUX DKEepe

3. dapmMakoKiHeTHKA!

1) aHaTITUYHI METOAUKH TA 3BITH LIOAO
1x Basnijgamii

3riiHO JiTepaTYPHUX JPKEepel

2) BCMOKTYBaHHS

3riqHOo JIiTepaTypHHX JKEepel




3) posmoai

3TiIHO JIITEPaTYPHUX JDKEPE

4) merabosizm

3rifHo JITepaTypHHUX JKEpe

S) BUBEICHHS

3riIHO JITEPATYPHUX DKEPEI

6) GapmakokiHeTHYHI B3aeMOIi1
(JroxJTiHIYHI)

3riHO JITEPaTYPHUX JDKEPET

7) iumi GpapMakoKiHETHYHI
OCTI DKEHHS

3rifHo JIiTepaTypHHUX JDKepe

4. TOKCHKOJIOTIS:

1) TOKCHYHICTD ¥ pa3i 0JHOPA30BOI0
BBE/ICHHS

3rijiHO JITEPAaTYPHUX JDKEpe

2) TOKCHYHICTD Y pasi HOBTOPHUX
BBEJICHD

3rigHo JiTepaTypHHX JKepe

3) TeHOTOKCHYHICTB:
in vitro

3rifHo JIiTepaTypHUX JIKEpe

in vivo (BKJTFOUAKOYH JIOJIATKOBY OI[IHKY
3 TOKCHKOKIHETHKH)

3riHO JITepaTypHUX JDKepel

4) KaHUIEPOT€HHICTh:

3TiIHO JiTEpaTypHUX DKEPE

ITOBTOCTPOKOBI TOCITIKEHHS

KOPOTKOCTPOKOBI JIOCI/DKEHHS
a00 JOCIIDKEHH CepeIHbOT TPHUBAJIOCTI

3riiHO JiTepaTypHUX IKEepe

OATKOBI JOCIIIDKEHHS

3rigHo JIiTepaTypHHUX JDKEpe

5) penpoJyKTHBHA TOKCHYHICTE Ta
TOKCHYHHII BIIJTUB HA PO3BHUTOK
[10TOMCTBA:

3rigHO JMiTepaTypHUX KEpPe

BIUTHB Ha (EepTHILHICTD 1 paHHIH
eMOplOHAIBHUN PO3BUTOK

3rigHo NiTepaTypHHUX KEpe

eMOpPIOTOKCHYHICTE

3rigHo JiTepaTypHUX TKepen

MpeHaTalbHa i IOCTHATaIbHA
TOKCHYHICTE

3riIHO TTEPaTYPHUX KEPE




NOCIIKEHHS, TIPU SIKUX TIpernapaT
YBOAUTHCS IOTOMCTBY
(HecTaTeBO3PLIMM TBAPHHAM) Ta/abo
OLIHIOETHCS BifIaena Jis

3TigHO JiTepaTypHUX JKEPE

0) MiclieBa IePEHOCHMICTh

3rifHO TiTEpaTypHUX JUKepel]

7) 1OAATKOBI JOCIIIIKEHHS
TOKCHYHOCTI:

3riIHO JTITEPATYPHHUX JUKEpel

AHTUT€HHICTD (YTBOPEHHS AHTHTLNI)

3riHO NiTepaTypHUX JKepes

IMYHOTOKCHYHICTE

3rifHO NiTepaTypHUX IKepe

TTOCHIKEHH s MEXaHi3MiB il

3riHO JiTepaTypHUX JKEPEI

TTiKapchKa 3a1eKHICTh

3rifiHo NiTepaTypHUX IKEPEI

TOKCHYHICTH MeTabOIITIR

3riJHO NiTEPaTyPHUX JHKEPEI

TOKCHUHICTE JOMILIOK

SrifHo MiTepaTypHUX JDKEepell

iHIIIe

3riIHO JTepaTypHHX UKEpel

5. BHCHOBKH 11010 JOKIIHIYHOTO
BHBYCHHS

3rifHo NiTepaTypHUX JpKepell

[TosHoBaykuui
peACTABHUK

(mgfiuc)

Pumap M.B.




Honatox 30

1o [lopaaxy npoBeieHHs eKCIepTH3H
peecTpaniiHUX MarepiajiiB Ha JiKapchKi
3aco0u, 110 NOJA0ThCs HA JIepIKaBHY
peecTpaniio (epepeecTparito), a Takox
€KCIIEPTU3X MaTepiajiB IIPO BHECEHHS
3MIH 10 peecTpaliifHuX MaTepiais
IIPOTATOM [il peecTpaliifHoro

[IOCBI/IYEHHS
(myHkT 4 poznuiny IV)
3BIT
1po KJiHiYHEe BUNPOOYBaHHSA

1. Ha3zga sikapcpkoro 3aco0y (3a Kanbuio @oninar @aPec
HasBHOCTI - HOMEP peecTpauiiHoro
TIOCBITUEHHS)
2. 3asBHHUK Koueriym c¢.p.o., Cinopaieka Pecny6itika
3. BupoOuuk Xaynt @apma Bonedparcxayszen [ M6X, Himeuunna
4. [IpoBeaeni DOCTiPKEHHS: TaKk HI  SKOIO Hi, OOrpyHTYBATH

3rigno Hakazy Ne 460 MO3 Vkpaiuu Bix 23.07.2015 uist reHepuKiB He HaAarOThCs PE3yIbTATH
BIIACHUX KIHHIYHMX Jocaipkens. Kiminigni nocmimkenus moao edexTHBHOCTI Ta Ge3ledYHOCTI
3aCTOCYBaHHS JTIKAPCBKUX 3ac0oDiB 3 IiI0YOK PEYOBHHOK emipybilMHy TiIAPOXIOPHL y JIOAEH
OMKCaHi y 5 MOy PeecTpaliiiHOro J0Che 3 BUKOPUCTAHHAM HAYKOBUX JITEPATYPHUX [UKEPEIL.

3rizHo 3 nosoxkeHHaIMH KepiBHHITBa €BponeificbKoro MeIMYHOrO areHTCTBA 3 JOCIIIHKEHHS
bioeksipanenTHocTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocnimkends 6i0eKBiBaJIEHTHOCTI, K
NpaBuiIo, He IIOTPiOHI, KO BHIPOOOBYBaHHH JKapCHKMH 3aci0 BBOAMTBCA fAK BOAHHIA
BHYTPIIIHPOBEHHHH pO3YMH, N[0 MICTUTh TaKky JX AKTHBHY PEYOBHHY, IO i pedepeHTHHIA
mKapcbKuit 3acio.

1) Tun nmixapesKoro 3acoly, 3a skuMm  [[eHepuuHwMit TiKapchKuii 3acid
[IpoBOAMIACS ab0 IIAHYEThCS
peecTpariist

5. IToBHa Ha3Ba KIIHIYHOTO -
BUIIPOOYBaHHS, KOJIOBAHUH HOMED
KJIIHIYHOT'O BUITPOOYBaHHS

6. @a3za KJIHIYHOIO BULIPOOYBaHHS -

7. Ilepion npoBeAeHHs KIIHIYHOTO 3 1o
BUIIPOOYBaHHA




8. Kpainu, 1e mpoBoamiIocs KiiHigHe
BUIIPOOYBaHHS

9. KinbkicTh A0CIIDKYBaHHX

3aIJIaHOBaHA:
(akTHyHA:

10. Meta Ta BTOpHHHI 11 KJIIHIYHOTO
BUITPOOYBaHHS

11. Iuzaiin kniHi4HOro BUNIPOOYyBaHHS

12. OcHoBHI KpuTEpii BKITIOYEHHSI

13. JlocnimpkyBaHuii TiKapchKHii 3acif,
croci0 3acToCyBaHHM, CHIIA il

14. IIpenapat nopiBHAHHS, 1034, CIIOCIO
3acTOCyBaHHs, cHIIa il

15. CynyTHs Teparis

16. KpuTepii ominku edexTuBHOCTI

17. Kpurepii ouinku Oes3nexu

18. CratucTHyHI MeTOIH

19. lemorpadiyuni MoKa3HUKH
TOCIIJDKYBaHOT momyJisimii (CTaTh, BiK,
[paca, ToIo)

20. Pe3ynpTaTi eheKTHBHOCTI

21. PesynpTatu Oe3nexu

22. BUCHOBOK (3aK/TIOUEHHS )

[loBHOBaXHUH MPEACTABHUK




