3BIT PO JOKIHIYHI 10CTIKEHHS

1. Ha3ga nikapcbkoro 3acofy (3a HasBHOCTI — TA3AMAKC, nopoimox /uist po34nny
HOMEP peeCcTpaLiifHoro nmocBiueHHs): nast indys3iii, 4 /500 mr;

10 ¢p1axonis 3 nopomkom B maumi

1) Tamn sikapeskoro 3acoly. 3a AIKHM npoBoaunacs | eHepuunuii nikapebkuit 3aci6 3riaHo 3

a0 MIaHyeTbCs peecTpailis nyHkToM | (mianyskrom 1.3) po3ainy 111
[opsinky nHakazy MO3 Ykpainu Big 23
munHs 2015 poky Ne 460.

2) MpOBEJICHI JOCITJIKEHHS] 0 Tak / Hi SKILO Hi,
o0rpyHTYBaTH

ObrpyutyBanus: e renepuunuii gikapebkuii 3aci6. Bianosinno ao sumor posainy III ITopsiaky
NPOBECHHSA €KCIIEPTH3H PEECTPaLifHUX MaTepiaiiB Ha JIKapchKi 3acoOM, 110 MOAAIOTHCS HA
JeprKaBHY peecTpallito (mepepeecTpalliio), a TaKoK eKCIepPTH3H MaTepialiB Npo BHECEHHS 3MiH
710 peecTpalliiHUX MaTepialiB MPOTAroM Jiii peecTpalitHOro nocsijuenHs (Hakas MinictrepcTsa
OXOPOHH 3/10poB’st YKpainu Bij 26.08.2005 Ne 426 [3i 3minamu, unnHa peaakuis]) Ta crarri 10.1
Hupextusu 2001/83/€C noxminiuni A0C/iKEHHS HE BAMArarOThCs.

2. ®apmakomoris: -
1) nepBuHHa papMakoaHHAMIKa -
2) BTOpUHHA (hapMaKoHHaMiKa -
3) papmakosoris 6e3nexu -
4) (papmako/IMHAMIYHI B3a€EMOJIIT -
3. ®apMaKkOKIHETHKA:

1) aHamITHYHI METOAHKH T 3BITH LIOJO IX -
Bastimanil

2) BCMOKTYBaHHs =
3) po3nojin =

4) metaboutizm -



5) BUBeJIeHHS

6) papmMaKoKiHeTHYHI B3aeMOIIT (TOKTiHIuHI)

7) 1111 GpapMaKOKiHETHYHI TOCIiKEHHA

4. Tokcukoorig:;

1) TOKCHYHICTD y pa3i 0/HOPA30BOTO BBEJICHHS

2) TOKCHYHICTh YV pa3i MOBTOPHUX BBE/ICHB

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKJIIOYAKOYH J0JAaTKOBY OLIHKY
3 TOKCUKOKIHETHKH )

4) KaHLEPOTeHHICTh:

JOBIOCTPOKOBI JIOCTIIKEHHS

KOPOTKOCTPOKOBI TOCTIDKEHHSA a00 AOCITiJDKEHHS
cepe/IHbOI TPHUBAJIOCTI

OJIATKOB1 JOCIIIAKEHHS

5) penpoyKTHBHA TOKCHUHICTE Ta TOKCHUHHI
BILUIHB Ha PO3BHTOK MOTOMCTBA:

BILIMB Ha (PePTUIBHICTE 1 paHHiit emOpioHa bHUI
PO3BUTOK

eMOPIOTOKCHYHICTh

IpeHartaibHa 1 MOCTHATAIbHA TOKCHYHICTE

JOCJIIKeHHS, TPU SIKUX TIpenapar YBOJUThCS
NOTOMCTBY (HECTAaTEBO3PLUIUM TBapHHaM) Ta/abo
OLIHIOETECS BifianeHa jis



6) MicLeBa IEPEHOCHMICTh

7) 10JATKOBI AOCIIIUKEHHSA TOKCHYHOCTI:

AQHTUIEHHICTb (YTBOPEHHS aHTHTII)

IMYHOTOKCHYHICTh

JIOCHIIKEHHS MEXAHI3MIB mil

JiKapchKa 3alIeXkKHICTh

TOKCHYHICTh MeTa0O0IITIB

TOKCHYHICTH JOMILIOK

inme

5. BHCHOBKH 1100 JOKJIiHIYHOrO BUBYEHHS
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3BIT NPO KJIIHIYHE BUNPOOYBAHHS

1. Ha3Ba nikapcbkoro 3aco0y
(32 HAIBHOCTI — HOMEp peecTpariiiHoro
[IOCBIIYEHHS )

2. 3agaBHUK

3. BupoOHuk

4. [IpoBeneHi 10CTiIKEHHS:

1) Tun pikapebkoro 3acody, 3a SKum
NpoBoinjIacs ado MJIaHYEThCs peecTpartis

5. IloBHa Ha3Ba KJIiHIYHOTO BUIIPOOYBAHHS.,
KOJOBaHUN HOMEP KITIHIYHOTO BUNIPOOYBAHHS

6. ®a3a KTiHIYHOTO BUMPOOYBaHHS

7. Ilepioa npoBeAeHHS KJITHIYHOTO
BUNPOOYBaHHS

8. KpaiHu. e mpoBOMIIOCS KITIHIYHE
BUNPOOYBaHHs

9. KinbKicTh JOCIIKYBaHHX

10. MeTa Ta BTOpHHHI [i1i KIIHIYHOTO
BHIIPOOYBAHHA

11. Jluzaiin kaiHIYHOTO BUITPOOYBaHHS
12. OcHOBHI KpHTepil BKIIOYCHHS

13. ocaipkyBanuii nikapebkuii 3acid. crnocio
3aCTOCYBaHHs, CHJIa Jiii

14. llpenapar nopiBHAHHS, /1034, CIOCIO
3aCTOCYBAHHS, cUJIa Jii

15. CynyTHs Teparis

16. Kputepii orinku epekTHBHOCTI

17. Kpurepii ouiHku Oe3nexku

18. Craructuusdi MeToau

TA3AMAKC, nopomoxk A1 po34HHY /LISt
indys3iii, 4 r/500 mr;
10 ¢1axoHiB 3 HOPOIKOM B MAYLI

Micrpan Kenmitan Menemxment  JlimiTen.

AHrmnis

BupoOHUITBO roToBOT iKapehkoi Gopmu,
MEePBUHHA Ta BTOPHHHA YIIAKOBKA, KOHTPOIIb
cepil, BUITYCK cepil:

MITIM C.P.JL., Itanisa

TaK Hi

v

SIKIIO Hi, OOIpyHTYBaTH

[enepuvnuil nikapebkuii 3acid 3riIHO3 MYHKTOM
1 (mignmynkrom 1.3) posainy 11 Iopsaaky Hakazy
MO3 Vkpaiuu Bijx 23 nunus 2015 poxy Ne 460.



19. Jlemorpaiui NOKa3HUKH JIOC/ILKYBAHOT -
NOIYJIALIT (CTaTh. BIK. paca. TOIIO)

20. Pe3ysibrati eeKTHBHOCTI -

21. Pesynbratu Oe3nexu .-
N
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22. BHCHOBOK (3aKJIFOUEHHS)
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