3BIT
npo AOKJiHIUHi JociaKeHHs

1. Hassa nikapcbkoro 3acoby (3a
HasBHOCTI — HOMep peecTpaliitHoro
MIOCBITUEHHS):

MEJIBAEKC, posuun mia in’exuiit 100 mr/mn no
5 min y QuaxoHaX CKISHHMX, IO 5 (IaKoHIB y
KOHTYpHilf yapyHKOBIH yIakoBui, IO 2 KOHTYpHI
YAPYHKOBI YIIZaKOBKH B IadIll

1) Tun nikapcekoro 3acoly, 3a SAKHM
poBOAMIACH ab0 MIAHYETHCS PEECTPALTiS

Ienepuunuii tikapehkuit 3acid

2) npoBeAeHi JOCHI IKCHHS

Hi.

BignosinHo no BuMor «llopsoxy NpOBEINEHHA
eKCTIIEPTH3H  peecTpaliiiHuX  MaTepialiB  Ha
Jikapchbki 3acobHM, WO TOJAIOTECS Ha JEpIKaBHY
peecTpatio (nepepeecTpaliio), a  TaKox
eKCIICPTH3H MaTepiaigiB [po BHECEHHS 3MIiH 10
peecTpauifinmx  MarepianiB  mpoTrsaroM il
peecTpamifiHOro  MOCBiAYEHHS,  3aTBEPIKEHOIO
Hakazom MO3 Bing 26 cepmusa 2005 p. Ne 426 (y
penaxnii Hakazy MO3 Big 23 munus 2015 poky
Ne 460 Ta nakazy MO3 Big 27 uepaa 2019 poky
Nel528)» reHepUIHHH JTiKapChKHii 3acib
nepenbayae, L0 pEECTpaliifHE JOCBE MICTUTh
OCHNIAaHHS Ha peecTpauiiiny indopmaniro, 1o
MICTHTBhCH y JOCh€ Ha pedepeHTHHI npenapart, 3a
YMOBH JIOBEJEHHH IX eKBiBaeHTHocTi. Jljus
reHepHKiB HE HAJAIOTHCS pe3yNLTATH BIACHHX
TOKCHKOJIOT YHHX Ta thapMaKOIOTIYHHX
BHIIPODYBaHE 260 KAIHIYHHX JOCHIIKEHb.
Pedepeurumit nixapcekuit 3acid Mae JOBEAEHY
eeKTHBHICTh Ta Oesnexy, IO MIATBEPIKYETHCHK
YHCIEHHUMH JOCIIJDKCHHSM, OlyONiKOBaHMMH B
HAYKOBHX JRKepenax.

2. bapMaKooris:

Bracui mokniHivHl Z0CH/PKEHHs HEe IPOBOJHIIUCE.

1) mepBuHHA PapMakoIHHaMiKa

2) BTOpHuHHA (hapMaKOJHHaMiKa

3) capmakonoris Oe3nexkn

4) dhapmaxoguHaMiuHi B3aeMonil

3. OapMaKOKiHETHKA:

BriacHi JOKITiHIYHI JOCTIIKEHHS HE IPOBOMIKCE.

1) aHamiTHYHI METOXUKH Ta 3BiTH LIOZO iX
Banigaii

2) BCMOKTYRBaHH#

3) posmonin

4) metabomism

5) BUBEICHHA

6) (hapMakoKiHeTHYHI B3aeMOJiT

(moxmiHiuHi)

7) immi hapMaKoKiHeTHIHI JOCIiHKEHHS

4. TOKCHKOIIOTIA:

BriacHi TOKNIHIYHI JOCIIKEHHS HE IPOBOJUIHCE.

1) TOKCHUHICTE Yy pa3l OAHOPa3OBOIO
BBEZICHHS

2) TOKCHYHICTE Y pasi IOBTOPHUX BBEACHD




3) reHOTOKCHYHICTR: in Vitro

in vivo (BKJIIOYAKOUH JI0JATKOBY OIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTeHHICTh:

JIOBI'OCTPOKOBI J10CTJUKEHHS

KOPOTKOCTPOKOBI  jociipkennss  abo
JOCJIDKEHHS cepeAHbOol TPHBAIOCTI

JI0ATKOBI OCIIKEHHS

5) penpoayKTHBHA  TOKCHYHICTH  Ta
TOKCHYHHI BILIHB ~ HA  PO3BUTOK
MOTOMCTBA:

BIUIMB Ha  (epTHWIBHICTH 1  paHHIH
eMOpPIOHAJILHUI PO3BUTOK

eMOPIOTOKCHYHICTH

npeHaTajibHa i MOCTHATATbHA TOKCHUHICTD

JOCHI/DKEeHHS, TpH  SKUX  [penapar
YBOJIUTBCSE TTOTOMCTBY (HECTAaTEBO3PIIUM
TBapuHaM) T1a/abo OIIHIOETHCS BiJlaiieHa
st

6) MiclieBa EPEeHOCUMICTD

7) 10AaTKOBI JOCITIDKEHHS TOKCHYHOCTI:

AHTUT€HHICTH (YTBOPEHHS AHTUTL)

IMYHOTOKCHYHICTh

JIOCII/DKEHHS MeXaHi3MiB JiT

JKApChKa 3aJIe)KHICTh

TOKCHYHICTE MeTadOIIITIB

TOKCHYHICTH JOMIIIIOK

iHIIe

5. BucHoBkM 11010  JOKIIHIYHOTO
BHBYEHHS

Buiacui noxaiHIYHI JOCTHKEHHS HE TIPOBO/IMIINCE.
T o 2

%, S

L N

3asBHUK
(BJIACHHK PEECTPALiHHOTO MOCBIAYEHH)

Mk




3BIT
PO KjaiHidYHe BHNPOOYBAHHSA

1. Ha3zea  mikapcekoro  3acofy  (3a
HajBHOCTI — HOMEp peecTpauliifHoro
TTOCBIIYCHHS)

MEJIBJIEKC, pozunn mus in’ekniii 100 mMr/mn no
5 Mn y duakoHax CKISHHX, N0 5 (pakoHiB y
KOHTYPHIH 4YapyHKOBi#i ymakoBli, 1o 2 KOHTYpPHI
YapYHKOBI YIAKOBKH B Iauli

3asBHUK

[IpuBaTHe akuioHepHe ToBapuCTBO «IH(y3is»

2.
3. Bupobuux
4. TIposeJieHi JOCTIJKEHHS:

ITpuBaTHe axiioHepHe TOBapUCTBO «IHDy3isan

Hi.

Bijmnosiyino 10 BuMor «Hlopsnky mpoBeneHHS
EKCIIEPTH3H  peecTpaliiiHnux  marepianiB  Ha
JMiKapceKi 3aco0H, IO IMOJAOTHCH HA NEpPKABHY
peecTparito (mepepeecTpamiio), a  TaKOX
€KCIIEPTH3M MarepialiB PO BHECEHHS 3MIH J0
peecTpauiiimux  MartepiamiB  mpoTaroM il
peecTpauifHOrO  IIOCBiAYEHHS, 3aTBEPIPKEHOIO
nakasoM MO3 Big 26 cepmusi 2005 p. Ne 426 (y
penakuii Haxasy MO3 Bim 23 sunus 2015 poxy
Ne 460 Ta makasy MO3 Bin 27 ueppus 2019 poky
Nel528)»  remepmunmii  nmikapcekuii  3acib
nepeafayae, IO peecTpauiifHe I0Che MICTHUTE
MOCHJIaHHS Ha peecTpauifiny iHGopManilo, o
MICTHTECS Y BOChE Ha pedepeHTHUHM Ipenapar, 3a
YMOBH JOBeIEHHA iX eKkBiBaneHTHocti. s
TeHEpUKIE He HaJalOThCA PpEe3YJIBTATH BIACHUX
TOKCHKOJIOTIYHHX Ta thapMaKoMOTiYHHX
BHUIIpOoOYBaHb a00 KNIHIMHUX JOCTI/PKEHB.
PebepenTHuii nikapcbkuit 3aci®é Mae JOBeleHY
eeKTHBHICTh Ta Oe3NeKy, L0 I[IATBEPIRKYETHCH
YHUCIIEHHHMH JOCHIDKEHHSIM, ONYONIKOBAHHMHU B
HAYKOBHX JIKepestax.

1) Tum  nmikapcekoro 3acoby, 3a AKUM
npoBoariacs abo MIAHYETHCS peecTpallis

[eHepHuHMit NiKapceKHii 3acid

5. IloBHa Ha3Ba KJIiHiYHOrO
BUNpOOYBaHRA, KOJIOBaHUH HOMep
KJIiHIYHOTO BUIIPOOYBaHHA

BracHi kmiHI9HI ZOCTiMKEHHS HE IPOBOIJHIIMCE i
HE TaHyIOTECS.

6. ®aza KIiHiUHOTO BUNPOOYRAHHS

7. Tlepiox [IPOBEIEHHA KIIHIYHOTO | 3 no

BUNIPOOYBaHHSA

8. Kpainu, pe mpoBommiocs KIiHI4HE [ —

BUNIPOOYBaHHSA

9. KinbKicTh HOCTIKYBaHHX 3arJIaHOBAHA!
(dbaKkTHYHA:

10. MeTta Ta BTOpPHHHI Iii KIIHITHOrO
BHITpOOYRAHHA

11. JTuzaiin xiiniuHoro BUnpoOyBaHHs

12. OcHOBHI KpuTepii BIIIIOYEHHSA

13. Hocnimkysauuii  fmikapchkuit  3acib,

crocib 3acTocyBaHHs, CHIa JiT

14. Ilpenapar mOpiBHsHHS, J1033, CIIOCIO




3aCTOCYBAHHS, CHJIA JUT

15. CynyTHs Tepanisi —

16. Kpurepii ouliHK# e(peKTHBHOCTI —

17. Kpurepii ouinku 6e3rnexku —

18. CtaTHCTHYHI METO/IH -

19. Jlemorpadiuni MOKA3HUKH | —
JAocnipkyBaHol  nomynsiuii  (cTath,  BIK,
paca, Tol0)

20. Pe3zynbraru eheKTUuBHOCTI —

21. Pesynbratu 6e3nexu — S MEP

22. BUCHOBOK (3aKJIFOUEHHS) BracHi KiiHiwH1 FOCT1keH

Hsp HE IPOBOIHIINACD.
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