Honatox 29

no Iopsanky nMpoBeaeHHS EKCIIEPTH3H
peecTpaLiifHiUX MaTepiaiiB Ha JiKapChKi
3aco0H, IO MONAIOTHCS Ha IePIKABHY
peecTpauito (epepeecTpario), a TaKox
eKCIIEPTU3H MaTepiasiiB PO BHECEHHS
3MiH 10 PEeECTpaLli iHUX MaTepiaiB
NpPOTSTOM M1l peecTpauiifHoro

MOCBI TYEHHS

(nyHKT 4 posainy 1V)

3BIT
PO JOKJIIHIYHI T0CIiKeHHS

1. Haszsa mikapcekoro
HAsABHOCTI -
MIOCBIAYEHHS )

3acoly (3a
HOMEP PpeECTpaIliHHOTO

EBkacnipeit TypOo, cnpell Ha3aabHHUM,
no3osanuii 0,1 %

1) Tun mikapcekoro 3aco0y, 3a SAKHM
npoBoaMiIacs abo IJIAHYEThCS peecTpatis

['enepuunnii

2) npoBeneHi JOCHIDKeHHA — Tak [

Hi M Akmo Hi, o6TpyHTYBaTH

Bianosiano no nynkty 1.3. Posminy 11T Hakasy MO3 Vkpainu Ned26 3i 3minamu Ta

BIAMOBIIHO OO CTATTl
JOKIIHIYHHX AOCIIHKEHb HE HANAIOTHCS.

10(1) JlupextuBu 2001/83/€C, pe3ynbTaTH BJIACHHX

2. Gapmaxkonoris:

1) nepBuHHA (hapMakoIHMHAMIKA

2) BTOpHHHA hapMaKoIMHAMIKA

3) dapmakosiorisi 0e3neKH

4) dapmakoaMHaMIYHI B3aEMOIi1

3. @apMaKOKIHETHKA!

1) anayiTHYHI METOMKH Ta 3BITH IIO0
iX Bayigari

2) BCMOKTYBaHHS

3) po3moin

4) metabomizm

5) BUBE/ICHHS

6) dbapMakOKIHETHYHI B3aEMO/Iii
(moKITIHIYHI)

7) 1111 (papMaKOKIHETHYHI JOCITI IKEHHS

4, TOKCHKOJIOTIH:

1) TOKCHYHICTB y pa3i 0THOPA30BOTO
BBE/ICHHS

2) TOKCUYHICTb y pasi MOBTOPHHX
BBEACHBb

3) reHOTOKCHYHICTB!
in vitro

1N vivo (BKJTIOYAIOYH JOJATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTEHHICTB!




JIOBrOCTPOKOBI JOCITIJUKEHHS

KOPOTKOCTPOKOBI JOCIII IXKEHHS
abo 10CHIIBKEHHA CePEIHBOT TPHBAJIOCTI

JOOATKOB1 JOCIIKEHHS

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCHYHU BIUJIMB HA POIBUTOK
OTOMCTBA:

BIUTUB Ha (DEPTUIIBHICTH 1 paHHIN
eMOpiOHAIbHHI PO3BUTOK

eMOpPIOTOKCHYHICTh

IpeHaTalbHa 1 MOCTHATAIbHA
TOKCHYHICTh

JOCITJDKEHHS, TIPH KUX TPenapar
YBOJUTBCA MIOTOMCTBY (HECTATEBO3PIITHUM
TBapHHaM ) Ta/ab0 OLIHIOETHCA BijIaIeHA
Jis

6) MiclieBa IEPEHOCHMICTh

7) AOAATKOBI AOCIIPKEHHS TOKCHYHOCTI:

AHTUT€HHICTh (YTBOPEHHS aHTHTII)

IMYHOTOKCHYHICTh

IOCHIIKEHHSA MEXaH13M1B il

JIKapChKa 3aJIeKHICTh

TOKCHUHICTh META0OJTITIB

TOKCHYHICTH JOMIIIIOK

1HILIE

5. BUCHOBKHM 11010 OJOKJIIHIYHOTO
BHUBUYCHHSA

Hawansauk Bigauty peecrparii
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Honarok 30

no Iopsaky npoBeneHHs eKCIIePTH3H
peecTpalifiHUX MaTepiajiB Ha JiKapChKi
3aco0H, L0 MOAAIOTHCA Ha AepKaBHY
peecTpaliio (nepepeecTpariio), a TAKOK
eKCIePTH3U MaTepiasiB PO BHECEHHS
3MIH JI0 peECTpaLiiiHUX MaTepiaiB
NPOTArOM Jiii peecTpauiiHoro

MOCBI TYEHHS

(myHKT 4 posniny IV)
3BIT
MPO KJiHIYHEe BUTIPOOYBaHHS
1. Hasea mikapcekoro 3acoly (3a " w .
’ o Eskacnpeir Typ6o, cmpeii Ha3albHMI,
HasgABHOCTI - HOMEpP PEECTPALiHHOro R P
. no3osanui 0,1 %
TIOCBITUYEHHS )
CnineHe YKPaiHChKO-1CITAHChKE
2. 3asBHUK mianpuemctBo  «Cnepko  Ykpainan,
Ykpaunna
Crubae YKPalHCBKO-1CITAaHChKE
3. BupoOHuk manpuemctBo  «Crnepko  Ykpainay,
Ykpanna

4. Ilposeneni nocmimxenns: Tak [l wi ¥ sxmo =i, 00rpyHTYBaTH

3rizHo 3 Hacranosoto CT-H MO3Y 42-7.3:2020 «Jlikapcski 3aco6m. JlocmimKeHHs
OloexsiBanenTHocT», [omatok II, posmin «Jlikapceki 3aco0u Micuepoi mii Ta
MICIIEBOTO 3aCTOCYBAHHs» JiKapchbkuil 3aci6 Eskacnpeit Typbo € dapmaresTHuHO
€KBIBAJICHTHUM [0 OpHTIHAIBHOIO JHKApCHKOro 3aco0y. PesynbraTH BIIaCHHX

KJIIHIYHHX JOCIIKEHb HE HAalOThCH.

1) Tunm nikapcekoro 3aco0y, 3a SKAM
NPOBOAMIIACA a00 IIAHYETHCS peecTparlis

3, ITorHa Ha3Ba KITIHIYHOTO
BUNPOOYBaHHA,  KOJAOBAaHMH  HOMED
KJIIHIYHOTO BUTIPOOYBaHHS

6. daza kIiHIYHOrO BUNPOOYBAHHSA

7. llepiom mnpoBeAeHHA KIIHIYHOTO
BUNIPOOYBaHHS

8. Kpainu, nme mnpoBommnocs KiiHIYHE
BUNPOOYBaHHS

9. KinbKICTh ZOCITIIKYBAHHX

10. Meta Ta BTOpPHHHI Ii/li KIIHIYHOIO
BUIMPOOYBaHHSA

11. Jln3aiis KIIHIYHOTO BHIIPOOYBAaHHSA

12. OcHOBHI KpHTEPIi BKIIOYEHHS

13. JMocmimxyBaHuii jikapceKuii 3aci0,
crocib 3acTOCyBaHHs, CUIIa il

14. Ilpenapar mopiBHAHHS, 103a, CIOCIO
3aCTOCYBAHHS, CHJIa il




15. CynyTHs Tepanis

16. Kputepii ouinku eeKTUBHOCTI

17. Kputepii ominku 6e3neku

18. CratucTyuuni MeToIH

1S Hemorpadiusi MOKa3HUKH
JOCHIPKYBAHOT momyJsimii  (CTaTh, BIK,
paca, Touo)

20. Pesynbrat eheKTHBHOCTI

21. Pesynbratu Oe3nexu

22. BUCHOBOK (3aKJIIOYEHHA )

HavaneHuk Biaauty peectpariii




