Jonarok 29

a0 [Nopanky npoBeneHHs eKCepTH3H
peecTpaLiiiHix MaTepianieB Ha MiKapchki
3aco0u, 1O MOJAITECS Ha JEPXKaBHY
peecTpauilo (nepepeecTpatiio), a TAKOK
eKCIIEpTH3H MaTepiaiiB po BHECEHHs
3MiH JI0 peecTpauiifHux MaTepianiB
npoTAroM Jii peectpauiiiHoro
TIOCBiTYEHHS

(myHKT 4 po3piny 1V)

3BIT
Npo JOKJiHIYHI JocaiKeHHs

1. Ha3pa nikapcbKoro 3aco0y (3a JABAIIE JIOHI', rpany/iu VIl OpaAJBHOI0
HAsBHOCTI - HOMEP PEECTpaliitHOro po3uuny o 600 mr/3 r

[MOCBITUEHHS):

1) Tun mikapceKoro 3acoly, 3a SKUM ['Opuanmii nikapceKuii 3aci6

rpoBoinIacs abo MIaHY€EThCS peecTparis

2) npoBeieH1 JOCIIPKeHHS [] Tax ] Hi sKuIO Hi, OOIPYHTYBATH

Obzpynmyeanns: 1e riOpuaHui Nikapchkui 3acio.
Bignosimno no Bumor pozairy I Ilopsaxy
IIPOBEJICHHS EKCIIePTH3H peecTpaniiHux
MaTepiajiiB Ha JIIKapchKi 3aco0H, 10 MOAA0THCS Ha
IepKaBHY PEECTpalilo (IepepeecTpario), a TakoxX
eKCIIepTH3H MarepialiB Mpo BHECEHHS 3MiH 0
peecTpamifHMX  MarTepiamiB  MPOTATOM  Hil
peecTpaniifHoro noceiaueHHs (Haka3z MinicrepcTa
OXOpoHH 3710poB’s Ykpainu Bijx 26.08.2005 Ne 426
(31 3miHaMu, uMHHa pepakmis) Ta ctarti 10.1
Jupextusu 2001/83/€C nokmiHIYHI AOCTIHKCHHS
HE BHMararoThCsl.
2. ®apmakooris: —

1) nepruHHA (hapmMakoaHHAMIKA ——
2) BTOpHHHA (hapMaKOIHHAMiKa —
3) papmaxonoris Ge3nexn —
4) dhapMakoIHHAMIYH] B3aEMOJIT —
3. ®apMaKkOKIHETHKA!

1) aHaTiTHYHI METOIMKH Ta 3BITH MO0 1X —
BaJIigaril

2) BCMOKTYBaHH —
3) posmomin -
4) metabomizm —

S) BUBEIEHHS —

6) hapMakokiHeTHYHI B3aeMOii —
(JroxITiHIYHI)

7) inmi dapMaKOKIHETHYHI TOCI IKEHHS —
4. ToxkcukoIoTis:




1) TokcHUHICTE ¥ pa3i OAHOPA30BOTO
BBE/ICHHS

2) TOKCHYHICTB Y pa3i IOBTOPHHX BBE/IEHD

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKIIOYAIOUYH AOJATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOreHHICTh:

TOBTOCTPOKOBI JIOCITPKEHHS

KOPOTKOCTPOKORI JIOCIII IDKEHHS
ab0 MOCTIKEHHS CepeIHbOT TPHBAIOCTI

TOIATKOBI TOCiKEHHS

5) pernpoIlyKTHBHA TOKCHYHICTh Ta
TOKCHYHHIT BIUIMB Ha PO3BHUTOK
MOTOMCTBA:

BIUTHB Ha ()epTHIIBHICTE 1 paHHii
eMOpiOHATBHUM PO3BUTOK

eMOpIOTOKCHYHICTD

[IpCHaTaJIbHa 1 MOCTHATAIbHA TOKCHYHICTh

ITOCITIIDKEHHS, TIPH SKHX Ipernapar
YBOAMUTECS IIOTOMCTBY (HECTATEBO3PLITAM
TBapHHaM) Ta/ab0 OIIHIOEThCA BifianeHa
mist

6) MicCIieBa IIEPEHOCHMICTb

7) DOJATKOBI AOCTIIKEHHS TOKCHYHOCTI:

AHTHTE€HHICTH (YTBOPCHHS aHTHTLN)

IMyHOTOKCHYHICTH

TOCIIIKEHHSI MEXaHI3MIB Iii

TiKapchKa 3aIeKHICTD

TOKCHYHICTh META0O0IITIB

TOKCHYHICTH I[OMiH.IOK

LHIIIE

5. BUCHOBKH 11010 JOKJIIHIYHOTO
BHBYCHHS

3asiBHHK (BIaCHHUK
peecTpariiifHoro

MIOCBiTUEHHS )

(mianuc)
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Honatok 30

no Ilopsaaky npoBeeHHs eKCTIEPTU3H
peecTpaliifHiX MaTepiaiB Ha JTIIKapChKi
3aco0H, 10 NOJAOTECA Ha JIePIKaBHY
peecTpalltito (nepepeecTpanio), a TaKoxK
eKCMepTH3H MaTtepiajiB Npo BHECEHHS
3MiH [I0 peecTpalifHuX MaTepiaiis
MpOTAroM Aii peecTpawiiiHoro
NOCBiIUEHHS

(myHkT 4 pozniny IV)

3BIT
npo KJaiHiYHe BUNIPOOYBAHHS

1. Ha3Ba mikapchKoro 3acody
(32 HAIBHOCTI - HOMEP
peecTpalifiHOro MOCBIYEHHs)

JABAIIE JIOHT', rpany./u 11 opajabHOro posunny mo 600
Mr/3r

2. 3a9BHHK

[TpAT «DapmanerTuyna pipma «JlapHurisy

3. BupoOuuk

[IpAT «®apmanerTruna ipma «JlapHuis»

4. TIpoBesieH1 TOCTIKEHHSL:

[ ] rak K u sgxmo Hi, 06TpyHTYBaTH

O6ipynmyeanns: 1le ribpunauii nikapcekuii 3aci6. BiamosinHo
o HACTAHOBH «JIikapehki 3aco0u. JlocnikeHHs
6ioekBiBanentHoctiy CT-H MO3VY 42-7.2:2020 (Honarox II,
naparpad «Po3umHH IUI1 OpaJTbHOrO 3aCTOCYBaHHS») Taj
kepisauirea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepiBHHNTBO 3 JochimkeHb OloekBiBajieHTHOCTI» (JlomaTok
II, maparpad «Po3uwHM 17 OpPAIBHOrO 3aCTOCYBAHHS»)
0i0eKBiBaJICHTHICTH  JIIKAPCBKOTO  3acoly  pedepeHTHOMY
mikapcekoro — 3acofy ~ Oyno  [OBEJEHO Ha  OCHOBI
(hapManeBTHYHOI €KBiBaJICHTHOCTI.

1) Tun nikapebkoro 3aco0y, 3a
SKAM TIPOBOIUIACS abo
MUIAHYETHCS PeECTparlis

I'iOpuaH#AiA TiKapchKHii 3acid

5. IToBHa Ha3Ba KJIIHIYHOTO
BHIIPOOYBaHH, KOJIOBAHHH
HOMEP KJIIiHIYHOIO
BUIIPOOYBaHHS

6. @a3a KJIIHIYHOTO
BUIIPOOYBaHHS

7. Ilepion mpoBeneHHs
KJIIHIYHOTO BUITPOOYBaHHS

8. Kpainu, 1e npoBoauiiocs
KJIiHIYHE BHIIPOOYBaHHS

9. KiTbKiCTh TOCTi 3Ky BaHHX

10. MeTa Ta BTOpHHHI ITiTi
KJIIHIYHOTO BUNIPOOYBaHHS

11. JIuzaifH KIIHIYHOTO
BUIIPOOYBaHHs

12. OcuoBHi KpuTepii
BKJIFOYEHHS




13. ocmimxyBaHuii
ITiKapceKui 3aci0, crmocid
3aCTOCYBaHHS, CHJIA il

14. IIpenapar nopiBHAHHSA,
no3a, cnoci6 3acTocyBaHHs,
cuia il

15. CynyTHs Tepartist

16. Kpurepii orinku
e(DEKTUBHOCTI

17. Kputepii oninku 6e3mnexu

18. CraTHcTHYHI METOTH

19. llemorpadiyHi NOKa3HUKH
TOCITIDKYBAHOT IOy AT
(cTath, BiK, paca TOIIO)

20. Pe3ynsTaT OIiHKH
e(eKTUBHOCTI

21. Pe3ynbTaTi OIIHKH
Oesnexku

22. BUCHOBOK (3aKJIFOUEHHS)

3asBHUK (BIaCHUK
peecTpaniifHoro MoCcBiAUYeHHS )




