Honartok 29

o ]—[Opﬂﬂl(y NpOBEAEHHA EKCIICPTH3H
peecTpauiiiHuX MaTepianiB Ha JiKapChKi
3aco0u, 10 MOJAKTHCH HA JePKaBHY
peecTpailiio (nepepeecTpaliiio), a TakoxK
€KCTIEPTH3HM MaTepiaiB PO BHECEHHS
3MiH 10 peecTpaliiinux MaTepiasis
NpOTAroM Aii peecTpauiiiHoro
MOCBiUeHHS

(nyHkT 4 posuiny 1V)

3BIT

Npo TOKJIHIMHI JoCTiKeHHA

1. HazBa nikapcpkoro 3aco0y (3a
HAsSBHOCTI - HOMEP peecTpauiiiHoro
[OCBI/[UEHHS):

Han6ydin-Tapauus, posunH s in’exkuii,
10 mr/ma

1) Tum nikapceKoro 3acoly, 3a AKUM
IpoBoIMNIACs a00 MIaHYEThCS peecTpaltis

I"enepuunwuii Jikapcbkuii 3acid

2) poBeJIeHi J0CIiKeHHS

[ rax I mi  sxmo Hi, 0OrpyHTYBATH
Obepynmyeanns: 1le renepuyHuil TiKkapchkui 3acib.
Bimnogigso g0 Bumor posaity 1T Tlopsaky
NIPOBEJICHHS €KCIIEPTH3H peecTpalliiiHuX MaTepiallip
Ha JTKapchKi 3aco0M, 10 MOAAKTHCS Ha JIEpKaBHY
peecTpaliiio (epepeecTpaniio), a TaKokK eKCIIepTH3H
MarepiaiiB PO BHECEHHS 3MiH JI0 peecTpariitHux
MmarepialliB  IpoTAroM  Iii  peecTpaniiHoro
noceifiueHHs  (Hakaz  MiHicTepcTBa  OXOpPOHH
3m0poB’s  Ykpainu Big 26.08.2005 Ne 426 (3i
3MiHaMH, 4YHMHHa pepxakmisg) Ta crarri  10.1
Jupextusu 2001/83/€C pokmiHIYHI A0CTIIKEHHS
HE BUMArarThbCA.

2. @apmakonoris:

1) nepBuHHa hapmakoauHaAMiKa

2) BTOpHHHA (hapMaKoguHAMIKa

3) dhapmakooris 6e3neku

4) apmakoIMHaMIuHI B3acMOJii

3. GapMaKOKIHETHKA:

1) aganiTHYHI METOAUKH Ta 3BITH IIOJ0 1X
BaJIigamii

2) BCMOKTYBaHHs

3) po3noain

4) MmeTabomi3M

5) BUBEIEHHS

6) dhapMakoKiHETHYHI B3aeMOii
(IOKJIIHIYHI)

7) inii apMakoKiHeTHYHI JOCiKeHHS

4. TOKCHKOIIOTIA:




1) TOKCHYHICTB ¥ pa3i 0IHOPa30BOTO
BBC/ICHHSI

2) TOKCHYHICTh Y pasi HIOBTOPHHUX BBEJIEHb

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAIOYH JI0IaTKOBY OLIIHKY 3
TOKCHUKOKIHETHKH )

4) KaHIIEPOTE€HHICTh:

JTOBIOCTPOKORBI JIOCITIIPKEHHS

KOPOTKOCTPOKOBI JOCTIKeHHS
a00 JIOCIIDKeHHSs cepeiHbOT TPUBAJIOCTI

I101aTKOB1 JIOCIJIKEHHS

5) penpoIyKTHBHA TOKCHYHICTD Ta
TOKCHYHHI BIUTUB HA PO3BHTOK
[IOTOMCTRA:

BIJTMB Ha (DePTHIIBHICT i paHHiH
eMOpioHAILHUI PO3BUTOK

eMOpPIOTOKCHYHICTE

[IpcHaTalibHa i TOCTHATAJIbHA TOKCHYHICTH

UTOCTIJDKEHHSI, TIPH AKX TIpenapat
VBOJIMTHCS TTOTOMCTRY (HECTATEBOZPLIAM
TBapHHaAM) Ta/abo OIIHIOEThCA BiIaieHa
J1ist

6) MiCII€Ba TIEPEHOCHMICTH

7) 10JAaTKOBI JOCTIIKEHHS TOKCHUHOCTI:

AHTHTCHHICTH (YTBOPEHHS aHTHTII)

iIMYHOTOKCHYHICTh

TOCIIDKEHHSA MEXaH13MIB i1

ITIKapchKa 3aj1e/KHICTh

TOKCHYHICTE MeTA00JIITIB

TOKCHUYHICTh JOMIILIOK

1HIIIE

5. BUCHOBKH 11010 JOKJIIHIUHOT'O
BUBYEHHS

3asgBHUK (BIIACHUK
peecTpalliiiHoro

HOCBITUCHHS)




Honarok 30

1o llopsaky npoeeieHHs eKcnepTH3H
peecTpaLifHIX MaTepiaiB Ha NiKapchKi
3aco0u, 110 MOJATHCA Ha JIepiKaBHy
peecTpallito (nepepeecTpantito), a Takox#
€KCIMEepPTH3H MaTepianiB Mpo BHECEHHA
3MIH 10 peecTpaliifHuX maTepialis
MPOTATOM JiiT peecTpauiiiHoro
MOCBiAYEHHS

(myHKT 4 po3nminy V)

3BIT
Npo KJiHivHe BUIIPOOYBAHHS

1. Ha3ga nikapcbkoro
3aco0y (3a HagBHOCTI -
HOMEp peecTpaniiHoro

Hanbydin-Japunus, posuns aas in’ekuiii, 10 mr/ma

[1OCBI[YEHHS)
2. 3asABHHUK [IpAT «®apmanertiyna pipma «J{apHuis»
3. Bupobunk [IpAT «®apmanertuyna dipma «lapHuisy

4. [TpoBeaeH1 10CHI/DKEHHA:

[]rax X ui  sxumo Hi, 06rpyHTYBaTH

Ob6rpynmysanns: 1le renepuunuii mikapebkuii 3acid. BianosigHo
10 HaCTAHOBH «JlikapchKi 3aco0u. HocmimxkeHHs
OioekpiBanentHoctiy CT-H MO3Y 42-7.3:2020 (Homatox II,
naparpad — «[lapeHTepanbHi  pO3YMHH») Ta  KEpiBHUITBA
CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr ** «KepiBHHLTBO 3
nociipkeHs  GloekBiBaneHTHOCT»  ([omarok II, maparpad
«IlapeHTepanbHi  poO3YHHH») O10€KBIBAJIEHTHICTh JIKApPChKOTO
3acoby Hanbydin-lapuuis, po3uuH g in ekuii, 10 mr/m,
pedepeHTHOMY TiKapchKoro 3aco0y Oy10 J0Be/IeHO Ha OCHOBI
bapmalieBTHYHOT eKBIBAJICHTHOCTI.

1) Tun nikapceKoro 3aco0y,
3a IKUM MpoBoaMIacs abo
IUIAHY €THCS peecTpallis

['eHepuuHuii nikapcbKuii 3acit

5. IloBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBAHHs, KOJOBAHUH
HOMEpP KJIIHIYHOTO
BUNIPOOYBaHHSI

6. ®asa KIIHIYHOTO
BUIIPOOYBaHHA

7. [lepion mpoBeacHHA
KTiHIYHOTO BUIIPOOYyBaHHS

8. Kpainu, 1e npoBojmiocs
KJIiHi4YHE BUIIPOOYBaHHS

9. Kinekicts
OCJIJDKYBaHHX




10. MeTa Ta BTOpuHHI 1111
KJTIHIYHOTO BUIIPOOYBAHHS

11. JIuzaiin KIiHIYHOTO
BUIIPOOYBaHHS

12. OcHoBHi KpuTepii
BKJIFOUEHHS

13. locnimkyBaHui
nikapebkuii 3aci, cnoci6 —
3aCTOCYBaHHS, cuiia Jil

14. Ilpemapat nopiBHAHHS,
To3a, cIocid 3acTOCYBaHHS, —
cuiia il

15. CynyTus Tepanis ==

16. Kpurepii oninku
eeKTHUBHOCTI

17. Kpurepii ominku
Oe3neku

18. CtaTHcTHYHI METOIH —

19. lemorpadiuni
MOKa3HHUKH JIOCIIIKYBaHOT
nmomyJisiiii (cTaTh, BiK, paca
TOIIO)

20. Pe3ynbpTaTi OLIHKH
e(heKTHBHOCTI

21. PeaynbTati OLiHKA
Oe3nexn

22. BUCHOBOK
(3aKJIIOUCHHS)

3assBHUK (BIACHHK
peecTpaliifHoro MocBiAUeHH )




