Honarok 29

mo IlopsanKy NpoBeNeHHs eKCIEPTHIH
peecTpauiifHix MaTepianis Ha Jikapcbki
3aCO0H, 110 NOJAOTHCS HA AepKaBHY
peecTpalito (lepepeecTpairio), a TAKOXK
€KCIIEPTH3M MaTepialiB IIpo BHECEHHA
3MiH JI0 peecTpauiliHuX Marepianis
NpOTAroM Jiii peectpauiiinoro
HOCBiTYeHHA

(myHKT 4 po3ainy IV)

3BIT

npo JOKJIIHITHI 10 c/aimKeHast

1. Hazga nikapcpkoro 3acoby (3a
HasABHOCTI - HOMEP PEECTpaIiifHoro
[TOCBiTYEHHS):

PEOJAP®, pozunn ams indys3iii, 200 v

1) Tun nikapcekoro 3acofy, 3a SKUM
NpoBOAMIIACS ab0 MIAHYEThCS peecTparlis

I'eHepuuHuii (GaraTOKOMIOHEHTHHI) TiKapchKHil

3acid

2) NpOBeIEH] JIOCTITKECHHS

[] Tax Xl mi sKmo Hi, o6rpyHTYBaTH
Obzepynmyeanns: Ie reHepUIHHH
(baraToxOMIIOHEH THHIA) TMKapChKHM 3acib.
Bimnosimmo no Bumor posmimy III IMopsaxy
IIPOBE/ICHHS EKCIIepPTH3H peecTpaniiHux
MatepialiB Ha JIiKapchKi 3ac06H, MO MOJAITHCS Ha
ACpIKaBHY peecTpalliio (IepepeccTpalliio), a TAKoK
eKCIEPTH3H MaTepialiB PO BHECEHHS 3MiH [0
peecTpaliiHuX ~ MaTepianiB  mporarom i
peecTpaiiiHoro noceigueHHs (Hakas MinicrepcTsa
OXOpOHH 3710poB’s YKpainu Bix 26.08.2005 Ne 426
(31 3miHaMM, uYHHHA pejakuis) Ta crarri 10.1
Hupextupn 2001/83/€C noxminigni pociimkenns
HE BUMararThCs.

2. ®apMaKoIoris:

1) nepruHHA hapmakouHaMiKa

2) BToprHHA hapMakoguHaMiKa

3) dbapmaxororis Gesnexku

4) bapmakouHamiuni B3aeMoil

3. ®apMaKOKiHETHKA:

1) aHaJIiTHYHI METOIMKHM Ta 3BiTH IIO/I0 iX
BauTiTamii

2) BCMOKTYBaHHS

3) po3moin

4) meTabourizm

5) BUBeIeHHS

6) papMakokiHeTHYHI B3aeMOil
(moKTiHIYHI)

7) iHImi hapMaKOKIHETHYHI JOCTiHKEHHS




4. Toxcukomoris:

1) TOKCHYHICTE Y pa3i 0JJHOPa30BOIo
BBEICHHS

2) TOKCHYHICTB y pa3i IOBTOPHUX BBEIEHD

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOYAKOYH JT0JAaTKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOreHHICTE:

NOBrOCTPOKOBI JIOCIIJKEHHS

KOPOTKOCTPOKOBI IOCTDKEHHS
260 JOCTiKEHHS CepeIHbO] TPHBAIOCTI

101aTKOB1 JOCIIHKEHHS

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHMI1 BIUTUB HAa PO3BUTOK
ITOTOMCTBA!

BILTHB Ha (hepTHUIIBHICTD i paHHIH
eMOpiOHAIBHUI PO3BHTOK

eMOpPIOTOKCHYHICTB

[IpeHaTajibHa i IOCTHaTaIbHA TOKCHYHICTh

MOCITIJDKEHHS, IPH AKHUX Mpenapar
YBOJAUTHCS IIOTOMCTBY (HECTAaTEBO3PLIMM
TBapHHAM) Ta/ab0 OLIHIETHCS BiJlaleHa
st

6) MicIieBa IEpPEHOCHMICTh

7) J1OAATKOBI JIOCIiKEHHS TOKCHYHOCTI:

AQHTHT€HHICTD (YTBOPCHHS aHTUTLI)

IMYHOTOKCHYHICTh

MOCIMKEHHS MEXaHi3MIB nil

IliKapchKa 3a1exHiCTh

TOKCHYHICTh META00JIITIR

TOKCHYHICTH JOMIIIOK

1HIIIC

5. BHCHOBKH 11010 TOKJIIHIYHOIO
BHBYEHHSI

3asBHUK (BJIaCHUK
peecTpaniifHoro

MOCBITUEHHS)
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Honartok 30

o Topsaky npoBeaeHHs EKCIIEPTH3H
peecTpauiiiHiX MaTepianiB Ha JTiKapchKi
3ac0o0H, [0 MOJAIOTHCA Ha IEPIKABHY
peecTpaLLito (nepepeecTpaliio), a TAaKoX
eKCIepTH3M MaTepialliB PO BHECEHHS
3MiH 10 peecTpaliiiHuX mMarepiaiis
IPOTAroM Jii peecTpaLiifHoro

MOCBIAUEHHS
(myHKT 4 po3ainy IV)
3BIT
npo KJiHiYHe BUNPOOYBaHHSA
1. Ha3gra nixapcekoro PEOJIAP®, pozuun s indysiii, 200 mu
3aco0y (3a HagBHOCTI -
HOMEp peecTpanifiHoro
MOCBITYCHHS)
2. 3asBHUK ITpAT «®apmanesriyna pipma «JapHuii»
3. BupoOuux [IpAT «®apmanertigna pipma «Japauiis»
4. TIposeneni OCHipKeHHEs: [ ] TaKk Hi AKIIO Hi, 0OTPYHTYBaTH
Ob6ipyumyeanns: 1le reHepuunmii  (6araTOKOMIIOHEHTHHH)

mixapceKkuii 3aci6. Bigmopinno mo macranoBu «Jlikapebki 3aco0u.
Hocmimkenns OioexsiBanentHoctiy CT-H MO3Y 42-7.2:2020
(Jomatox II, maparpad «IlapenTepanbHi pO3UHHH») T3
kepiBaunTea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepigauuTBo 3 mocnijukeHp OioekBiBaneHTHOCTI» ([lomarox II,
maparpad «IlapeHTepanbHi  po3umHE») OlOEKBiBaJIEHTHICTH
nikapcekoro 3acoby PEOJIAP®, posumn mns imgysii, 200 mi,
pedepenTHOMY HiKapchKoro 3aco0y, Oysio MOBEIEHO Ha OCHOBI
(hapMaleBTHYHOI €KBiBAJICHTHOCTI.

1) Tun JiKapceKoro 3acody,
3a SIKUM IIpoBouIacs abo
MIAaHY€ThCS PEECTparlis

I'enepuunuii (6araTOKOMIIOHEHTHHIH) JTiKapchkHii 3aci6

5. IloBHa Ha3Ba KJIIHIYHOIO
BUNIPOOYBaHHS, KOIOBaHHI
HOMEp KJIIHIYHOTO
BHIIPOOYBaHHs

6. ®aza KIIHIYHOTO
BUNIPOOYBaHHS

7. Ilepiox npoBeeHHs
KJIiHIYHOrO BHIIPOOYBAHHS

8. Kpaiuu, ne nmpoBoaumocs
KJIiHIYHEe BHIIPOOYBaHHS

9. KinekicTs
TOCITiKY BAHHX




10. Mera Ta BTOpHHHI I1i/1i
KJIIHI9YHOTO BUIPOOYBaHHA

11. Jlu3aifH KIIHIYHOTO
BUIIPOOYBaHHS

12. OcHOBHI KpHTEpii
BKJTFOUCHHS

13. JocumikyBanui
ITiKapchKuii 3aci0, crocib
3aCTOCYBaHHS, CHJIa Jii

14. IIpenapar nopiBHIHHSA,
n03a, crocib 3acTocyBaHHS,
cuia il

15. CynyTHs Tepamis

16. Kpurepii oinku
eeK THBHOCTI

17. Kputepii omiHKH
Oe3nexu

18. CratucTtrudi MeToIH

19. emorpadiuni
MOKA3HUKH JOCIIKyBaHOT
nonyJisii (cTaTh, Bik, paca
TOIIIO)

20. Pe3ynbrats OLiHKH
e(eKTHBHOCTI

21. PesynbTaty omiHKH
0e3meKH

22. BUCHOBOK
(3aKJIFOYECHHS)

3asBHUK (BJIACHHK

peecTpaliifHOro MOCBiTYeHH)




