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no Ilopanxy npoBeeHHs eKCHEPTH3H
peecTpauiiinux MarepianiB Ha TiKapceKi
3aco0u, 1110 NOJAI0ThCA HA NePHKABHY
peecTpauiio (nepepeecTpaliiio), a Takok
eKCIepTH3M MaTepialliB PO BHECEHHS
3MiH JI0 peccTpaliifHiX MaTepianis
NpOTATOM Aii peecTpauiiHoro
HOCBiTYEHHSA

(myHkT 4 pozniny IV)

3BIT

Npo AOKJIIHIYHI JOCIIIKEHHS

1. Ha3pa nikapcbkoro 3aco0y (3a
HassBHOCTI - HOMEp peecTpariiHoro
MOCBiTUCHHSA):

JIBAILE 200 TAPSTYMI HAIIIM, rpanyan pous
opaJjibHOro po3unny no 200 mr/1 r

1) Tun nikapceKoro 3aco0y, 3a SKUM
IPOBOJIMIIACS a00 MIAHYETHCS PEECTpaIist

['enepuunwmii nikapceKuit 3aci6

2) mpOBEEH] TOCIIIKSHHS

[] tax X] Hi sxmo Hi, 06TpyHTYBaTH
Ob6zpynmysanns: 1le TeHepu4HWH JiKapChKMit
3aci6. BiamoBinHo mo Bumor posainy 11 ITopsaxy
TIPOBEICHHS EKCIIePTH3H peecTpaniitHux
MaTepialiB Ha JIiKapchKi 3aco0H, 10 MOJal0ThCs Ha
IepiKaBHY peecTpaliio (mepepeecTpaiiio), a TaKox
€KCIEePTH3H MaTepialiB Ipo BHECEHHS 3MiH JI0
peecTpaiiinux ~ MarepiamiB  OpoTAroM il
peecTpaniifHoro nocijjueHHs (Haka3z MinictepcTea
OXOpPOHHM 3710poB’st Ykpainu Big 26.08.2005 Ne 426
(31 3miHamMM, yuHHa pepmakmig) Ta crarri 10.1
Hupextupu 2001/83/€C moxmiHiyHi AOCTiHKEHHS
HE BHMaraloThCs.

2. ®apmakoJIoris:

1) nepBunHa papmakoauHaMiKa

2) BropuHHa (papMakoHHAMIKA

3) dapmakooris Ge3nexu

4) hapmaxoHHaMiyHi B3aeMOZii

3. ®apmakoKiHETHKA:

1) aHANITHYHI METOIMKH Ta 3BiTH L1010 1X
BaJIiIamil

2) BCMOKTYBaHHS

3) po3moIiI

4) metabonizm

5) BUBeICHHSA

6) papmakoKiHETHYHI B3aEMOIi1
(TOKITiHIYHi)

7) i (hapMaKOKiHeTHYHI JOCIIDKSHHS

4. Toxcukomorid:




1) TokcHYHICTE Y pa3i 0THOPa30BOroO
BBEIICHHS

2) TOKCHYHICTh y pa3i IOBTOPHUX BBEACHB

3) reHOTOKCHYHICTE:
in vitro

in vivo (BK/TIOHAI0O49H IOJaTKOBY OIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIEPOTEeHHICTD:

TOBIOCTPOKOBI JOCJTi IDKEHHS

KOPOTKOCTPOKOBI TOCITIKEHHS
abo0 JIOCIiPKEHH CEPEIHBOI TPHBAJIOCTI

TOIaTKOBI IOCIIHKCHHS

5) penpoyKTHBHA TOKCUYHICTh Ta
TOKCHYHHH BIUIMB HAa PO3BHTOK
IIOTOMCTBA:

BIUIMB Ha (DEPTUIBHICTE 1 paHHiH
eMOpiOHAIBHUI PO3BHTOK

eMOpIOTOKCHYHICTh

[peHaTaIbHA 1 MOCTHATAIbHA TOKCHYHICTh

TOCITIJDKEHHS, TIPH SKUX Iperapar
VBOJIUTHCSI IOTOMCTRY (HECTATEBO3PLIAM
TBapHHAM) Ta/ab0 OIIHIOETLCA BigIaneHa
g

6) MiclieBa IIEPEHOCHMICTh

7) MOJaTKOBI JOCTIIKEHHS TOKCHYHOCTI:

AHTUTEHHICTH (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTh

JTOCJIKEHHS MEXaHI3MIB nil

TiKapchKa 3aJIeXHICTh

TOKCHYHICTE MeTabO0IITIB

TOKCHYHICTH JOMIIIIOK

1HIIE

5. BUCHOBKH 111010 JOKJIHIYHOTO
BUBUEHHS

3adBHUK (BJIACHHK
peecTpaniifHoro

MOCBITUEHHS)
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1o ITopsnky NpoReneHHs eKCrnepTH3U
peecTpauiiHMX MaTepialliB Ha JIIKapChKi
3aco0u, 110 MOAAIOTECA Ha JIeprKaBHY
peecTpaliito (nepepeecTpaLito), a TAKOX
eKCTePTH3H MaTepialliB Npo BHECEHHS
3MiH /IO peecTpaliifHuX MaTepiatis
NpOTAroM JIil peecTpauiiiHoro
MOCBiA4YEeHHA

(nyHkT 4 posniny V)

3BIT
Npo KJIiHiYHe BHNPOOyBaHHA

1. Ha3ga nikapcbkoro 3aco0y
(3a HasIBHOCTI - HOMEP
peecTpaliifHOro MOCBiYEHHS)

JIBAIIE 200 TAPSTYMIA HATIIM, rpany.mn a;s opajabHOro
po3uuny no 200 mr/1 r

2. 3asBHUK

IIpAT «®apmarniesTruna dipma «lapauig»

3. Bupobuuk

IIpAT «®apmanesTruna pipma «lapHuns»

4. ITpoBeeHi JOCIIHKEHHS:

[] rax HI SKIIO Hi, OOTPYHTYBATH
Obrpynmysanns: 1le  reHepuuHHWi  JiKapchkuii  3acib.

BiamosigHo mo mactanoBu «Jlikapchki 3acobu. JlocmimpkeHnus
oioexBiBanenTHoctiy CT-H MO3Y 42-7.2:2020 (lomatox II,
naparpad «Po3udHH JUIS OpaJIbHOTO 3acCTOCYBaHHS») Taj
kepiBuunrea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepiBHHOTBO 3 JocmimkeHb OioeksiBajaeHTHOCTI» ([lomaTok
II, maparpad «Po3umHE g OpaJbHOTO 3acTOCYBAaHHS)
OloekBiBaJIEHTHICTh JIIKApchKoro 3acoly pedepeHTHOMY
mikapcekoro  3acoby ~ Oyio  JOBeIeHO Ha  OCHOBI
(apMaleBTHYHOI €KBIBAJIEHTHOCTI.

1) Tun nikapcbKoro 3acody, 3a
KM IIpoBOHiIacs abo
TUIAHY €ThCS peecTpaliis

['enepuunuii ikapcbkuii 3acié

5. IloBHa Ha3Ba KJIIHIYHOTO
BUNPOOYBaHHS, KOJIOBAHHH
HOMED KJIiHIYHOTO
BUNIPOOYBaHHA

6. ®aza xiHiYHOTO
BUIIPOOYBaHHS

7. Ilepioj npoBeicHHS
KJTIHIYHOTO BUIPOOYBaHHS

8. Kpainu, ne nposoaunocs
KTiHIYHE BUIIPOOYBaHHS

0. KinpkicTh HOCTIIKYBaHIX

10. Mera Ta BTOpHHHI 1IiJi
KJIHIYHOTO BHIIPOOYBaHHS

11. Iu3aiid KI1HIYHOrO
BUNIPOOYBaHHS

12. OcHoBHI KpHuTEpii
BKJIIOYECHHSA




13. NocnimxyBaHuit
mikapchKHH 3acib, crioci6
3acCTOCYBaHHS, CHja il

14. Tlpeniapat nOpiBHSAHHS,
11034, crocid 3acTOCYBaHHS,
cua mit

15. CynyTHa Tepamis

16. Kpurepii oninku
e(hEeKTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CraTucTHuHi METOIH

19. JlemorpadidHi MOKa3HUKH
TOCITI Ky BAHOT MO TSI
(cTaTh, BiK, paca TOIIO)

20. Pe3ynbTaTi OIiHKA
e(peKTUBHOCTI

21. Pe3ynbTati OIiHKH
Oezmexu

22. BUCHOBOK (3aKJTIOUEHHS)

3asBHUK (BJIACHHUK
peecTpaiiifHoro nocBiAueHH:” )
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