Honatok 29

Jo ITopsiaky npoBefeHHs eKCnepTH3H
peecTpaliifHiX MaTtepianiB Ha JTiKapchKi
3ac00H, IO NOJAKTHCA HA ISPIKABHY
peecTpaliio (mepepeecTpauiro), a TAKOXK
eKCIIePTH3H MaTepialiB PO BHECEHHA
3MiH JI0 peecTpaliiiHiX MaTepianiB
IpOTATOM il peecTpariiitHoro
TOCBiTUeHHS

(mynkT 4 pozginy IV)

3BIT

Npo JOKJHIYHI J0cTaiKeHHA

1. Ha3ga nikapcekoro 3acody (3a
HAsSBHOCTI - HOMEP peeCTpamiifHoOTro
MOCBiTUEHH):

Meaokcuxkam-{apaunns,
po3uHnH a4 iH’ ekmii, 15 mr/1,5 mn

1) Tun nikapcepKoro 3aco0y, 3a SKUM
MPOBOIHIIACS ab0 MIAHYETHCSA PeECTpallis

I'enepuunuii nikapchkui 3aci6

2) IpoBeIeHi TOCIiKEHHS

[] Tax Hi SKIIO Hi, 0OTPYHTYBaTH
Ob6rpynmyeanns: 1ie TeHepHUIHHUH JIiKapchKuit 3aci0.
Bignmosizao g0 Bumor posauty I IMopsaxy
POBECHHS €KCIEePTU3HU peecTpariiHux
MaTepialiB Ha JiKapchKi 3aco0H, 110 MOAAIOTHCA Ha
Iep)KaBHY PEECTpALliio (IepepeecTpallito), a TaKoXK
eKCIIEpPTH3H MaTepialiB PO BHECCHHS 3MIiH 0
peecTpaumiiHMX ~ MarepiamiB  mpoTAroM  Aii
peecTpaliiitnoro noceixyenHs (Haka3z MinictepcTsa
OXOpOHH 30poB’ st Ykpainu Bijx 26.08.2005 Ne 426
[i3 3mimamu, 4uMHHa pemakmis]) Ta crarri 10.1
Jlupextuu 2001/83/€C noxiiHIYHI JOCTIKEHHS
HE BUMArarThCs

2. ®apmaxooris:

1) mepsunHa hapMaKogHHAMIKA

2) BroprHHA (papMaKoANHaAMIKa

3) hapmaxosoriga 6e3nexu

4) hapmakoMHaAMiIYHI B3a€MOJIIT

3. ®apMaKOKiHETHKA!

1) aHamiTHYHI METOUKY Ta 3BiTH HIO0 1X
BaJtiaii

2) BCMOKTYBAaHHS

3) po3noain

4) meTaboizm

5) BHUBEICHHS

6) hapMakoKiHeTHYHI B3aeMOJIT
(moKTiHIYHI)

7) iHii papMaKOKIHETHYH1 JOCIILKEHHS

4. TokcHKOIOTIA:

1) TOKCHYHICTB Y pa3i 0HOPa30BOTO
BBEJIEHHS
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2) TOKCHYHICTh Y pa3i MOBTOPHHUX BBE/ICHb

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKITIOYAIOYH J0JaTKOBY OLIHKY 3
TOKCHKOKIHETHKH)

4) KaHIEPOT€HHICTh:

JIOBrOCTPOKOBI JOCTIIMKEHHS

KOPOTKOCTPOKOBI JJOCITI/DKEHHA
abo JOCHIDKEHHS CepeIHbO1 TPUBAIOCTI

TTOJATKOB1 JIOCII[OKEHHS

5) penpoAyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BILUIHB Ha PO3BHTOK
OTOMCTBA:

BIUIUB Ha (EPTHIBHICTE i paHHIH
eMOpiOHATBHUE PO3BUTOK

eMOpiOTOKCHYHICTE

[IpcHaTajlbHa i moCcTHATalIbHA TOKCHYHICTH

JOCITIKeHHS, TP SIKHUX [penapar
YBOAMTECS IOTOMCTBY (HECTATeBO3PLIIAM
TBapHHAaM) Ta/ab0 OLIHIOEThCS BiganeHa
st

6) MiciieBa NEPEeHOCHMICTh

7) 1OJIATKOBI JOCIIi/PKEHHS TOKCUYHOCTI:

AHTHI'€HHICTH (YTBOPEHHS aHTUTLI)

IMYHOTOKCHYHICTh

OCHiHKEHH MEXaHi3MiB il

miKapchKa 3aJICKHICTh

TOKCHUYHICTE META0OJIITIB

TOKCHYHICTE JIOMIIIIOK

1HIIIE

5. BHCHOBKH IIOZI0 OOKJIIHIYHOTO
BUBYEHHS

3asBHUK (BIACHUK

peecTpaniifHoro
IIOCBITYEHHS )
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JHonarok 30

1o TTopsaxy npoBeAeHHs eKCIIePTH3H
peecTpalifHuX MaTepiaiiB Ha JTiKapchKi
3aco0u, 10 NOJAI0ThCA Ha JEPIKABHY
peecTpallito (nepepeecTpaitiio), a Takox
€KCIIepPTH3H MaTepialliB PO BHECEHHS
3MiH J0 peecTpaliifHuX MaTepiajiB
MIPOTATOM il peecTpalifHoro
[IOCBiTYEHHS

(myHKT 4 po3ainy IV)

3BIT

Npo KJIiHiYHe BHNPOOyBaHHA

1. Ha3ga nikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEp peecTparliifHoro
TOCB1TYEHHS)

Menokcukam-/lapauns,
PO34HH 14 i’ ek, 15 mr/1,5 ma

2. 3aABHHUK I[TPAT «PAPMAILIEBTUYHA ®IPMA «IAPHULS»,
YKPATHA
3. BupoGHHK [IPAT «PAPMAIIEBTUYHA ®IPMA « TAPHULIS»,

VKPATHA

4. [IpoBeneH1 HOCTIIKEHHS:

[J rax Hi SKIIO Hi, OGIPyHTYBaTH
Ob6rpynmysanns: 1le reHepHIHMI TiKapChKHi 3acib.
BigmosigHo 1o HactaHOBH «JIiKapchki 3ac00M.
Hocnimkernas 6ioeksiBanenTHocTi» CT-H MO3Y 42-
7.4:2022 (Jonatok II, maparpad «IlaperTepanshi
po3unHmy) Ta KepiBEUITBAa CPMP/EWP/
QWP/1401/98 Rev. 1 / Corr ** «KepiBHUIITBO 3
JoctipkeHs bioeksiBaienTHOCTI» (Jloparox 11,
naparpad «IlapeHTepanbHi pO3UHHM)
010€KBIBAJIEHTHICTH JIIKAPCHKOT'0 3ac00y
Menokcukam-JlapHuIs, po34MH I iH’ €KITiH,

15 mr/1,5 mi1, pedepeHTHOMY JTiKapCHEKOMY 3aco0y
JOBEICHO Ha OCHOBI (hapMaleBTHYHO1
€KBiBaJIEHTHOCTI.

1) TN JikapchKoro 3aco0y, 3a SIKUM
npoBo/uiIacs abo IIaHy€eThCs
[peecTpartis

['enepuyHuit Tikapcbkuii 3acid

5. IToBHa Ha3Ba KIJIiHIYHOTO
BUITPOOYBaHHS, KOJJOBAaHUH HOMED
KJTIHIYHOTO BHNPOOYBaHHA

6. @a3za KIiHIYHOTO BUNIPOOYBaHHS

7. Ilepiox mpoBeAeHHS KITiHIYHOTO
BUIIPOOYBaHHS
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8. Kpainu, ne npoBouinocs KiiHIuHe —_
BHIIPOOYBaHHS

9. KibKiCTh JOCTIIKYBaHUX —

10. MeTa Ta BTOpUHHI IiJIi KIIHIYHOTO —
BUIPOOYBaHHS

11. Jquzaita KIiHIYHOTO BHIIPOOYBaHHS —

12. OcHOBHI KpHTEpii BKIFOYEHHS —

13. MocuimkyBaHui likapchbKui 3aci0, —
criocib 3actocyBaHHs, cua gii

14. [Ipenapar nopiBHSHHS, 1033, —
criocib 3acTocyBaHHs, CHIa Jil

15. CynmyTHs Tepamnis

16. Kpurepii ominku eexTHBHOCTI —

17. Kpurepii oninku 6e3nexku —

18. CratucTryni METOIU —

19. lemorpadiusi MOKa3HUKH —
TOCITiZKYBaHOT Oy Il (cTaTh, BiK,
paca, ToIIo)

20. PesyneraT eeKTUBHOCTI

21. PesynbraT Oe3nexu —

22. BUCHOBOK (3aKJIIOUEHHS)

3asBHUK (BJIACHHK
PeECTpaIliftHOrO MOCBIT4eHHS)
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