Honatok 29

10 ITopsiaKy mpoBEINEHHS €KCIIEPTH3U
peecTpaliifHiuX MaTepianiB Ha JIIKapchKi
3aco0H, 1110 OJAIOTHCS Ha IEPHKABHY
peecrpaitito (IepepeecTparito), a TaKoxX
€KCIIEPTH3H MaTepiaiiB PO BHECEHHS
3MiH JI0 peeCTpaIlifHuX MaTepialiB
HPOTSATOM Jiil peecTpariiinoro
TIOCBITYEHHS

(myHkT 4 po3zainy IV)

3BIT

Mpo AOKJIiHIYHI K0CTiKeHHS

1. Ha3spa sikapcpkoro 3aco0y (3a
HAjABHOCTI - HOMEP PEECTPALitHOTO
TIOCBiTYECHHS):

Pinokc, cmpeit Ha3aJbHUH, cycneHsis,

50 Mkr/mo3a

1) Tum JikapchKoro 3acody, 3a IKUM
npoBoAuIacs abo IUIaHyeThCs
peectpanis

TiOopuaHuit TikapchKuii 3aci6

2) mpoBe/ieH] TOCTiHKEHHS

] Tax X mi sxmo Hi, 0OTPyHTYBaTH

O6rpynmysanns: PiHOKC, cIpedl  Ha3albHHH,
cycnensis, 50 MKr/mo3a € riOpUIHEM JTiKapCHKAM
3aco00M, IS SIKOT'O 0i0€KBIBAJIECHTHICTh
pedepeHTHOMY npenapary HEMOJKJIBO
POJIEMOHCTPYBAaTH y JIOCITiJDKEHHSIX
6iomocTyMHOCTI (3aci® MiCIIEBOIO 3aCTOCYBaHHS Ta
MmicieBoi mii). 3 ommsagy Ha 1e, #WOro
€KBIBAJIEHTHICTH  pedepeHTHOMy  Ipemapary

IPOJIEMOHCTPOBAHO ILIIXOM JIOCIIiMIKEHb in Vitro
srimo 3 Hactamosoro EMA (Guideline on the
pharmaceutical quality of inhalation and nasal
products (EMEA/CHMP/QWP/49313/2005)), mo
BimmoBigae Bumoram Hacranosu CT-H MO3YV 42-
3.8:2013 «Jlikapceki 3acobu. PapmaneBTHYHA
SKICTh IpenapariB Ui IHrasilii Ta Ha3aJbHHX
mpenapariBy.

3 ornagy Ha BHIE3a3HauyeHe Ta BiANOBIAHO 1O
nonoxenb po3auty III Ilopsanky mpoBeneHHs
eKCIIEPTU3M  pEECTpaliffHuX  MarepialiB  Ha
JMiKapceKi 3aco0M, IO MOJAIOTHCS Ha JIEpXKaBHY
peectpamito  (mepepeecTpaiiio), a  TaKoK
EKCIIEPTH3M MarepiajiB Mpo BHECEHHS 3MiH JIO
peecTpalliiHMX  MarepiadiB  HpPOTAroM  mil
peecTpaniiiHoro mocsigueHHs (Haka3 MinicrepcTsa
OXOPOHH 3/10poB’st Ykpainu Big 26.08.2005 Ne 426
[i3 3minamu, uuHHAa pemakuis]), TOKTiHIYHI
JOCITiIDKEHHST HE BUMaraloThCsl.
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2. dapmakoIoris:

1) mepBuHHa (hapMaKoIUHAMIKA

2) BTOpHHHA (hapMaKoJuHaMiKa

3) dpapmaxororis 6e3mexu

4) papmaxoguHaMIi4HI B3aEMOJI1

3. dapMakoOKiHETHKA:

1) aHaMiITHYHI METOJMKH Ta 3BITH
010 iX Bamigamii

2) BCMOKTYBaHHS

3) po3momin

4) meTaboJtizM

5) BUBEJCHHS

6) hapmMakoKiHETHYHI B3aEMOIi1
(moxITiHIYHi)

7) inmri papMaKoKiHETHYHI
JIOCITiJOKEHHS

4. TOKCHUKOJIOTIA:

1) TokcHYHICTB Y pasi
OJIHOPa30BOTO BBEICHHS

2) TOKCHYHICTB y pa3i IOBTOPHHUX
BBEIICHb

3) r€HOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYaIOYH JOJAaTKOBY
OIIIHKY 3 TOKCUKOKIiHETHKH)

4) KaHIIEPOTEHHICTh:

JOBrOCTPOKOBI JOCIIiDKEHHS

KOPOTKOCTPOKOBI JTOCIIiIPKEHHS
a00 TOCITiKEHHS CepeaHbOl
TPHUBAJIOCTI

OJATKOBI OCIIKEHHS

5) perpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHI BIUTUB Ha PO3BUTOK
MMOTOMCTBA:

BIUTAB Ha (ePTHIIBHICTG i paHHIH
eMOpioHaIbHUH PO3BUTOK

eMOpPiIOTOKCHYIHICTh
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IpeHaTalbHa i IOCTHATAIbHA
TOKCUYHICTE

JIOCITi/KEHHS, TIPA SKHX IperapaT
YBOAUTHCS IIOTOMCTBY
(HecTaTeBO3pLIUM TBapUHAM)
Ta/ab0 OIIHIOETHCS BiMaICHA Mist

6) MiclieBa IEpEHOCUMICTh

7) nomaTKOBi TOCIiHKEHHS
TOKCHYHOCTI:

AQHTHUTE€HHICTh (YTBOPEHHS aHTHUTLI)

IMyHOTOKCHYHICTh

OCIIIKEHHS MEXaHi3MiB il

JTiKapchKa 3aJIe)KHICTh

TOKCHYHICTh METa00JIiTiB

TOKCHYHICTD JOMIIIIOK

iHIIIEe

5. BUCHOBKY OO0 JOKJIIHIYHOTO
BUBUYEHHS

3asBHUK (BIaCHUK

peECTpaiiftHoro (nizeiic)
MIOCBiTYEHH) Hukudopuus [.B.
(I1.1.B)
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