JlomaTok 29

no ITops/IKy IPOBENECHHS EKCIIEPTH3H
peecTpalliifHuX MaTepiaiiB Ha JTikapchKi
3aco0M, IO MOJAIOTECS Ha IEPKABHY
peecTpalliio (MepepeecTpaliro), a TaKoxK
EKCIIEPTU3H MaTepiaiB PO BHECEHHS
3MiH JI0 peecTpalifiHuX MaTepianiB
[IPOTATOM Jii peecTpaIiiiHoro
[OCB1MEHHS

1(HyHKT 4 pozniny IV)

3BIT

Npo JOKJIiHIYHI JOCTIIKEHHS

1. Haspa mikapceKoro 3acofy (3a
HAsBHOCTI - HOMEP PEECTPaLiiHOro
[IOCBIUEHHS):

Jexpicton® 1000 MO, tabretku, 1000 MO

1) Tan gikapceKoro 3aco0y, 3a SKHM
poBoauAacs abo IIAHYEThCS PEECTPAILis

Jlixapcekuii 3aci6, sikuit Mac 100pe BUBUCHE
MeIMYHE 3aCTOCY BAHHS

2) mpoBeIeHl AOCTIKEHHS

TaK Hi M sximo Hi, 00IpyHTYBaTH

3aspka Ha peectpariio B €C nmomasanack 1K Ha
nikapebkui 3aci6, sikuii Mae 100pe BUBYCHE
MeIUYHE 3aCTOCYBaHHA BiAmoBinHo 1o Article 10a
of Directive 2001/83/EC.

YKomHMX HOBHX JOKTIHIYHMX JOCTIPKCHD 3aABHHK
He IIPOBOJIUB, HA/IAI0THCA BUKIIOUHO Gibmiorpadivmi
nami.

2. dapMaxooris:

1) nepsunHa hapMakoIHHAMIKa

2) BTOpHHHA (apMaKoMHaMiKa

3) papmakonoris 6e3mnexu

4) dapmakompHaMiuHi B3aeMOJIii

3. dapMaKOKIHETHKA!

1) aHamiTHYHI METOJIMKY Ta 3BITH IIOAO 1X
paTimanii

2) BCMOKTYBaHHS




3) po3moait

4) metaboizm

5) BUBEACHHS

6) (hapMaKOKiHETHYHI B3aEMOJI11
(noxsTiHIuHi)

7) immi (hapMaKoKiHeTHHi JIOCHTIJDKEHHS

4. TOKCHKOJIOTIS:

1) TOKCHYHICTD Y pasi OTHOPasoBOTo
BBEICHHS

2) TOKCHYHICTD Y pasi HOBTOPHHX BBE/ICHD

3) FeHOTOKCHUHICTB!
in vitro

in vivo (BKIIIOYAr0YH JI0NATKOBY OITIHKY 3
TOKCHKOKIHETHKH)

4) KaHIEPOTeHHICTh!

IOBrOCTPOKOBI JJOCTIKCHHS

KOPOTKOCTPOKOBI OCIIIKSHIS
a60 MOCTiIKEHHS CepeIHbOT TPHBAJIOCTI

OIATKOBI JOCILIKEHHS

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHUHUM BIUIAB HA PO3BHTOK
[IOTOMCTBA:

BruB Ha (QePTHIIBHICTS i parHil
eMOpioHaIbHUM PO3BATOK

eMOpPIOTOKCHYHICT

[peHaTaibHa i mocTHATATBHA TOKCHYHICTD

TOCHiKEHHS, IPH AKUX Ipenapar
YBOIUTHCS IOTOMCTBY (HecTaTeBO3PUIAM




TBapHHaM) Ta/ab0 OLIHIOETHCA BiluaieHa
st

6) MicIieBa IIePEHOCHMICTh

7) HONATKOBI HOCIIKEHHS TOKCHUYHOCTI:

AHTHTCHHICT (yTBOPEHHS aHTHTLN)

IMyHOTOKCHYHICT

MOCITiMKEeHHS MEXaHi3MiB il

nniKapchbKa 3aIeKHICTh

TOKCHYHICTH META00IITIB

TOKCHMYHICTD JIOMIIIOK

iHIIe

5. BHCHOBKH MO0 JOKJIIHITHOTO
BUBYECHHS

3asBHHUK (BIIACHHK
peecTpaliifuoro

[IOCBI[YEHHS)

TOB «MIBE YKPATHA»

Yy, OHgN AW

S



JTomatox 30

no Ilopsaxy npoBeneHHs eKCIIepTH3H
peecTpaniHHUX MaTepialiB Ha JIIKapchbKi
3aco0u, 1110 NOJAIOTHCS HA JIEPHABHY
peecTpaltiio (IepepeecTparniro), a TAKOkK
eKCIIEPTH3U MaTepialiiB IIPO BHECCHHS
3MIH JI0 peecTpaliifHux MaTepiatiB
POTSTroM JIii peecTpariiifHoro
[IOCBIT4EHHS

(myskt 4 po3ainy IV)

3BIT

Npo KJiHiYHe BUNPOOYBAHHSA

1. Hassa nikapeskoro 3aco0y (3a
HasiBHOCTI1 - HOMEp peecTpauiifHoro
OCBITUCHHS)

Jlexpicron® 1000 MO, tabnetku, 1000 MO

2. 3asABHHK

TOB «MIBE YKPAIHA», Vkpaina

3. BupoOHuk

mibe ['MO6X ApnHaiimiTrens, Himeyunna
(mibe GmbH Arzneimittel, Germany)

4. TIpoBeieH1 JOCTIIMKSHHS:

tak Hi M  sxmio Hi, 06IpyHTYBaTH

3asBka Ha peectparlito B €C 1noiaBajiach sK Ha
mikapceKuit 3aci0, sxuit Mae 1oOpe BUBYEHE MEIUYHE

3acTocyBaHHs BijnoigHO 10 Article 10a of Directive
2001/83/EC.

Hisikix HOBUX KJIHIYHMX JIOCJIIKEHD He
nposounocs. [lomanuii ornsg HayKOBUX JaHUX Ha
OCHOBI JIITEPaTypHOTO OTJIAMY.

1) Tun nikapcekoro 3aco0y, 3a sKUM
poBoauiacs abo IIaHYETHCS peecTpallis

Jlikapcekuit 3aci0, skuit Mae 1oOpe BUBUEHE MEIUYHE
3aCTOCYBaHHS

5. [loBHa HA3BA KIIHIYHOTO
BUIIPOOYBAHHS, KOJOBAHUN HOMED
KJIIHIYHOTO BUIPOOYBaHHS

6. ®asa KIHIYHOTO BUIIPOOYBaHHS

7. Ilepion mpoBeeHHs KIIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, 1e mpoBOAMIOCS KIliHIUHE
BUIIPOOYBaHHS

9. KinpkicTh OCIIIPKYBAHHX




10. MeTa Ta BTOpPUHHI i1 KIIHIYHOIO
BUIIPOOYBaHHS

11. Jluzaiis KIiHIYHOTO BUNIPOOYBaHHSA

12. OcHoBHI KpUTEpil BKITIOUEHHS

13. JocmimkyBanuii ikapchKuii 3acib,
crioci6 3acTocyBaHIs, CHIa Jil

14. Ipenapar nopiBHAHHS, /1034, C110Ci0
3aCTOCYBAHHS, CHIIA JIil

15. CynyTHs Teparis

16. Kputepii ominku eQeKTHBHOCTI

17. Kputepii oninku 6e3nexu

18. CraTucTH4UHi METOTH

19. lemorpagiuni MOKa3sHUKH
IOCIIi DKy BAHOT MOyl (CTaTh, BiK,
paca, TOIIO)

20. PesynpTatu e(heKTHBHOCTI

21. PeaynsTaTu O€3MmeKu

22. BUCHOBOK (3aKITIOUCHHS)

3agBHUK (BIACHUK
PeECTpaLiifHOr0 IIOCBITIEHHS)

TOB «MIBE YKPAIHA»
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