3BiT npo gokaiHIYHI JoCTiTKEHHA

1. Haspa nikapcekoro 3aco6y (3a HasiBHOCT] — MEJIOJIT AH,
HOMEp peeCTPaLiHHOrO MOCBIIYEHHS):
Po34MH 104 iH’ekuiii, 15 mr/1,5 ma

1) THII TiKapebKOro 3acody, 3a AKHM MPOBOAMIACH ['eneprunmii mikapckKkuit 3aci6 3rigmHo 3

abo MIaHY€eThCs peecTpallist nyHkToM 1 (miamynkrom 1.3) posainy I11
[lopsinky naxazy MO3 Vkpaiuu Bix 23
JunHsg 2015 poky Ne 460.

2) mpoBeJieHi JOCIIi ke HHS o TaK + Hi SIKIIIO Hi,
o0IpyHTYBaTH

Obrpyntysanns: Lle renepuunuii tikapebkuii 3acio. Bianosinxo 10 Bumor posmimy 111 [Topsinky

[TPOBC/ICHHs EKCICPTH3H peecTpaliiiHuX MatepianiB Ha JiKapchKi 3aco6u, 10 NONAIOTHCS HA

JICPIKABHY PeECTpaLiio (MepepeecTpariio), a TaKoXK eKCIIepTH3H MaTepialliB PO BHECEHHS 3MiH
JI0 peeCTpaNiiiHiX MaTepiatiB mpoTsIroMm Mii peecTpanifHOro mockiTyeHHs (naxka3 MinicTepcTBa
OXOPOHH 3110p0B’s YKpainu Bijt 26.08.2005 Ne 426 [3i 3minamu, unnHa penakuis]) Ta crarri 10.1
Hupexrusn 2001/83/€C noxniniuni 10CHiKEHHS He BUMATAIOTHCSL.

2. @apmakoioris: -

1) nepeunHa papmakogunamika -

2) BTOpUHHA (hapMaKkoIHHAMIKA -

3) dbapmaxosioris Oesmnexu -

4) papmakoHamiuni B3aemoii -

3. ®apMaKkoKiHETHKA:

1) aHanmiTHYHI METOAMKH Ta 3BiTH 11010 TX -
BaJTiTaIli|

2) BCMOKTYBaHH: -

3) posnoain .

4) metabomizm -



S) BUBEIeHHS

6) (apmakokiHeTHUHI B3aeMOIT (TOKIiHIuHi)

7) iH1I1 (hapMaKOKIHETHYHI TOCITiKEHHS

4, TokcuKoOIOTIA:

1) TOKCHYHICTB y pa3i 0JHOPA30BOTO BBEJIECHHS

2) TOKCHYHICTD y pa3i NOBTOPHHUX BBE/ICHD

3) FeHOTOKCHYHICTB:
in vitro

in vivo (BKIIIOYAKOYH J10JIaTKOBY OIIHKY
3 TOKCUKOKIHETHKH)

4) KaHLIEPOr€HHICTh:

JIOBIOCTPOKOBI 1OCITiTKEeHHS

KOPOTKOCTPOKOBI JOCII/KEHHS a00 JA0CITIKEeHHS
CepeHbOl TPHBAIOCTI

JI0JIATKOB1 JOCIIIKEHHS

5) penpoayKTHBHA TOKCHYHICTH Ta TOKCHYHHIA
BILJIMB Ha PO3BUTOK IIOTOMCTBA:

BILIHB Ha (DepPTHIBHICTb 1 paHHIH eMOpioHANBHHI
PO3BHTOK

eMOpIOTOKCHYHICTE

[peHaTajlbHa 1 MOCTHATAIBEHA TOKCHYHICTh

JOCTI/KEHHS, TIPH SKHX Mpenapar yBOIUTHCS
MOTOMCTBY (HECTATEBO3PLIMM TBaApHHAaM) Ta/abo
OLIHIOETHCS BiUIa/IeHa Iis



6) MicCIICBa IEPEHOCHMICTh

7) 10/1aTKOBI JIOCIIIKEHHS TOKCUYHOCTI !
AHTUTEHHICTH (YTBOPEHHS aHTHTII)
IMYHOTOKCHYHICTB

JOCIII/IKEeHHsI MEXaHI3MiB i

NMKapchKa 3aIeKHICTD

TOKCHYHICTh MeTa0OIITIB

TOKCHYHICTh JOMIIIOK

iHIIIE

5. BHCHOBKH 111010 JOKJIIHIYHOTO BHBYEHHS

[IpencraBHUK
3asIBHUKA /

(BIAacHHKA Y i
peecTpauiiinoro //(numuc)
TIOCBITYECHHS ) Demopemicn N.i:

(L. LB.)



3BiT Npo KIiHiYHe BUNPOOYBAHHS

1. Ha3Ba nikapcpKoro 3acody
(3a HasABHOCTI — HOMEp peecTpaiiiiHoro
MTOCBITUCHHS )

2. 3agBHUK

3. BupoOuuxk

4. ITpoBeeH1 JOCIIIIKEHHS:

1) Tan nikapebKoro 3aco0y, 3a AKUM
IPOBOJMUIIACH a00 IUIAHYETHCS PeecTparlis

MEJIOJIT'AH,

O34HH JJd iH’ ekniii, 15 mr/1,5 ma
P

Mictpan Kemitan Menemxment  JliMitern,
AHTIIs

XEJII C.A.. I'pertig

Tak + Hi SKIIIO Hi, OOTPYHTYBaTH

['enepuyHuii liKapcbKuii 3acid 3TiqHO3 MYHKTOM
1 (mamyskrom 1.3) posainy Il [lopsaaxy nakasy
MO3 Vkpainu Bix 23 mumas 2015 poky Ne 460.

OOrpyntyBans: Lle renepuunuit nikapebkuit 3aci6. Biamosizao mo sumor posiny 11 Mopsaaky
NPOBE/IEHHS €KCIEPTH3H peecTpaLiifHUX MaTepiaiiB Ha JIKapChKi 3aC00H, 110 MOAA0THCS HA
AepPIKaBHY peecTpalliio (MepepeecTpalliio), a TaKOK eKCIePTH3H MaTepiajiB PO BHECEHHS 3MiH
710 peecTpauiifiHux Marepiaiis mpoTsroM Aii peectpauiiinoro nocsixuenns (Hakas MinictepcTsa
OXOpOHH 310p0oB’s YKpainu Bia 26.08.2005 Ne 426 [2i sminamu, unHHa pejaknis]) ta crarri 10.1
Jlupextusu 2001/83/CC xniniuni nocnimkenns ve Bumaraotses. MEJIOJITAH, posuns mus

i’ exuii, 15 mMr/1,5 M1 moaiGuuii 1o inHoBaniitroro npenapary MOVATEC®, solution for
injection 15 mg /1.5 ml (Boehringer Ingelheim International GmbH, Germany), sikuii mpucyTHiit
Ha puHKy CBponelicbkoro Coro3y nonan 10 pokis. O6uaBa NPOAYKTH AEMOHCTPYIOTH OIHAKOBI
npodii Ge3nexu Ta epeKTHBHOCTI, MAIOTh OJIHAKOBI MMOKA3aHHS 10 3aCTOCYBaHHS.

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBaHHH,
KOJIOBaHHH HOMEp KIIIHIYHOTO BHIIPOOYBaHHS

6. ®a3a KJIiHIYHOrO BUIIPOOYBAHHSA

7. Ilepion npoBeCHHS KIIHIYHOTO
BHUIIPOOYBaHHS

8. Kpainu, ne npoBoaunocs KiiHiyne
BUIIPOOYBaHHSA

9. KinbKicTh JOCIIKYBAHHX

10. MeTa Ta BTOpHHHI i1 KJIiHIYHOTO
BUIIPOOYBaHHS

11. JInzaitH K1iHIYHOTO BHIIPOOYBAHHS
12. OcHOBHI KpuTepil BKIOYEHHS

13. JlocnimkyBaHuii nikapcbKuii 3aci6, cnociod
3aCTOCYBaHHS, CHJIa Jii



14. [Ipenapar nopiBHsaHHS, 1034, criocid -
3aCTOCYBaHH, CHIIa il

15. CynyTHs Tepanis

16. Kputepii oninku epeKTHBHOCTI -

17. Kputepii oninku Oe3nexn -
18. CtaTHCTHYHI METOIH -

19. Jlemorpaciuni Moka3sHHKH TOCITIIKYBAHOT

HOMyJALil (CTaTh, BiK, paca, TOILIO)
20. Pesynbratu epekTuBHOCTI -
21. Pesyabratu Ge3mekn -

22. BHCHOBOK (3aK/JIFOUEHHS ) -

[IpencraBumk

3asIBHHKA %/
(BIacHuKa A
peecTpamniifHoro Aixmuc)
IIOCBITYCHHS )

®enopenko M.A.
(IL. I. b.)



