3BIT npo KoKIIHIYHI ZoCTIKEHHA

1. Ha3ga nikapcbkoro 3acofy (3a HagsBHOCTI — MEJOKCHKAM-BICTA, po3unn ais
HOMEp peecTpauifHOro MOCBI/TYeHHs): in’ exuiii, 15 mr/1,5 mu

1) Tun nikapcekoro 3aco0y, 3a sKMM OpoBojMIacad | 'eHepuuHui TikapchbKuil 3aci6 3rimHo 3

ado TUIaHy€eThCs peecTparlis nyHkToM | (nignynkrom 1.3) pozainy I11
Iopsanaxy nakazy MO3 Ykpainu Bix 23
aunHs 2015 poxy Ne 460.

2) mpoBeIeH] JIOCIIiKEHHS o Tak 4/ Hi AKIIO Hi,
O0IpYHTYBaTH

OOrpyntysanns: e renepuunmii mikapebkuii 3aci6. Bignosiaxo mo Bumor posainy 111 Iopsaxy
MPOBE/ICHHA €KCINEPTH3H PEECTpallifHuX MaTepialiB Ha JIKapChKi 3acOOM, L0 MOJAKTHCS HA
JepKABHY PEECTPALiiO (IIEPepeecTpallilo). a TAKOXK €KCIEePTH3H MaTepiajiB mpo BHECEHHS 3MiH
710 peecTpallifHuX MaTepialiB mpoTAroM Jii peectpauiiiHoro mocsigyenns (Hakas MinicTepcTBa
OXOpPOHH 3/10poB’ s YKpainu Bia 26.08.2005 Ne 426 [3i sminamu, unnna pegaxiuis]) ta crarti 10.1
Jnpextuu 2001/83/€C nokminigHi JOCIIIKEHHS HE BUMAraloThes.

2. dapmakoJoris: o
1) nepBuHHa hapMakoMHaAMiKa =
2) BTopuHHA (hapMakoHHaMiKa -
3) dapmakosoris 6e3neku =
4) papmakoauHAMiYHI B3aeMOJIiT -
3. ®apMakoKiHeTHKa:

1) aHAMITHYHI METOJIHKH Ta 3BiTH OO iX -
Bautinai

2) BCMOKTYBaHHs -
3) po3moain -

4) meTabomizm -



5) BuBeeHHS

6) hapmakoxiHeTHUHI B3aeMOIT (JTIOKIIIHIYHI)

7) inwii papMakoKiHETHYHI JOCIIIIKEHHS

4. TokcHkoOTIA:

1) TOKCHYHICTB Y pa3i 0JHOPA30BOTO BBE/ICHHS

2) TOKCHYHICTB Y pa3i HOBTOPHHX BBEJIEHB

3) TCHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYAIOYH J0AATKOBY OIiHKY
3 TOKCHKOKIHETHKH )

4) KaHIEPOr€HHICTb:

JOBrOCTPOKOBI JOCITIIKCHHS

KOPOTKOCTPOKOBI IOCII/HKEHHs a00 JA0CIIIJUKEHHS
CepeqHbOi TPUBAIOCTI

JI0JJATKOBI JTOCIKEHHS

5) penpoIyKTUBHA TOKCHYHICTh T4 TOKCHYHHIA
BILUIMB Ha PO3BUTOK MMOTOMCTBA!

BILIMB Ha (pepTUIBHICTE 1 paHHii eMOpioHaIbHUI
PO3BHTOK

eMOPIOTOKCHYHICTE

npéHaTalbHa i MoCTHATAIbHA TOKCHYHICTD

JOCTZKEHHS, TIPH SKUX MperapaT YBOIUThCS
MOTOMCTBY (HECTATeBO3PLIMM TBAPHHAM ) Ta/abo
OL[IHIOETBCSA BijaneHa st



6) MiclieBa NepPeHOCUMICTh

7) A0JATKOBI JOCTITKEHHS TOKCHUHOCTI:

AHTHICHHICTH (YTBOPEHHS aHTUTII)

IMYHOTOKCHYHICTh

JOCITIHKEHHS MEXaH13MIB JTi1

JiKapchKa 3aJIeXKHICTh

TOKCHYHICTH MeTaboIIiTiB

TOKCHYHICTD JOMIIIIOK

1HIIIE

5. BHCHOBKH 111010 TOKITIHIYHOTO BHBUECHHS

[TpencraBHUK
3asBHUKA

(B1acHHKA
peecTpaliifHoro
MOCBITUCHHS )




3BiT npo KainiuHe BUNPOOYBaHHS

1. Ha3ga nikapcekoro 3aco0y
(3a HaABHOCTI — HOMEP peecTpaniiHoro
IIOCBiTYEHHS )

2. 3agBHUK

3. BupoOuuxk

4. IIpoBeieH1 1OCITIIKEHHS:

1) TH1 JlikapchbKOTo 3aco0y, 3a AKHM
poBoauiacs ado ITAHYETHCS peecTpaitist

MEJIOKCUKAM-BICTA, po3unn ajs
iH’exmii, 15 mr/1,5 ma

Mictpan Kemitan Menemxment Jlimiten,
Awnrnis

XEJII C.A.. I'pertisa

TaKk ¢ Hi SIKIIIO Hi, OOTPYHTYBaTH

["eHepryHMi JliKapchKuUit 3aci0 3riTHO3 TYHKTOM
1 (mianysnkrom 1.3) posainy Il Topsaaxy nakasy
MO3 Vxpainu Bix 23 mumaa 2015 poxy Ne 460.

OOrpyntysanns: Lle renepuunuii nikapcekuii 3aci6. Bigmosinno xo sumor posminy 111 [opsaxy
IIPOBE/ICHHS EKCIEPTH3U peecTpalliiHiX MaTepialliB Ha JIiKapchKi 3ac00H, 10 MOJal0Thes Ha
JepKaBHY peecTpalliio (IepepeecTpaltiio), a TAKOXK eKCIIEPTH3H MaTepialiB PO BHECEHHS 3MiH
10 peecTpallifHUX MaTepialiB MPOTIroM il peecTpariifHoro nocsixyenus (Hakas Minicrepersa
0XOpoHH 370poB’s YKpainu Bix 26.08.2005 Ne 426 [3i 3minamu, uynHHa pepakiis]) ta crarri 10.1
Hupextusu 2001/83/€C kniniuni gocnimkenns He BumaraioThes. MEJIOKCUKAM-BICTA,
po3unH Juis in’exuiif, 15 Mr/1,5 M1 noaiGHuit 10 iHHoBaniiHoro npenapary MOVATEC®,
solution for injection 15 mg /1.5 ml (Boehringer Ingelheim International GmbH, Germany),
SKHH MpUCyTHii Ha puHKy €Bponeiickkoro Coro3y monaz 10 pokis. O6u1Ba NpOIYKTH
JAEMOHCTPYIOTh OHaKOBI Npod it Oe3rekn Ta epeKTHBHOCTI, MaIOTh OJHAKOBI MOKA3aHHS J10

3aCTOCYBaHH:.

5. IloBHa Ha3Ba KIIHIYHOrO BUIPOOYBAHHS,
KOJOBaHHUH HOMEP KIIHIYHOIO BUIIPOOYBAHHS

6. @aza KIIHIYHOTO BUIIPOOYBaHHS

7. llepioa npoBeieHHS KIIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, 1e npoBomiiocs KiiHiuHE
BUNPOOYBaHHS

9. KibKicTh HOCTIKYBAHHX

10. MeTa Ta BTOpHHHI LTI KIIHIYHOTO
BUNPOOYBAHHS

11. JlnzaiiH KJIHIYHOrO BHIPOOYBAHHS
12. OcHOBHI KpuTepii BKIIOUCHHS

13. JlocnipkyBaHui JliKapchbKHii 3aci0, crocio
3aCTOCYBaHHS, CHIIA Jii



14. [Ipenapar nmopiBHSHHS, /1034, CIOCIO -
3aCTOCYBaHHS, cHja il

15. CynyTHs Tepanis -

16. Kpurepii o1iHKH e(eKTUBHOCTI -

17. Kpurepii otinku Oe3neku -
18. CraTucTH4Hi METOIH -

19. lemorpacidni NOKa3HUKH JOCIJHKYBAHOT
nomnyJsii (cTarh, BiK, paca, TOI0)

20. PesynbraT epeKTHBHOCTI -
21. Pe3ynbsTaT Oe3meku
22. BUCHOBOK (3aKJIFOUEHHS)

[TpencraBHuK
3asBHUKA
(BlacHuKa
peecTpauifHoro
MOCBITYCHHS)

®enopenko M.A.
(II. . b.)



