3BIT Mpo KoKMiHIUHI KoCTiTKeHHS

1. Ha3ga nikapcbkoro 3ac00y (3a HassBHOCT] — CYTAMAJEKC-BICTA

HOMEp peecTpanifHOTo nocsituenHs):; PO3YHH 118 iH’ ekiii mo 100 mr/mu
1o 2 Ma a6o 5 mur y durakoni;
no 10 paakonis y kaproumiii KOpooi

1) Tun sikapebkoro 3acoBy, 3a skum IIPOBOIUIIACS ['enepwannii nikapepkuii 3aci6 3rigHo
a0 MuIaHyeThes peecTpallis MyHKTy 1 (mignyskry 1.3) posainy 11
Hopsiaky naxkasy MO3 Vipainu six 23

aunasg 2015 poky Ne 460.

2) IpoBeJeH] TOCIiKEHHS o Tak + Hi AKIIO Hi,
00IpyHTYBaTH

Bracui noxniniuni nocimkenns ne HaJlalOTBCsl, OCKLIBKH JIIKapChKHH 3aci6 € T€HEPUKOM i3
JOBEIEHOIO (hapMALleBTHYHOIO €KBiBANCHTHICTIO 10 BiAHOMEHHIO 10 pedepenTHOrO
mikapebkoro 3acoby BPAUJIAH® posumn s in’exuiii, 100 mr/mi, Merck Sharp & Dohme
B.V., Hinepnanmu (3rigmo sumor opsiaxky nposesenns excrieprusu peecTpaniifHux Marepianis
Ha JIKapChKi 3ac00H, M0 TTOAI0Thes Ha ACPXKABHY PEECTpaLilo (IIepepeccTpallifn), a TAKOK
CKCTIEPTU3H MaTepialiB PO BHECEHHS 3MiH 10 peecTpanifiHux Marepianir mporsrom mii
PEECTPALIIHHOrO MOCBIAUCHHS 3aTBEPIKEHOr0 HAKA30M MinicrepcrBa oxoponu 3/10pOB’ 51

Yxpainu Bix 26 ceprus 2005 poky Ne 426 (y penaxuii naxasy MO?3 Ykpainu Big 23.07.2015 No
460).

2. ®apmakostoris: -
1) nepBuHHa papmakoanHamika -
2) BropuHHa (hapmMakouHaMika -
3) papmakosoris 6esnexu -
4) papmakoauHamivHi B3acMoi] -
3. ®apmakokineTuka:

1) anariTuyani MeToauKH Ta 3BiTH 1070 TX -
BayTitanit

2) BCMOKTYBaHHS -

3) posmoai: -



4) metabosmizm

5) BUBeIEHHS

6) bapMakokineTHyaHi B3aemoii (moxuiHiumi)

7) iHui hapMaKoKiHETHUHI KOCTiTKeHHS

4. TokcukoJiorig:

1) TokcuuHicTs y pasi omHOpaszoBoro BBeTCHHs

2) TOKCHYHICTD y pasi MOBTOPHHX BBEIEHD

3) TeHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOYAIOYH 10aTKOBY OLIIHKY
3 TOKCUKOKIHETHKH )

4) KaHIIePOIreHHICTh:

JOBrOCTPOKOBI JOCITIKEHHS

KOPOTKOCTPOKOBI JIOCII[PKEHHS a00 A0CIiDKeHHS
Cepe/IHbOT TPHBATIOCTI

JIOJTATKOBI JOCTIDKCHHS

5) penpoyKTHBHA TOKCHYHICTD Ta TOKCHYHHI
BIUIHB Ha PO3BHTOK II0TOMCTBA:

BILTHB HA (PCPTHIIBHICTE | paHHiit eMOpioHabHu
PO3BHUTOK

eMOPIOTOKCHYHICTD

IIpeHaTanbHa i MOCT HATA IbHA TOKCHYHICTD



AOCIIKEHHS, TPH SKHX npenapaT YBOIUThCS
TIOTOMCTBY (HECTATEBO3PIMUM TBapHHAM) Ta/abo
OUIHIOEThCS BijlIaeHa st

6) MicreBa epeHOCHMICTE

7) 1O1aTKOBI NOCTI/UKEHHS TOKCHYHOCT]:
AHTUTECHHICTh (YTBOPEHHs aHTHUTL)
IMYHOTOKCHYHICTh

JOCII/DKEHHS MEXAHI3MIB Jii]

NKapChKa 3a/1eXkKHICT

TOKCHYHICTh METadOTiTIB

TOKCHYHICTE JIOMILIOK

iHIIE

5. BUCHOBKH 1010 JOKTIHIYHOTO BHBYEHH

ITpeacrasuuk
3asBHHKA
(BlacHmKa :
s Cuisak B.B.
peecTpaniiioro Sicein cne o

HOCBITUCHHS ) (IL. L. B.)



3BIT Npo KJIiHIYHE BUIPOGYBaHHS

1. Hasga sikapebkoro 3acoby (3a nasBHOCT] — CYT'AMAJIEKC-BICTA

HOMED peecTpaiiiHoro MOCBIIYCHHS) PO3YHH 4 iH’ekuiil mo 100 mr/mu
1o 2 M1 ado 5 ma y daakoni;
10 10 paaxonis y kaprouniii kopo6ui

2. 3asBHUK Mictpan Kenitan Menemxment Jlimiten,
AHTris
3. BupoGuuk Cinron Xicnanig, C. JI., [cnanis
4. IlpoBeneni nocimxenns: o TaK /" Hi AKIIIO Hi,
o0IpyHTYBaTH

Bracui kniniumi gocmimkenns ue HalalOThCA, OCKIMBKH JKApchbKHil 3acid € TEHEPUKOM 13
AOBEJICHOIO  (DApMALEBTHYHOIO  eKBIBANCHTHICTIO Mo BUIHOIEHHIO 110  pepepeHTHOro
JIKapCBKOro 3acoby 3acoby BPAUJIAH® PO3YMH 175 iH'ekuiit, 100 mr/mn, Merck Sharp &
Dohme B.V., Hinepnanmu (3rigmo Bumor opsinky nposenenns excmeprusu peecrpamiiinux
MaTepiajiiB Ha ITiKapchbki 3ac06H, 110 MOIAI0TLCS Ha AepiKaBHY peecTpauiio (epepeecrpario), a
TaKOX CEKCIEPTH3H MaTepialiB MPO BHECEHHS 3MiH JI0 peecTpatiiHux MaTepiaiB npoTsrom mii
PEECTPALIHHOrO TOCBITYCHHS 3aTBEPIKEHOrO HAKA3OM MinicrepcTBa  0XOpOHM 3710pOB’s
Ykpaiuu Bia 26 cepring 2005 poxy Ne 426 (¥ penaxuii nakasy MO3 Vkpainu Bix 23.07.2015 No
460).

1) Tun nikapeskoro 3acoby, 3a skum IPOBOJIHIIACH ['eHepuyHuii nmikapepkuii 3aci6 3rimmo
alo IIaHyeTLCS peecTpatis nyHKTy 1 (mianynxkry 1.3) posainy 11
Hopsiuky nakazy MO3 Vpaiuu ig 23

murHs 2015 poky Ne 460.

5. IloBna HazBa kniHiuHOrO BHUIIPOOYBaHHS, -
KOJI0BaHMi1 HOMEP KJIHIYHOTO BUNPOOYBaHHs

6. ®asa KIiHiYHOrO BUNPOGYBaHHS -
7. lepion npoBefeHHs KIiHIYHOTO BUIIPpoOYBaHHs 3 1o

8. Kpaini, ne nporo;uiocs kiiniuge }
BHITPOOVBaHHA

9. KUIbKiCTb 10C1 14\ BAaHUX 3aIIaHOBaHA:

(PAKTHYHA:



10. Meta ta Bropunni uini knixiaroro
BUIIPOOyBaHHs

11. Mu3aitn kninignoro BHIIPOOYBaHHsI

12. OcHoBHi KpuTepii BKIIOYeHHS

13. ocninxkyBanuit nikapceknit 3aci6, croci6
3aCTOCYBaHHS, CHIA JTii

14. Ipenapar nopiHsAHHs, 1033, CHIOCIH
3aCTOCYBaHHS, CHJIA Jii

15. CynyTus Tepamis

16. Kpurepii owinku epexrusrocri

17. Kputepii oninku Gesmnexn

18. Crartuctuuni Metonu

19. lemorpadiuni noxaszuuku JOCIIKYBAHOT
NOIYJIALii (cTaTh, BIK, paca, TOLIO)

20. Pe3ynbraru edexTHBHOCTI

21. Pesyabratu Ge3nekn

22. BuCHOBOK (3aK/TIOUCHHS)

[IpeacraBauk

3agaBHuKa
(B1acHuKa
peecTpauiiinoro
MOCBI 1UEHHS)




