Jomatok 30

no IMopsjxy npoBeIeHHs eKCIIEPTH3H
peecTpaliiHuX MaTepialliB Ha JTiKapChKi
3ac00wu, 10 IIOJA0TECA Ha IePIKABHY
peecTpariio (MepepeecTpatii), a Takox
CKCIIEPTU3H MaTepialliB IIPO BHECEHHS
3MIH IO peccTpaliifHuX MaTepiais
IPOTATOM Iii peecTpaliiiHoro
TIOCBI/TYEHHS

(myHKT 4 po3niry [V)

3BIT
Npo KJIiHiYHe BUNPOoOyBaHHS

1. HasBa nikapcekoro 3acoby (3a  [MITPA, pozuun uist in’exuiit 100 mMr/mn
HasBHOCTI - HOMEp

peeCTpaIiifHOro MOCBITYEHHs)

2. 3asBHHK TOB «DOPC-OAPMA JIUCTPUBIOIIH», Ykpaina
3. BupoOHuK K.T. Pompapm Kommani C.P.JI., Pymymnis
4. TIpoBeneHi JOoCiIKeHHS: TaKk Hi KOO Hi, OOIPyHTYBATH

3rizHo Hakaszy Ne 460 MO3 Vkpainu Big 23.07.2015 115 reHepHKiB He HAJalOThCA Pe3y/IbTaTH|
BJIACHMX KIIHIYHUX RociimKeHb. KumiHidmi mocimiukenHs mono eeKTHBHOCTI Ta Ge3NeYHOCTI
3aCTOCYBaHHS JIKAPChKHX 3ac00iB 3 JiF090I0 pedoBrHHO0 meldonium (MenbooHito Tpurimpar) v
JIFOZCH OTHMCaHi y 5 MOJy/Ti PEeecTpamifHOro J0Che 3 BUKOPHCTAHHSAM HAYKOBHX JITEPATYPHHX
IDKEpel.

3rigHo 3 monoxeHHsMH KepiBHuurea €BponelchbKoro MEIMYHOTO areHTCTBA 3 HOCIiKEHHs
OioexsiBanentHocTi (CPMP/QWP/EWP/1401/98 Rev. 1) mocmimkeHHA 6i0SKBiBalICHTHOCTI, SIK]
MpaBUJIO, He MOTPiOHI, AKII0 BUNPOOOBYBAHMH JIKAPCHKHH 3aci® BBOIMTBCH SK BOJHHH
BHYTPIIIHLOBEHHHH PO3YHH, IO MICTHTh TaKy K aKTHBHY PEYOBHHY, 110 i peepeHTHHI]
TiKapChKHH 3aci0. ;

1) Tun nikapcekoro 3aco6y, 3a ['eHepUYHMI TIKApCHKHH 3aci0

SKUM IIPOBOIHIIACS a00
TUIAHYETHCS PEECTPALis

5. IloBHa Ha3Ba KIIHIYHOTO
BHUIIPOOYBaHHS, KOTOBAaHHH HOMED -
KIIIHITHOT0 BUIIPOOYBaHHS

6. ®a3a KIiHIIHOrO BUIIPOOYBAHHSA -
7. Ilepioa npoBeaeHH KITIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, e nmpoBoaunocs
KJIIHIYHE BUTIPOOYBaHHS

9. KiIbKICTB TOCHIKYBaHHX —

10. Mera Ta BTOpHHHI IIiJTi
KJIIHIYHOTO BHIIPOOYBaHHSA

11. Jlusaiid KIiHIYHOTO
BUITPOOYBAaHHSA

12. OcHOBHI KpUTEpii BKIFOUSHHS . 5

13. JocnimKyBaHui JlikapCchKuit
3acib, criocid 3acToCyBaHHs, CHIIA




it

14. TIpenapat nopiBHAHHS, 1034,
C110¢10 3aCTOCYBAHHS, CHIA il

15. CynyTHs Teparis

16. Kputepii ouinku
e eKTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CratucTUuHI METOIH

19. lemorpadivni moka3HUKH
NOCIIIKYBaHOI TOMYJIALIT (CTaTh,
BIK, paca, TOIIO)

20. Pe3ynpraTtu eheKTHBHOCTI

21. Pesynbsraru Oe3nexu

22. BHCHOBOK (3aKJIFOUEHHS)

TToBHOBaKHHH

IIPEACTaBHHK

(i ae
Pumap Mdkcum




Honarok 29

1o ITopsiaky mpoBeaeHHs eKCIIepTH3H
peecTpaliifHuX MaTepialiB Ha JTiKapchKi
3aco0H, 10 [IOJAI0THCS Ha JIepiKaBHY
peecTpatiio (TIepepeecTpaltito), a TakoxK
€KCIIEPTH3HU MaTepialiB PO BHECEHHS
3MiH JI0 peecTpallifHIX MaTepiasiB
IPOTATOM i1 peecTpaiiifHoro
MIOCBITYEHHS

(yHKT 4 po3ainy IV)

" 3BIT

PO AOKJIIHIYHI JOCTIIKeHHS

1. Ha3Ba mikapchkoro 3aco0y (3a
HAsBHOCTI - HOMEP PEECTPAIIHHOTO
TIOCBITHECHHS )

MITPA, pozuun s in’exuiit 100 mr/m

1) Tun nikapcekoro 3acody, 3a IKUM
poBoAMIacs abo ITaHyEThCS

peecTparis

["eHepUYHMIT TiKapchKHit 3acid

2) IpOBEIEH1 JIOCII DKEHHS

HayKOBHUX JIITEPaTypHHUX JDKEPEIL.

3rizHo Hakasy Ne 460 MO3 Vkpainu Bix 23.07.2015 [y reHepHKiB He HAJAIOTHCA PE3yJIbTATH
BJJACHMX TOKCHKOJIOTIUYHMX Ta (apMakoJIOTiYHUX BHIPOOYBaHb. TOKCHKOJIOTIYHI  Ta)
(bapmaxosorigni BUIpoOyBaHHs OMHCaHi y 4 MO/ PEECTPaLlifHOTO J0CKE 3 BUKOPHCTAHHAM

TaK Hi KO Hi, OOTPYHTYBATH

2. @apMaxkoJoris:

1) nepBuHHA papmakoMHAMIKA

3riIHO JTITepaTypHHUX IKEPEI

2) BTOpUHHA (hapMaKoJHHaMIKa

3riJIHO JIITEPATYPHHUX IKEPEI

3) dhapmakosnoris 6e3nexku

3riAHO JIITEpaTypPHHUX JDKEpes

4) hapmakoqMHAMIYHI B3aEMOIi

3riHO JMiTepaTypHHUX JUKepe

3. @apMaKoKIHETHKA:

1) aHaJIITHYHI METOIMKH Ta 3BiTH MO0
ix Bamiganii

3riHO JIiTepaTypHHX JIKepel

2) BCMOKTYBaHHSI

3rifgHO JIiTepaTypHUX IKEpel




3) po3mnomin

3rigHO JIITEpaTypHHX IKEPEI

4) meTabolrizm

3TiAHO JTTEpPaTyPHUX JKEPeN

S) BUBeIeHHS

3riIHO JITepaTypHHX IKepe

6) bapmMakoKiHEeTHYHI B3a€MOZII1
(moxITiHIYHI)

3riHO JITEpaTypHHX IKEPEIT

7) 111 GapMaKkOKiHETHYHI
TIOCITIDKEHHS

3riTHO JTIiTepaTypHHUX JIKepel

4. ToOKCHKOIIOTIS:

1) TOKCHYHICTB y pasi OOHOPA30BOT0O
BBEICHHS

3rifHO JMITEepaTyPHUX JKEpe

2) TOKCHYHICTB Y pa3i IOBTOPHHX
BBE/ICHB

3riqHO JITEpaTypHUX IKEpe

3) TEHOTOKCHYHICTb:
in vitro

3riZHO JIITEPATYPHUX JDKEPEN

in vivo (BK/II09aI09H JOAaTKOBY OLIHKY
3 TOKCHKOKIHETHKH)

3r1IHO JIITEPAaTyPHHX JDKEpe

4) KaHIIEPOTEHHICTh:

3rigHo JIiTepaTypHHUX JHKEpen

OBIOCTPOKOBI JTOCITIHKEHHS

KOPOTKOCTPOKOBI JIOCIT1IMKEHHS
a00 JIOCIII/KEHHS cepeIHbOT TPUBAIOCTI

3riHO JIiTEpPaTypPHHX KEpe

10IaTKOBI I[OCJIi,I[}KeHHFI

3riHO JITEPaTYPHHX JDKEpe

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUTHB Ha PO3BHTOK
[IOTOMCTBA.:

3rigHO JIiTepaTypHHX JKepen

BIUIMB Ha (EPTHIBHICTE i paHHIH
eMOpiOHATEHUI PO3BUTOK

3riTHO JIITepaTypHHUX Kepe

eMOpPIOTOKCHYHICTE

3riHO IiTepaTypHHX IKepe

[IpeHaTallbHa 1 MOCTHATAIBHA
TOKCAYHICTH

3riJiHO MiTepaTypPHUX JIKepen




NOCITI/KEHHS, IIPH SKUX TIpernapar
YBOJUTHCS [IOTOMCTBY
(HecTaTeBO3pLINM TBapHHAM) Ta/abo
OLIIHIOETHCS BiiManeHa Jist

3riJIHO JIiTEpaTypHUX IKepe

6) MiclLieBa IepPeHOCHMICTh

3rigHo JiTepaTypHHUX JHKepes

7) NOJATKOBI JOCTIIKEHHS
TOKCHYHOCTI:

3TiIHO JITEPATYPHUX DKEPEN

AHTUT€HHICTH (YTBOPEHHS aHTHTIN)

3riHO JIiTepaTypHUX JKeper

IMYHOTOKCHYHICTE

3riHO TITEpaTyPHHUX JKEpel

TOCITIPKEHHA MEXAHI3MIB il

3riIHO JITEPaTypPHUX TKEpe

NIiKapCchKa 3aJIeKHICTh

3rigHo JiTepaTypHUX IKeper

TOKCHYHICTE META00IITIB

3TiIHO JITEpaTYPHUX DKEPEN

TOKCHYHICTE JOMIIIOK

3riIHO JITepaTypHHUX JDKEPE

1HIIIE

3riHO JTepaTypHUX JKEpE

5. BHCHOBKH 11010 JOKIIHIYHOTO
BHUBYECHHS

3rimHO JIiTepaTypHHX IKEpEN

=

TToBHOBaKHHMI
MIPEICTABHUK

W,
(mamc)

Pumap Makcum




