Jonarok 29

no INopaaky NpoBeieHHA EKCIIEPTHU3H
peecTpalliiiHux MaTepianis Ha TiKapchki
3ac00H, 110 MOJAIOTHCA Ha AEPIKaBHY
peecTpatiio (epepeecTpario), a TAKOK
€KCIIEPTH3H MaTepiamiB o BHECEHHS
3MiH JI0 peecTpaLiifHuX MaTepianis
TPOTArOM Iii peecTpaliiiHoro
MOCBiTYEHHS

(myHKT 4 posniny IV)

3BIT

npo JOKJiHIYHI JoCTiKeHHS

1. Ha3Ba nikapcekoro 3acofy (3a
HasBHOCTI - HOMEp peecTpaiiifHoro
[IOCBiTUEHHS):

Cenredpua Bepae Bix 6o.110 B ropJi, cnpeii aist
POTOBOI OpOKHUHH, 1,5 Mr/mi, mo 30 ma y
(h1axoni 3 703y104010 cnpeii-HacaaKolo, no 1
(haaxony y nauni

1) Tvn smikapepKoro 3aco0y, 3a SKUM
poBOaMIacs ab0 MIIAHYETHCS PeecTpalis

I'i6puanuit nikapcbkui 3acio

2) IpoBe/IeH] JOCIIi JKEHHS

[] rax X] HI gxmo Hi, O0IpyHTYBaTH
Ob6rpynmysanns: e riGpuaHuii mikapchkuii 3acio.
Bignosimmo no Bumor posmity III IMopsaky
IPOBE/IEHHS EKCIIePTH3H peecTpariiHux
MarepianiB Ha JliKapchKi 3aco0H, 10 MOJaK0THCA Ha
JepKaBHY peecTpaliro (mepepeecTpaitifo), a Takox
€KCIIEPTH3H MaTepialiB Mpo BHECEHHs 3MiH [0
peecTpalliiHMX  MarepialiB  NPOTAroM il
peecTpaniiHoro nocsiguenHs (Hakas MiHicTepcTBa
OXOpOHH 3710poB’s Ykpaiuu Bij 26.08.2005 Ne 426
(31 3miHaMM, 4YMHHA pejakiis)) Ta JIUpeKTHBH
EMEA/CHMP/225411/2006 MOKJTiHIYHI
TOCIiJKEHHSI HE BUMAararoThCs. Ho
peecTpanifHoro J0cke BKIIOUCHO MaTepiay 00
MiATBEPDKEHHS (hapMaleBTHYHOI €KBIBaJIEHTHOCTI
JTIKapchKoro  3acoly, IO  PEECTPYEThCs,
pedeperTHOMY JiKapchkoMy 3aco0y, a Takox
JOKIaJHi HAyKOBi J[aHi, IO CTOCYIOThCA BCiX
aCIEKTIB OIIHKH e(heKTHBHOCTI Ta O€3leKd B
NOKJIIHIYHHX  yMOBaxX, OIJIA]  BiJIOBiIHOL
JiTEpaTypu Ta KOl BIANOBIJHHX HAYKOBHX
myOmiKariii.

2. dapMakooris:

1) nepBuHHa dapmakoguHaMiKa

2) BTOpHHHA (hapMakogHHaAMIKa

3) papmakonoris Oe3nexu

4) hapmakoMHAMIYHI B3aeMOIii

3. @apMakoKiHETHKA:

1) aHaNITHYHI METOIMKY Ta 3BIiTH IOJIO iX
BauTi 1arii

2) BCMOKTYBaHHS




3) po3noin

4) Metabosrizm

S5) BUBEIEHHS

6) bapmakokiHeTHYHI B3acMOIii
(moxTiHi4Hi)

7) iHmi hapMakoKiHETHYHI TOCIIiIKeHHS

4. TOKCHKOIOTIS:

1) TokcHUHICTB Y pa3i oMHOPa30BOIo
BBCICHHS

2) TOKCHYHICTB y pa3i HOBTOPHHX BBE/ICHE

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKIIOYAIOYH JIOIATKOBY OITIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTEHHICTh:

[IOBrOCTPOKOBI JTOCTI [UKEHHS

KOPOTKOCTPOKOBI JTOCH KEHH S
ab0 TOCITIKEHHS CepeIHbO1 TPHBAIOCTI

MOJATKOBI JOCIIUKEHHS

5) penpoIyKTHBHA TOKCHYHICTh Ta
TOKCHYHHH BIUIUB Ha PO3BHTOK
OTOMCTBA:

BILIMB Ha (DEPTHIIBHICTH 1 paHHii
eMOpiOHATEHUH PO3BHTOK

eMOPIOTOKCHYHICTE

[IpCHaTaJIbHa 1 IOCTHATAJIEHA TOKCHYHICTD

IOCITI/DKEHHS, TIPH SIKHX [penapar
YBOJIMTBCS IOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/abo0 OI[iHIOETHCS BiIaJicHa
st

6) MiclieBa IEPEHOCHMICTE

7) IOAATKOBI JOCIIDKEHHS TOKCHYHOCTI

AHTHIE€HHICTh (YTBOPEHHS aHTHUTIN)

IMyHOTOKCHYHICTB

TOCHiKEHHS MEXaHI3MIB il

TiKapchKa 3aJIeKHICTh

TOKCHYHICTH METa0OIIITIiB

TOKCHYHICTE JOMIIIIOK

iHIIIE

5. BHCHOBKH OO ITOKJIiHIYHOTO
BHBUYCHHS

g [

/

" (mizmuc) r
Huxudopuun 1.B.

(II. 1. B.)




Honarok 30

no Iopsanky npoBefeHHs eKCIIEPTH3H
peecTpaliiHuX MaTepialiB Ha JTiKapchKi
3aco0H, 11O MOAAIOTHCS Ha JAEP/KABHY
peecTpaliro (nepepeecTpaio), a Takoxk
€KCIIEPTH3H MaTepiajliB Npo BHECEHHs
3MiH JI0 peecTpalliliHuX MaTepianis
TIPOTArOM [l peecTpariifHoro
[0CB1YEeHHS

(mynxkt 4 pozniny IV)

3BIT
npo KJiHiYHe BUNPOOYBaHH

1. Ha3Ba JsiikapchKoro
3aco0y (3a HasIBHOCTI -
HOMED peecTpalliitHoro

Cenredpuna Bepae Bix 60110 B ropai, cnpeii 115 potoBoi
nopokHuHM, 1,5 Mr/mi, mo 30 ma y durakoni 3 x03yw4oro
cnpeii-Haca ko0, o 1 ¢paakony y naumi

MOCBiTYCHHS)
2. 3asBHUK IIpAT «®apmareBTuuna ¢ipma «lapHuL»
3. BupoOHuk IIpAT «®PapmarieBriuna pipma «{apHULs»

4. IIpoBenieHi TOCTiIKeHHSI:

[ rax D Hi  sgKmo Hi, 06IpYHTYBATH

Obrpynmyeanna: e ribpununii mikapcepkuit 3aci6. Bianmorimmao
hiCe] HACTaHOBH «Jlikapchki 3aco0u. Hocnimxenns
GioeksiBanentHocTi» CT-H MO3Y 42-7.4:2022 (Jlomarox II,
naparpad «Jlikapceki 3acobm MicueBoi mii Ta MicmeBoro
3acTocyBaHHsA») Ta KepiBHunTBa CPMP/EWP/ QWP/1401/98
Rev. 1 / Corr ** «KepiBHHITBO 3  HOCIHi/KEHb
GioeksiBanentHocti» (Jogarok II, maparpad «Jlikapcrki 3acobu
MicneBoi il Ta MiCIEBOro 3acTocyBaHH:») Gi0EKBiBATEHTHICTH
nikapebkoro 3acody Centedpun Bepae Bix 6omo B ropii, crpeit
JUIst POTOBOI MOPOKHKMHH, 1,5 MI/Mi1, pedepeHTHOMY JIIKapCHKOTo
3aco0y Oyno JoBeneHO Ha  OCHOBI  (hapMaIeBTHUHOL
eKBiBalleHTHOCTi. Binmosinmo o Bumor posmimy III IMopsamxy
MPOBE/ICHHS €KCIIEPTH3H PEECTPALiHIX MaTepiaiiB Ha JTiKapCchKi
3aco0M, 1IN0 TONAIOTBCS HA  JIEPXKABHY  PEECTpAILiIo
(mepepeecTparniio), a TaKoX eKCIEPTH3H MaTepialiB Ipo
BHECEHHS 3MiH 10 peecTpauifiHuX MarepianiB mpoTaroM mii
peecTpaniifHoro TmocBigueHHs (Haka3 MiHicTepcTBa OXOpOHH
300poB’s Ykpainu Bix 26.08.2005 Ne 426 (3i 3miHamu, 4uHHA
penaxuis)) ta Jupextusu EMEA/CHMP/225411/2006 Biachi
KJIHIYHI JOCTI/DKEHHs HE MPOBOIJMIIACH, 0 MaTepialiB J0ChE
BKJIFOYEHO Marepiajd IIOAO MiATBep/UKeHHs (papManeBTHUHOT
€KBIBAJICHTHOCTI  JIIKAPCBKOrO  3acoly, 10 peecTpyeThes,
pedepeHTHOMY JIiKapchbKOMY 3aco0y, a TaK0XK OL[HKH Oe3IeKH Ta
eexTHBHOCTI B KIHIYHHX yMOBax, OINISAA  BiAMOBiAHOT
JliTepaTypH Ta KO BiIMOBIIHKX HAYKOBHX ITyOIiKaIifi.

1) Tun nikapcekoro 3aco0y,
3a IKUM IpoBoMIacs abo
[IAaHYETHCS peeECTpailis

I'iOpunaumit mikapcekwii 3aci6

5. IloBHa Ha3Ba KJIIHIYHOTO
BANPOOYBAHH, KOJIOBAHMIA




OMep KIIHIYHOrO
BUIIPOOYBaHHA

6. @aza KIiHIYHOTO
BHITPOOYBaHHS —

7. llepion npoBeneHHS
KJTiHI9YHOTO BUIIPOOYBaHHS o=

8. Kpainu, ne npoBoguiocs
KJIiHIYHE BHIIPOOYBaHHS -

9. KinpkicTs
TOCTI Ky BAaHHX ==

10. Mera Ta BTOpHHHI 11iJ1i
KJIIHIYHOTO BUIIPOOYBAHHS =

11. Tuzaita kiiHigHOTO
BUITPOOYBaHHA —

12. OcHoBHi KpuTepii
BKITIOYCHHS —

13. JlocnimxyBanuii
iTikapchKuit 3aci6, crocio
3aCTOCYBaHHsI, CHIa Jii

14. IIpenapar nopiBHsHHS,
no3a, crocib 3acTocyBaHHS,
crna il

15. CynyTtHs Tepamist

16. Kpurepii orinku
e()eKTHBHOCTI —

17. KpuTepii orinku
Oe3nexu o

18. Cratuctuyni MeTOIH

19. Nemorpadiumni

MOKa3HUKH JOCIiIXKYBaHOI
MOIYJIALIl (CTaTh, BiK, paca —
TOITO)

20. Pe3ynbraTH OlLliHKH
edexTUBHOCTI =

21. Pe3ysibraTi OIiHKH
Oe3lexn —

22. BucHoBok
(3aKTIOYeHHS)

3asiBHUK (BJIaCHHK

.. (nignuc)
Huxndopuun 1.B.
(II.1.B.)

peecTpaniifHoro mno




