Honatok 29

no Iopaaky npoBe/ieHHs eKCIEPTHIH
peecTpalliiHUX MaTepialiB Ha TiKapchki
3aC00H, 1110 IOJAKOTHCA Ha JIEPIKABHY
peecTpaliito (epepeecTpallir), a TakoxK
€KCIIEPTH3M MaTepiaiB Ipo BHECEHHH
3MiH JI0 peecTpaLlifiHiX MaTepiasip
npoTAroM Aii peectpauiiiHoro
HIOCBiTYEHHS

(myHkT 4 pozainy 1V)

3BIT

PO NOKJIIHIYHI J0CTiUKeHHA

1. Ha3zga nmikapcekoro 3acoby (3a
HasBHOCTI - HOMEp peecTpaliiHoro
[IOCBITYCHHS )

Hexcamerazon-4-JlapHaus, po34ydH 1is
in’exnii, 4 Mr/mi

1) Tan nikapceKOTo 3aco0y, 3a AKMM
POBO/IMIIACS a0 IUTaHY€THCS peecTpallis

I'enepuynuit nikapcekuii 3acio

2) MpOBEICH] TOCITiKEHHS

[] rak X Hi sKwmo Hi, 06IpyHTYBaTH
Obzpynmyeanns: e renepuynuii likapchKuii 3acio.
Bimnoeimmo 1m0 Bumor posmimy III Ilopsaky
IIPOBEACHHA €KCIIEPTU3H PEECTPaIliHHAX MaTepiamin
Ha JIKapchKi 3aco0H, 110 MOJAIOTHECA Ha JEPKABHY
peecTpartiio (lepepeecTpario), a TAKOXK EKCIIEPTH3H
Marepianie PO BHECEHHS 3MiH JI0 peecTpamiiHHuX
MmarepiajiB  TPOTATOM  Jii  peecTpamiiHOro
nocBijlyeHHss (Hakaz MiHicTepcTBa  OXOPOHH
310poB’s  VYkpaiau Bix 26.08.2005 Ned26 (3i
3MiHAMH, 4YHHHa pefakuis)) Ta crarri  10.1
JupextuBn 2001/83/€C pokninivmi A0CTIKEHHS
HE BUMAararoThCsl.

2. MapmakosIoris:

1) nepBunHa apmMakoHHaAMiKa

2) BropuHHa apMakoAHHaMIKa

3) ¢apmaxosoris 6e3nexn

4) dbapmakouHaMigHi B3aeMOIii

3. MapMakoKiHETHKA:

1) aHAMITHYHI METOIMKH Ta 3BiTH {010 1X
Baigamii

2) BCMOKTYBaHHSI

3) po3noain

4) MmeTabonizm

5) BUBEEHHS

6) papMaKoKiHETHYHI B3aEMOZIIT
(moKTiHIYHI)

7) innni GpapMakOKIHETHYHI JOCIiIZKEHHA

4. ToxkcHKoIIOris:




1) TokcH4HiCTE y pasi ogHOpa3oBoOro —
BBEI€HHS

2) TOKCHYHICTB Y pa3i IOBTOPHUX BBEJIEHb -

3) TeHOTOKCHYHICTE: —
in vitro

in Vivo (BKIIIOYArO4H JOAATKOBY OIIHKY 3 —
TOKCHKOKIHETHKH )

4) KaHIIepOTeHHICTE: —

JTOBIOCTPOKOBI AOCIIIKEHHS —

KOPOTKOCTPOKOBI JIOCII/KEHHS —
a00 MOCIIKEHHS CepeHBOT TPHBAIOCTI

10JIaTKOBI JOCIIiIKEeHHS —

5) penpoayKTHBHA TOKCHYHICTE Ta —
TOKCHYHHH BIUIMB HA PO3BUTOK
[IOTOMCTRA:

BILUIUB Ha (DePTHIIBHICTE i paHHiH Ce
eMOpiOHATBHIUM PO3BHTOK

eMOPIOTOKCHYHICTh -

peHaTaJIbHa 1 MOCTHATAIhHA TOKCHYHICTE —

UTOCITIIPKEHHS, TIPH AKHUX Mperapar -
VBOJIUTBCS ITOTOMCTBY (HECTAaTEBO3PIIAM
TBapHHaM) Ta/abo OIiHIOETBCA BiiaaIeHa
mist

6) MiclieBa MEPEHOCHMICTh —

7) OJATKOBI JOCII/IXKEHHS TOKCHYHOCTI: —

AHTUTEHHICTH (YTBOPEHHS aHTHTIN) —

IMYHOTOKCHYHICTh —

MOCTIKEHHS MEXaHi13MIB il —

TiKapchKa 3aJIeXKHICTh —_

TOKCHYHICTH MeTaboJIiTiB —

TOKCHYHICTh lIOMiH.IOK —

iHIIE T

5. BHcHOBKH mo10 IOKITIHIYHOTO
BHBYCHH

3asBHUK (BJIACHHK

o

peecTpaliifHoro i, ARG o
TIOCBIZUEHHS) Jlopourenks A M.

oY

(II.T.B)



Jonartok 30

1o Iopaaky npoBeJeHHs eKCIIEPTH3H
peecTpauifiHuX MaTepiatiB Ha TiKapChKi
3ac00H, 1110 OAAIOTLCA Ha JepIKABHY
peecTpallito (mepepeecTpalliio), a TaKoK
eKCIIePTH3H MaTepialiB Mpo BHECEHHH
3MiH JI0 peecTpaliiHiX MaTepialis
MPOTATrOM Jii peecTpariiiHoro
MOCBiqUeHHS

(mynxr 4 posainy IV)

3BIT
Npo KJiHiYHe BHNPOOyBaHHS

1. Ha3Ba nikapcekoro
3aco0y (3a HasBHOCTI -
HOMEp peecTparifiHoro

HexcameTazon-4-/lapauns, po3uun ajs in’ exuii, 4 Mr/mJ

MTOCBITICHHS)
2. 3asBHUK ITIpAT «®apmanesTruna dipma «JlapHHIIT
3. Bupobuuk IIpAT «®apmaneTryna dipma «JlapHHLs»

4. IlpoBeneHi JOCTiIKESHHS:

[] rax X ui  skmio Hi, 06rpyHTYBaTH

Oobipynmyeanns: 1le renepuuHuil TiKapchkuii 3aci6. BianosigHo
JI0 HAacTaHOBH «JIikapchKi 3aco0m. JocnipkeHHs
6ioexsiBanentHoctiy CT-H MO3Y 42-7.4:2022 (Jomarox II,
naparpad  «[lapeHTepanbHi  po3uMHH») Ta  KEPiBHHITBA
CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr ** «KepiBHHIITBO 3
nocmipkeHs  OioekBiBaenTHOCTI»  ([omarox I, maparpad

«IlapeHTepanbHi po3unHH») Ol0EKBIBAIEHTHICTH JIIKAPCHKOTO
3aco0y Jlekcamera3oH-4-JlapHUIls, pO3UMH A7 iH €Ki, 4 Mr/mi,
pedepeHTHOMY JIiKapchKOro 3aco0y Oyio J0BeIeHO Ha OCHOBI
(apMaleBTHYHOI €KBIBaJIEHTHOCTI.

1) Tun nikapcekoro 3acody,
3a SIKUM IpoBouIacs abo
IaHY€THCS PeecTpariis

['enepuanumii nikapcbkuii 3aci6

5. IloBHa Ha3Ba KIiHIYHOTO
BHIIPOOYBaHHS, KOIOBAHHM
HOMEp KJIIHIYHOIO
BHIIPOOYBaHH:

6. ®aza KIiHIYHOTO
BUIIPOOYBaHHS

7. Ilepion mpoBeieHHS
KJIIHIYHOTO BHIIPOOYBaHHs

8. Kpainu, ne npoBoaumocs
KJIHIYHE BUIPOOYBaHHS

0. Kinpkicts
TOCITIJDKY BAHHX




10. MeTa Ta BTOpHHHI I1iTi
KJIIHIYHOTO BUIIPOOYBaHHS —

11. uzaiin KaiHigHOTO
BUIIPOOYBaHHS —

12. OcHoBHI KpuTeEpil
BKJTFOUCHHS S

13. JocnimxyBanuit
ITikapcbkHii 3aci6, croci6
3aCTOCYBaHHs, CHIA il

14. Ilpenapar nopiBHAHHS,
11034, c1ocid 3acToCyBaHHH,
cHita il

15. CynyTHs Tepamis

16. Kputepii oiHk#
e(DeKTHBHOCTI

17. Kpurepii oliHku
Oe3nexu

18. CratucTHYH1 METOIH

19. Nemorpadiuni

[OKa3HUKH JOCIIKYBaHO1
[OIyJIsALii (cTaTh, BIK, paca —
TOIIO)

20. PezynbTaTi OMIHKH
e(eKTHBHOCTI

21. PezynbpTaTé OLIIHKA
De3nexu

22. BUCHOBOK
(3aKJIFOYEHHS)

3asgBHUK (BIACHHUK

peecTpaliifHoro mMoCBiTUEHH)




