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1o INopsiaxy NpoBeeHHS eKCIEPTH3H
peecTpalifiHuX MarepialiB Ha JiKapchKi
3aco0H, IO NONAOTECH HA JIEPKABHY
peecTpauito (nepepeecTpallii), a TakoxK
€KCIIEPTH3H MaTepiaiiB Npo BHECEHHA
3MiH JI0 peecTpalliiiuix Matepiasis
HpOTATOM il peecTpauiifHoro
MOCBiueHHA

(myHKT 4 pospiny V)

3BIT

Npo AOKJTIHIYHI J0CaiKeHHA

1. Hazpa nikapcekoro 3aco0y (3a
HassBHOCTI - HOMEp peecTpamiifHoTO
[MOCBiTYEHHS):

Cenredpua Bepae Bix 60110 B ropJti, pozuaun
U1 pOTOBOI MOpOoKHUHHM, 1,5 Mr/mu, mo 100 ma
y daaxoni, mo 1 ¢raxony 3 MipHum
CTAKAHYHMKOM Yy NAa4ni

1) Tun sikapceKoro 3acofy, 3a IKHM
poBoIUIacs abo IJIaHYETHCS PEECTPaIlis

I'i6pumawmii Tikapchkuii 3aci0

2) IpOBEEH] IOCITiKEHHS

[] rax X mi sgKkmo Hi, 06TpyHTYBaTH
Ob6ipynmyeanns: lle ribpumauii TiKapcbkuit 3aci6.
Biamosimno mo Bumor posmimy Il ITopsiaky
TIPOBEICHHS EKCIIEPTH3H peecTpartiitHux
MaTepiaiiB Ha JIiIKapchKi 3ac00H, 10 IOAaI0THCS Ha
JEpAKABHY peecTpallito (IepepeecTpaiito), a TakoxK
eKCIePTH3H MaTepialiB IPO BHECCHHSI 3MiH [0
peecTpaumifHEX  MaTepialiB  HpoTAroM il
peecTpariiftHoro IIOCBI/{YEHHS (naka3
MiHicTepcTBa OXOpOHH 3I0poB’s YKpaiHH Bix
26.08.2005 Ne 426 (31 3MiHaMH, YHHHA PeIAKIis))
ta  Jlupexkrun = EMEA/CHMP/225411/2006
JNOKJIHIYHI JIOCII/DKEHHs He BHMaramTbes. Jo
peeCTpaIiifHOTo 10Che BKIFOYEHO MaTepiai o0
i ITBEPDKSHHS (papMaleBTHYHOI €KBiBaJIEHTHOCTI
JTKapchbKoro  3aco0y, IO  PEECTPYETHCS,
pedepeHTHOMY JliKapchbKoMy 3aco0y, a Takox
IOKJIanHI HAyKOBi JaHi, IO CTOCYIOTBCS BCiX
acIeKTiB OI[HKH edeKTHBHOCTI Ta Oe3lekH B
MOKTIHIYHHX  yMOBaX, OIJIA[  BiJMOBigHOT
miTepaTypu Ta Komii BIANOBIAHMX HAyKOBHX
myOmmikarniii.

2. ®@apmakosioris:

1) nepeuHHa (hapMakoguHAMIKA

2) BTOpHHHA (hapMaKoHHAMIKa

3) dapmaxosoris 6e3nexn

4) dbapmaxoguHAMIYHI B3aEMOZIIT

3. ®apMaKkoOKiHETHKA:

1) aHaJIITHYHI METOIUKH Ta 3BITH MO0 1X
Basianii

2) BCMOKTYBaHHS




3) po3nogin —-

4) meTabomizM -

S) BUBeIeHHS —

6) hapMakoKiHETHYHI B3aeMOIi1 —
(toxItiHiYHi)

7) iH1mi hapMaKoOKiHeTHYHI JOCII JUKEHHS —

4. Toxcukomoris:

1) TOKCHUHICTE y pa3i 0IHOPa30BOro —
BBEJICHHS

2) TOKCHYHICTh y pa3i IOBTOPHHX BBEIECHB —

3) FeHOTOKCHYHICTE: —
in vitro

in vivo (BKIIOYAIO4H J0JaTKOBY OIIHKY 3 —
TOKCHKOKIHETHKH)

4) KaHIIEpOre€HHICTB: -

TOBFOCTPOKOBI JOCTIKEHHS —

KOPOTKOCTPOKOBI JJOCI [DKEHHS —
a00 JOCJIiJKEHHS CepPeIHBOI TPHBAIOCTI

TOMATKOBI JOCITIKEHHS P

5) penpoayKTHBHA TOKCHYHICTH Ta —
TOKCHYHHH BIUIHB HAa PO3BHTOK
[IOTOMCTBA:

BILUIAB Ha GepTUIbHICTE i paHHil —
eMOpioHaIbHHIT PO3BATOK

eMOpIOTOKCHYHICTE —

[IpCHaTallbHa 1 IOCTHATAIbHA TOKCHYHICTh —

TOCITI/KEHHS, TIPH SKHUX Ipenapar —
YBOZMTBCS IOTOMCTBY (HECTATEBO3PiIAM
TBapHHaM) Ta/ab0 OIIHIOEThCS BiiajieHa
mis

6) MicIieBa IIEPEHOCHMICTh —

7) HOAATKOBI JOCIiKEHHS TOKCHYHOCTI: —

AHTUTEHHICTh (YTBOPEHHS AaHTHTI)I) -

IMyHOTOKCHYHICTh =

MOCIIIKEHHS MeXaHi3MiB aii S

NMiKapchKa 3aJIe)KHiCTh —

TOKCHYHICTh METabOJTITIB —

TOKCHYHICTE JIOMIIIOK o

iHme —

5. BHCHOBKH 11010 JOKJIIHIYHOTO —
BHBYCHHS : i '

ey e £ T

~_frigmic) i
Huxudopuun 1.B.

(IL. 1. B.)
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1o Iopaaky npoBe/ieHHsS eKCTIEPTH3H
peecTpauiifHuX MaTepiajiB Ha JIiKapChKi
3aco0u, 110 MOJAIOTECA Ha JAep KaBHY
peecTpauio (nepepeecTpailifo), a TaKOXK
€KCNePTH3H MaTepiajiB po BHECEHHS
3MIH JI0 peecTpaliiHHX MaTepialiB
MIPOTATOM il peecTpawifHoro
MOCBiTUEHHSA

(nyHkT 4 pozainy IV)

3BIT
npo KjaiHiYHe BHNIPoOyBaHHS

1. Ha3Ba nmikapcbkoro
3aco0y (3a HassBHOCTI -
HOMED peecTpaliiiHoro

Cenrtedpna Bepae Bia 60110 B rop.ii, po3uuH 115 poTosoi
nopoxxuunM, 1,5 mr/ma, mo 100 ma y paaxoni, mo 1 praxony 3
MIPHHM CTAKAHYHKOM Yy DAY

[OCBITYCHHS)
2. 3asiBHUK IIpAT «®apmaneptuuna dipma «JlapHuisay
3. BupoOHuxk IIpAT «DapmaneTuyna dipma «Japauiy»

4. IIpoBesieH1 TOCITi IKEHHSL:

[J rax D ui  sxmo Hi, 06IpyHTYBaTH

Obrpynmysanna: 1le riOpuaHuil mikapcekuii 3aci6. Bigmosimao
bi (o) HAaCTaHOBH «JlikapchKi 3aco0H. Hocikenns
6ioeksiBanentHoctiy CT-H MO3Y 42-7.4:2022 (Homarox II,
naparpad «Jlikapceki 3aco0m MicumeBoi il Ta MiCIEBOTrO
3acTocyBaHHA») Ta KepiBHHMITBa CPMP/EWP/ QWP/1401/98
Rev. 1 / Corr ** «KepiBHHLUTBO 3  JOCTIIKEHB
6ioekBiBasienTHOCTI» (Jomarok II, maparpad «Jlikapceki 3acobu
MicieBoi Aii Ta MicI€BOro 3acTocyBaHHS») 0l0€KBiBaJIEHTHICTE
nikapcekoro 3aco0y Cenredprn Bepae Bix 60mmo B ropii, po3unn
JUIs pPOTOBOI IOPOXHKHH, 1,5 Mr/mi1, pedepeHTHOMY JIIKapCHKOTro
3aco0y Oyno [oBemeHO Ha  OCHOBi  (hapMareBTHYHOI
eKBiBaJeHTHOCTI. BimmoBinno mno Bumor posainy III IMopsaxy
IIPOBEJCHHS EKCIEPTHU3H peecTpalliifHuX MaTepialliB Ha JTiKapChKi
3acobM, IO TOAAIOTECA  HA  JIEPIKABHY  PEECTPAIiIO
(mepepeecTpallito), a TakKoXK eKCIEPTH3M MaTepiajiB  mpo
BHECEHHs 3MIH J0 peecTpalliifHuX MatepialiB IpOTAroM il
peecTpaniifHoro mnocBimdeHHs (Haka3 MiHicTepcTBa OXOPOHH
310poB’s Ykpainu Bim 26.08.2005 Ne 426 (3i 3minamMu, YHHHA
penakuis)) ta Jupektusu EMEA/CHMP/225411/2006 BnacHi
KJIHIYHI JOCIi/IKEHHSI He MPOBOIMIIKCH, IO MaTepialiB JOChE
BKJIFOUEHO MaTepialnd MO0 MiATBepIKEeHHS (apMareBTHYHOT
eKBIBQJIGHTHOCTI  JKapchKoro 3aco0y, IO PEeeCTPyEThCs,
pedepeHTHOMY JiKapchbKoMy 3aco0y, a TAKOX OLIHKH Oe3IeKH Ta
e(eKTHBHOCTI B KIIHIYHUX YMOBax, OLJs]  BiJMOBIIHOL
JTiTepaTypH Ta KOmii BIANOBIAHAX HAYKOBHX ITyOiKaIIii.

1) Tun nikapceKoro 3acody,
3a SKHM IIPOBOHIIACS a0
[JIaHYE€THCS PEECTpaLlis

I'iOpuaHuii TikapceKuit 3aci6

5. IloBHA Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJAOBAHUIH




HOMeEp KIIIHIYHOTO
BHIIPOOYBaHHS

6. ®a3za kiiHigHOTO
BUIIPOOYBaHHS

7. Ilepion mpoBeeHHs
KJIIHIYHOTO BUNIPOOYBAHHS

8. Kpainu, ne npoBoauiocs
KJIIHIYHE BUIPOOYBaHHs

9. Kinexicts
OCITi/KY BAHHX

10. Mera ta BropuHHi mimi
KJIIHIYHOTO BHIIPOOYBaHHS

11. JTu3aiiH KIiHIYHOTO
BUNIPOOYBaHHS

12. OcHoBHI KpHTEpii
BKJTIOYEHHS

13. JocnimkyBanuii
miKapchKHi 3acib, crmoci6
3aCTOCYBaHHS, CHJIA JIii

14. TIpenapar nmopiBHSHHS,
n03a, crocib 3acTocyBaHHS,
cHia mil

15. CynyTns Tepamis

16. KpuTepii ominku
edexTHBHOCTI

17. Kpurepii orinku
Oe3nexu

18. CratucTruni MeTOIH

19. lemorpadiuni
[IOKa3HUKH JOCTIiKYBaHOT
MomyJswii (cTarth, BiK, paca
TOLIO)

20. Pe3ynbTaTi OmMiHKH
e(eKTHBHOCTI

21. Pe3ysibTaT OLIHKH
Oe3nexu

22. BUCHOBOK
(3aKIHOUYEHHS )

3asBHUK (BIIACHHK
peecTpamiifHoro mocsi
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(mignuc)
Hukudopuun [.B.
(. 1. B.)




