3BIT

NMpo NOKJIIHIYHI JOCHiTKeHHS

1. HasBa nikapcekoro 3aco6y (3a
HasABHOCTI - HOMEp peecTparifHoro
[I0CBiTYeHHS):

Tecrocrepony yunexanoar,

PO3YMH JUIs 16’ eKii, 250 mMr/vo

1) Tun nikapceKoro 3acoby, 3a sIKUM
[IPOBOIHIIACS 200 IUIAHYEThCS
peecTpartis

I"enepuunnii nikapcekuit 3aci6

2) IpoBeIeHI JOCIIIKEHHS

OTtak Xlui SKIIO Hi, OOTpYHTYBATH

Hanmit sikapcokuit 3aci6 pospoGnsses SK reHepHUHmMIL
Jikapcekmit 3aci6 10 pedepentroro mpemapary He6izo,
po3uuH Juist in’exui 250 mr/mi, BupoGHuka Baitep AT,
Himeyynna,

Bixmosigno o crarri 10.1 JIupexktusu 2001/83 €C (3
BHECCHHUMHM IonpaBkamu) ta Hakxasy MO3 Vkpainu Bin
23.07.2015 p. Ned60 (moTo4na pemakimisi) i 3asBHUKA He
BHMAaraeTbCs MPOBEJCHHS BIACHHX TOKCHKOJIOTIYHHX Ta
(hapmaxooriuHEX BUIIPOOYBaHb, a HANAKOTHCA PE3YILTATH
JOKIIHIYHAX JOCIiPKeHb pedepeHTHOro mpemapary, ski
BHKJIa/ICH] y BiZMOBIHUX PO3Miiax peecTpaLiifHOro J0Che

2. ®apmaxoJoris:

1) nepBuHHa papmMakoguHAMiKa

2) BTOpuHHA (hapMaKoMHAMiKa

3) dapmaxosoris Gesnexn

4) hapmakoauHaMiuHi B3aeMoii

JIOKIIIHIYHI JOCTIDKEHHS He IPOBOJMIHCE

3. ®apMaKOKiHETHKA!

1) aHANIITUYHI METOJMKH Ta 3BITH
M0N0 TX Bastigamii

2) BCMOKTYBaHHs

3) posmoain

4) metabo.izm

5) BUBeIEHHS

JIOKTiHIYHI JOC/TIDKEHHSI HE IIPOBOIMIINCE




6) bapmakokineruyni B3aemoii
(oxiHivHi)

7) inmi papmakokineTHamHi
IIOCTTi [DKEHHS

JIOKIIiHIYHI JOCITiIKeHHS He TPOBOHIIHCE

4. Toxcuxooris:

1) TokcHuHicTh y pasi
0HOPA30BOTO BBEIECHHS

2) TOKCHYHICTE y pa3i MOBTOPHHX
BBE/ICHD

JlOKTiHIYHI JOCITIIKEHHS He TPOBOIHIHCEH

3) FEeHOTOKCHYHICTE:
in vitro

in vivo (BKIFOYAIOYH JOJATKOBY
OLIHKY 3 TOKCHKOKIHETHKH )

JIOKNIHIYHI JOCIIIKEHHS He MPOBOIHINCD

4) KaHIIEPOTeHHICTB:

TOBrOCTPOKOBI JOCTIDKEHHS

KOPOTKOCTPOKOBI TOCITIIKEHHS
a00 JOCIiUKEHHS cepeTHbOT
TPUBAJIOCTI

MTOIATKOBI JIOC/IKEHHS

JIOKTiHIYHI JOC/TI [IUKEHHS HE TPOBOMIINCH

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIMB Ha PO3BUTOK
[IOTOMCTRBA:

BIUTAB Ha (DEPTHIIBHICTE i paHHIH
eMOpioHATBHAN PO3BHTOK

eMOpiOTOKCHUHICTD

[IpeHaTallbHA i MOCTHATANBHA
TOKCHUYHICTE

NOCIIJKEHHS], TIPH IKHX Iperapat
YBOIHUTHCS TIOTOMCTBY
(HecTaTeBO3PiIIMM TBApHHAM )
Ta/ado OILIHIOETLCS BiganeHa mis

JIoKIiHIYHI T¢I KEHHS HE IIPOBOIUINCE

6) MicIieBa IEPECHOCUMICTh

JIOK/IIHIYHI OCTIIKEHHS HE IIPOBOIHIINCE




7) DOAATKOBI JOCIKEHHS
TOKCHYHOCTI:

AHTUTCHHICTE (YTBOPEHHS aHTHTI/I)

IMYHOTOKCHYHICTE

OCITDKEHHS MEXAHI3MIB i1

ITiKapchKa 3aJIeXKHICTh

TOKCHYHICTE METabO0JIITIB

TOKCHYHICTE JIOMILLIOK

iHIIE

JloxmiHIYH] JOCTiIKEH s He IIPOBOIMUINCE

5. BHCHOBKH 111010 JOKIIHIYHOTO
BUBUEHHS

JIOKTIHIYHI JOCi/DKEHHS He IIPOBOIUINCE

3asBHUK
(BIacHUK
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3BIT

Npo KJIIHIYHe BUNPOOYBaHHS

1. Hasga nixapcekoro 3aco6y (3a
HasBHOCTI - HOMEp
PEECTPALIiIHOTO TTOCBI TYeHHS)

Tecrocrepony yunexanoar,

PO3YHH IS iH €Ki, 250 Mr/mn

2. 3asBHUK

AT «Dapmaky, Ykpaina

3. Bupobuuk

AT «®apmak», Ykpaina

4. IIpoBeneHi mocitimKeHns:

tak OO mi AKIIO Hi, O0IpyHTYBaTH

Tecrocrepony yunexasoar, po3uns s in’exuiit 250 mr/m,
BUpoOHHUTBA AT «®Dapmak» € TeHepHYHHM JiKApPCHKHAM
3acob0M J10 pedpepenTHOro mpenapary He6imo, posuns mwis
i’ exuiit 250 mMr/min, BupoGuuka Baitep AT, Himewunna: Bin
Mae TaKui camMH SKiCHHM 1 KinbkicHMH cxmam, sk i
pedepenTrult sikapebkuii 3acif; i € BOXHUM PO3UMHOM s
BHYTDIIIHEOBEHHOTO 3aCTOCYBaHHS, SK 1 pebepeHTHHi
JiKapceKHit 3acib.

3rinno 3 Bumoramu Hactamosu CT-H MO3YV 42-7.4:2022
«Jlikapceki 3aco6u. JlocmimkeHHs GiOEKBIBAIEHTHOCTI»
(Homarox II «Bumorn no mocmimkeHHs GioeKBiBajIeHTHOCTI
pi3Hux  nikapcekux  ¢opm», posmin  «IlapentepanbHi
PO3YMHM») TOCIIiIKeHHs G10eKBIBAIEHTHOCTI, SIK IPABHIIO, HE
€ HeOOXIHUMHM, SKIIO NOCTi/KYBaHHH mikapchKuil 3aci6
BBOJUTECS sIK BOJHHM BHYTPIIIHEOBEHHHH PO3YMH, IO
MICTHTB TaKy K aKTHBHY PEUOBHHY, IO i 3aTBEpKEHHIl Ha
JaHWE dac JiKapcekuil 3aci® (pedepeHTHHI TiKapchKmii
3acif).

1) Tan sikapeskoro 3acoby, 3a
SIKUM [IPOBOJIAIIACS abo
[IaHY€TBCA PEECTpallis

I'enepuunmnii nikapcekuii 3aci6

5. IToBHa Ha3Ba KIiHiYHOrO
BUIIPOOYBaHH, KOJOBAHHH HOMED
KJIIHIYHOTO BHIIPOGYBaHH

Kniniyni Bumpo6yBanHs He NPOBOIMITICE

6. Daza KIiHigHOTO
BUIIPOOYBaHHS

7. Ilepion mpoBeAeHHS KIIIHIYHOTO
BUIIPOOYBaHHS

8. Kpainu, e npoBoauiocs
KITiHIYHEe BUIIPOOYBaHHS




9. Kinekicth gocmimpKryBanmx

10. Meta Ta BTOpHHHI 1(i1i
KJTIHIYHOT'O BHIPOOYBaHHA

11. qu3zaiin kininiygoro
BUITPOOYBaHHS

12. OcHOBHI KpuUTEpii BKIIOYCHHS

13. TocnipkyBanuit gikapchkuit
3aci, crocib 3acTocyBaHHs, cHla
i

14. TIpenapat nopiBHsHHS, 1034,
crocib 3acToCyBaHHs, CHIIA JIil

15. CynyTHs Tepamnis

16. Kpurepii oninku
edexTrBHOCTI

17. Kputepii ouinku Gesnexn

18. Cratuctryni MmeTonu

19. Jlemorpadiyni mokazHuKu
TOCTIIKYBaHoT oy isiii (cTaTh,
BIK, paca, TOIIO)

20. Pesynbsratn edexTuBHOCTI

21. PesyneraTn 6e3mneku

22. BucHOBOK (3aKIIIOYeHHS)

Kniniuni BUIpoOyBaHHs He IPOBOJHIIHCE

3asgBHUK (BJIACHHK
peecTpaniifHoOro MOCBiTICHHS)
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