3BIT NPO [OKMIHIYHI AOCNIOKEHHS

1. Ha3Ba mikapchkoro 3aco0y (3a HassBHOCTi —

HOMEp peeCTpalifHOro TMOCRITYEHHS):

1) Tum mikapceKoro 3acoly, 3a IKUM
npoBojuiacs abo MIAHYEThCS peeCTpaltis

2) npoBeJieHi JOCIiKEeHHS

2. ®apMakooris:

1) nepBuHHA (hapMaKoIUHAMIKa

2) BToprHHA (hapMakoUHaMiKa

3) ¢apmakodorist Oe3nexu

4) hapmakouHAMIUHI B3a€MOJIT

3. dapMakoKiHEeTHKa:

1) aHaMiTHYHI METOAMKH Ta 3BITH LI0J0 1X
BasTiaanii

2) BCMOKTYBaHHS

GABANA
CABAHA®

I'enepuunmii TiKapcbKuit 3acio
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Hi TABAHA®, kancym no 25 mr,
BUPOOHHIITBA
ITAT «KUIBMEJITIPEITAPAT,
Vxpaina, € renepuunum JI3.
3rigno 3 Hakazom MO3 Vkpaiau
Ned26 «ITpo 3aTBepIKeHHs
[Topsiaiky npoBe/IeHHS
eKCIIEPTH3H peecTpaIliifHIX
MmarepiaiB Ha JIIKapchbKi 3aco0H,
110 TTOJTAIOTHCS HA IEPHKABHY
peecTpaltiio (mepepeecTpaitio), a
TAKOX €KCIEePTH3H MaTepiaip
PO BHECEHHS 3MIH 110
peecTpaniiHux MarepiaisB
LPOTSArOM JIi1 peecTpanifHoro
IOCBiqUeHHs» (13 3MIHAMH,
BHECEHHMMH 3riaHo 3 Hakasamu
MO3) npoBeIeHHS BIaCHUX
JOKJTIHIYHUX JIOCHIKEeHb He
BHMAaracTbes



3) posmozin

4) meTabomi3zM

5) BUBeleHHS

6) hapMaKoKiHeTHYHi B3aeMOii (OK/TiHivH1)

7) inmi papMakoKiHETHYHI OCTiIKEHHS

4, TOKCHKOOTIs:

1) TOKCHYHICTH Y pa3i 0JHOPA30BOI0 BBEACHHS

2) TOKCHYHICTB y pa3i MOBTOPHUX BBEIECHb

3) reHOTOKCHYHICTb:
in vitro

in vivo (BKIIIOYAKOYH J0/aTKOBY OLIHKY
3 TOKCHKOKIHETHKH)

4) KaHLIEpOreHHICTh:

JIOBrOCTPOKOBI JOCIIIKEHHS

KOPOTKOCTPOKORI JIOCJIIJKEHHS 400
JOCTIIKEHHS CEPEIHBOI TPUBAIOCTI

IIO,[’(&TKOBi ,E[OCJIiI[}KCHHﬂ

5) penpoayKTHBHA TOKCHUYHICTh Ta TOKCHYHMH
BILJIMB Ha PO3BHUTOK IMOTOMCTBA!

BIUTAB Ha (PEPTUIBHICTE 1 paHHIH
eMOpioHANBHUN PO3BUTOK

eMOPIOTOKCHYHICTh

npeHaTalbHa i MOCTHATAIbHA TOKCHYHICTD

JIOCIIJDKEHHS, [P SKUX [TPEnapatr YBOJAUThCS
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IIOTOMCTBY (HECTATEBO3PLIAM TBapHHAM) Ta/abo
OLIHIOETHCS BiJUTAIeHA st

6) MiclieBa epeHOCHMICTh H/T
7) I0AaTKOBI JOCIIKEHHS TOKCHYHOCTI: /1
AQHTHIEHHICTH (YTBOPEHHS aHTHUTLI) H/T
IMYHOTOKCHYHICTB H/1
OCTIHKEHHS MeXaHi3MiB Iii H/I
JiKapchbKa 3aJIeXKHICTh H/II
TOKCHYHICTH MeTabo0IiTiB H/TI
TOKCHYHICTH JIOMIIIIOK H/TI
inmme H/TI
5. BUCHOBKH 1100 JOKIIHIYHOTO BUBYEHHS 'ABAHA®, kancymnu 1o 25 Mr, BUpOGHHIITBA

[TAT «<KUIBMEJITIPEIIAPAT», Ykpaina, €
reaepuunaM JI3. 3rigno 3 Hakazom MO3 Vkpainu
Ne426 «llpo 3arBepmaenns [Topsiiky npoBeaeHHs
eKCIIEPTH3H PeeCTpallifHHX MaTepialiB Ha MiKapChKi
3ac00M, 110 MO/IAIOTHCSA Ha IEPKABHY PEECTPALIII0
(mepepeecTpalliio), a TAKOXK eKCIIepTU3H MaTepialliB
PO BHECEHHS 3MiH [I0 PEECTPALiHHAX MaTepiaiiB
MPOTSTOM [l peecTpanifHoro mocsiqdeHHs» (i3
3MiHaM¥, BHECEHHMH 311/1H0 3 Hakazamu MO3)
MPOBE/IEHHS! BIACHUX JIOKJIIHIYHUX JOCIIIKEHb HE
BHUMAraeThbes
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3BiT NPO KniHiYHE BUNPOBYBaHHA

1. Hassa mikapcekoro 3acody GABANA
(3a HAABHOCTI — HOMEP peecTpaliiHoro I'ABAHA®
MOCBI/TYEHHS )

2. 3asBHUK [TAT «<KUIBMEJIIPEITAPAT»

3. Bupo6uuK [TAT «KUIBMEJITPEITAPAT», Ykpaina

4. IlpoBemeHi 10CTiHKEHH: o mTak N mi T ABAHA®, xancymu no 25 wr,
BupoOHunTBa [TAT
«KUTBMEJIITPETIAPAT»,
YkpaiHa, € FTeHEpUYHHM
JKapchKUM 3aco00M.
3riHO 3 MOJ0KEHHAMHU
Hacranosu CT-H MO3YVY 42-
7.4:2022 «Jlikapchki 3aco0u.
JlocmimkeHHs
6i0eKBiBAICHTHOCTI» Ta
Hacranosu CT-H MO3YVY 42-
7.5:2023 «Jlikapcbki 3aco0wu.
Jloka3s 6i0eKBIBAJIEHTHOCTI 3a
mporienypolo OioBeiiBep Ha
mijcTasi OiodapManeBTHUHOT
CHCTEMH Kiacupikarii» ams
TAHOTO JIIKapChKOT0 3aco0y
JOCITIIKEHHS 010€KBIBAICHTHOCTI
HE € HeOOXITHHM, OCKIIBKH JIJIs
JoBeIeHHsl 010€KBIBAICHTHOCTI
3aCTOCOBYEThCS IPOIleypa
OioseiiBep Ha miacrari BCK

1) Tan nikapceKoro 3acoly, 3a SKUM ['eHepHYHHUH JiKapCHKHIA 3aci0
pOBOIHIACH a0 IIAHYETBCA PEECTPALTisA

5. IloBua Ha3Ba KIIHIYHOTO H/TI
BHIIPOOYBaHHS, KOJJOBaHHH HOMEp
KJIIHIYHOTO BUNIPOOYBaHHS

6. ®a3a KJIIHIYHOTO BHIIPOOYBaHHS H/1
7. Tlepioa npoBeeHHs KIIHIYHOTO H/u
BUIIPOOYBaHHS
8. Kpainu, ne npoBoaumnocs KiiHidHe H/TI
BUIIPOOYBaHHS

9. KinpKicTh JOCTiIKYBaHHX H/TI



10. Mera Ta BTOPMHHI IiJTi KIiHIYHOTO
BUNPOOYBaHHS

11. Jlu3aiin KIiHi9HOTO BUIIPOOYBaHHS
12. OcHOBHI KpuTepii BKIIIOYEHHS

13. JlocuiukyBanuii tikapebkuii 3acio,
croci6 3acTocyBamus, cuia Aii

14. TIpenapat nopiBHsHHS, 1034, COCi0
3aCTOCYBAHHS, CHIIA il

15. CymyTHs Teparis

16. Kpurepii ouinku eeKTHBHOCTI

17. Kputepii oniHku Oe3nexu

18. CrarucTHuHI METOIH

19. Jlemorpadiusi moKa3HUKH
JIOCITI KYBAHOT MOMYJIAIT (CTaTh, BIK,
paca, Touo)

20. PezynpraTi e(h)eKTHBHOCTI

21. PesynbraTu 6€3meKH

22. BUCHOROK (3aKIIIOUCHHS)

3asBHHUK (BITACHUK PEECTpAIiHHOTN
MTOCBITUCHHS )
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