3BIT PO JOKJIIHIYHI 10CT/IZKEHHSI

1. Hasga nikapcbkoro 3aco0y (3a HaABHOCTI — Kopnepis Mono, Tabaetku 1o 4 mr; 8 mMr
HOMEp peecTpalliiiHoro NoCBiT4eHH):

1) TN JIIKApChKOTO 3ac00y, 3a AIKUM reHepUYHHH JTIKapCchKHi 3acid
poBoanacs ado IIaHyEThCs peecTparis

2) npoBeICH] TOCTIKCHHS 0 TaK H1 SIKIIO Hi,
o0IpyHTYBaTH

JUtsl reHepHYHUX JMIKapChbKUX 3ac00iB HE BUMAraeThes [IPOBE/ICHHS BIIACHHX TOKCHKOJIOTIYHHX Ta
dapMaKoJIOrTYHUX JIOKITHIYHUX JIOC/ILI)KEHb.

2. Gapmakoioris:

1) nepBunHa (apMakoHHAMIKa -
2) BropuHHa (papMaKoMHaMiKa -
3) apmaxosoris 6e3neku -
4) papmaxkoJuHAMIUHI B3a€MOIIT -
3. dapmMaKoKiHeTHKA!

1) aHayiTHUHI METOUKH Ta 3BITH L1010 1X -
BasTLanii

2) BCMOKTYBaHHsA -
3) po3moaia =
4) meTabolism -
5) BUBEACHHS -
6) papmakokiHeTH4HI B3aeMOIT (IOKJIIHIYHI) -
7) iHui (papMakOKiHeTHUHI JOCIIIKEHHS -

4. TOKCHKOIOTISA:

1) TOKCHUHICTB Y pa3i 0JIHOPa30BOI0 BBEIECHHS

v

2) TOKCHYHICTE Y Pa3i MOBTOPHUX BBE/IEHB -

3) reHOTOKCHYHICTB! -
in vitro



in vivo (BKJIIOYAKOYH T0JATKOBY OLIHKY
3 TOKCHKOKIHETHKH)

4) KaHIEPOTeHHICTE:
JIOBIOCTPOKOBI JIOCHIJPKEHHS -

KOPOTKOCTPOKORBI JlociiijpKeHHs abo =
JOCTIKEHHS cepeIHBOT TPHBATIOCTI

JIOJIATKOBI JTOCIIJIKEHHS =

5) perpoayKTHBHA TOKCHYHICTD Ta TOKCHYHHUN
BIUIMB Ha PO3BUTOK MOTOMCTBA!

BILTHB Ha (DepTHUIBHICTE 1 paHHIH -
emOpioHaIbHUN PO3BUTOK

eMOpIOTOKCHYHICTD -
[peHaTaibHa 1 HOCTHATAIbHA TOKCUYHICTh -
JIOCIIJIKEHHSL, [P SIKHX TTperapar yBOIUTLCA -
MOTOMCTBY (HECTATEBO3PIIHM TBAPUHAM)

Ta/abo OLIHIOCTHCS BijyianeHa Jiis

06) MiclIeBa 1IEPEHOCUMICTD -
7) 10JATKOBI OCIIUKEHHS TOKCHYHOCTI:
AHTUTCHHICTE (YTBOPCHHS aHTHTLI) -
IMYHOTOKCHYHICTb -
JIOCHPKE A MeXaHi3MiB it -
JIKapehKa 3aIeKHICTD -
TOKCHUHICTE METAOOJIITIR -

TOKCHUHICTD JOMIITOK -

1H1IIe -
5. BUCHOBKH 1110J10 JOKJIIHI94HOTO BHBUEHHS - S .
._/"'7
3asBHUK (BNACHHUK peecTpaliifHoro Hupexrop /
MOCBIIYEHHA) TOB HB® «MIKPOXIM» ) 5

Kium TUMKO




3BiT Nel npo kiaiHivuHe BHIPOOYBAHHA

1. Ha3zga nikapcbKoro Kopnepis Mono, Tabnetku o 4 mr; 8 mr
3aco0y (3a HAsIBHOCTI —
HOMEp peecTpaliifHoro

TIOCBI[YEHHST)
2. 3asBHUK TOB HB® «MIKPOXIM»
3. BupoOnuxk TOB HB® «MIKPOXIM»
AT « DAPMAK»
4. [IpoBeieH1 AOCIIIHKEHHS O TaK Hi SIKIIO HI,

OOIpYHTYRATH

3rizno Hakasy MO3 Yipainu Ne 1528 Big 27.06.2019 Ilpo 3arsepikerns 3min o [lopsaky
[POBEACHHS €KCIEPTH3M PeECTpalliiiHuX MaTepialiB Ha JiKapcehKi 3aco0M, N0 NOAa0THCH Ha
JieprKaBHY peecTpallito (IepepeecTparii), a TaKoXK eKCIepTH3H MarepialliB Mpo BHECEHHS
3MIH  JI0  peecTpalifHuX MarepiajiB  [OpOTAroM il peecTpauifHOro  HOCBiTUYEHHS
3aTBCpP/UKEHOro Hakazom MiHictepeTBa 0XopoHH 3/10poB’s Ykpainu Bij 26 ceprus 2005 poky
Ne 426, 3apeectpoBanuM y Minicrepersi toctunil Yipainu 19 Bepecus 2005 poxy 3a Ne
1069/11349 (y penakiii Hakazy MiHicTepcTBa OXOpOHH 370poB’s YKpainu Bij 23 aumns 2015
poxy Ne 460)

JUI JTKapehKUX 3aco0iB y TBepAMX JJ030BaHHX (opMax CHCTEMHOI il 3 HeraiHum
BUBUIBHEHHSIM JUIsl OpPaJibHOTO 3aCTOCYBAaHHs 3acTOCOBYEThCs Ipolenypa OioBeiiBep Ha
nizcragi BCK. Jlocnimpkenns 010eKBIBaJIEHTHOCTI in vitro 00MeXKyIOTECS BHCOKOPO3YMHHUMMU
JIIOUHMH  PEUYOBHHAMH 3 BiJoMor0 abcopOmierd y JIIOAWMHH, 10 HE MAaloThb BY3BKOIO
TepareBTHYHOrO 1HIEKCY.

[1penapar Kopaepist Moo, TadneTku, no 4 mMr, 8 M BiAMOBIIA€ 3a3HAYCHUM BULIC BUMOTAM.
3a pe3yibTaTaMH  MOPIBHSJIBHUX JOCHDKEHL pPO3UMHEHHs in  vitro Oyllo JI0BeJCHO
MaKCHMa/IbHY MOAIOHICTE PO ITiE pO3UHMHEHHS JOCIDKYBAHOTO 1 pe)epeHTHOro JIKapChKUX
3ac00iB y Beix cepenosumax (pH 1,2, pH 4,5, pH 6,8), 1o € mijcTaBor Uit BIIMOBH Bij
NPOBEAECHHS JIOC/IJKEHb O10€KBIBAJIGHTHOCTI 1N VIVO.

Takum uunoM, OyJia joBe/ieHa 6i0eKBIBAIEHTHICTE MIX ped)epeHTHUM Ta reHepuuHuM JI3 Ha
niZcTaBi KOMIUIEKCHOT OlIHKM GlodapMalleBTHUHUX BIACTUBOCTEH 1 pe3ysIbTaTiB J0CHiUKeHb
KIHETHKH PO3UMHEHHS in Vitro B pamkax npoueaypu dioseiisep Ha mifgcrasi BCK.

1) Tun nikapebKoro 3aco0y,  reHepH4HMH JIIKapchbKHii 3ac10
3a SIKHM TPOBO;HIIacs abo
[JIAHYETHCSI peecTpaLis

5. IloBna Ha3Ba KJIiHIYHOIO -
BUIpoOyBaHHs, KOLOBaAHUA
HOMEP KJIIHIYHOI'O

BHITPOOY BaHHsl

6. daza KIiHIYHOIO -
BUIIPOOYBAHHS

7. Ilepioj nmpoBe ieHHs -
KJTIHIMHOTO BUITPOOYBaHHS

8. Kpainu, ne npoBouiiocs



KJTIHIUHE BUIIPOOYBANNS

9. KisbKicTh
JIOCIIJKY BAHHX

10. MeTa ta BropuHHI 111
KJIIHIYHOTO BUTIPOOYBaHHs

11. Jluzaiin KIiHIYHOTO
BHIIPOOY Bats

12. OcHoBHI kpuTepii
BKJIIOYEHHS

13. HocmiJoky BaHwit
nikapceKuit 3acid, cnociod
3aCTOCYBaHHsI, CUJIa Jii

14. TIpemnapart nmopiBHAHHSA.
J103a, €110¢i0 3aCTOCY BaHHS,
cunia i

15. Cynyrus reparis

16, Kpurepil oinku
e(PEeKTUBHOCTI

17. Kputepii owinkn
0e3nexu

18. CrarHeTudil MeTOIH

19. emorpadiumi
LOKa3HUKK 10CII 1KY BAHOT
nonyJistnii (crath, Bik, paca,
TOILC) |

20. Pesynwraru
eexTHBHOCTI

21. Peayiprarn Oe3neku

22. BucHoBox
(3aKIIFOYEHHSL)

3a8BHUK (BIACHHK
peecTpaniifHoro
NOCBIIUEHHS)

Jlupexrop
TOB HB® <<MII{POXIM»
Knum TUMKO




