3BIT Ipo JOKJIiHIYHI JOCTIKEHHS

1. Ha3zBa nikapcbkoro 3aco0y (3a HasBHOCTI — Minazoaam-Bicta, po3unH ais iH'ekuiit
HOMEDP PEeeECTPaLifHOrO TOCBITYECHHS): 5 mr/ma mo 15 mr, mo S0mr mo 5 ammyJa y
KapTOHHIHA Kopooui

- 1) THN JiKapCHKOTOo 3aC00Y, 3a SIKHM [TPOBOIHIIACS I'enepuyunuit mikapcepkuii 3acib 3rifHO
ab0 IIaHy€EThCS peecTparist nyHkTy 1 (mianyskTy 1.3) posminy 111
[Mopsinky Hakasy MO3 Ykpainu Big 23
munHs 2015 poky Ne 460.
2) mpoBeIeHi NOCTiKEHHS o Tak / HI SIKIIO Hi,
oOTpyHTYBaTH

BriacHi JOKIIHIYHI JTOCHIXKEHHS HE HANalOThCS, OCKIJBKU JIKApChKHME 3aci0 € TeHEPHKOM 13
JIOBEJICHOIO  (papMalleBTHYHOK EKBIBAJICHTHICTIO 10 BiIHOMIEHHIO JO pedepeHTHOrOo
nikapebKoro 3aco0y Hopmikym®, posuns st in’ekuiit aGo indysiit mo 5 mr/mi, @. Xoddmars-
JIa Pom Jltn, IBeiinapis (3rimHo BUMOr Ilopsaky IpoBeNeHHS E€KCHEPTH3M peecTpalliitHux
MarepianiB Ha JiKapchbki 3aco0H, MO MOJAIOTHCS HA AePKaBHY peecTpalliio (epepeecTpaliiio), a
TaKOX €KCIEepTH3U MaTepialiB IIpo BHECEHHS 3MiH JI0 peecTpallilHuX MarepiajliB mpoTAroM il
peecTpauifHOro IMOCBIMYCHHS 3aTBEPIXKCHOTO Haka3oM MiHicTepcTBa OXOpPOHH 3/I0pOB’S
VYkpaiuu Bix 26 cepras 2005 poky Ne 426 (y penaxiiii Hakazy MO3 Ykpaiau Bix 23.07.2015 Ne
460).

2. ®apMaxomoris; -

1) mepBuHHA PapMaKOTHHAMIKA =
2) BTOpUHHA apMaKOAMHAMIKa -
3) dapmaxoorist 6e3nexu -
4) papMakoarHAMIYHI B3aEMOJIIT -
3. ®apmakokiHeTHKA:

1) aHaNMiTHYHI METOIUKH Ta 3BITH MO0 iX -
Batigaril

2) BCMOKTYBaHHSA -

-3) po3momin -



4) meTaboimizmM

5) BUBEJIEHHS

6) bapmakokineTHUHi B3aeMOIi1 (TOKIIIHITHI)

7) immi papMakoKiHETHYHI AOCIiIKEHHS

4, TOKCHUKONOTIS:

1) TOKCHYHICTE Y pa3i 0OJHOPa30BOTO BBEICHHS

2) TOKCHYHICTB Y pa3i HIOBTOPHUX BBEICHD

3) TeHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYAIOYH JOJATKOBY OILIHKY
3 TOKCHUKOKIHETHKH )

4) KaHICPOTEHHICTD:

JIOBI'OCTPOKOBI TOCIII>KEHHS

KOPOTKOCTPOKOBI AOCIiIDKEHHS 200 JOCIiIKCHHS
CEepEIIHBOI TPUBAIOCTI

I[O,I[aTKOBi ,Z[OCJIiZ[)KeHHH

5) penpoyKTHBHA TOKCUYHICTh T4 TOKCHYHUMN
BILTMB HA PO3BHUTOK [TIOTOMCTBA:

BIUTMB Ha GEepTUIBHICTE 1 paHHi eMOpioHATBHUR
PO3BUTOK

eMOpIOTOKCHYHICTD

[IpeHaTaIbHa i MOCTHATAIbHA TOKCHYHICTD



JIOCJTIKEHHS, TIPH SKUX IIpenapaT YBOAUTHCS
IIOTOMCTBY (HeCcTaTeBO3pLINM TBapuHaM) Ta/abo
OLIIHIOETHCS BiqlaIeHa Jis

6) MicuieBa IepeHOCUMiCTh

7) ZoAaTKOBI MOCIIPKCHHS TOKCUIHOCTI:

AQHTHTEHHICTh (YTBOPCHHS aHTHTLI)

IMYHOTOKCHYHICTB

JIOCIi KEHHS MEXaHI3MiB Jii

JIKapchKa 3aJI€XKHICTh

TOKCHYHICTh META0OJIITIB

TOKCHYHICTE JOMIIIIOK

iHIIIe

5. BHCHOBKY IHO0 AOKIIHIYHOTO BUBUYECHHS

3asBHHK
(BIIacHUK
peecTpariiiHoro
[IOCBIIUEHHS)




3BiT mpo KIIiHIYHE BUNPOOYBaHHS

1. HasBa nikapcekoro 3aco0y (3a HasBHOCTI — HoMep Minasonam-Bicra, po34MH Ji18) ¢
PEECTPAIIfHOTO IMOCBI{ICHHS) in'exuiii 5 mr/ma mo 15 mr, mo S0mr
no 5 ammnyJ1 y KapToHHiil kKopo0ui

2. 3asABHUK Mictpan Kemitan MenemKMeHT
JlimiTen, Aurmis

3. Bupobuuk BEM Inau Can. Be Tik. A.C., TypeuurHa
4. IIpoBeneHi AOCTIIKEHHS: o Tak ¢ Hi AKIIO Hi,
oOIpyHTyBaT!

BrnacHi wimiHiuHI AOCHIDKEHHS HE HAHAlOTHCS, OCKUIBKH JIKApChKHU 3acid € TeHepuKoM i3
JIOBEZEHOI0  (hapMallEeBTUYHOIO E€KBIBAJCHTHICTIO 10 BIJHOIIEHHIO 10 pepepeHTHOTro
nikapcpkoro 3acoby JopMixym”, posuus s in’exuilt abo iHbysiit mo 5 mr/mi, ®@. Xopdmans-
JIs Pom Jltn, UlIseiinapis (3rizHo BuMor Ilopsinxy mpoBeneHHS €KCHEPTHU3U peecTpalifHMX
MarepiaiiB Ha JiKapchKi 3aco0u, 10 MOJAIOTHCS Ha JePKaBHY peecTpalito (IepepeecTpaliiio), a
{ TAKOX €KCIIEPTH3H MaTepiaiiB Ipo BHECECHHS 3MiH /10 PEECTpallifHUX MaTepialiB MpOTIroM il .
| peECTpamifHOTO TMOCBIJUEHHS 3aTBEP/UKEHOTO Haka3oM MIHICTEpCTBA OXOPOHH 3I0POB’S
- Vxpainu Big 26 cepras 2005 poxy Ne 426 (y pemakiii Hakasy MO3 Vkpainu Bin 23.07.2015 Ne
460).

~ 1) Tan JIiKapcbKOTo 3aco0y, 3a TKUM IPOBOIUIIACS ["eHepuyHuU NiKapchbKui 3acib 3rifHO
. a0 TUTaHy€eThCS peECTpartis nyHkty 1 (mianyskry 1.3) posainy III
[Mopsnxy Hakazy MO3 Ykpainu Bijg 23

mumasg 2015 poxy Ne 460.

5. IloBHa Ha3Ba KIIiHIYHOI'O BUIIPOOYBaHHS, -
KOJIOBaHHH HOMEp KIJIIHIYHOTO BUNPOOYBaHHS

6. ®aza K1iHIYHOTO BUIIPOOYBaHHS -

7. Ilepiox mpoBeaeHHS KTIHIYHOTO BUIIPOOYBaHHS 3 o

8. Kpaiuwu, 1e mpoBOIUIIOCS KIiHIYHE BUIPOOYBAHHS -

9. KinpkicTh AOCTIIKYBAHUX 3aIIaHOBaHA:
¢akTHuHa:

10. MeTa Ta BTOPHHHI 11T KJTIHIYHOTO -
BUIIPOOYBaHHS

11. luzaita KTIHIYHOTO BUNIPOOYBaHHS -



12. OcHOBHI KpUTepii BKIFOYEHHS

13. MocmimkyBanuii rikapchKHii 3acib, crocib
3aCTOCYBaHHS, CHJIA il

14. Ilpenapar mopiBHAHHS, 1034, CIOCIO
3aCTOCYBaHHS, CHJIa il

15. CymyTHs Teparmist

16. Kpurepii ominky epekTUBHOCTI

17. KpuTtepii ouinku 6e3nexu

18. Cratuctuuni MeETOIH

19. Temorpadivmi moxa3HUKA JOCIiHKYBaHOL
HOMYJIAII (CTaTh, BiK, paca, TOIIO)

20. PesynpraT eeKTHBHOCTI

21. Pesynbratu 6e3nexu

22. BHCHOBOK (3aKJTFOUEHHST)

3agBHUK
(BJTACHUK
peecTpauiifHoro
[IOCBIUEeHHS )




