Honatok 30

no Ilopaaky npoBeneHHs eKcrnepTU3u
peecTpauiiinux MarepialiB Ha JiKapchKi
3aco0M, 10 NOJAITHCS HA JAEPHKABHY
peecTpauito (nepepeectpaliio), a Takox
CKCIIEPTU3U MarepialliB Npo BHECEHHS
3MIH JI0 peecTpaliiiHix Marepianis
NpoTAroM Aii peectpailiifHoro
IOCBIAYEHH

(nyHkT 4 po3ainy V)

3BIT

Npo KJiHIYHe BUNPOOYBaAHHS

“‘\,‘"“

1. Haspa nikapcbkoro 3aco0y (3a HasBHOCTI

- HOMEp peecTpaliiHOro NocBiYeHHs)

Crpencinc® xepban cupon mmoia, cupor, 8,25
MI/MJI

2. 3asBHUK

Pexxirr benkizep Xenckep Iureprewnn Jlimiren,
Benuka bpuranis / Reckitt Benckiser Healthcare
International Limited, United Kingdom

3. BupobHuk

O@iroapm Knenka C.A., ITossuia / Phytopharm

Kleka S.A., Poland

4. IlpoBeaeHi AOCTIIKEHHS:

Tak  Hi YV  AKIIO Hi, 00rpyHTYBaTH

KniniyHi focnipkeHHs He HaJarThes 3TiAHO 3
Haxaszom MinicTepcTBa oXoponu 310pos’s Vipaiiu
B 23 munus 2015 poky Ned60 3i sminamu, posain
11 2.1 TpaauuiiHuii nikapcebkuii 3acio.

1) Tun nikapeekoro 3aco0y, 3a AKUM

MpoBoaKIacs ado IaHy€eThCs peecTpaiis

Tpanuuiiinuii nikapebkuii 3aci6

5. [loBna Ha3ga kiiHiYHOro BUNpOOYBAHHS,

KOJIOBaHHH HOMEp KJIiHIYHOTO
BUITPOOYBAHHSA

6. daza K1iHIYHOrO BUNIPOOYBaHHS

7. Ilepion npoBeaeHHs KIiHIYHOTO g - me____ &
BUIPOOYBaHHs
8. Kpainu, jie npoBoauiocs KiiHiuHe -
BUIIPOOYBaHHsI
9. KifbKICTh 10CTIIKYBAHHX 3anjiaHoBaHa: -

axTuyHa: -

10. Meta Ta BropuHHI LijIi KJIiHiYHOrO
BUIIPOOYBaHHs

11. Jluzaiin KniHiYHOro BUIIPOOYBaHHS

12. OcHOBHI KpUTEpiT BIIIOUEHHS




crioci0 3acTocyBaHHs, cuna Jiii

13. ocnisxysanuii Tikapcbkuit 3aci6, -

3aCTOCYBaHHS, cvila il

14. Ipenapart nopisusaHHs, 1034, cnocio -

15. CynyTHs Tepanis

16. Kpurepii ouinkn edekrupHocTi

17. Kpurepii ouinku 6esnexu

18. CratuctuuHi metoau

19. lemorpadiuni nokasHuku
JOCIi Ky BaHOT monyJisuii (ctath, Bik,
TOILLO)

paca,

20. Pe3ynwsratn edektBHOCTI

21. Pesynsratu Gesneku

22. BUCHOBOK (3aK/IHOYEHHs)
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JlogaTok 29

1o [lopaaky npoBeneHHs eKcrepTH3H
peecTpauiiinux Marepialie Ha Jikapchki
3ac00H, 110 M0JAKOTHCS HA JepiKaBHY
peecTpauito (nepepeecTpaiio), a TAaKoK
CKCIEPTU3N MaTepiaiB Npo BHECCHHS
3MIH J10 peecTpaliifHuX Marepiais
NpoTAroM Jii peecTpauiiHoro
IOCBi/TYE€HHS

(nyHKT 4 po3ainy IV)

3BIT

Npo AOKAIHIYHI JocaiTKeHHs

1. Haspa nikapcbkoro 3aco0y (3a HasBHOCTI
- HOMEp peccTpaniiiHOro Nnocei ueHHs):

Crpencinc® xepban cupon mmoima, cupon, 8,25
MI/MII

1) Tun nikapebkoro 3aco0y, 3a AKUM
NpoBoaMiacs abo MIaHYEThCA peecTpallis

Tpaauuiiinmit nikapcekuii 3aci6

2) npoBejeHi JociKeHHA

Tak Hi\  AKIO Hi, o0IpyHTYBaTH

JloKniHIYHI JoCHiPKEHHS He HAal0ThCH 3TiaHO 3
Hakaszom MinictepcTea oxopon# 310poB’s Vkpainu
Bia 23 nmunns 2015 poxy Ned60 3i 3minamu, posain
111 2.1 Tpapuuilinuii nikapcekuii 3aci6.

2. ®apmakonoris:

1) nepBuHHA hapMakogUHAMIKa

2) BropuHHa (hapMakoIMHamika

3) hapmakosnoris Gesrnexku

4) dbapmakoguHamiyHi B3aeMoil

3. @apMaKoKiHeTHKa:

1) aHaniTHYHI METOAMKM Ta 3BITH 010 X
ER BN

2) BCMOKTYBaHHs

3) poznofin

4) metaboizm

5) BUBEEHHA

6) papmakokiHeTHYHI B3aEMO/IT
(mOKiHIYHI)

7) iHwi gapmMakoKiHETHYHI 10CITiKEHHS

4. TokcukoJioris:

1) TOKCMYHICTB Y pa3i 0IHOPa30BOr0
BBEJIEHHS

2) TOKCMYHICTB Y pa3i NOBTOPHUX BBEIEHb




3) reHOTOKCHYHICTB: -
in vitro

in vivo (BK/II04ao4u JIOJATKOBY OLIHKY 3 -
TOKCHMKOKIHETHKH)

4) KaHLIEPOTEHHICTh: -

JI0BrOCTPOKOBI JOCIIiDKEHHS -

KOPOTKOCTPOKOBI [10CIIi JPKEHHS -
abo J10C/IiKeHHs CepeiHbol TPUBAIOCTI

J10JaTKOBI j].OCJIi,E[}KeHHﬂ =

5) penpoyKTHBHA TOKCMYHICTB Ta -
TOKCHYHMH BIIJIMB HA PO3BUTOK MTOTOMCTBA:

BIIMB HA QepTHIIBHICTD i paHHii -
eMOpioHaNbHHI PO3BUTOK

eMOPIOTOKCUYHICTD -

[IpeHaTalibHa 1 IOCTHATaNbHA TOKCUYHICTh =

JOCIIKEHHS, [IPH AKX Npernapar -
YBOJAHUTBCS MOTOMCTBY (HECTATEBO3PiIUM
TBapvMHaM) Ta/abo OLiHIOEThCS BifjaneHa
st

6) MicLieBa nepeHOCUMICTh -

7) NOAATKOBI HOCITIIMKEHHS TOKCMYHOCTI: -

AHTHI€HHICTh (YTBOPEHHS AHTHUTIN) -

IMYHOTOKCHYHICTh -

NOCITiIPKEHHA MEXaHI3MIB T -

NiKapChKa 3a/1eKHICTh -

TOKCHYHICTh META00JIITIB -

TOKCUYHICTH JOMIiLIOK =

iHIIIEe N

5. BUCHOBKH 1100 JOKJIHIYHOTO -
BUBYEHHSI

3asABHUK (BﬂaCHH
peecrpaulm-loro
MOCBITYEHHS )
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