Jlojtatok 29

1o [opsnky npoBeaeHHs eKCrepTH3H
peecTpaniiinux MaTepiaip Ha JTKapChKi
3ac00H. 10 MOJAOTECS HA AEPIKABHY
peecTpauito (mepepeectpario), a
TAKOK €KCIePTHH MaTepialiB Mpo
BHECEHHsI 3MIH JI0 peecTpaniiHuX
MarepialliB mpoTAroOM il
peecTpamiiftHOro MocBiueHHs

(myHKT 4 po3niny 1V)

3BIT PO TOKIIHIYHI JOCIII/[KEHHS

1. Ha3ga nikapcbkoro 3aco0y
(3a HAABHOCTI — HOMEp peecTpaLifiHoro
MOCBITUEHHS ):

1) THI nikapebkoro 3aco0y, 3a IKHM
IIPOBOAMIIACS a0 MJIAHYETHCS peecTparlis

2) mpoBEACHI JIOCITiKEHHS

OKCAJIIIIJIATHH-BICTA,

KOHLICHTPAT JUIsl PO3UHHY A8 iH]y3ii, 5 Mr/ M

['eHepuyunuit nikapcbkuii 3acio

Tak / Hi SKLIO HI,
00IpyHTYBaTH

BracHi MOKTiHIYHI JOCTI/UKEHHS HE HAJAFOTBCS. OCKLIBKH JIIKAPCHKHH 3aci® € reHepHKoM i3
JIOBEJICHOIO (papMaleBTHYHOIO SKBIBAJIEHTHICTIO 110 BiHOMICHHIO 10 pe()epeHTHOr0 J1iKapchKoro
3aco0y Eroxcamun®R nopowiok 0as posyuny 0.as ingysiii Sue/mr  (3rinno Bumor Ilopsaxy
MPOBEICHHS CKCIEPTU3H peecTpalliiiHuX MaTepiaiiB Ha JiKapchbKi 3aco0M, 1O MOJAIOTHCS Ha
JEPIKaBHY PEeCTpPaliio (epepeecTpailito), a TAKOXK eKCIEPTH3H MaTepialiB Npo BHECEHHS 3MiH JI0
peecTpaliifHuX MaTepialiB MPOTAroM il peecTpauiiiHoro MocBi{YeHHs 3aTBEPHKEHOTO HAKA30M
MinicrepcTBa 0X0poHHU 3710poB’s YKpainu Bia 26 ceprusi 2005 poky Ne 426 (y pemakuii Hakasy

MO3 Vkpainu Big 23.07.2015 No 460).

2. ®apmakosoris:

1) nepBuHHa (hapMakoHHAMIKA

2) BropuHHA papMaKoMHAMIKA

3) apmakosoris Oe3nexku

4) dpapmakoHaMivHi B3acMOIiT



3. GapMaKoKiHEeTHKA:

1) aHaMITHYHI METOIMKH Ta 3BITH 00 1X
BaUTi TaLii

2) BCMOKTYBaHHS

3) po3noin

4) MeTadoi3zm

5) BUBeIeHHS

6) (hapmakoKiHETHUHI B3aeMOIT (JIOKITiHIYHI)

7) 11 apMaKkoOKiHETHYHI TOCIIKEHH S

4, TokcHKomOTIA:

1) TOKCHYHICTB Y pa3i 0/HOPa30BOro
BBE/ICHHS

2) TOKCHYHICTh Y pa3i NOBTOPHHX BBEICHb

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKJIFOYAKOYH J01aTKOBY OIIIHKY
3 TOKCHKOKIHETUKH )

4) KaHIIEPOT€HHICTB:

JIOBrOCTPOKOBI JIOC/ JDKEHHS

KOPOTKOCTPOKOBI JIOCTI/DKEHHS a00
JIOCJTJUKEHHS cepe/IHbOT TPHBATOCTI

JIOJATKOBI JOCITIIKEeHHS



5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHH BILJIMB HA PO3BHTOK [IOTOMCTBA;

BIUTHB HA (PePTUIILHICTE 1 paHHIH
eMOpioHaTbHUH PO3BUTOK

eMOpIOTOKCHYHICTH

npeHaTajabHa I HOCTHATAIbHA TOKCHYHICTD

JIOCTI/UKEHHS, IPH SIKHX [IPENnapar yBOIHTbCS
II0TOMCTBY (HECTATeBO3PIJIMM TBApHHAM )
Ta/ad0 OLIHIOETHCH BiIa/IeHa mis

6) MicleBa ePeHOCHMICTE

7) 101aTKOBI TOCTITKEHHS TOKCHYHOCTI:

AHTUTEHHICTH (YTBOPEHHS aHTHTL)

IMYHOTOKCHYHICTh

JOCIIKEHHSI MEXAHI3MIB il

JIKapChKa 3a/1eXkKHICTD

TOKCHYHICTL METa0OIITIB

TOKCUYHICTE JOMIIIIOK

iHIIE

5. BUCHOBKH 111010 JIOKJIIHIYHOT'O BUBUYCHHSI

3agBHUK

(BJIACHHUK
peecTpaiiifHoro
MIOCBITUEHHS )

o .
~__ Hiuy “i/

*




Jomatok 30

10 TTopsijiky poBeICHHS EKCIICPTH3H
peecTpaliiiHuX MaTepiaiB Ha JiKapChKi
3aco0M, 10 MOJAI0ThCA HA JIePIKABHY
peecTpalliio (IepepeecTpaiitoo). a
TaKOK €KCIEePTH3H MaTepiaitiB mpo
BHECEHHS 3MIH J0 peecTpariiHux
MaTepiaiiB HPOTIroM il
pEECTpaLiitHOr O MOCBIAYEHHS

(nyHKT 4 pozainy IV)

3BIT PO KJiHIYHE BUMTPOOYBAHHSI

1. Ha3pa nikapebkoro 3acody
(3a HAsIBHOCTI — HOMEP pPeecTpaliitHoro
[IOCBI/TUEHHS )

8]

. 3agBHUK

(8]

. Bupobuuxk

4. [IpoBeneHi A0CTIIKEHHS:

OKCAJIIIJIATHH-BICTA,

MOPOINOK /UIA PO3YHHY A8 iHpY3ii, 5 mr/ mu

TopapucTBo 3 00MeKEHOIO BIANOBIAANBHICTIO
«BYCT ®APMA»

[1nipa Xopearis Jlimiten. Xopsaris

Tak 4 HI SKILO Hi,
OOTpyHTYBAaTH

BriacHi KIHIYHI JOCADKEHHS HE HAIal0ThCs, OCKIIbKH JIKAPChKUH 3acid € reHepukoMm i3
JIOBE/IEHOK (papMaleBTHYHOK €KBIBAJIEHTHICTIO 110 BIJIHOLIEHHIO J10 pedepeHTHOro JIKapchKoro
3aco0y Erorcamun® nopouwtox 0aa poszuuny 0daa ingyszin Swe/yva 3riaHo sumor Ilopaaky
IPOBEACHHS €KCIMEPTH3H PeeCcTpalliifHuX MaTepiaaiB Ha JIKApchKi 3aco0M, L0 IOJAKOTHCS Ha
JepIKaBHY PeECTpalLiio ([epepeecTpaliiio), a TaKOK eKCIepTH3H MaTepia/liB [P0 BHECEHHS 3MiH J10
peecTpauiifHuX MarepiaiiB MPOTAroM Jii peecTpaliiHOrO MMOCBIIYEHHS 3aTBEPKEHOT0 HaKa30M
MiHicTepcTBa 0XOpoHH 3/10poB’st YKpainu Bij 26 ceprus 2005 poxy Ne 426 (y penaxuii Hakasy

MO3 Vkpainu Big 23.07.2015 Ne 460).

1) Tir JgikapcbKoro 3aco0y. 3a AKUM
npoBo/iMIIacs abo NIaHYeTbCs peecTpaLtis

5. IToBHa Ha3Ba KJIIHIYHOIO
BHIIPOOYBaHHS, KOJIOBaHUIT HOMED
KJTIHIYHOTO BUIIPOOYBaHHS

6. daza KIiHIYHOrO BUIIPOOYBAHHS

7. llepioa mpoBeCHHS KIIHIYHOTO
BUIIPOOYBaHHA

["enepuunuii nikapcbKuii 3acid 3riAHO MyHKTY 1
(mipnyakty 1.3) po3ainy Il [Hopsinky nakazy MO3
Vipaiuu Big 23 munast 2015 poky Ne 460



8. Kpainu, jie npoBOAKIOCS KITiHIYHE
BUIIPOOYBaHHS

9. KinpKicTb J0C1/KYBAHHX

10. MeTa Ta BTOpHHHI LI KJIIHIYHOTO
BUNIPOOYBaHHS

11. JInzaiid KIiHIYHOTO BUIPOOYBAHHS

12. OcHOBHI KpHTEPIT BKITIOYCHHS

13. JlocaimkyBanuii JikapchKuii 3acio.
crocid 3acToCcyBaHHS, CHIa JIil

14. IIpenapar nopiBHsIHHS, 103a, CIIOCIO
3aCTOCYBAHHS, CHJIA JIil

15. CynyTus Teparis

16. Kputepii oninku eheKTHBHOCTI

17. Kputepii ouinku Oe3neku

18. CrarucTHuHi METOAH

19. Jlemorpadivuai moka3HHUKA
JOCITIIKYBAHOT TOMYJIAIIT (CTaTh. BiK.
paca. ToIIO)

20. PesynbraTi e(peKTHBHOCTI

21. PesynpraTu Oe3neku

22. BHCHOBOK (3aKJTIOUCHHS)

3asBHUK

(BJIACHUK
peecTpaniifHoro
MMOCBITUCHHS)




