3BIT npo KaiHiuHe Bunpodysanis Nol

1. Hazea siikapcbroro 3acofy (3a nassocti — nHomep ®YPOCEMI/L, posunn aas in’exuiii

peecTpaniitHoro noceijiueHHs) 10 Mr/ma B aMmy.J1ax mo 2 mu
2. 3asBHUK AO4YIPHE HIAIIPUEMCTBO
«DAPMATPEN]T», Ykpaina
3. BupoOHux AOUIPHE [MJITIPUEMCTBO
«DAPMATPEW]]», Vkpaina
4. TIpoBeIeHi TOCTi IKEHHSL: Tak +  Hi AKIIO Hi,
OOI'PYHTYBaTH

Bracui KiIiHiYHI JOCTIDKEHHS He HAAlOTBhCA., OCKLIBKHM JTiKapchKuil 3aci6 € reHepHkoM i3
JIOBEJICHOI0  (hapMAlEBTUYHOI0 ~ €KBIBAJIEHTHICTIO 110  BUIHONIEHHIO 10  pedhepeHTHOro
nikapepkoro 3aco0y JJABUKC® HEO, po3uun a1s in'ekuiii, 10 Mr/mi (3riHo BUMOT [Topstaky
[IPOBE/IEHHS CKCICPTU3M PEECTpalliiHUX MarepiajliB Ha JiKapchKi 3aco0M, 10 MOJAIOTLCS HAa
JIepAaBHY PEECTpaLiio (MepepeecTpaliio), a TAKOK eKCIePTH3H MaTepialiB Mpo BHECEHHS 3MiH
10 peccTpalliifiHuX MaTepiatiB NmpoTaAroM Jiii peecTpauifiHOro MOCBiTYEHHA 3aTBEPAKECHOTO
HakazoM MinictepeTBa 0Xoponu 3/10poB’s Yxpaiu Bix 26 cepiinst 2005 poky Ne 426 (v penaxuii
Hakazy MO3 Ykpainu Big 23.07.2015 Ne 460).

1) T nikapepKoro 3acoly, 3a SKUM TIPOBOIHIIACS I"'enepuunnii nikapebkuii 3acio 3rijHo
a00 MIaHyeThCs peecTpaltis nyHKTY 1 (mignyskry 1.3) possiny 111
[Topsiaky Hakazy MO3 Vkpaiau Bij 23

munHs 2015 poky Ne 460.

5. IToBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBAHHS, -
KOJAOBAHUI HOMED KIIIHIYHOTO BUIIPOOYBAHHS

6. Maza KIIHIYHOTO BUIIPOOYBAHHS -

7. Ilepioa mpoBeeHHs KIiHIYHOTO BUIPOOYBAHHS 3 110

8. Kpainu, 1e mpoBoausIocs KJiHiuHe BUIIPOOYBaHHS -

9. KispkieThb JOCIIKYBAHIX 3aIryIaHOBaHa:
(pakTHYHA:

10. MeTa Ta BTOpHHHI I[iTi KJIHIYHOTO BUNPOOYBAHHS -

1. Tu3aiin KJIiHIYHOrO BUIPOOYBAHHS -



12. OcHoBHI KpuTEpil BKIIOYCHHS

13. JocnimxyBanuit aikapebkuit 3acio, cnociod
3aCTOCYBAHHs, CHJIA il

14. ITpenapat nopiBHAHHS, 1034, CIIOCIO
3aCTOCYBaHHs, cHJIa JIil

15. CynyTtHs Teparis

16. Kputepii oninku edekTUBHOCTI

17. Kpurepii ouink# 6e3mnexu

18. CraTucTHYHiI METOIH

19. JleMorpagivyHi nNOKa3HUKH TOCITiTKYBAHOT
HOIYJIAIT (CTaTh, BiK. paca, TOIIO)

20. Pe3ynbrati eeKTHBHOCTI

21. Pe3yneTatu Oe3neku

22. BUCHOBOK (3aKJTIOUCHHS ) 7
7
7~
3asgBHUK L4 i
_(BIaCHHK /" ¥ (nigmmc)
PRECKRANLEACES d [luranenxo B.11
[TOCB1JITUEHHS ) i

(IL. L. B.)



3BIT PO AOKIIHIUHI TOCTIIKSHHS

1. Ha3ga jnikapcbKoro 3aco0y (3a HagBHOCTI — OYPOCEMI/, po3unH s in’exuii
HOMEp peecTpariiiiHOro MOCBIAYEHHS): 10 Mr/mut B aMmyaax mo 2 M

1) Tun nikapcbKoro 3aco0y. 3a AKUM MPOBOMIIACH I'enepuyunnit nikapepkuii 3acid srigno
abo MJIaHY€eThCS PeeCTparis nyHkTy 1 (mianyskry 1.3) pozginy III

[lopaaky Hakazy MO3 Vkpainu Big 23
aumnsa 2015 poxy Ne 460.

2) IPOBe/IeHI JOCIIKEeHHSI 0 Tax vy, Hi AKIIO Hi,
OOrpyHTYBaTH

BiacHi JOKMIHIYHI JOCTIIKEHHA HE HAJAlOThCsl, OCKIJIBKM JTIKApChKHil 3acid € reHepruKoM i3
TOBEICHOK  (papMalEeBTUYHOK — eKBIBAJIEHTHICTIO 110 BiAHOIIEHHIO J0 pe(epeHTHOro
mikapepkoro 3acody JIABUKC® HEO, posunn s in'exuiit, 10 mr/mn (3rigao Bumor Topsiaky
[IPOBEJCHHs €KCIEePTH3M PeecTpaliiHuX MaTepialiB Ha JIKapchKi 3aco0u, IO 10/AKThC Ha
JACpIKaBHY peecTpallito (IepepeecTpaliito), a TaKoXkK eKCIIePTH3N MaTepialiB Mpo BHECEHHS 3MiH
JI0 peecTpalifiHuX MaTepialiB IPOTIroM Jii peecTpaliiiHOro MOCBiYEHHS 3aTBEPIKEHOTO
Haka3oM MiHicTepcTBa OXOPOHH 310poB’ st Ykpainu Bij 26 cepinst 2005 poky Ne 426 (y penaxuii
Hakazy MO3 Ykpainu Big 23.07.2015 Ne 460).

2. Gapmakoutoris: -

1) nepBuHHA apMakoIuHAMIKA -

2) BTOpuHHA (hapMaKoIHHAMIKA -

3) papmakonoris 6e3neku =

4) GpapmakoHaMiuHi B3aeMOiT =

3. ®apmakoKiHEeTHKA:

1) aHamiTHYHI METOAUKH Ta 3BITH 11010 1X -
paigamii

2) BCMOKTYBaHHs -

3) po3noin -

4) meTadomni3zM .



5) BUBEIECHHSA

6) hapMaKoKiHeTHYHI B3aeMO/Til (JIoKTiHiuHi)

7) inmi GpapMakoKiHeTHYHI JOCIIKEHHS

4. ToxkcuxoJoris:

1) TOKCHUHICTD y pa3i 0AHOPA30BOTO BBEIEHHS

2) TOKCHYHICTD Y pa3i OBTOPHHUX BBEICHD

3) reHOTOKCHUYHICTh:
in vitro

in vivo (BKJIKOYAar4M JI0/JATKOBY OIIIHKY
3 TOKCUKOKIHETUKH)

4) KaHIIEPOT€HHICTh:

JIOBIOCTPOKOBI JTOCITI DKEHHS

KOPOTKOCTPOKOBI 1OCTIKEHHS a00 TOCII/IKSHHS
CEepeIHbOT TPUBATOCTI

JOJIATKOBI JTOCTIKEHHAS

5) penpoAVKTUBHA TOKCUYHICTh Ta TOKCHYHHII
BILUIMB Ha PO3BUTOK IIOTOMCTBA:

BILUIMB Ha (hepTuiIbHICTE 1 panHiit eMOpioHaILHUIL
PO3BHTOK

eMOPIOTOKCHYHICTD

[npeHaTalibHa i mocTHATAIbHA TOKCHYHICTh

JAOC/IPKEHHS, TIPH SIKUX [Pernapar yBOIAUThCS
MOTOMCTBY (HECTATEBO3PIJIUM TBapHHAaM) Ta/abo
OLLIHIOETLCA Bijaneda ais



6) MicLeBa IEPEHOCHMICTh

7) IOAATKOBI TOCITIKEHHS TOKCHYHOCTI:

AHTUTEHHICTh (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTD

JIOCJIJIKEHHS MeXaH13MiB il

JiKapchKa 3aJIekKHICTh

TOKCHUYHICTE MeTabOIITIB

TOKCHYHICTh JOMIIIIOK

1HIIIE

5. BUCHOBKH 1I10/10 JOKITIHIYHOTO BUBYCHHS

/7 /
3agBHUK f/;_’ i /
(BJTACHUK k-’/"// (migme)
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peecTpauiiinoro

[luranenxo B.I1.

TOCBi/TYEHH ) (IL. 1. B.)



