210 Iopaaky npoBeaecHHs eKcnepTH3n
peecTpauifinix MaTepianis Ha nikapebki
3aC00H, WO NOJAKOTHCA HA JIEPIKaBHY
peecTpaiio (mepepeecTpaniio), a Takoxk
€KCIEPTH3H MATEPIalliB PO BHECCHHA
3MiH J10 peecTpaLliiiHux MaTepianip
HpOTATOM Jiii peecTpauiiinoro
NOCBIAYEHHA

(nyHKT 4 posainy IV)

3BIT

Nnpo KJiHiYHe BUNPOOYBaHHS

1. Hazga nikapcekoro 3acofy (3a
HasBHOCTI - HOMep peecTpaniiinoro
[IOCBI/TUCHHS)

MEJAKCA

2. 3asBHUK Menax ['ezenbuiadr hrop kiinime
[Mneniansnpenapare MoX, Himeuunna

3. Bupobuuk Menak ['esenpadr drop kiiniine
[lnenianenpenapare M6X, Himeuunna
Onxome) MeHbIOGeK4epinr a.c. Yecpka Pecrrybiika

4. Ilpoenieni nocmikeHHs:  Tak  Hi  SKIIO Hi, 06IpyHTYBaTH

3rigno Hakasy No 46 MO3 Vkpainu Bix 23.07.2025 poky as TeHEepHKIB He HATalOThCHA
pe3yJIbTATH BIACHHX KIIHIYHUX JociipKrens. Kiminivni gociimkenns moao eekTHBHOCTI Ta
0e3MeYHOCT] 3aCTOCYBAHHSI JIIKApChKUX 3aC001B 3 IiI0Y0I0 PEUYOBHHOIO OKCATIIIATHH y JIrofei
OIHCAH] Y MOJIyJI 5 PEECTPanifHOro JOChe 3 BAKOPUCTAHHSM HAYKOBHX JDKepell. 3rijHo 3
nonoxkeHHaM KepiBHHIITBa €BpoIeficbKOro areHTeTBa 3 A0CTIDKSHHs 610€KBiBaIeHTHOCTI
(CPMP/QWP/1401/98 Rew.1) nocmimkeH s eKBIBAIEHTHOCTI, SIK MPaBHJIA, He HOTPiOHI, AKIIO
BUNPOOYBaHUH JTiKapchKuii 3aci6 BBOAUTECS SIK BOIHHN BHYTPIITHLOBACHHHIT PO3UHH, 1110
MICTHTB TaKy j aKTHBHY PEUOBHHY, L0 i pedpepeHTHUIA TikapchKHil 3aci6.

1) Tun nikapcekoro 3aco0y, 3a SIKHEM

POBOIMIACS 200 IUIAHYETHCS PEECTPALIis

[ enepuuHmil TikapchKuit 3aci0

5. IloBHa Ha3Ba KJIIHIYHOIO
BUIIPOOYBAHHSI, KOJIOBAHHI HOMED
KJIIHIYHOTO BUITPOOYBaHHS

6. @a3za KJIIHIYHOIO BHIIPOOYBaHHS

7. Ilepion npoBeaeHHS KIiHIYHOrO 3 10

BUNIPOOYBaHHS

8. Kpainu, e npopoauiocs Kiinidne .

BUIIPOOYBaHHS

9. KinbkicTs 1ocipKyBaHIX 3aIlJIaHOBaHA:
(haxTHYHA:

10. Mera Ta BTOpHHHI 1{)Il KJIIHIYHOTO
BUIIPOOYBAHHS




L1, JAM3auH KITHIYHOTO BUIIPOOYBAHHS

12. OcHOBHI KpuTEpIl BKIFOUEHHS

13. JlocnimkyBanuii ikapcbkuii 3acio,
crrocid 3actocyBaHHA, CHja il

14. Tlpenapar nmopiBHAHHS, 1034, CIIOCIO
34CTOCYBAHHA, CUJIa 1T

15. Cynytus Teparis

16. Kpurepii oriHkn eeKTHBHOCTI

17. Kpurepii ouinku 6e3nexku

18. CrarucTHYH] METOIH

19. lemorpadiuHi noKazHHKH
JI0CJIPKYBAHOT oMy ISl (eTaTh, BiK,
paca, TOIIIO)

20. Pesynprati epeKTHBHOCTI

21. Pesynpratu 6e3mexu

22. BUCHOBOK (3aKITIOUCHHS)

3asBHUK (BJIaCHHUK
peecTpaniifHoro MOCBIIYeHHs )




Jlonarok 29

210 [opaaky nposesieHHs exenepTHsu
peecTpaLiinuX Matepianis Ha Jlikapehbki
3ac00u, WO NOAAOTLCA HA ACPIKABHY
peccTpauiio (mepepeecTpaliio), a Takom
CKCNEPTHIN MATEepPiaiB PO BHECEHHS
3MiH [0 peecTpauiiiHix Matepiaiis
NpoTATOM ii peecTpauiiiHoro
MOCBIHEHHs!

(myHkT 4 pozniny [V)

3BIT
PO AOKJIIHIYHI JOCTIIZKEHHS

1. Ha3ga nixapcekoro 3acofy (3a MEJIAKCA
HAsBHOCTI - HOMEpP PeeCTpaIiinoro
[IOCBIAUCHHS):

1) Tan nikapceKoro 3acody, 3a SKUM ['enepuunmii rikapcpKuii 3acid
POBOAMTIACH a0 IUIAaHYETHCS] PEECTPAIlist

2) IpOBEIEH] TOCITIIKEHHS TaK HI SKIIO Hi, 0OrpyHTYBaTH

3rigso Hakaszy Ne 460 MO3 Vxpaiuuu Bix 23.07.2025 poky /Ui reHepHKIB He HaJalOThCA
Pe3yJIBTATH BJIACHMX TOKCOJIOITYHHX Ta (hapMakoIoriyHuX BUIIpoOyBaHb. TOKCHKOIOriuHI Ta

(hapmaxomoriuni onucani y Moy 4 peecTpallifHOro 10Che 3 BAKOPHCTAHHAM HAYKOBHX
JIiTepaTypHHX JDKEpe.

2. Gapmakororis:

1) meprunHa papmakoHHAMIKA 3rifHo MTepaTypHUX JKEpe
2) BropuHHa (hapMaKoHHaMiKa 3rigHO MiTEpaTYPHHX JIKEpEI
3) papmaxouioris Ge3nexu 3riHO JiTepaTYPHUX IKEepel
4) papmaxoarHaMivHi B3aeMOIIT 3riJIHO JIITEPaTYPHUX JDKEpen

3. @apMakoKiHETHKA:

1) anamiTHYHI METOIHKH Ta 3BITH LIONO IX (3TiAHO JiTepaTypHUX JKepe
BaJTiHaIi

2) BCMOKTYBaHHSI 3riJIHO JIITEpaTyPHUX JKEPET
3) po3moin 3rigHO MTEpaTYpPHUX JUKEpPET
4) metabommizm 3riIHO JIITEPaTYPHUX DKEPEe
5) BuBe/ICHHS 3riHO JIITepPATYPHUX KEPE
0) QpapMaKoKiHETHYHI B3a€MOIiT 3riJIHO JIITEPATYPHUX DKEPET
(TOKJTIHIYHI)

7) 1111 (papMaKOKiHCTHYHI JOCIIKEHHS  [3TiIHO JIITEPaTyPHHUX [DKEPEIT




4. Toxcukonoris:

1) TokenuHicTs y pasi ogHOpazoBoro
BBEICHHSI

3rifHo miTepaTypHHX JKeper

2) TOKCHYHICTD Y pasi MOBTOPHHUX BBEICHE

3riIHO JTepaTypHUX IKEpel

3) FeHOTOKCHYHICTh:
in vitro

3riZHO JITepaTypHUX JDKEpe

In Vivo (BKJIFOYAIOUH TO/ATKOBY OILHKY 3
TOKCUKOKIHETHKH )

3riJIHO JiTepaTypHUX JKEpe

4) KaHIEPOTeHHICTh:

3riIHO JTITEPATYPHHUX JKEpEI

JIOBIrOCTPOKOBI JIOCIIIKEHHS

KOPOTKOCTPOKOBI JOCIiDKEHHS
abo moCIiKeHHs CepeiHbOT TPHBAIOCTI

OJATKOBI JTOCIIKEHHS

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIMB Ha PO3BUTOK
IIOTOMCTBA:

3riIHO JiTepaTypHHUX Kepel

BIUIUB Ha QEPTHIIBHICTD 1 paHHii
eMOpiOHaNIBHUI PO3BATOK

3riIHO JIiTepaTypHHX HKEpeT

eMOPIOTOKCHYHICTE

3rifHO JiTepaTypHUX JKEpel

[IpeHaTaJbHa 1 MOCTHATAILHA TOKCHYHICTE

3rifiHO JMITEPATYPHUX IKEPEI

JIOCIIJKEHHSL, TIPH SKHX [penapat
YBOAMTLCSH IOTOMCTBY (HECTATCBO3PIIHM
TBapuHaM) Ta/ab0 OIIHIOETLCS BiyaieHa
118t

3rifiHO JITEPaTYPHUX JKEPEI

6) MiclieBa repeHOCUMICTh

3rijiHO JMiTEepaTyPHUX JKepell

7) 10aTKOBI JOCIIKEHHS TOKCUYHOCTI:

3rifHo JiTepaTypHUX IKEPEI

AHTUICHHICTD (YTBOPEHHS aHTHTLI)

3rigHo JTiTEpaTypHUX JUKEpel

IMYHOTOKCHYHICTE

3riiHo JiTepaTypHHX JIKEepe

TTOCITIIPKEHHS MEXaHI3MIB Jil

3riJIHO JIITePaTYPHHUX HKEPEIT

JTIKapChKa 3aJIeKHICTh

3riIHO JITEpaTYPHUX JDKepel




TOKCUYHICTH METabOIITIB 3riHO JiTepaTypHHX JIKepe

TOKCHYHICTH JOMIIIOK 3riHO MTEepaTypHUX IDKEPET
1HIIIe 3rizHoO TiTEepaTypHUX JKepell
5. BHCHOBKH 111010 JOKIIHIYHOTO 3riaHo i YPHUX JIKepes

BHBYCHHS

alHas .

PR
3asiBHUK (BIACHUK
peecTpariiinoro

IIOCBITYCHHS)




