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210 TTOpsAAKY NPOBEACHHS SKCHEPTHIH Peect paLliidinx
Marepianis na nikapepki 3aco0H, 1O MOAAOTLES Ha
JePAHABHY PECCTPALLIIO ([IEpepeccTpailiio), a Takox
CKCIMEPTHIA MATEPialiB [1PO BHECEHES 3MiH J10
peccTpalifHux Marepianis mpoTaroM il
peecTpatiinoro noceigueHns

(mynxr 4 posainy IV)

3BiT npo AoKJIiIHIYHI JoCHIKEeHHS

- HOMEP peeCTpaniifHOro MOCBi[UeHHS):

1. Hasga sikapchkoro 3aco0y (3a HasiBHOCTI

MOKCHU®JIOKCALIUH, Tabxerku, BRpATI
IUTIBKOBOI0 000, 10HK010 o 400 mr

1) Tun nikapceKoro 3aco0y, 3a SKHM
IpoBoauIIacs abo IIaHYEThCS peecTpailis

I'enepuynuii Jiikapcbkuii 3acit

2) IpoBeeHi JI0CITi IPKEHHS

rak (Jui M sxmo Hi, 00IPyHTYBaTH

Bracui doxniniuni docniosicenns ne npoeoouiucs.
Hoxniniyni  Ooocniodcenns — npedcmagneni — 32i0no
ingopmayii - nimepamypnux  doicepen,  pesyiomamis
Ookniniunux  eunpoOysane nikapcekux 3acobie, o
Micmsimb Oflouy  pevosuny  MOKCUGPIOKCAyUILY
2iopoxnopuoy.

2. dapMaxoJIorisi:

1) nepBunHa hapmakoMHamMiKa

2) Bropunna papMakoauHaMika

3) hapmakoiroris 6e3nexu

4) papmakomHamiuni B3aeMoIil

3. GapMaKOKiHETHKA:

1) anamiTHYHI METOHKH Ta 3BITH MO0 iX
BaJTi Harii

2) BCMOKTYBaHHSI

3) posmomin

4) meTaboni3m

S) BUBEJCHHS

6) dhapmakoxineTndHi B3aeMoil
(JroxtiHivHI)

7) innm (papMakoKiHETHYHI TOCIKEHH S

4. ToKCHKOJIOTIS:

1) TokcH4HICTB Y pa3i 0AHOPA30BOrO
BBCJICHHSA

2) TOKCHYHICTB Y pa3i NOBTOPHHUX BBEJIEHD

3) reHOTOKCHYHICTE:
in vitro

In vivo (BKJIIOYAIOYH JI0IATKOBY OIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOTeHHICTh:

JIOBFOCTPOKORBI JIOCII JDKEHHSI

KOPOTKOCTPOKOBI JI0CiJKeHHS ab0
JIOCII1JUKEHHS] Cepe/THhOI TPHBAIOCTI

JOJIATKOBI JIOCIIPKEHHS

5) perpoyKTHBHA TOKCHYHICTE Ta
TOKCHYHHUIH BIUIMB Ha PO3BHTOK IIOTOMCTBA:

BILIKB Ha (epTUIBHICTE i panHii
eMOpIOHAILHIH PO3BUTOK




eMOPIOTOKCHUHICTE -

IIpEHaTa/ibHa i IocTHATANIBHA TOKCHYHICTE =

JIOCIIJUKCHHS, TIPH SIKHX IIpenapar -
YBOJHUTHCH [IOTOMCTBY (HECTATEBO3PLIUM
TBapHHaM) Ta/ab0 ONIHIOETHCA BijyIaieHa
st

6) MiclleBa TEPEHOCUMICTE -

7) IOMATKOBI OCITIJKEHHS TOKCHYHOCTI: -

AHTUT€HHICTH (YTBOPEHHS aHTHTLI) -

IMYHOTOKCHYHICTh &

JOCIIDKEHHS MEXaHI3MIB il -

JIIKapChKa 3aJIe)KHICTD -

TOKCHUYHICTE MeTabOMITIB -

TOKCHUYHICTE JIOMIIIIOK =

iHIIIE =

5. BUCHOBKH 100J{0 JOKJIIHIYHOTO BUBUCHHS | =

3asiBHMK (BIaCHUK pPeecTpariitHoro
IIOCBI[YCH I )

<. (nionuc) /4

ﬁjiiHﬁﬁ AT"RHVGHH/&)'&DM» Caitnana BAIIIYK
e __A1115)

Hawas, Minicmepcmeo oxoponu 300pos's Ypainu, 6id 27.06.2019 Ne 1528,

«lIpo 3ameepocennn smin do Hopadky hposedenns exchepmusu peecmpayiiinux Mamepianie na nikapcwki 3acobi, o nodamses
Ha oepaicagHy peccmpayliio (nepepeecmpayilo), a maKoxe excnepmuzu Mamepianie npo @HecerHs 3MIN 00 peecmpayitHix
Mmamepianie hpomszom Oil peecmpayiiinozo HOCBIOYEHHAN
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A0 TTopsiaky nposeieH s eKCnepTH3M peccTpaLlifinm
marepiaiiB Ha Jdikapeski 3aC00H. 110 1101A10THCS Ha
JICPIKABHY PEECTPALLIO ([IepepeecTpaltiio), a Takox
CKCIIEPTH3M MATEPIaiB Npo BHECEHH 3MiN 10
peecTpauiifHux Marepianis nporsros it
peecTpaiifHoro nocsiaueHus

(nyHkt 4 posainy 1V)

3BiT nIpo kainivxe BUNPoGyBaHHs

1. HasBa nikapcekoro 3aco0y (3a HassBHOCTI - MOKCH®JIOKCAITUH, TabJieTkH, BRPUTI

HOMED peecTpalliffHOro MOCBiT4eHHs) IUIIBKOBO10 000/10HK010 110 400 mr

2. 3adBHUK AT «JIy6uudapm»

3. Bupobuux AT «JlyGuudapm»

4. TIpoBeeHi IOCIi/KCHHS: rak [ #i M sixmo ui, obrpynTyBaTH ‘
bioexsisanenmuicms — 00sedeno  3a  npoyedypoio |

biosetisep na niocmasi bCK

1) Tun nixapcbkoro 3aco0y, 3a SKHEM
nposoauIacs abo MIaHYEThCS PEECTpalis

I'enepuunuii nikapcbkuii 3aci6

5. IToBHa Ha3Ba KIiHIYHOrO BHIIPOOYBaHHs,
KOJIOBAHHH HOMEp KIIHIYHOTO BHIIPOOYBAHHS

6. Pasa KWIHIYHOTO BUIIPOOYBAHHSI

7. llepio npoBeeHHS KITIHIYHOrO
BUIIPOOYBaHHS

8. Kpainu, ne mpoBouiocs KiiHiuHe
BUIIPOOYBaHHS

9. KigpKicTh JOCII/PKYBaHHX

10. Mera Ta BTOpHHHI 1T KITiHIYHOTO
BUIIPOOYBAHHSI

11. JIn3aiin KJIIHIYHOTO BHIIPOOYBaHHS

12. OcHOBHI KpHuTepii BKIIOYEHHS

13. Mocnimkysanuit nikapepkuii 3acid, croci6
3aCTOCYBAHHSI, CHJIA i

14. Ilpenapat mopiBHSHHS, 1034, CI10ci0
3aCTOCYBaHHS, cHia Jii

15. CynyTHs Teparmisa

16. Kpurepii oninku e(eKTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CraTuCTHYHI METOIH

19. lemorpadiuni MOKa3HUKH JOCITIHKYBAHOT
nonyJsuii (crare, BiK, paca, TOIIO)

20. PesynbTatu e)eKTHBHOCTI

21. Pesynpraru Ge3nexu

T
e \
- T KPAMHA - 0O, ’
'-f‘a‘ e

22. BucHOBOK (3aKJIO4YEeHHs)

ey

3asBHUK (BJIACHUK PEECTPALIHHOTO
IIOCBIJIYEHH)

Tostosa op

Harkas, Mirricmepcmﬁow@wB/kpa'r'.l.'u, 6i0 27.06.2019 Ne ] 528,

«IIpo sameepdocenns amin 00 Ilopadky nposedenus excnepmusu peecmpayitinux Mamepianis Ha AIKAPCLKI 3acodu, 1o nooaIoins6es
Ha 0epACAGHY peccmpayiio (nepepeccmpayiio), a Makoie excnepmuzi Mamepianie npo 6HeCenna 3Min 00 peecmpayitinx

Mamepianie npoms2om il peccmpayitine2o noceiouenns»




