Jomarok 30

no Iopsanky NpoBeNCHHS EKCIEPTU3M PeecTpaliiiiux
MarepianiB Ha MiKapchki 3aco6H, 10 MOAAIOTECH HA
JepKaBHY PEECTpaLiio (MepepeecTpaiiio), a Takosx
CKCIIEPTH3H MATEpialiB PO BHECEHHS 3MiH 0
peecTpauiiinux Matepiais poTaroM il
peecTpallifiHoro nocsigyenHs

(myHkT 4 po3niny IV)

3Bir npo kiainivHe BUNpoGyBanns

1. Ha3pa nikapcpkoro 3aco6y (3a HasiBHOCTI - KETOPOJIAK-JIYBHU®APM, po3uuH il
HOMEp PeeCTpamifHOrO [OCBiUCHHS) in’exniii 30 Mr/mur mo 1 M1 B amnyJiax, no 5 ammy.a y
Osicrepi 3 miaiBkH, mo 1 a6o 2 Gaicrepn B maumi 3
KapToHy; mo 10 ammya y maunmi 3 KaproHy 3
KAPTOHHHMH IepPeropoKaMu

2. 3asiBHHK AT «Jlyouudapm»
3. Bupobuuk AT «JlyGaudapm»
4. IlpoBeneHi JOCITiIKEHHS: TaK D Hi [l—, AKINO Hi, OOTpYHTYBaTH

Bnracni kniniuni oocnioxycenua ve nposoounucs.
Himepamypni oznaou (onyonikosanoi nimepamypu)
Micmamb 0ocmamubo iHgopmayii uodo kKninianux

00CNi0IHCEHD
1) Tun gikapceKkoro 3acofy, 3a SKUM I'enepuunmii nikapcekuit 3aci6
IpOBOJMIacs abo IMITAHYETHCS PeecTpallis
5. IloBHa Ha3Ba KIiHIYHOTO BUIIPOOYBaHHS, :
KOJOBaHHH HOMEP KJIIHIYHOr0 BHIIPOOYBAHHS
6. @a3a KIIHIYHOrO BUIIPOOYBAHHS -
7. Ilepion mpoBeieHHSsI KJIIHIYHOTO -
BHIIPOOYBaHHS
8. Kpainw, Jie npoBoauiIoCs KIIiHiuHe -
BHIIPOOYBaHHS
9. KinpkicTh JOCIIIKYBaHHX -
10. Merta Ta BTOpHMHHI il KJIIHIYHOTO -
BUIIPOOYBaHHS
11. JInzaifH KI1iHIYHOTO BHIPOOYBAHHS -
12. OcHoBHi KpuTepii BKIFOYEHHS .
13. JlocnimkyBaHui JiikapChKHi 3aci0, croci6 -
3aCTOCYBaHHS, CHJIA il
14. IIpenapat nopiBHSHHI, 1034, CIOCIO -
3acTOCYBAHHS, CHJIA JIil
15. CynyTHs Teparist
16. Kpurepii olliHKH eeKTHBHOCTI g
17. Kpurepii oninku 6e3mexu
18. CraTucTiydi MeTo M
19. lemorpadiuHi MoKa3HUKH JOCTIHKYBAaHOI -
MOIyJisiLii (cTaTh, BiK, paca, TOIIO)
20. Pesynpratn epekTHBHOCTI
21. Pesyneraru Oe3nexu
22. BucHOBOK (3aKJIIOYECHHS)
3agBHUK (BIaCHUK peecTpaliifnoro
IIOCBIIYEHHS)

(TXEJ o sl .
“oHakas  Minicmeépemeo oxoponu 300pos’s Yipainu, 6id 27.06. 2019 Ne 1525,
«IIpo sameepdoicennsn smin 00 Hopadky npogedenns excnePmysil peecmpafiitnux Mamepianie Ha MiKapcbki 3acobu, wo NOOAMvCa Ha

; eccmpayiio (hepepeecmpayilo), @ MaKoxc ekcRePmusl Mamepianie npo 6HECEHHA 3MIH 00 PEECMPAYIIHUX Mamepianie
oepEL D e necep Pt = npomsazom Oii peecmpayiuno2o nOcIOYeHHA)




Jonarox 29

Ao [Nopsaky npoBeIeHHs EKCIIEPTU3H PEECTpaLi HHHX
MarepianiB Ha JiKapchKi 3aco6H, IO MOAATEC Ha
JiepxaBHy peecrpauiio (epepeecTpauiio), a Takox
€KCIIEPTH3M MarepiaiB Ipo BHECEHHS 3MiH 10
peecTpauifiHux MaTepianiB poTAroM Aii
peecTpalifiHoro MocBiT4eHHS

(nyHKT 4 posniny IV)

3BiT npo AoKAiHIYHI JocTaiTKeHHS

1. Ha3ga sikapcekoro 3aco0y (3a HassBHOCTI -
HOMEp PeeCTpaliifHOTO MOCBIAYEHHS):

KETOPOJIAK-TYBHU®APM, po3unn s in’exkniit
30 mr/ma mo 1 Mu1 B amnyJiax, mo 5 ammyJ y oaicrepi 3
mIiBKkH, o 1 a6o 2 Guicrepu B na4ui 3 kaprony; no 10
aMmyJ y madmi 3 KapToHy 3 KapTOHHHMH
NeperopoKamMu

1) Tam TiKapebKoro 3acoly, 3a SKHM
npoBoJIIacs a00 IJIaHYEThCS peecTpanis

I'eHepuuHmii TiKapchKHii 3aci0

2) mpoBeICHI TOCTIDKSHHS

TaK |:| i| \ |sxmo ui, o6rpysTYyBaTH
Joxniniuni 0ocniorceHHA npedCMaeaeHi y Uil
aimepamyprux 021a0ié (onybnikoeanoi nimepamypu)

2. dapmaxoJioris:

1) nepeuHHA hapMakoMHaAMIKa

2) BTOpHHHA (hapMaKoHHaMIKa

3) dapmakosoris Oe3nexku

4) dapmakoHaAMigHi B3aeMOAil

3. ®apmMaKkoKiHEeTHKa:

1) aHaNiTHYHI METOJIMKH Ta 3BITH LIOJI0 iX
Baytipamii

2) BCMOKTYBaHHS

3) pozmoin

4) metabommizm

5) BUBENEHHS

6) apMakoKiHEeTHYHI B3aeMOJiT (IOKTiHigHi)

7) inmmi papMakOKiHETHYHI JOCIIPKEHHA

4, TOKCHKOJIOTIS:

1) TOKCHYHICTD Y pa3i OHOPa30BOI0 BBEJIECHHS

2) TOKCHYHICTD Y pa3i IOBTOPHHUX BBE/ICHD

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOYAIOYH JIOJIATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIePOr €HHICTb:

JIOBIOCTPOKOBI JOCIIIPKEHHS

KOPOTKOCTPOKOBI TOCHiIKeHHs ab0
JIOCII JUKEHHS CePEeAHbOT TPUBAIOCTI

JTOATKOBI JIOCITIKEHHS

5) penpo/yKTHBHA TOKCHYHICTh Ta TOKCHYHHIA
BILJIMB HAa PO3BHTOK IIOTOMCTBA!

BIIMB Ha PEepTHIIBHICTE i paHHiH
eMOpiIOHAIBHUH PO3BHTOK

eMOPiOTOKCHYHICTD

TpeHaTaIbHA 1 IOCTHATAIbHA TOKCHUYHICTE

JIOCJIi/KEHHA, TIPH AKUX IIpenapar yBOIAHTHCS
TOTOMCTBY (HECTATEBO3PLIHM TBapHHAM)
Ta/ab0 OIIHIOEThCS BianeHa Jisd




6) MicIieBa IEpEHOCHMICTh -

7) IOAATKOBI IOCHI KEHHS TOKCHYHOCTI: -
AHTUTCHHICTD (YTBOPEHHS aHTHTI) -
IMyHOTOKCHYHICTS -
JOCIIDKEHHS MEXaHI3MIB JiiT -
JIKapChKa 3aJIeXKHICTh -
TOKCHYHICTH MeTaboJIiTiB -
TOKCHYHICTE JIOMILIOK -

iHIIe

5. BUCHOBKH 111010 ZOKTIHIYHOTO BHBYEHHS
3asBHHUK (BIACHUK PEECTPaLifiHOrO
NIOCBi/TYCHHS)
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\!\:Hu;c?ﬂ Ma(scfﬁep'aheo oxopoHu 300poe's Yipainu, eid 27.06.2019 Ne 1528,
«lIpo samsepoxcenns amin do Ilopadky nposedenns em:'\ﬁé‘p'ﬁa:@pgcmﬁ/ iuHux Mamepianie na nikapewki 3acobu, wo nodaromecs Ha
depoicagry peecmpayiio (nepepeecmpaying), a markoxc eKCREPIMU3Y MAMEPIanie RPo 6HECEHHS IMIH 00 peecmpayitinux mamepiaiie
npomazom Oii peecmpayiiinozo noceiduenHa»




