3BIT

Npo KJIiHIYHe BUNIPOOYBaHHHA

1. Ha3Ba nikapcekoro 3acody (3a HasBHOCTI
- HOMEp PeECTPAIiifHOTO IOCBITUEHHS)

IBiTycin, cupon 7 Mr/min

2. 3a9BHUK

ITAT HBII «bopmariseskuit XMD3»

3. Bupobuux

4. TIpoBeneHi JOCTiHKEHHS:

ITAT HBII «bopmarisecekuit XD3»
Hi

1) Tum mnikapcekoro 3acoly, 3a SKUM
npoBoauIacs abo MIaHyeTLCA PeecTpallis

Jlixapcekuit 3aci6 3 noOpe BHBUEHHM MEIUYHUM
3actocyBaHHAM 3rigHO 3 Hakazom MO3 Vkpainu

Bi1 23.07.2015 Ne 460

Bimnopimao 1o Bumor Ilopsaky mposeaeHHs

eKCIIEPTU3H  pEeCTpallifHUX  MaTepialniB  Ha

JmiKapchbki 3acobu, IO MOJAIOTHCS Ha JEpXKaBHY
peecTpauito  (mepepeecTpaniio),

a TaKOK

eKCIIEPTH3H MaTepialliB IIpO0 BHECEHHs 3MiH [0
MaTepianiB pisil

peecTpaniiHux TIPOTATOM

peecTpallifHoro IMOCBIAYEHHS, 3aTBEPIKEHOTO
Haxazom MO3 Vkpainu Big 26.08.2005 Ne 426 (y
penakuii Hakazy MO3 Ykpainu Bix 23.07.2015 Ne
460), nikapcekmif 3acib, mI0 NOHAEThCA HaA
pEECTpallifo 3a 3asdBOI0 Ha JIIKAPCHKHM 3acid 3
no0pe BHBYEHUM MEJMYHHMM 3acCTOCYBaHHIM HE
BIACHUX  KIIIHIYHHX

norpebye  IPOBEICHHA

IOCIiIKEHB.

5. IloBHa Ha3Ba KJIiHIYHOTO BHIPOOYBaHHS,
KOJJOBaHHH HOMEp KJTIHIYHOTO
BUIIPOOYBaHHS

JlocnipKeHHS He TIPOBOAMIOCS

6. ®aza KIHIYHOTO BUIIPOOyBaHHS

JlocnimKkeHHS He TTPOBOINIOCH

7. llepiom  mpoBeneHHs  KiiHiwHOTO JloCHimKeHHs He IPOBOIMIIOCH
BHIIPOOYBaHHS
8. Kpaimu, pge mnposomunocs KiiHiuHe| JlocTiKEeHHS HE IPOBOAMIOCS
BUIIPOOYBaHHS

9. KiJIbKiCTh TOCTIDKYBaHUX

JlocipKkeH s He TIPOBOAMIOCS

10. Mera Ta BTOpHHHI LUl KIIHIYHOIO
BHIIPOOYyBaHHA

HOCJIi,Z[}KeHHH HE IIPOBOIHIIOCA

11. JTu3aiiH KIHIYHOTO BHIPOOYBaHHS

JlocmipKkeHHs HE TTPOBOAHIIOCS

12. OcHOBHI KpHUTepii BKIIOUYEHHS

I[OCJ'[i,E[}KeHHﬁ HE IIPOBOJHUIIOCA

13. JlocmiKyBaHHH JHKapcbkuit  3acib,
croci6 3acTocyBaHHS, CHIIA Jii

JlocmiKeHHsT He TPOBOAMIOCS




14. TlpenapaT NOpiBHAHHSA, 1033, CHOCi0
3aCTOCYBaHHS, CHIIA Jii

JlocmiKeHHS. He IPOBOAMIIOCS

15. CynyTns Teparmig

JocmiKenHs He IPOBOAUIOCS

16. Kputepii omiHk# epeKTHBHOCTI

JlocniKeHHs. He MPOBOIMIIOCS

17. Kpurepii oninku Oe3meku

JlocnmimKeHHS He IPOBOIMIOCS

18. CrarucTHuHi METOIH

I[OCJ'IiIl}KeHHﬂ HE IIPOBOJHIIOCA

19. JHemorpadiuni OKa3HUKH
OCITiIKYBaHOI mOMyJAMLii (cTarh, BiK, paca,
TOIIO)

JocnigkenHs He MPOBOAUIOCS

20. Pesynpratu eeKTHBHOCTI

HocnimkeHHs He TIPOBOIHIIOCS

21. PesynbTaru Ge3nexu

HocnimkeHHs He TPOBOAMIOCS

22. BUCHOBOK (3aKJTIOYEHHS)

BigmosimHo mo Bumor Ilopsnky mnpoBeneHHS

EKCIIEPTH3H  pEECTpalliiHMX  MartepiajiB  Ha

JiKapchki 3aco0H, IO MOJAIOTHCS Ha JepiKaBHY
peectpanito  (mepepeecTpamioo), a  TaKOX
EKCIIEPTH3H MaTepialtiB PO BHECEHHS 3MiH 10
peecTpamiifHUX  MaTepialiB  NpOTATOM il
peecTpaliifHOro IOCBIYEHHH,
Hakazom MO3 Vkpainu Big 26.08.2005 Ne 426 (y
penakuii Hakazy MO3 Yxkpainu Big 23.07.2015 Ne
460),

peecTpailiro 3a 3asBOK Ha JIKApChKUH 3acid 3

3aTBEPIKEHOTO

mKapchKui 3acid, 10 [MOJAEThCs Ha

I[OGpC BHBYUCHHM MCIHYHHM 3aCTOCYBaHHIM HC

notpedye TOpOBENEHHA BIACHUX  KITIHIYHUX
JOCIiIKEHb. Y
3asBHHUK (BJIACHHK ) s / AR
peecTpaniifHOro MoCBiAUYEHHS) Hom - (nmiznuc)
Muxaitio HACTYHUK
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3BIT nmpo JoKAiHIYHI JOCTiAKEHHS

1. HazBa mikapcekoro 3aco6y (3a HasBHOCTI -|[BiTYCIH, cupor 7 Mr/Mi

HOMEp peecTpaliifHOro MOCBIIYeHHS):

1) Tan nikapcbkoro 3aco0y, 3a SKUM Jlikapchkuii 3aci® 3 m00pe BHUBYEHHM MEIWYHHM

POBOMJIACS ad0 IUIAHYEThCA PEECTpallisl  BactocyBaHHAM 3rimHo 3 Hakazom MO3 Ykpainu Bin

23.07.2015 Ne 460

2) IpoBE/IeH] JOCTiIKEHHS D TaK E Hi | SKIIO «HI», 00IPYHTYBaTH

Binnosinno mo BuMmor [lopsimky mnpoBeleHHS €KCIEPTH3M PeeCTpallifHUX MaTepialiB Ha
ITIKapChKi 3ac00H, L0 IMOAIOTHCS Ha JAepKaBHY peecTpaliio (IlepepeecTpailito), a TAKOK eKCIIEPTH3H
MaTepiamiB PO BHECEHHsS 3MiH [0 peecTpaliffHuX MaTepialgiB HpOTAroM il peecTpaiiifHoro
nocBigueHHs, 3arBep/ykeHoro Hakazom MO3 Vkpaimm Big 26.08.2005 Ne 426 (y pemaxiii
Hakasy MO3 Vkpainu Bix 23.07.2015 Ne 460), mikapcbkuii 3aci6, o NOJAETHCA HA PEECTpAIiio 3a
3agBOI0 Ha JKapchKHH 3aci0 3 mobpe BHBYEHHM MEOUYHHM 3aCTOCYBaHHAM He I0Tpebye

[IPOBEJIEHHS] BIACHUX JOKJIIHIYHUX JIOCIIDKEHb.

2. dapMakoIoris:

1) nepBuHHA (hapMaKoIuHAMiKa

I[OCJ'ILII)KCHHFI HC IIPOBOOHUIIACA

2) BTOpHHHA (hapMakoAHHaAMIKA

OCJIiZ[}KCI-IHﬂ HE IIPOBOOHJIHCA

3) dapmakosnoris 6e3meKn

JlocmipKeHHS He IPOBOIMITHCS

4) papmakoguHaMIUHI B3aeMOIii

JlociKeHHs He IPOBOJIMIIUCS

3. dapMakoKiHEeTHKA:

1) aHaMITHYHI METOMKH Ta 3BITH MO0 X
BaUTiamil

JlocniKeHHs He TIPOBOIMIIACS

2) BCMOKTYBaHHs

JlocniKeHHs He TIPOBOIMIIACS

3) po3nozia

JlocimxeHHs: He IIPOBOIHITHCS

4) meTabotizm

OCJIIJDKEHHSI He IPOBOIHITHCS

5) BUBEIEHHS

OCITIIDKEHHS HE IIPOBOIHITHCS

6) hapMakoKiHETHYHI B3aeMoil (HOKITIHIYHI)

JlocixeHHs He TPOBOIHITHCS

7) inmi gapMaKOKIHETHYHI TOCTiIHKEHHS

JlocmimKkeHHs: He TPOBOTHIIHACS

4. Toxcukooris:

1) TOKCHYHICTB Y pa3i 0JHOPa30BOr0O
BBEICHHS

JlocmikeHHs. He IPOBOIHITHACS

2) TOKCHYHICTB Y pa3i HOBTOPHHX BBeJEHb

JlocmikeHHs He IPOBOTUITHCS

3) reHOTOKCHYHICTh:
in vitro

JloctiKkeHHs. He IPOBOIUITHCS

in vivo (BKITIOYAIOYH JTOJIATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

JlocmmiKeHH S He IPOBOAMIIACS

4) KaHIIEPOT€HHICTh:

,HOCJ'IiJI}KCHHH HE IIPOBOOHIIHACS

ITOBFOCTPOKOBI JOCJIJKEHHS

,[[OCJIiI[}KeHHH HE IIPOBOOHIIHCA




KOPOTKOCTPOKORBI IOCITIDKEHHS a60
ITOCITiIKEHHS CepeTHbOI TPUBAIOCTI

JlocimKeHHS He TIPOBOAMIINACS

IMogaTKOBI MOCTIKEHHS

JlocmireHHs He IPOBOIUIIHCS

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUTHB Ha PO3BHTOK IIOTOMCTBA:

JlocmipKeHHs He IIPOBOIHIIHCS

BILTHE Ha GEePTHIIBHICTE 1 paHHiH
eMOpiOHAIbHUHA PO3BUTOK

JTocmimxeHHS HE IPOBOAUIIUCS

eMOpiOTOKCHYHICTD

JlocnipKeHHS He TIPOBOIHIIHCS

NpeHaTalbHa 1| HOCTHATATbHA TOKCHYHICTD

JlocmipKeHHS He IPOBOIMIIHCS

MOCTI[KEHHS, TIPH AKUX [penapar
YBOJHUTECS IIOTOMCTBY (HECTaTEBO3PLINM

TBaprHaM) Ta/abo OIIHIOEThCS BianeHa Jis

JTocIipKeHHS He POBOJMIIHCS

6) MicIieBa IepeHOCHMICTh

JlocipxeHHs He TIPOBOIHTIHCS

7) IOJATKOBI JTOCJIDKEHHS] TOKCHIHOCTI:

JTocmimxeHHst He IIPOBOAMIIHCS

AHTUICHHICTD (YTBOPEHHSI aHTHUTLI)

OCJTi/DKEHHS He IPOBOIAIHCS

iMYHOTOKCHYHICTb

OCJIIJDKEHHA He NPOBOOHUIIHACS

TOCITIDKEHHS MeXaHi3MiB il

JlocipKeHHS He TPOBOIMIIHCS

JTiKapchKa 3aJIeKHICTh

JlocmimKeHHS He POBOJHIIHCS

TOKCHYHICTE METa0O0JIITiB

JlocotipKeHHS He POBOIUIHCS

TOKCHYHICTh lIOMiIIIOK

JloctipKeHHs He IPOBOTHINCS

iHIIEe

5. BUCHOBKH 11010 JOKJIIHIYHOTO BUBUEHHS

Bigmosimno nmo Bumor Ilopsaky

EKCIIEPTH3H PEECTPAIliiHUX MaTepialiB Ha JHiKapchKi

IIPOBCOCHHA

3aco0M, IO MOMAIOThCS Ha JEpXKaBHY peecTpaliio
(mepepeecTpanmio), a TaKOX eKCIIepTH3H MaTepialiB
Npo BHECEHHS 3MiH [0 peccTpamiffHuX MaTepialiB
npoTsAroM il peecTpamifHOro  IOCBIIYEHHS,
satBep/pkenoro  Hakazom MO3  Vkpaiam  Bin
26.08.2005 Ne 426 (y penakuii Hakazy MO3 Ykpainu
Bix 23.07.2015 Ne 460), mnixapcekuit 3acib, 1m0
[OA€ThCS Ha PEEcTpalilo 3a 3asBOI0 Ha JIKapChbKHM
3aci0 3 100pe BUBYEHUM MEIMIHHM 3aCTOCYBAHHSIM HE
HOTpeﬁy‘e;j«'_ -fnpggeﬁéiiﬂ{ BIACHHX  JOKIIHIYHUX
G gt )7 \

3asgBHEK (BIaCHHK peecTpanifHoro

ITOCBiTUCHHS)

OCITi PKEHb:
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