Honartoxk 29

1o Ilopsiaky nporeieHHS eKCTIEPTH3H
peecTpaliifHiX MaTepiaiiB Ha Jlikapchbki
3aco0H, 110 MOJAIOTECS HA JEPKABHY
peecTpaifo (epepeecTpaliiio), a Takox
EKCMIEPTHU3M MaTepiajiB Npo BHECEHHA
3MiH [I0 peecTpaLiiiHIX MaTepialis
NpoTATOM Ail peecTpauiiiHoro
MOCB1TUeHHA

(nyHkT 4 posniny IV)

3BIT

Npo AOKJIiHIYHI JOCTiLKeHH

1. Ha3Ba nikapebkoro 3aco0y (3a
HasBHOCTI - HOMEp PeeECTpamniitHoro
MIOCBIYEHHS ):

JIBAIIE JIOHT I'APSTYHAIN HAIIIH, rpanyan
1)1 OPAJILHOTO po34yuHy 1o 600 mr/3 r

1) Tun nmikapcekoro 3acoly, 3a SIKHM
NpoBOaHIIACs 200 IUIAHYETHCS peecTpailis

I'iGpunHmit TiKapceKuii 3aci6

2) mpoBeeH] JOCITiIKEHHS

[] Tak X wi sxmo Hi, 06IPyHTYBaTH
Obzpynmysanns: lle ribpuauauit nikapeskuii 3acio.
Bigmosigno gm0 Bumor posximy I IMopsaky
IIPOBEICHHS EKCTIePTH3H peecTpaniiHux
MarepiaiiB Ha JTiKapchbKi 3ac00H, 110 [TOJAKOTHCS Ha
JepiKaBHy pPeecTpalilo (IepepeecTpaniio), a TakoxK
EKCIEePTH3H MarepialiB Mpo BHECEHHHA 3MiH [0
peecTpallifHUX  MaTepiamiB  mporsrom il
peecTpaniifHoro nocsiguenHs (Haka3 MinicTepcTsa
OXOPOHH 370poB’s Ykpainu Bix 26.08.2005 Ne 426
(31 3minamm, umHHa penakiis) Ta crarri 10.1
Hupextusu 2001/83/€C noxninigyHI J0CTiIHKEHHS
HE BUMArarThC.

2. ®apmaxosoris:

1) nepBunHa hapMakoIHHAMIKA

2) BTOpHHHA apMaKoMHaAMiKa

3) dapmaxoorisa 6e3mexu

4) papmakosHamMiuHI B3aEMOii

3. dapMaKkOKiHeTHKA!

1) aHaTITHYHI METOTUKH Ta 3BITH MO0 iX
BaUTi Al

2) BCMOKTYBaHHS

3) po3nozin

4) MeTabomizM

5) BUBEIECHHS

6) dpapmMakoKiHETHYHI B3aeMOi1
(moxmiHiIYHI)

7) i1 apMaKOKiHETHUHI TOCIKEHHS

4. Toxkcukomoris:




1) TOKCHYHICTE Y pasi 0JHOPa30BOTO
BBEJICHHS

2) TOKCHYHICTh Y pa3i IOBTOPHHX BBEIEHb

3) FeHOTOKCHYHICTB:
in vitro

in vivo (BKJIIOYAIOYH J0AaTKOBY OLIIHKY 3
TOKCUKOKIHETHKH )

4) KaHLIEPOI'€HHICTB:

TIOBFOCTPOKOBI JIOCIIiPKEHHSI

KOPOTKOCTPOKOBI TOCITi IXKEHHS
a00 JOCIIIPKEHHS CepeIHBOT TPHBAIOCTI

T01aTKOBI IlOCJIiI[}KCHHH

5) penpoAyKTHBHA TOKCHYHICTH Ta
TOKCHYHHH BIIJIMB HA PO3BUTOK
TIOTOMCTBA:

BIUTMB Ha (DEPTHIILHICTD 1 paHHii
eMOpiOHATBHAUIM PO3BUTOK

eMOPIOTOKCHYHICTE

[IpCHaTalIbHa i MoCTHATAJIEHA TOKCHYHICTE

MOCITI/KEHHS, TIPH SKUX Mperapar
YBOJMTBCS IIOTOMCTBY (HECTaTEBO3PLIAM
TBapHHaM) Ta/abo OIIHIOETECS BiganeHa
mis

6) MicrieBa IepeHOCHMICTh

7) NOAATKOBI TOCIIKEHHS TOKCHYHOCTI:

AHTHUTE€HHICTH (YTBOPEHHS aHTHTILJ)

IMYHOTOKCHYHICTh

JIOCITI/DKEHHS MEXaHI3MIB i1

JTIKapchKa 3aJIe)KHICT

TOKCHUUYHICTE META0OIIITIB

TOKCHYHICTE JOMIIIOK

1HIIIE

5. BHCHOBKH MO0 JOKIIHIYHOTO
BHBUEHHS

3asBHUK (BJIIACHHK
peecTpauifHoro
MTOCBITICHHS )




Honatok 30

1o [Mopsaaky NpoBeeHHs eKCIePTH3H
peecTpauiifHUX MaTepiamiB Ha JTiKapChKi
3ac00M, L0 MOAAIOTECS Ha JepXKaBHY
peecTpailtito (mepepeecTpaltiio), a TaKoK
eKCIIepPTH3M MaTepiasiiB PO BHECEHHA
3MiH 40 peecTpalifHHX MarepiaiB
MPOTATOM Aii peecTparLifHoro
[IOCBIIYEHHSA

(mynkT 4 posainy V)

3BIT
Npo KJiHiYHe BUNPOOYyBAHHA

1. Ha3Ba nikapcekoro 3acoby
(3a HAasIBHOCTI - HOMEP
[peecTpaliiiHoro moCBi[YeHH )

JIBAIIE JIOHT I'APSTUMI HAIIIM, rpanyan nas
opajbHOro po3uuny mo 600 mr/3 r

2. 3agBHUK

[TpAT «Dapmanertuyna dipma «lapHUAI»

3. BupoOuuk

IIpAT «@PapmanesTuuna dipma «JlapHuIigy

4. [IpoBeneH1 DOCTIKCHHS:

[Jrax X i sxmo wi, 06rpyHTYBaTH

O6rpynmyeanns: e ribpuaauit nikapebkuit 3aci6. BianosigHo
o HACTAHOBHU «Jlikapcbki 3aco0H. HocnipxeHHs
GioexsiBanenTHocTi» CT-H MO3Y 42-7.2:2020 (onmatoxk II,
naparpad «Po3uMHE U1 OpalbHOrO 3acTOCYBaHHS») T3
kepiBauirea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepiBHHITBO 3 mociipkeHb OioekBiBameHTHOCTI» ([lomaTok
I, maparpad «Po3umHM g1 OpaTBHOTO 3acTOCYBAHHSY)
OiloeKBiBaIEHTHICTh JliKapchkoro 3acoly  pedepeHTHOMY
jmikapcbkoro  3aco0y  Oymo — JoBedeHO  HA  OCHOBI
(dhapMarieBTHYHOI €KBiBaJIEHTHOCTI.

1) Tun nikapceKoro 3aco0y, 3a
SIKUM TIpoBOIMIAacH 200
[UTAHYEThCS PEECTpAIlis

I'iOpuaHumit nikapchKuii 3acid

5. IloBHa Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJIOBAaHUH
HOMEp KIIiHIYHOTO
BUIIPOOYBaHHS

6. ®asa KIiHiYHOTO
BUITPOOYBaHHSA

7. Ilepion mpoBeneHHs
KJIIHIYHOTO BUIIPOOYBaHHS

8. Kpainu, ae mpoBoaumocs
KJIiHIYHE BUNIPOOYBaHHS

9. KinbKicTh JOCITIKYBaHHX

10. MeTa Ta BTOpHHHI 11T
KJIIHIYHOTO BUITPOOYBaHHs

11. Jlu3aiin KIiHIYHOTO
BHIIPOOYBaHHS

12. OcHoBHI KpHTEpii
BKITFOUCHHA




13. MocmimxyBaHuii
nlikapchbKuit 3acib, crroci6
3acTOCYBaHHS, CHJIa JIii

14. TIpenapart nopiBHIHHS,
103a, croci6 3acTocyBaHHS,
cuna il

15. CynyTHs Tepartist

16. Kpurepii orinku
e eKTHBHOCTI

17. Kpurepii oninku 6e3nexn

18. CratucTH4YHI METOIH

19. JleMorpadiysi NoKa3HHKH
JIOCTIKYBAHOT IOITY JISITT
(crarep, BiK, paca TOLIO)

20. PesynbraTu omiHKH
e(eKTHBHOCTI

21. Pe3ynbraTH OILliHKH
Oesnexu

22. BUCHOBOK (3aKITFOUEHHS)

3asiBHUK (BIaCHHUK
peecTpaniifHOro MOCBiTYEHHS)
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