Jomnatok 29

1o Iopsaaxy mpoBeleHHs €KCIIEPTH3H
peecTpaliiHuX MaTepiaiiB Ha JIIKapChKi
3aco0H, 110 MOJAIOTECA Ha JIepXKaBHY
peecTpailiio (TepepeecTpariio), a TaKoX
€KCIIePTU3H MaTepiajiB Mpo BHECEHHS

3MiH 10 peecTpauiiHux MaTepiaiis
IPOTArOM Jii peECTpalifHOro MOCBiTICHHS
(myHKT 4 posniny IV)

3BIT

PO AOKJIIHIYHI JOCHiAKEHHS

1. Ha3pa nixapcekoro 3aco0y (3a HasBHOCTI -
HOMEpP PEECTPALiHHOTO MOCBITYCHHS):

MOPO®IHY CYJIb®AT PEAKT, po3uun jyis in’ exiiit
10 mMr/Mmn, mo 1 My B ammoynmi, mo 5 ammyn y
TUIACTUKOBOMY JIOTKY, 110 1 a6o 2 JI0TKa y KapTOHHIi
nauni, 3asBHUK TOB «PEAKT®APM», Vkpaina,
BupoOHuK benko @apma, [amis

1) Tun nikapcekoro 3aco0y, 3a SIKHM
npoBoauacs abo MIaHyeThCs peecTparlis

[eHepu4HMii iKapchKHid 3aci0

2) mpoBeeHI JOCIiIKEHHS

tak  \ Hi gKUIO Hi, OGIPYHTYBATH

3rimHo 3 Bumoramu posxainy III Topanky nposenenns
EKCIEPTU3M peecTpallifHuX MaTepiaiB Ha JiKapchKi
3aco0u, 110 OJAFOTEHCS Ha peecTpariio
(mepepeecTpallifo), a TAKOM EKCHEPTH3H MaTepialiib
[IPO BHECEHHS 3MiH JIO peecTpauiifHux marepiaiis
opoTsSroM  Jii  peecTpalifHOrO0  IOCBiqYeHHS,
3arBepkeHoro Hakazom MO3 Vikpaiuu Ned60 Bin
23.07.2015 Ta BIANOBIAHO [JO THILY JIKAPCHKOTO
3aco0y ('enepuyHud Jikapchkui 3aci® y Burmsmi
pPO3UMHY  Juisl  iH’€KWii) BIACHI  JOKIIiHIYHI
JIOCTIKCHHS HE TIPOBOJAMIINCE, JI0 MaTepialliB JOCKE
BKJIIOYEHO  MaTepiaid  II0A0  HiATBepUKEHHs
(apMaleBTUYHOI  eKBIBJIEHTHOCTI  JIIKAPCHKOTO
3aco0y, 1O  peecTpyeTbes,  pedepeHTHOMY
nmikapchkKoMy 3aco0y, a TaKoXK MOKIAJHY HAyKOBY
Oibmiorpagito, 0 MICTUTH BCi acHeKTH OIIHKH
Oe3mexky, IIOCHJIAHHA Ha  OrJfJ  BiAMOBiAHOT
miTepaTypd Ta Komii omyGmikoBaHOI HayKOBOI
JTiTepaTypH.

2. ®apMakoJIoris:

1) mepBuHHA (hapMaKkoTHHAMIKA

JliteparypHi gaHi

2) BTOpHHHA (hapMakoIHHAMIKA

JliteparypHi nani

3) dbapmakonoris 6e3nexn

JliTeparypui nami

4) hbapMakoTHHAMIYHI B3aEMOJIIT

JliteparypHi naHi




3. GapMaKkOKIHETHKA:

1) aHAITHYHI METOIMKH Ta 3BITH LIOJ0 iX
BaJTi Al

JlireparypHi nami

2) BCMOKTYBaHHA

Jliteparypni fani

3) po3noain

JliTeparypHni nani

4) MmeTaboizmMm

JlitepatypHi JaHi

5) BUBeIEHHS

JliTeparypHi faHi

6) papmakokineTH4Hi B3aeMOil (TOKIIIHIYTHI)

JlitepatypHi naHi

7) iHmmi hapMaKOKiHETHYHI JOCIIDKEHHA

JlirepaTypHi 1aHi

4. Toxcukooris:

1) TOKCHYHICTB Y pa3i OJIHOPa30BOro
BBCICHHS

JlitepartypHi faHi

2) TOKCHYHICTH y pa3i HOBTOPHUX BBEICHb

JliTepaTypHi aaHi

3) reHOTOKCHYHICTE: in Vitro

Jliteparypni nani

in vivo (BKIIIOYAalO4H JIOJATKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

JlitepaTypHi naHi

4) KaHIIEPOT€HHICTh:

TOBrOCTPOKOBI JTOCI JIPKEHHS

JliTeparypHi gaHi

KOPOTKOCTPOKORBI TOCIiTKEHHS

JlitepatypHi naHi

TOMAaTKOBI JOCIIKEHHA

JlirepaTypHi JaHi

BILTHB Ha PO3BHTOK IIOTOMCTBA:

5) penpoayKTHBHA TOKCHYHICTh Ta TOKCHYHHH

JliTepaTypHi naHi

BILIMB Ha PepTHIBHICTE 1 paHHii

JliTeparypHi JaHi

eMOPIOTOKCHYHICTB

JliTepaTypHi aaHi

[IpcHATa/ILHa 1 MOCTHATAJIbHA TOKCHYHICTE

JlitepaTypui mani

TOCITI/DKEHHS, IPU SKHUX TpenapaT yBOIUThCS
MOTOMCTBY (HECTATEBO3PIIMM TBAPUHAM )

JliTepatypHi gaHi

6) MicIieBa IEPEHOCUMICTh Jliteparypni namni
7) 10JATKOBI JOCHIIKEHHSI TOKCHYHOCTI:
AQHTUTCHHICTH (YTBOPEHHS AaHTUTLI) JliTepaTypHi gani

IMYHOTOKCHYHICTh

JliTeparypHi gaHi

TOCITIHKEHHS MEXaHi3MIB il

JlitepatypHi nani

TiKapchKa 3aJIe)KHICT

JliTepatypHi gani




TOKCHYHICTH MeTabOJIITIB JlitepatypHi JfaHi

TOKCHUHICTE JOMIIIIOK JliTepaTypHi JaHi

iHIIIe JliTepaTypHi naHi

5. BHCHOBKM 11010 ,HOKIIiHi‘IHOFO BHBYCHHA ==

3asBHUK (BIACHHK ( (; j(
peecTpartiitHoro t{\\ Q/ e

IIOCBITUYCHHS) Ndiinmmc)
I'.B.Cen 31Hcm<a TIOBHO HUH OpPeCTaBHHK

(T L B.)




Honartox 30

1o Iopsaxy poBeIeHHS €KCIIEPTH3H
peecTpalifHuX MaTepianiB Ha JTiKapchKi
3aco0H, 110 MOJAIOTHCS HA JIEPHKABHY
peecTpalliio (IIepepeecTpaliito), a TakoxK
eKCIIEPTH3M MaTepiajliB PO BHECCHHH

3MiH /10 PeECTpaIliHuX MaTepialiB
MpOTATOM Jii peecTpaniffiHoro nocBiYeHHS
(nyskt 4 pos3ainy IV)

3BIT

npo KjiiHiuHe BUNPOOYBaAHHS

1. Hassa nikapcekoro 3aco0y (3a
HaABHOCTI - HOMEp peecTpaliifHoro
[TOCBITUEHHS)

MOP®IHY CVYIJIbOAT PEAKT, posunH s iH eKuii
10 mMr/mut, mo 1 Myt B aMITyni, o 5 aMmys y IJIAaCTHKOBOMY|
noTKy, o 1 a6o 2 J0TKa y KapTOHHI# navi

2. 3aA9BHHK

TOB «PEAKT®APM», Ykpaina

3. Bupobuuk

benko ®apma, Inmis

4. TTIpoBejieHi TOCTiUKEHHS:

tax Y Hi SIKIIO Hi, 00IPYHTYBATH

3rizgo 3 Bumoramu posnairy III Ilopanxy mnposeneHHd
EKCIIEPTH3M PEECTpallifHUX MaTepialiB Ha JIKapChKi
3aco0H, 110 OJAIOTHCS Ha PEECTPaLilo (IepepeecTpalliio), a
TAKO)K EKCIIepPTH3M MaTepialiB PO BHECEHHS 3MiH JI0
peecTpanifHuX MaTepiatiB IMPOTArOM Iii peecTpauiiHOro
nocsigyenus, 3arBepkeHoro Hakazom MO3 Vkpainu
No460 Bix 23.07.2015 Ta BiAMOBIIHO 10 THITY JIIKapCHKOTO
3aco0y (I'eHepuuHMii JIiKapChKUi 3aci0 y BUIIISI PO3YMHY
s iH’ekmii) BIacHI  KIIHIYHI  BHNPOOYBaHHA — HE
MPOBOJIMJIMCE, JO MaTepialiB JOChE BKIIOUEHO MaTeplaH
II0JI0 MiATBEPUKeHHS (hapManeBTHYHOI €KBiBaJEHTHOCTI
miKapcekoro 3aco0y, IO PpEecTpyeThes, pedepeHTHOMY
mikapcekoMy 3aco0y, a TakoK JOKJIaJHY HayKOBY
Gibmiorpadiro, U0 MiCTHTH BCi acleKTH OLiHKH Oe3MeKH Ta|
e(DeKTHBHOCTI, TMOCWIAHHA Ha O  BiIIIOBIIHO]
TiTepaTypH, 3 ypaxyBaHHsM Iepe/i- Ta Micis peecTpaliiHux
OCITIIKEHD Ta KOmil omy0IiKoBaHOT HAyKOBOI JIITEpaTypH.

1) Tvm JikapchKoro 3acoly, 3a SKAM
npoBoauacs abo MIaHy€eThCs
peecTpaliis

['eHepuuHmii MiKapchKuit 3acid

5. [ToBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHA, KOJOBaHUH HOMED
KITIHIYHOTO BHIIPOOYBaHHS

JlireparypHi naHi

6. ®aza KWIiHIYHOTO BUIIPOOYBaHHA




BUIIPOOYBAaHHS

7. TlepioJ IPOBEACHH KIiHIYHOTO 3

Ino

8. Kpainu, e mpoBoamIocs KiiHiuHe
BUIIPOOYBaHHA

9. KinpKicTh HOCITIIKYBaHIX 3alllaHOBaHa: —
(dakTHyHa: -

10. Mera Ta BTOpHHHI Il KJIIHIYHOTO
BUIIPOOYBAHHS

11. Jln3aii KIiHIYHOTO BUIIPOOYBAHHS

12. OcHOBHI KpUTEpil BKIIIOUEHHS

13. JlocnimpkyBanuit mikapchKuii 3acio,
crocib 3acTocyBaHHA, CHIa Jii

14. Tlpenapat nopiBHSHHA, 103,
crocib 3acTocyBaHH:, CHIA il

15. CynyTHs Tepartis

16. Kpurepii oninku eheKTHBHOCTI

17. Kpurepii ouinku Oe3nexu

18. CrarMcTHYH] METOAH

19. lemorpadiyHi MoKa3HHKH
OCIIKYBaHOT ITOMYIALiT (CTaTh, BIK,
paca, TOIIO)

20. PesynsTaTt €peKTHBHOCTI

21. PeayneTaT Oe3nexku

22. BUCHOBOK (3aKJIIOYCHHSA)

3asiBHUK (BJIACHHK
peecTpariifHoro MocBiTYCHH)
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I'.B.CumzinchbKa, MOBHOBAKHUN IPEICTABHUK

(I.1.B)




