Jlonarok 29

1o Ilopsaxy mpoBeIeHHS eKCIIEPTH3H
peecTpaniiHIX MaTepianiB Ha JiKapchKi
3aco0u, MO TTOAAIOTHCS Ha ACPHKABHY
peecTpalliio (lepepeecTpailiio), a Takox
eKCIIEPTH3H MaTepialiB Ipo BHECEHHA

3MiH JI0 peecTpaniiHuX MaTepialiB
IPOTArOM Jiii peecTpalifHoro NocBiAYEHHS
(nyukT 4 posminy IV)

3BIT
Npo JOKJiHIYHI JOC/TiIzKeHHA

1. Ha3Ba mikapcbkoro 3aco6y (3a HassHocTi - [TPAMAJIOJI PEAKT, po3uns ams in’exuiit 50 mr/mi,
HOMep PeecTpaliifHOro MOCBIIYCHHS): mo 1 mu aGo 2 M B ammyn, mo 5 aMmya y
IUIACTHKOBOMY JIOTKY, Mo 1 abo 2 10TKa y KapTOHHiH
mauryi, 3agsBHUK TOB «PEAKT®APM», Vkpaina,
supooHuK BEJIKO ®APMA, Innis

1) Tan JikapceKoro 3acody, 3a SKUM ['eHepuuHMii iKapchKuii 3aci6
rpoBopiacst abo IUIaHY€ETHCS peecTparis

2) mpoBeIeHI JOCIiKECHHS tak Y Hi SKIIO Hi, oGIPYHTYBATH

3riguo 3 Bumoramu po3ainy 11 [Topsaxy nposeneHHs
EKCIIEPTH3H PeECTpaLlifHAX MaTepialiB Ha JIiKapchKi
3acobm, O  TOJAIOTECS  HA  PEECTpaIiio
(mepepeecTpalliio), a TAKOX EKCIEPTH3H Martepiais
PO BHECEHHS 3MiH JI0 peecTpalifHWX MaTepianiB
OpOTArOM il  peecTpaliifHoro  MOCBIAYEHHS,
satBepukeHoro Hakazom MO3 Vkpainu Ne460 Bin
23.07.2015 Ta BiAMOBIAHO A0 THIY JiKapCBKOTO
3aco0y (I'eHepuunwii JliKapceKuii 3acid y BHITIII
posumHy JUii  IH€KI[i) BIacHi  JOKIiHIYHI
JIOCTI/KEHHS. HE POBOIHINCH, 10 MaTepialiB JOChE
BKJIIOYEHO  Marepiajd  IMOJAO0  MiATBEP/UKCHHS
(apmarieBTHYHOT  eKBIiBAJIEHTHOCTI  JIIKapCHKOI'O
3aco0y, O  peecTpyeThes,  pedepeHTHOMY
mikapcekoMy 3aco0y, a TakoX MOKJIaJHYy HAyKOBY
6i6miorpadiro, 10 MICTHTH BCI acmeKTH OLIHKH
Oe3nmeku, NOCHJAHHA HA OINIAN  BiOIOBimHOL
jgiteparypd Ta Komil omyGimikoBaHOI HAyKOBOI

JiTepaTypH.
2. ®apmakoJioris:
1) mepBumHa hapMakoIHHAMIKA JliTeparypHi namni
2) BTOpHHHA (papMaKkoMHaMiKa JliteparypHsi naHi
3) dhapmakoorist Oe3nexu JliteparypHi jaHi

4) hapmaxoauHaMiuHi B3aeMOIi1 JliTepaTypHi gaHi




3. ®apMaKoKiHETHKA:

1) aHATITHYHI METOIHMKH Ta 3BITH IIOMO 1X
BaTifarii

JliTepaTypHi f1aHi

2) BCMOKTYBaHHS

JlitepaTypHi JiaHi

3) po3nozia

JliTepaTypHi JaHi

4) metaboni3m

JliTepatypHi JaHi

5) BUBEJCHHS

JliTeparypHi faHi

6) bapmakoKiHeTHYH] B3aeMOIT (TOK/IiHIYHi)

JliteparypHi JaHl

7) inmni GpapMaKoKiHETHYH] JOCIIKEHHS

JliTepaTypHi naHi

4. ToKCHKOJIOTIA:

1) TOKCHYHICTE Y pa3i OHOPAa30BOI0
BBEICHHS

JlirepaTypHi 1aH1

2) TOKCHYHICT Y pa3i NOBTOPHHUX BBEICHb

JlitepaTypHi 1aHi

3) reHOTOKCHYHICTB: in vitro JlitepaTypHi JaHi
in vivo (BKJIFOYAIOUH TOATKOBY OIIHKY 3 JlitepaTypHi naHi
TOKCHKOKIHETHKH)

4) KaHI|epOTeHHICTh!

IOBrOCTPOKOBI JIOCIIIYKEHHS JliTepaTypHi 1aHi
KOPOTKOCTPOKOBI TOCIIIDKEHHS JliteparypHi aHi

TOJATKOBI JOCIDKEHHS

JliTeparypHi JaHi

BIIJIMB HA PO3BHTOK IIOTOMCTBA:

5) penpo/iyKTHBHA TOKCHYHICTh Ta TOKCHYHHH

JliteparypHi naHi

BILIMB Ha (PEepTHIIBHICTD i paHHik
eMOpioHaIBbHUH PO3BHTOK

JliteparypHi J1aHi

eMOPIOTOKCHYHICTB

JliteparypHi JaHi

nmpeHaTalbHa 1 OCTHATAIBHA TOKCHUYHICTE

JliteparypHi aHi

TOCIIIIKEHHS, IPH SIKUX IIpenapar yBOJAUTHCS
IOTOMCTBY (HECTATEBO3PLIUM TBApHHAM)

JlitepaTypHi JaHi

6) MicIieBa mepeHOCHMICTh

JTiTepaTypHi gaHi

7) MOATKOBI JOCIIi IKEHHS TOKCHYHOCTI:

AHTUI'€HHICTH (YTBOPEHHS aHTHTLI)

JTlitepaTypHi maHi

IMYHOTOKCHYHICTB

JlirepaTypHi AaHi

OCJTIIKEeHHS MEXaHI3MIB il

JliteparypHi faHi




TiKapchKa 3aJICIKHICTh JliTeparypHi gaHi

TOKCHYHICTh MeTabOJIITIB JliteparypHi JaHi

TOKCHYHICTb JIOMILIIOK JlirepaTypHi aaHi

iHIIe JliTepaTypHi 1aHi

5. BUCHOBKH MO0 JOKIIHIYHOIO BUBYEHHS |— & ( )
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Jonarox 30

no [opaaxy mpoReeHHs eKCIECPTH3H
peecTpalifiHiuX Marepianis Ha TiKapChKi
3aco0u, 110 MOJAAIOTHCS Ha ICPKABHY
peecTpalliio (IlepepeecTpaniio), a TaKoxK
eKCIIEpTH3H MaTepialiB PO BHECCHHA
3MiH IO peecTpaniiiHuX MaTepiayis
TIPOTArOM i peecTpalifHOro NoCBIA4YCHH
(mynkr 4 po3ziny IV)

3BIT

npo KiiHiYHe BHNPOOYBAHHS

1. Hazpa sikapcbkoro 3aco0y (3a
HASBHOCTI - HOMEP PEECTPaLliiHOro
[IOCBITYEHHS)

TPAMAJIOJI PEAKT, posuun jyis in’exuiit 50 mMr/mi, mno
1 mu1 260 2 MJI B aMITyJii, IO 5 aMmIIyJI ¥ TUIACTUKOBOMY JIOTKY,
o 1 a6o 2 NoTKa y KapTOHHiH mayii

2. 3asBHHUK

TOB «PEAKT®APM)», Ykpaina

3. BupoOHHK

BEJIKO ®APMA, Inzis

4. TIpoBeieHi JOCTiKEHH:

tak  \ Hi SKIIO Hi, OOIPYHTYBAaTH

Brino 3 Bumoramm po3aury III ITopsaky mpoBeneHHS
CKCIIEPTH3H peecTpallifiHuX MaTepianiB Ha JKapChKi
3ac00H, 110 [O/IAIOTHECS Ha PEECTPALIiio (IIepepeecTpalliio), a
TaKoXK EKCIEPTH3H MaTepialiB PO BHECEHHA 3MiH [0
peecTpaliifHuX MarepialiB HPOTArOM Jii peecTpariiHOro
nocBimueHHs, 3arBepkenoro Hakazom MO3  VYkpainy
Ne460 Bim 23.07.2015 Ta BiAmOBIAHO 0 THILy JiKapChKOTO
3acoby (I'eHepuyHuMii JTiKapChKuMii 3aci0 y BHIIIAAI PO3UMHY
s iE’ekmiif) BaacHi  KIiHIYHI  BHIpOOYyBaHHA — HE
IPOBOIMINCH, [0 MaTepialliB IOChEe BKIIOYEHO MaTepiaiu
OJI0 MiATBEpIKEHHs (apMaleBTHIHO! €KBiBAIEHTHOCTI
nikapeeKoro 3aco0y, IO PeecTpyeThes, pedepeHTHOMY
mikapcbkoMy 3aco0y, a TakoX JOKIagHy HayKOBY,
Gi6iorpadiro, mo MiCTHTE BCi ACIIEKTH OIIHKH Oe3NeKH T4
eekTHBHOCTI, TOCHJIAHHA Ha  OIJIAX BlANIOBiAHO]
nTiTepaTypu, 3 ypaxyBaHHSM Iepe- Ta Micis peecTpaiiHux
TocItimpKens Ta Komii onmy6ikoBaHoT HayKOBO] JTiTepaTypH.

1) Tam ikapchKOro 3acody, 3a AKHM
npoBoaunacs abo MIaHyeThCs
peecTparis

["eHepryHH JIIKapCHKUH 3aci0

5. [loBHa Ha3Ba KJIIHIYHOTO
BHIPOOYBAHHS, KOJOBAHUH HOMED
KJIIHIYHOTO BUIIPOOyBaHHS

JliTeparypHi aaHi

6. ®aza KIiHIYHOrO BUNPOOyBaHHS




7. Ilepio/ npoBeICHHS KIiHIYHOTO
BHIIPOOYBaHHsA

1o

8. Kpaiuu, ie IpoBoauiIocs KIiHiuHe
BUTIPOOYBaHHsA

9. KipKicTh JOCHI Ky BaHUX

3alUlaHoBaHa:  —
(dbaxTHyHa: -

10. MeTa Ta BTOPHHHI i KJIIHIYHOTO
BUNIPOOYBaHHS

11. Jluzaiis KIiHI{9HOrO BUIPOOYBaHHS

12. OcHOBHI KpHTepil BKIIOUEHHS

13. TocnipkyBanuit nikapchKui 3acib,
croci6 3acTocyBaHHS, CHIA Oii

14, Tlpenapart mopiBHAHHA, 1034,
criocib 3acToCyBaHHs, CHIA il

15. CynyTHs Teparis

16. Kpurepii oninku eheKTHBHOCTI

17. Kpurepii oriHku Oe3neKH

18. CratucTH4HI METOIH

19. lemorpadiyhi Moxka3HUKH
JT0CITi Ky BaHOT MOITy sl (CTaTh, BIK,
paca, TOILO)

20. PesynsTaT €eKTHBHOCTI

21. PesynpraTu Oe3nexu

22. BUCHOBOK (3aKJIIOYEHHS)
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