Jonatok 29

1o [Mopsaky npoeeneHHs eKCIEPTH3H
peecTpauiiinux MaTepiaiiB Ha JIKapchbKi 3acobm,
L0 MOJIAI0TLCA Ha IEPKAaBHY PEECTPAIliio
(epepeecTpanio), a TAKOK eKCIIePTH3H MaTepianis
PO BHECEHHA 3MIH 10 PeecTpauiiHuX MaTepiasis
IPOTArOM [ii peecTpaLiiHOro MocBiqueHHs

(nyHKT 4 po3ainy IV)

3BIT

NpPo AOKJIiHIYHI Hoc/TiKeHHs

HOMEP peecTpaLiiiHoro noceigyeHHs):

1. HasBa nikapcekoro 3aco0y (3a HassBHOCTI -

MIOPEJIb, po3uun mis id’exuiii, 4 mr/2 mi, no 2
MJI B aMITyJli, 110 5 aMITyJ1 B KOHTYPHiiil 4apyHKOBiii
YIAKOBLI Ta KapTOHHIi nayui

1) Tun nikapcekoro 3aco0y, 3a SKUM
NPOBOIHIIACH a00 MIIAHYETHCH PeecTparis

['eHepuuHHI TiKapChKUI 3acif, 0JHOKOMITOHEHTHHIT

2) IpoBeIeHi T0CTiIKEHH s

tak  V wmi SIKILO H1, OOIPYHTYBATH

3rizno 3 Bumoramu posziny [T Topsaky nposeneHHs
CKCIIEPTH3H PeeCTpalliiHUX MartepianiB Ha JIKapChKi
3aco0u, 110 NOMATECA  HAa  PeecTpariio
(mepepeecTpaniio), a TaKOXK EKCIEPTH3H MaTepiasip
MPO BHECEHHSA 3MIH JI0 pEeCTpauiiiHuX MaTepianiB
IPOTArOM il peecTpamiiHOrO  MOCBIIYEHHS,
3arBepskeHoro Hakazom MO3 Vkpainu Ned60 pin
23.07.2015 Ta BiaIIOBIIHO O THITY JIKAPCHKOT0 3aC00Y
(reHepu4Hnit JTiKapchKHH 3aci) BiACHI TOKMIHIYHI
JIOCTIIJKEHHS HEe TPOBOJHIINCE, 10 MaTepialiB J0Che

BKJIFOYEHO  MaTepiand  LIOAO0  HiATBEpIKEHHs
(papmaneBTHYHOT ~ €KBIBAICHTHOCTI  JIIKAPCHKOTO
3aco0y, 110 peecTpyeThes, pedeperTHOMY

JIKapchKOMy 3aco0y, a TaKOXK JIOKJIAIHY HAYKOBY
Oidmiorpagiro, M0 MICTHTE BCI aCMEKTH OLHKH
Oe3reku, MOCHIIAHHA Ha OIIA BIAIIOBIAHOT JIiTepaTypu
Ta Komii onmy0:1ikoBaHOT HAYKOBOI JIiTepaTypH.

2. @apMakosoris:

1) nepeunHa papmakoguHaMiKa

JlitepaTypHi 1aHi

2) BTOpHHHA (papMaKoIHHAMIKA

JlirepaTypHi 1aHi

3) dapmakosoris Oe3nexu

Jlireparypui jgani

4) papmakoauHaMIiYHI B3a€MOIii

JlirepaTypHi naui

3. dapMakoKiHETHKA:

1) aHamITHYHI METOIMKH Ta 3BITH 00 iX
BauTiganii

2) BCMOKTYBaHH:

JliTepatypHi jJaHi

3) posnoain

JlirepatypHi aaHi

4) meTabonizm

JlitepaTypHi 1aHi

5) BUBEIEHHS

JlirepaTypH1 1aHi




6) papMakoOKiHETHYHI B3aeMOIil
(J1OKJTiHIYHI)

UliteparypHi nani

7) inmn apMaKoKiHETHUHI TOCTiKEeHHS

JlitepatypHi naHi

4. Tokcukomnoris:

1) ToxcHuHiCTh y pasi 0qHOPa30BOro
BBCJICHHA

JlitepatypHi naHi

2) TOKCHYHICTB ¥ pa3i NOBTOPHUX BBEJICHb

Jlitepatypni nani

3) TeHOTOKCHYHICTB: in Vitro

JliTepaTypHi aaHi

in Vivo (BKITIOYAI0YH J0JaTKOBY OLHKY 3
TOKCHKOKIHETHKH )

JliteparypHhi jaHi

4) KaHLIEPOTEHHICTh:

JlirepaTypHi aaHi

ITOBFOCTPOKOBI J10CIiKEHHSI

JlireparypHi jaHi

KOPOTKOCTPOKOBI JOCTIIKCHHS
200 JOCHIKEHHs CepeHbO1 TPHBAIOCTI

JlireparypHi 1aHi

10/1ATKOBI JOCIIIKEHHS

JlitepatypHi naHi

5) penpoaIyKTHBHA TOKCHYHICTh Ta
TOKCHYHMI BIUIMB HA PO3BHTOK IIOTOMCTBA:

Jliteparypui aaui

BIIMB Ha (pePTUIILHICTD 1 paHHIi
eMOpioHAIbLHHUI PO3BHTOK

JliteparypHi aaHi

eMOpIOTOKCHYHICTE

JlitepatypHui 1aHi

[IpEHAaTalbHA | MOCTHATATbHA TOKCHYHICTh

JlitepaTypHi aaHi

TOCIIZZKEHHS, [IPU SIKUX TIperapar
YBOJHMTHLCA ITOTOMCTBY (HECTAaTEBO3PIIHUM
TBapHHaM) Ta/ado OLIHIOETLCS BiagaleHa qid

JlitepatypHi aaHi

6) MicLEBa TEPEHOCHMICTh

JlitepatypHi 1aHi

7) IOMATKOBI JOCHIIKEHHS TOKCHYHOCTI:

JliTepatypHi gaHi

AHTHI'€HHICTh (YTBOPEHHS aHTHTIN)

JliTeparypHi aaHi

IMYHOTOKCHYHICTD

JliTeparypHi gami

TOCTIKEHHAS MEXaHI3MIB il

JlireparypHi aaHi

TiKapchbKa 3a1ekHICTh

JliTepatypHi gami

TOKCHYHICTH MeTa00ITITIB

JliTeparypHi aaHi

TOKCHYHICTE JOMIIIOK

JliteparypHi gani
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5. BUCHOBKH 1100 JOKIIHIYHOTO BHBYEHHS

Zz

3agBHHUK (BJIACHHK

Y/ sl
(marmic)

Josrans O.5., menemkep 3 peecrpaiii TOB « PET®APM»
(IT. I. B.)

peecTpaniifHOro
MTOCBITUCHHS)




Homnatoxk 30

a0 IMopanaxky nposeaeHHs eKCIepTH3N
peecTpaliifHuX MaTepiaiiB Ha JKAPChKI
3aco0u, 110 MOAIOTHCS Ha JIEPKABHY
peecTpalliio (epepeecTpaniio), a TaKoK
CKCIIEPTH3H MaTepialiB Mpo BHECCHHS

3MIH JI0 peecTpaniiiHiX Marepiasis
MPOTATOM JIiT peecTpaLiiiHoro nocei 4eHHs
(nyHkT 4 po3ainy IV)

3BIT

Npo KJIiHIYHe BUNIPOOYBaHHS

1. Hasga nikapcekoro 3acody (3a HasBHOCTI
- HOMEP peecTpaLiiiHOro MoCBiA4eHHs )

MIOPEIJIb, po3unn ans in’exuiii, 4 mr/2 mi, 1o 2
MJI B aMIIyJll, 110 5 aMIyJ B KOHTYpPHIii 4apyHKOBIii
YMaKOBLI Ta KAPTOHHII nadii

2. 3asgBHUK

TOB «DOPC-OAPMA JIMCTPUBIOILIH», Ykpaiuna

3. BupodHux

Ecceri ®apmaceytiui C.p.n., [Tanis

4. [IpoBeneH1 TOCTIIKEHHS:

tak N Hi SIKILO Hi, OOTPYHTYBATH

3riaHo 3 Bumoramu posainy I Topsiaky nposeaenus
EKCIIePTH3N PEECTPALIITHUX MaTepialiB Ha JTIKAPChKi
3aco0M,  LI0  MOJAIOTbCA  HA  PEECTpauiio
(epepeecTpaliio), a TaKOK CKCIEPTH3N MaTepiais
IIPO BHECEHHS 3MiH [0 peecTpauiiiHuX MarepiaiiB
MNpOTAroM 111 peecTpauiiiHOro  MOCBIAYEHHS,
3atBepkenoro Hakaszom MO3 Vkpainn Ned60 Bin
23.07.2015 rta BIiAUOBIZHO A0 THUMIY JIKaApCbKOIo
3aco0y (renepuynuii Jikapchkuii 3aci®) BJAcHI
KNIHIYHI  JOCHIKEHHSA HE IPOBOIHIINCE, 70
MarepiaiiB  JOChE€ BKIIOYEHO MaTepiand 11070
MITREPDKEHHS  (hapMaleRTHUHOT E€KRBIBAJICHTHOCTI
TIKapChLKOro 3aco0y, 110 peecTpyeThes,
pedepeHTHOMY JIKAQpCBKOMY  3aco0y, a TakoK
NOKJaaHy HaykoBy OiGmiorpadiro, 1mo MicTHTB Bei
aCMeKTH OLIHKM O€3MeKH, MOCHIAHHA Ha Orjsa
BIAMOBIHOT JiTEpaTypH Ta Komii omyO1iKoBaHOI
HAayKOBOI JIITEPATYpH.

1) THIO MKapcHKOro 3acoly, 3a AKUM
npoBouacs ado MIaHyeTbes peecTparis

['enepuuHHii TiKapcbKHil 3aci0, 0THOKOMITIOHEHTHHI

5. [loBHa Ha3Ba KIIHIYHOrO BHIIPOOYBAHH,
KOJOBAHHIT HOMEpP KIIIHIYHOIO
BUIIPOOYBaHHS

JlitepaTypHi AaHi

6. ®a3a KIiHIYHOTO BUNPOOYBAHHSA

7. Ilepioa npoBeaeHHs KITHIYHOIO
BUIPOOYBAHHSA

8. Kpainu, e npoBoaunocs KiIiHiuHe
BUIIPOOYBAHHS




9. KUIBKICTb 10CTIKYBaHHX

10. Meta Ta BTOpHHHI Wil KJIiHIYHOTO
BUIIPOOYBAHHS

I1. Jlnsaiin K1iHIYHOrO BHNIPOOYBaHHS -

12. OcHoBHI KpHTEpIl BKIIOUEHHS

13. ocniukyBanuii ikapesKuil 3acif,
crnocid 3acToCcyBaHHs, cuaa Iii

= -

14. Ilpenapat nopiBHsHHS, 1034, Cr10Cio
3aCTOCYBAHHA, CHIIA Jii

15. CynyTHs Tepamnis -

16. Kpurepii ouinku eekTHBHOCTI -

17. Kputepii ouinku oe3nexn -

18. CraTHcTHYHI MeTOaH -

19. Jlemorpacdiuni nokasHuku
AOCIIKYBAHOT ONyJsuii (CTarTh, BiK,
paca, TOoLLO)

20. PesyabraTi epeKTHBHOCTI -

21. PesynbraTtn 6e3mexu -

22. BHCHOBOK (3aKIIHOUEHHS) =

3asgBHHK (BIIACHHUK
pEeECTpaNiiiHOTO MOCBITUYCHHS )

(miamac)
Josrane O.B.. menekep 3 peecrpawii TOB « PET®APM»y
(I. 1. B.)




