Jloxatok 29

o ITops/iKy IpOBeIeHHS €KCIIEPTH3H
peecTpaliftHuX MaTepiaiiB Ha JTiKapCehKi
3aco0H, 10 TOAAITCS Ha ACPIKABHY
PEECTpaIiio ([epepeecTpalliio), a TAKoxK
€KCIIEPTU3H MaTepialtiB PO BHECEHHS
i3MiH IO peecTpalifHuX MaTepiaiis
MPOTATOM JIii peecTpariifnoro
MOCB1{YEeHHS

(yHKT 4 posaimy IV)

3BIT

PO AOKJIHIYHI JOCTizKeHHS

1. Ha3sBa mikapcekoro 3aco0y (3a
HassBHOCTI - HOMEep PeeCcTpaliiHoro
OCBITYEHHS):

benyo

1) Tan ikapepKOro 3acoly, 3a IKHM
[IPOBOHIIACS a0 IUTAHYETHCS PEECTpAIlis

Jlixapcekwii 3aci0, sikuii Mae 1oOpe BUBYEHE
MEJIM4YHE 3aCTOCYBaHHS

2) IpOBEJICH] JOCITIDKEHHS

TaK Hi M sxmio ui, o6rpyHTYBaTH

He € HeOOX1THHM BIANOBINHO 110 1. 1.4. Jlikapchkuii
3acib 3 1oOpe BUBYEHHM MEIMYHHM 3aCTOCYBAHHAM
posainy III ITopsiiky npoBeIeHHS eKCIIEPTU3H
peecTpallifHuX MaTepiaiiB Ha JiKapCchKi 3ac00H, 1110
0/IaK0THCSL Ha A€PIKaBHY PEECTPALIif0
(mepepeecTpalliro), a TAaKOXK eKCIEePTU3H MaTepiallB
[IPO BHECEHHSI 3MIH JI0 PEeeCTpalliiHuX MaTepiais
[IPOTATOM Iii peecTpaniftHOro nocBi[4eHHs

HaarThes 0i0morpadiuni nami

2. ®apmakoJoris:

1) nepBuHHA (papMakogHHAMIKA

2) BTOpUHHA (hapMaKoAHHAMIKA

3) dapmakosoris 6e3nexu

4) hapmakoaMHaAMIYHI B3a€MOIIT

3. ®apMaKOKIHETHKA:

1) aHaTITHYHI METOJUKH Ta 3BITH MO0 iX
BaJTigamii




2) BCMOKTYBaHHS

3) po3moin

4) Merabomizm

5) BHBEIEHHS

6) papMakOKiHETHYHI B3aeMOIiT
(OKJIiHIYHI)

7) iHmi GpapMakOKiHETHYHI JOCIIKEHHS

4. Tokcuxonorig:

1) ToKCHYHICTB ¥ pa3i 0JIHOPA30BOIO
BBE/ICHHS

2) TOKCUYHICTH y pa3i MOBTOPHHUX BBEEHb

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAIOYH JOAATKOBY OILIHKY 3
TOKCUKOKIHETHKH )

4) KaHLEPOreHHICTh:

TOBrOCTPOKOBI HOCITIIKEHHS

KOPOTKOCTPOKOBI JOCIIIPKEHHS
abo JOCIIIKeHHS cepe/IHbOT TPUBATIOCTI

TOIATKOB1 JOCHIIKEHHS

5) penpoIyKTHUBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIWB Ha PO3BUTOK
OTOMCTBA!

BIUTHB Ha (ePTHILHICTD 1 paHHIN
eMOpiOHAIEHUH PO3BUTOK

eMOpIOTOKCHYHICTh

[peHaTaibHa i MOCTHATATbHA TOKCHYHICTD




TOCTIKEHHS, IPH SKHUX Ipenapar =
YBOAMTECS IIOTOMCTBY (HECTATEBO3PLIMM
TBaprHaM) Ta/abo OILIHIOETHCA BiIalIeHa
st

6) MiclleBa IePeHOCUMICTh -

7) 1OJIaTKOB1 JOCIIPKEHHS TOKCHYHOCTI: =

AHTUTE€HHICTH (YTBOPEHHS aHTHTL) =

IMyHOTOKCHYHICTE -

TOCHIDKEHHS MEXaHI3MIB il -

TiKapchbKa 3aJIeKHICTD -

TOKCHYHICTH META00IITIB -

TOKCHYHICTH JIOMIIIOK -

1HIIIE -

5. BHCHOBKH 111010 JOKJIIHIYHOTO -
BUBYEHHS

3agBHUK (BIACHUK

peecTpaniiHoro e
MOCBITYEHHS) (ninnuc)
: JIronvuna MAMCTPEHKO

TOB «MIBE YKPATHA» (I 1. B.)



l onatox 30 i
o Iopsanxy nposeseHns ekcnepTusu
peecTpaliitHuX MaTepialiB Ha TiKapchKi
3aco0H, MO MOJAIOTECS HA AEPKABHY !
Eeecrpauilo (mepepeecTpaIriio), a TaKOX
CKCTIEPTH3H MaTepianiB Ipo BHECEHHS
3MIH J10 peecTpalifHuX Marepiaiis
i[lpOTHI‘OM il peecTpariinoro

OCBITYEHHS
(myHkT 4 posainy IV) |
3BIT
npo KAiHiYyHe BUNPOOYyBAHHSA
1. Hassa nikapcekoro 3aco0y (3a benyo
HassBHOCTI - HOMEp peecTpawiifHoro
[MOCBITYCHHS)
TOB «MIBE YKPAIHA», Vkpaina
2. 3a9BHUK
Mmibe I'MOX ApuHaitmitTens, Hivedunna
3. Bupobuuxk : s
(mibe GmbH Arzneimittel, Germany)
4. TTpoBeieHi JOCTIIDKEHHS: tak Hi M sxmo Hi, 06rpyHTYBaTH
He € HeoOXiaHuM BizmoBiaHo 10 1. 1.4, Jlikapcekmit
3aci0 3 jo0pc BUBYCHUM MCAMYHUM 3aCTOCY BAHHAM
posxairy III [Nopsaxky mpoBeneHHs eKCIIEPTH3H
peecTpariifHux MartepianiB Ha JIiKapchKi 3ac0o0H, 110
[I0JIaX0THCS Ha JepPIKaBHY PeecTpariio
(mepepeecTpailiio), a TaK0XK eKCIepPTH3H MaTepialiB
[P0 BHECEHHS 3MiH 10 PEECTPAIiHHUX MaTepiaiB
MPOTATOM il peecTparifiHoro nocsiTueH s
HamaroThes Oibmiorpadiuni naHi
1) T JIKapcBKOro 3acoly, 3a SKUM Jlikapcekuii 3aci0, skuii Mae 00pe BUBYEHE MEIHYHE
IpOBOIMIACS ab0 IIaHYEThCS 3aCTOCYBAHHS
peecTparis

5. ITorHA Ha3Ba KIIHIYHOTO
BUIIPOOYBaHHS, KOJOBaHUH HOMEP
KJIIHIYHOTO BUIIPOOYBaHHS

6. ®a3a KIiHIYHOTO BUIIPOOYBaHHS -

7. Ilepio 1ipOBEACHHS KIIHIYHOIO 3 1o
BUIIPOOYBaHHS




8. Kpaiun, 1e mpoBoauiocs KiiHiuHe
BHIIPOOYBaHHA

9. KifbKicTh AOCTIHKYBaHUX

RaIlIaHOBAHA:
(hakTuyHa:

10. MeTta Ta BTOpUHHI 1111 KTIHIYHOTO
BUIIPOOYBaHHS

11. Muzaita kiaiHivHOTO BUIIPOOYyBaHHA

12. OcHOBHI KpHTEpii BKIIOUEHHA

13. JlocnimxyBanuii Tikapcbkuit 3acio,
criocib 3acTocyBaHHs, cuia mil

14. IIpenapar nopiBHAHHA, /1034, c0Ci0
3aCTOCYBAHHS, CHIA il

15. CymyTHs Teparis

16. Kpurepii oniuku edekTHBHOCTI

17. Kpurepii oninku 6e3nexu

18. CraTucTH4YHI METOIH

19. Jlemorpadiuni moka3HUKH
ITOCITIDKYBAHOT IOy NIl (CTaTh, BIK,
paca, TOLIO)

20. PesynpraTi e)eKTUBHOCTI

21. PesynpraTu Oe3mexu

22. BHCHOBOK (3aKITIOYEHHS)

3asBHUK (BJIACHUK
PEECTPAIifHOTO TTOCBITYCHHS)

TOB «MIBE YKPAIHA» e

(mignuc)

Jliommuaa MAMCTPEHKO

(II.1.B.)



