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o [TopsiaKy MPOBEACHHSL EKCIIEPTH3H

\ tpeec*rpaumanx MarepiaiiB Ha niKapchKi

| pacoGu 10 TIOJIAFOTECA Ha JEPIKABHY

\ gecTpaLiro (nepepeecrpauno) a TAKOXK
F}Kcnepmm MaTepiatis Ipo BHECEHHS

\ BMiH 110 pe€CTpaIllHHPIX MaTepiaib

| mpOTSroM Jiii peecTparinHoro

MOCBimUEHHS

1‘(nyHKT 4 posainy 1V)

-

3BIT
npo KJiHiYHe BUIPOOYBaHHSA

e s e |

|

1. Haspa nikapcbkoro 3aco0y (3a Texpicton® dopte, KarcyIu teepai, 50000 MO

HASBHOCTI - HOMEp PEECTPAIHHOrO

TOCRIUCHHS)
TOB «MIBE VKPAIHA», YkpaiHa

2. 3asgBHHK

3. Binob MiGe TME6X AprHaiMiTTe b, HiMeyuuna

: 0OHHK : -
HpobH (mibe GmbH Arzneimittel, Germany)

4. TIposeseHi OCIIKCHHSL: rak  Hi M sKo Hi, OOIPyHTYBATH
He ¢ HeoOXiIHUM BiAMOBIAHO K0 10 . 1.4.
Jlikapcekuif 3aci6 3 7100pe BUBYEHHM MEIUIHHM

3aCTOCYBaHHIM po3mny 111 TTopsiaky MPOBEACHHSA

eKCTIePTH3H PEECTpalliiiHuX Marepialis Ha JKapChKi
3aco0H, 1110 TOAI0THCS Ha JIEPIKABHY pGECTpaHIIO
(nepepeGCTpauuo) a TAKOXK EKCIEPTU3H MaTBplaJIIB
[1pO BHECEHHS 3MiH 110 peeCTpaumHHx Mmarepiasis
[poTAroM Ail peecTpauifHoro IIOCBi/T4EHHS
HaaloThed Giomiorpadiuni Kani

1) Tun TiKapchKOro 3aco0y, 3a IKHM Jlikapcekuit 3aci0, IKUH Mae n00pe BUBYCHE MCIHYHE

npoBoamnacs abo IUIaHy€eTbes 3aCTOCYBaHHsA

peecTpaltis

5. TloBHa Ha3Ba KIIHIYHOTO
BHTIPOGYBAHHS, KOJOBAHUH HOMEP
KJIIHIYHOTO BHIIPOOYBAHHS

6. daza KIiHITHOrO BUIPOOYBAHHS -

7. [epioa NpoBeACHHs KIIHIHOTO -
BUIIPOOYBaHHS




8. Kpainu, e npoBOaMIOCS KIIIHIYHE -
BUIIPOOYBaHHS

9. KinbKicTh TOCTIIKYBAHHX -

10. MeTa Ta BTOPMHHI LI KIIHIYHOTO -
BUIIPOOYBaHHS

11. Jlu3aite KMiHIYHOTO BUIIPOOYBaHHS -

12. OcHOBHI KpUTEPIi BKIIOYEHHS

13. JlocnimpkyBanuii mikapcbKuH 3acid, -
crioci0 3acTOCYBaHHs, CHIa il

14, Ilpenapat mopiBHAHHS, 1032, cOCiO -
3aCTOCYBaHHS, cuia il

15. CymyTHs Tepanis —

16. Kputepil omiHk# eheKTHBHOCTI -

17. Kpurepii oninku de3nexu -

18. CraTucriuHi METOTH =

19. JlemorpadivHi MoOKa3HHKH -
MOCITiIKYBaHOT MOy Ll (CTaTsh, BiK,
paca, TOIIO)

20. PesyabraTi e(peKTHBHOCTI -

21. Pesynbraru Gesneku =

22. BUCHOBOK (3aKTFOUEHHS) =

3asgBHHUK (BIACHHK %
peecTpaniifHoro nocBi(4eHHs)

% o (mrinmuc)
TOB «MIBE YKPAIHA» Tiomvura MAMCTPEHKO

(TI.1.B.)



|
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1o [lopsaky npoBeIeHHS eKCIIEPTH3H
peecTpalifHux MarepialiB Ha JTiKapehKi
3aco0H, 110 MOJAI0THCS Ha IePiKaBHY
peecTpaio (IepepeecTpaiit), a TaKoXK
EKCIIEPTH3H MaTepiasiiB mpo BHECEHHS
3MIH O peecTpaliifHux MaTepiamtiB %
TIPOTSTOM Ji1 peecTpaltiifHoro
IOCBITYEHHS

(myHKT 4 po3ainy IV)

3BIT

Ipo AOKJIHIYHI J0CHIKEeHHS

1. Hasra mikapceekoro 3aco0y (3a
HassBHOCTI - HOMEp peecTpariiftnoro
[MOCBIUEHHS):

JlexpicTon® ®opre, kancymu Tepai, 50000 MO

1) Tin niKapchKOro 3acoly, 3a sIKHM
poBoKacs abo TUTaHYEThCS peecTpartis

Jlixapcpkuit 3aci0, sikuil Mae 10Ope BUBYEHE
MeJIMYHE 3aCTOCYBAHHS

2) npoBeieHi JOCITIHKEHHS

TaK Hi M gxmo Hi, 00TpyHTYBaTH

HE € HeoOXIIHUM BianoBiaHo mo 1. 1.4, Jlikapchkuii
3acib 3 1oOpe BUBYEHUM MEJIUYHUM 3aCTOCY BAHHIM
po3mainmy III TTopsimky npoBe/ieHHS €KCIIEPTHU3H
peecTpalifHEX MaTepialiB Ha JiKapchbki 3acobu, o
MOJIAI0ThCS Ha IEePIKaBHY PEECTPALIII0
(repepeecTpariiio), a TAKOXK eKCIePTH3H MaTepialliB
PO BHECEHHS 3MIH JI0 peccTpalliifHiX MaTepialis
MPOTATOM il peecTpalliifHOro NOCBITYEHHS

HaaroTees Oibmiorpadiuni nani

2. dapmaxkosnoris:

1) mepeuHHa hapMaKoIHHAMIKA

2) BropHHHA (hapMaKoIuHaMiKa

3) dbapmaxosoris Oe3nexku

4) papmaxoqiHaMivHI B3aeMOiT

3. dapMakoKiHETHKA:

1) aHaiTHYH] METOAMKH Ta 3BiTH MO0 IX
BaTiTarii




2) BCMOKTYBaHHSI

3) po3moaia

4) meTaboizm

S) BUBEIIEHHS

6) papMaKoOKiHETHYHI B3aeMOJIIT
(moxmiHiYHi)

7) iHmi apMakoKiHETHYHI JOCITI JKEHHS

4. TOKCHKOJIIOTIS:

1) TOKCHYHICTE Yy pa3i 0IHOPa30BOTO
BBEIEHHS

2) TOKCHYHICTH y pa3i MOBTOPHUX BBEJICHb

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYAIOYH TOJATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIEPOTeHHICTE!

OBrOCTPOKOBI JOCJIKEHHS

KOPOTKOCTPOKOBI JTOCITiIKEHHS
a0 HOCIiDKEHHS CepeaIHbOl TPHUBATIOCTI

I[OIIaTKOBi ,Z[OCIIiIDRGHHH

5) penpoayKTHBHA TOKCHUHICTh Ta
TOKCHYHHH BIIMB HA PO3BHTOK
[OTOMCTBA:

BIUIMB Ha (QEepPTHIILHICTE 1 paHHIH
eMOpioHATBHUH PO3BHTOK

eMOPIOTOKCHYHICTD

peHaTalbHa 1 IoCTHATaIbHA TOKCHYHICTB




OCIIIKEHHS, TIPH AKUX Iperapar
VBOIUTECS MOTOMCTBY (HECTATEBO3PiIAM
TBapHHaM) Ta/abo OLIHIOETELCS BimaaneHa
st

6) MicIieBa MePEHOCHMICTh

7) AOJATKOBI JIOCIIKEHHS! TOKCHYHOCTI:

AHTHI€HHICTH (YTBOPEHHS aHTHTL)

IMYHOTOKCHYHICTh

JTOCIHIDKEHHST MEXaH13MIB i1

TiKapChKa 3aIe)KHICTD

TOKCHYHICTE MeTaboIIITIB

TOKCHYHICTH JOMILIOK

igme

5. BUCHOBKH 1IOJL0 JOKIIHIYHOTO
BUBYEHHS

3agBHHK (BIACHHK
peecTpaltiiiHoro

[IOCBITYEHHS)

e

(mimmc)

Tromvuna MAMCTPEHKO

TOB «MIBE YKPATHA»

(ILL.B.)




