Jonatox 29

1o [opanky npoBeIeHHA eKCIIEPTH3H
peecTpauiiiHux MaTepianiB Ha JiKapchKi
3aco0u, 110 NOJAl0ThCA Ha JepPiKaBHY
peecTpallito (repepeecTpalio), a TaKox
eKCIEPTH3H MaTepialiB PO BHECEHH
3MiH J10 peecTpaliffHiX MaTepiais
npoTtAroM Aii peecrpauiiinoro
MOCBi4EHHSA

(nyskt 4 poszainy 1V)

3BIT

Npo NOKJIIHIYHI J0CTIKeHHA

1. Hasga nikapcpkoro 3aco0y (3a
HAsBHOCTI - HOMEp PeeCTpalliifHOro
[MOCB1/{4EHHS):

KAPIIO-/IAP®, TabiieTkH, BRPHTI ILTIBKOBOIO
000,10HK010, 10 75 Mr 260 mo 150 mr

1) Tan JiKapchKOTO 3ac00y, 3a AKHM
npoBoaniIacs ado IIAHY€EThCs peecTpallis

IeHepuyHHil TiKapchbKuit 3acid

2) IpOBEIeH] JOCTIDKSHHS

[] rax <] i gKmIo Hi, OOIPYHTYBATH
Ob6zpynmyeanns: lle reHepudHUH TiKapCHKHH
3aci6. Biamosigao mo Bumor posaity 111 Topsaky
IPOBE/IEHHS eKCTIePTU3HU peecTpaiiitHux
MartepiaiiB Ha JKapchKi 3ac00H, 110 MOAAIOTHCS Ha
JepiKaBHY peecTpallilo (mepepeecTpaiiiio), a TakoxK
eKCIIePTH3H MatepialiB Ipo BHECEHHS 3MiH JI0
peecTpaliiHUX  MarepialiB  IpOTSIroM il
peecTpariiiHoro nocsigueHHs (Haka3 MinictepcTBa
OXOpOHH 3/10poB’s Ykpainu Big 26.08.2005 Ne 426
(31 3miHamMu, umHHAa penakuig) Ta crarri 10.1
Nupextusa 2001/83/€C noxniHiuHI AOCTIIKEHHSI
HE BUMAaraloThCsl.

2. dapMakooris:

1) nepruHHA (hapMakoAMHAMIKA

2) BTOpHHHA (papMaKoUHaMiKa

3) dbapmakoJioria 6e3nexku

4) dapmakonnHaMiuHi B3aemMoil

3. ®apMakOKiHETHKA:

1) aHaiTHYHI METOJIMKH Ta 3BITH OO 1X
BaJjiimamii

2) BCMOKTYBaHHS

3) posnoain

4) meTabostizm

5) BUBEIECHHS

6) hapMaKOKIHETHYHI B3aEMOJII]
(oKiHIYHI)

7) iumi GapMakOKiHETHYHI JTOCIIDKEHHS

4. TokCHUKOIOTIS:




1) TOKCHYHICTB y pa3i OAHOPA30BOrO
BBEICHHSI

2) TOKCHYHICTh Y pa3i IOBTOPHHUX BBEJECHb

3) TeHOTOKCHYHICTB:
in vitro

in vivo (BKJIKOYAK4H JIOJIATKOBY OLIHKY 3
TOKCUKOKIHETUKH )

4) KaHIIEPOTeHHICTh:

TIOBrOCTPOKOBI JIOCIIIPKEHHS

KOPOTKOCTPOKOBI JOCI1KEHHS
200 JOCITIKEHHS CEPEIHBOI TPUBATIOCTI

I[OII&TKOBi I[OCJIi,[[)KeHHH

5) penpoIyKTHBHA TOKCHYHICTE Ta
TOKCUYHUI BIIJIUB Ha PO3BHTOK
[IOTOMCTBA:

BIUTHB Ha ()ePTHIBHICTH 1 paHHIHA
eMOpiOHATLHIH PO3BUTOK

eMOPIOTOKCHYHICTH

[peHaTaibHa i MOCTHATAIbHA TOKCHYHICTh

NIOCITIJDKEHHS, IPH SIKUX TIpenapaT
VBOJUTHCS IOTOMCTBY (HECTaTEBO3PLIAM
TBapHHaM) Ta/ab0 OIIHIOETECS BijalIeHa
st

6) MicIieBa NEPEHOCHMICTh

7) IOJIATKOBI JOCITiIKEHHS TOKCHYHOCTI:

AHTHUT€HHICTB (YTBOPEHHS aHTHUTLI)

IMyHOTOKCHYHICTh

JIOCIII/DKEHHS MEXaHi3MiB il

TiKapchKa 3a1eKHICTh

TOKCHYHICTH META0OIIITIB

TOKCHYHICTH JTOMIIIIOK

1HIIe

5. BHCHOBKH LIOI0 JTOKJIIHIYHOTO
BUBUEHHS
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Jlonatok 30

1o ITopsaaky npoBeAeHHs EKCIIEPTH3H
peecTpauiifHiX MaTepiaiiB Ha JTiKapcbki
3aco0M, 10 MOJAKOTLCS Ha JePHKAaBHY
peecTpaLiio (nepepeecTpaltiio), a TaKox
eKCIIepTH3H MaTepiaiiB PO BHECEHHS
3MiH JI0 peecTpaliiHUX MaTepialiB
MpOTAroM Jii peecTpaliiiHoro
MOCBiAMEHHS

(nyHskr 4 posainy 1V)

3BIT
npo KJIiHiYHe BUNIPOOYBAHHSA

1. Hazga nikapchbkoro
3aco0y (3a HAsIBHOCTI -
HOMED PEECTPALiHHOTO

KAPIIO-JTAP®, Ta6/1eTKH, BKPHUTI ILTIBKOBOK 000.I0HKOIO,
no 75 mr a6o no 150 mr

TTOCBITUECHHS )
2. 3asBHHUK [IpAT «Dapmanestiuna dipma «JlapHuLs»
3. BupoOuuxk IIpAT «®apmaneriuuna pipma «JlapHUL»

4. [IpoBencHI TOCTIMKCHHA:

[]ak X Hi sKkmo Hi, 00rpyHTYBaTH

Ob6zpyumyeanns: lle reHepuuHuii NiKapcbkuil 3acid, Ui gKOro
OloekBiBaJIeHTHICT, pedepeHTHOMY JiKapchbkoMy 3acody Oyio
NIOBEZEHO  3a  mpoueayporo  OioBeifBep Ha  mifcrasi
biodapmarieBTuHOi cucremu Kiacudikauii (BCK), a nopiusibHe
JOCHIKEHHS 0i0I0CTYITHOCTI HE BHMAraeThCs 3TiJJHO HACTaHOBH
CT-H MO3Y 42-7.3:2020 «Jlikapceki 3acobm. [ocmimpkeHHS
bioexBiBanieHTHOCTI», KepiBHHNTBA CPMP/EWP/QWP/1401/98
Rev.1/Corr** «KepiBHHIITBO 3 JOCTI/PKEHb 010€KBIBAIIEHTHOCTIY,
posairy III ta Jomatky 18 Ilopsiaky npoBeleHHs €KCHEPTH3H
peecTpalliiiHiuX MaTepialliB Ha JTKapchKi 3aco0u, 110 NOJAKTHCS HA|
Iep:KaBHY peecTparliio (IepepeecTpaliiio), a TakoX eKCIepTH3H
MaTepialiB PO BHECEHHS 3MiH [0 peecTpaliifHuX MarepiaiiB
NpOTAroM il peecrpaiiiiHoro noceiguenss (Haka3z MinicrepeTsa
OXOpoHH 310poB’st Ykpainu Bij 26.08.2005 Ne 426 [31 3MiHamu,
YHHHA peaaKilis]).

1) Tun nikapcekoro 3aco0y,
3a IKMM IpoBozauIacs abo
IJIaHY€ThCSl PEECTpAIList

I'enepuunuii nikapcbkuii 3acib

5. IloBHa Ha3Ba KJIIHIYHOTO
BUIPOOYBaHHS, KOJOBAHHMH
HOMEP KJIIHIYHOIO
BHITPOOYBaHHS

6. daza KIiHIYHOTO
BHITPOOYBaHHS

7. Ilepiox npoBejieHHs
KJIIHIYHOr0 BUIIPOOyBaHHs

8. Kpaiuu, ne mpoBoaumocs
KJTiHIYHE BUITPOOYBaHHA

9. Kinekicthb
JTOCITIDKY BAHUX
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10. Meta Ta BTOpHHHI 11i1i
KJIIHIYHOT'O BUITPOOYBAHHS

11. Tu3aitd KAiHIYHOTO
BUMPOOYBaHHS

12. OcHoBHi kpuTepii
BKJTIOUEHHSI

13. JlocmimkyBaHmit
miKapchKHi 3acib, crocid
3aCTOCYBaHHS, CHIA JIii

14. Ilpenapat nopiBHAHHA,
11033, C1oci0 3acTocyBaHHS,
cuia mil

15. CynyTHs Teparris

16. Kputepii oliHKH
e(heKTHBHOCTI

17. Kpurepii ominku
Oe3neKku

18. CrarucTiunai METOIH

19. emorpadiusui
[TOKA3HUKH JIOCIIIIKYBaHOT
ronyJsuii (crare, Bik, paca
TOIIIO)

20. Pe3ypTaTi OIiHKH
edexTHBHOCTI

21. PesynpTaTu OLIHKH
Oe3nexu

22. BucHoBox
(3aKIIFOYCHHS )

3asBHUK (BITACHHUK

peecTpanifHOro MoCBiTYCHH)
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