Honarok 29

no INopanky npoBeJeHHs eKCriepTH3H
peecTpauiifHuX Marepianie Ha JikapchKi
3ac00H, L0 MONAIOTHCA Ha JePKABHY
peecTpatiio (mepepeecTpaiiio), a TAKOK
eKCIIEePTH3H MaTepiasiB Mpo BHECEHHS
3MiH [0 peecTpauiiiHuX MaTepianip
MpOTAToM Jil peecTpauiiHoro
MOCBiAYEHHS

(mynkT 4 posainy IV)

3BIT

PO JOKIIHIMHI JoC/i/zKeHHS

1. Hasga nikapcbkoro 3acofy (3a
HasABHOCTI - HOMEp peecTpaLiifiHoro
MOCRITYEHHS):

Paminpuna-{apuuus, radaerkn no 5 mra 10 mr

1) Tvn nikapcekoro 3aco0y, 3a SKMM
NPOBOJIMIIACS ab0 MIaHYETLCS peecTparlis

I'enepuunnii nikapcekwuii 3aci6

2) mpoBeaeHi JoCTiIKEHHS

[ Tax X Hi  sKwo Hi, 06rpyHTYRaTH
Obipynmyesanns: lle reHepuyHmii  nikapchKuii
3aci6. Bianosiano no Bumor posainy 111 IMopsmxy
NPOBEIEHHS eKCIepTH3H peecTpauiitHux
MaTepiallie Ha JIiKapchbki 3aco0M, 110 MOAITHCS Ha
ACpAKABHY PEECTpaLilo (TepepeecTpalliio), a Takox
CKCTIEPTH3H MaTepialiB Mpo BHECEHHSA 3MiH JI0
peecTpaliiiHuX ~ Matepianis npotsarom il
peectpauiiiHoro noceiguenHs (Hakas Minictepcra
OXOpPOHH 3710poB’ s Ykpainu Big 26.08.2005 Ne 426
(31 3miHamMu, uMHHa penakuis) Ta crarri 10.1
Hupextuen 2001/83/€C mokninivHi gocnimkenns
HE BHMaraloThes.

2. ®apmakoJoris:

1) nepeunHa papmakoauHamika

2) BTOpHHHA (hapMakoJMHaMiKa

3) dapmakonoris Gesnexku

4) bapmakonuHamiuHi B3aeMoii

3. dapMakoKiHETHKA:

1) aHaniTHYHI METOMKH Ta 3BITH MO0 iX
Baiganii

2) BCMOKTYBaHHsI

3) poznogin

4) MeTaboumizm

5) BUBeIEHHS

6) hapmakokiHeTHYHI B3aeMoiT
(AOKTiHIYHI)

7) ini hapMaKkOKiHETHYHI JOCiKEHHS

4. Tokcukonoris:
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1) TOKCHYHICTE Y pazi 0JIHOpPa3oBOTO -
BBCICHHA

2) TOKCHYHICTD Y pa3i IOBTOPHHX BBEICHb —

3) reHOTOKCHYHICTE: —
in vitro

in vivo (BKJIIOYaOYM JI0JIATKOBY OLIIHKY 3 -
TOKCUKOKIHETUKH )

4) KaHUEPOTeHHICTE: e

JIOBIOCTPOKOBI 1OCIIIPKEHHS —

KOPOTKOCTPOKORBI JIOCTI/PKEHHS —
a0 0CIIPKEHHA CepeHbOT TPUBAIOCTI
T0JIATKOBI TOCITIPKEHHS —

5) penpoyKTHBHA TOKCHYHICTh Ta —
TOKCHMYHMI1 BIUVTMB HAa PO3BUTOK
MOTOMCTBA:

BIUIMB Ha (DEpPTHIBHICTB i paHHii —
eMOpioHANLHUI PO3BUTOK

eMOPIOTOKCHYHICTh =

MpcHaTaibHa i MOCTHATAJIbLHA TOKCUYHICTE =

OCITIIKEHHS, TIPH SKUX Tpenapar —
YBOJUTBLCS NIOTOMCTBY (HECTATEBO3PIIHM
TBapHHaM) Ta/abo OLHIOETECA BiJaneHa
st

6) MiclIeBa IIEPEHOCHMICTE —
7) 10aTKOBI AOCIIKEHHS! TOKCHYHOCTI: —
AQHTUTE€HHICTH (YTBOPEHHS aHTHTII) —_
IMYHOTOKCHYHICTD —_
IOCITIIPKEHHA MEeXaHI3MIB Aii —
iKapchKa 3a/eKHICTh —

TOKCHYHICTH META00MITIB —_

TOKCHYHICTE JOMILIOK —

1H1IE e

S. BUCHOBKH 1010 JOKJTIHIYHOTO —_
BHBYCHHS

o NG A
o
Ly ;\®1PMA -rq&

3aaBHUK (BJIIACHUK
peecTpauiiiHoro
MOCBIYEHHS)
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Hoparox 30

210 Topsiiky 1poBe/ieHHs eKCIepTH3H
peecTpauiiiHuX MaTepianiB Ha JiKapchKi
3aco0H, 110 MOJAlTECA Ha JIePikKaBHY
peecTpariito (nepepeecTpalliio), a TAaKOK
E€KCIepPTH3N MaTepialliB Mpo BHECEHHS
3MiH 710 peecTpaliifHix MaTepiamnis
MPOTATOM Jii peecTpariiitHoro
NOCBiTYEHHS

(myHKT 4 pozainy IV)

3BIT
npo KJjaiHiyHe BHNIPoOyBaHHS

1. HasBa nikapcekoro
3aco0y (3a HasABHOCTI -
HOMEp peecTpaLiifHOTo

Paminpui-Jdapuuus, tabéaerkn mo 10 mr

MOCBiA4YEHH)
2. 3asBHHK IIpAT «®apmauesruuna dipma «/lapHuisy»
3. Bupodnuk IIpAT «@apmanertiuHa dipma «JlapHuis»

4. [1poBesieHi gociTKeHHS:

[ rak D ui  akwo Hi, o6rpynryBatH

Qbrpyumyeanna: lle renepuuHMii NikapcbKui 3aci6, s akoro
OloekBiBaleHTHICTL  pedepeHTHOMY  JliKapchKoMy  3aco0y
(Cardace®, tablets, 10 mg) 6yno aoReaeHO 3a NIPOLIELY POKO
Oiopeiiep Ha mniacraei BCK, a nopiBHsibHE J0cCHipKEeHHs
OiogocTynHoCTi He BUMaraeTbes 3rigHo HacraHoeu CT-H MO3V
42-7.3:2020 «JlikapchKi 3aCO0M. HocnimxeHHs
OioekBiBaneHTHOCTI», KepiBHuurea CPMP/EWP/QWP/1401/98
Rev.1/Corr** «KepiBHULTBO 3 AochiakeHb GioeKBiBaJIEHTHOCTI,
a Ttakoxk posaimy III Tlopsaky mnpoBeieHHs eKCIepTU3M
peecTpaLiifHUX MaTepialie Ha Jlikapchbki 3aco0u, 10 MOJAI0TLC Ha
JIepXKaBHY peecTpalliio (nepepeecTpaliin), a TaKoX eKCIepTH3H
maTepianiB Npo BHECEHHS 3MiH [0 peecTpauiiiHMX Matepialib
NpoTATOM Jii peecTpauiiiHoro noceiqyeHHsa (Hakasz MiHicTepcTsa
OXOpOHH 370poer’s Ykpainu i 26.08.2005 Ne 426 [3i 3minamu,
YMHHA peaakKiis]).

1) Tun Jikapcekoro zacoby.
3a AKMM MpoBouiaca abo
IUIAHYETBCA PEECTpaLlis

I"'enepuunuii nikapcbkuii 3acid

5. IloBHa Ha3Ba KJIiHIYHOTO
BUIPOOYBaHH:A, KOJIOBaHUI
HOMEp KJIiHIYHOTO
BUNPOOYBaHHS

6. Daza KIiHIYHOTO
BUNPOOYBaHHs

7. Ilepioa npoBeaeHHs
KJIIHIYHOrO BUIIPoOYBaHHs

8. Kpaiuu, ne nporoaunocs
KJ1iHIYHE BUMPOOYRaHHA

9. Kinbkicts
J1OCITiIKY BAHHX
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10. Meta Ta BTOpHHHI Lini
KJIIHIYHOTO BUITPOOYBaHHS

11. luzaiin kniHivHOTO
BUITPOOYBAHHS

12. Ocnosui kpurepii
BKJIIOYEHHS

13. Jlocnipky BaHuit
nikapcbKuit 3acif, cnocio
3aCTOCYBaHHs, CHJa il

14. Ilpenapar nopieHsHHS,
1032, crocid 3acTocyBaHHs,
cua ail

15. CynyTHs Teparis

16. Kpurepii ouinku
edeKkTHBHOCTI

17. Kpurepii ouinku
Oezneku

18. CrarvcTryni MeToau

19. lemorpadiuni
MOKa3HUKH JA0CIIIKYBaHOT
nomyJsAuii (cTath, Bik, paca
TOLIO)

20. Pesynbrath ouiHku
eexTuBHOCTI

21. PesynpTaTi OLiHKH
Oe3nexu

22. BucHorok
(3aKITHOUEHHSA)

3asBHUK (BIACHUK

peecTpaliifHOro MocBiueHHs )

T Aninmuc) §
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Honatok 30

J1o Ilopsjiky npoBeieHHA eKCTepTH3H
peecTpauifiHux MaTepianiB Ha Mikapcbki
3aco0H, 110 MOJATHCA Ha JIepAKaBHY
peecTpauiio (nepepeecTpaniio), a TAaKOX
EKCIEPTH3N MaTepialiiB Mpo BHECEHHS
3MiH 710 peecTpaliitHix MaTepianis
NpOTAroM Aii peecTpauiitHoro
[IOCB1AYEHHS

(nyHKT 4 pozainy IV)

3BIT
npo KaiHivHe BHNIPOOYBanHs

1. Ha3Ba nikapcbkoro
3aco0y (3a HasiBHOCTI -
HOMEp peecTpalliitHoro
MOCBIYEHHS )

Paminpun-Jdapunus, raéiaerku no 5 mr

2. 3agBHUK

IIpAT «®apmanerriuna dipma «lapHurs»

3. Bupobuuk

IIpAT «Papmanerruyna dipma «JlapHuis»

4. IlporeneHi nocmimKeHHs:

[Jrak DX uHi  gkmo Hi, o6rpyHTYBaTH

Obipynmyeanns: lle reHepuvHuii JikapchKuil 3acib, g Akoro
OloekBiBaNEHTHICTE  peepeHTHOMY  JiKapcbKoMy  3acoly
(Cardace®, tablets, 5 mg) 6yno noBeaeHO 3a MpPOLEAYPOIO
OiopeiiBep na mniacrasi BCK, a mnopiBHs/bHE JOCHiKEHHS
GiofocTynHOCTI He BUMaraeThbed 3rigHo HacraHosu CT-H MO3Y
42-7.3:2020 «Jlikaperki 3aco0u. Hocnigxenus
OioeksiBaneHTHOCTI», KepiBHuUTBAa CPMP/EWP/QWP/1401/98
Rev.1/Corr** «KepiBHHUTBO 3 gociiKeHb 6i0eKBiBaIeHTHOCTI»,
a takoxk posdiny Il Tlopsaky mpoBeneHHS —eKcrepTH3H
peecTpalliitHuX MaTepialiiB Ha JliKkapchbKi 3ac00M, 10 MOJAI0TLCS Ha
JEPKaBHY peecTpauito (nepepeecTpailito), a TaKoK eKCIepTH3H
Mmarepiajlis Mpo BHECEHHA 3MiH 10 peecTpauifiHux MartepiajiB
NpoTAroM Aii peectpauiiiHoro noceijyenHs (Hakas MinicrepcTsa
OXOpOHH 3/10poB’s Ykpaiuu Bix 26.08.2005 Ne 426 [3i sminamu,
YMHHA pejaKilis]).

1) TMI mikapceKoro 3acoby.
3a SIKUM MpoBoauiacs abo
IIaHY€ThCs peecTpauis

I'enepuunmii nikapcrkuii 3aci6

5. IToBHa Ha3Ba KJIiHIYHOTO
BUMPOOYBaHHs, KOJOBaHUi
HOMEp KJIIHIUYHOTO
BUIPOOYBaHHS

6. @aza KaiHIYHOTO
BUMPOOYBaHHs

7. Ilepioa npoeeaeHHs
K/1IHIYHOTO BUNpOOYBaHHsA

8. Kpainu, ne npoBoaniocs
KJIiHiYHe BUIIPOOYBaHHS

9. KinekicTs
TOCHTIAKYBaHUX
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10. MeTta Ta BTOpHHHI 11ii
KJIIHIYHOTO BUIIPOOYBaHHA

11. Jlu3aiin kiaiHiYHOTrO
BUITPOOYBaHHS

12. OcHoBHi kpuTepii
BKJIFOUEHHS

13. docniaxyBanuii
nikapcbkHid 3aci6, croci6
3aCTOCYBaHHS, cuna il

14. IlpenapaT nopiBHAHHS,
1103a, crocid 3acTocyBaHHs,
cuia Jiil

15. CynyTHs Tepanis

16. Kputepii ouinku
edexTrBHOCTI

17. Kpurepii owinku
Oesreku

18. CraTHcTHYHI METOAU

19. Jlemorpadiuni
MOKAa3HUKH J0CITIKYBaHOT
nonynALii (cTaTh, Bik, paca
TOLLIO)

20. Pe3ynbTaTH OLIIHKY
edexkTuBHOCTI

21. PesynbTaTi olliHKK
Oe3neku

22. BUCHOBOK
(3aKnoYeHHs )

3asBHUK (BIACHHK

peecTpauiiiHOro noceiueHHs)
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