Jonatok 29

1o Tlopanky nporeneHHs eKCIIEPTU3H
peecTpauiiiHuX MaTepialliB HA JiKapChKi
3aco0u, 110 NOJAIOTECA Ha JEPKaBHY
peecTpallito (nepepeecTpali), a TAK0XK
eKCIEPTU3W MaTepialiB Npo BHECEHHsA
3MiH 10 peecTpaliiHiX MaTepiatis
npoTaroM Aii peectpauiiiHoro
MOCBITYEHHA

(myskT 4 po3nimy IV)

3BIT

NMpo DOKJiHIYHI J0CTiKeHH

1. Ha3sga mikapcekoro 3aco0y (3a
HassBHOCTI - HOMEP peeCTpaliifHoro
[IOCBITUCHHS):

Tinnoc®, kpamii opaibHi, po3uns, 15 mr/0,6 ma

1) Tun nikapcskoro 3acody, 3a SKUM
npoBoIHIIACS 200 ITAHYETHCS PeecTpalis

I'i6puaHEi mikapceKuii 3aci®

2) poBeAEH] T0CI JUKEHHS

[] Tax B wi  skwio Hi, 06TpyHTYBaTH
O62pynmysanns: 1le ribpuaauil nikapcbKuil 3acio.
Bigmosimmo gm0 BuMmor posainy Il Ilopsaky
TIPOBE/IEHHs eKCIIEPTH3H PeECTpallifiHuX MaTepialiB
Ha JIKapchKi 3aco0M, IO MOJAIOThCA Ha JEPXKaBHY
peecTpaltiio (ImepepeecTpaliio), a TaKoXK €KCIEPTH3H
MarepiaiB PO BHECEHHS 3MiH JI0 peecTpaliiiHuX
MaTepiasiB IpoTAroM  Oil  peecTpaliiiHoro
nocBimueHHs  (Haka3 ~ MiHicTepcTBa  OXOpPOHH
3fnopoB’s Ykpainm Big 26.08.2005 Ne 426 (3i
3MiHaMH, yrHHA penakiis) Ta ctarti 10.1 Jlupexrupu
2001/83/€C TOKJIHIYHI JOCHIJDKEHHs HE
BUMAraloThCsl.

2. dapmakoioris:

1) nepBunHa papmakoguHaMiKa

2) BTOpHHHA (hapMaKoJHHaMiKa

3) dbapmaxosioris Oe3nexu

4) hbapmaxoaMHAMIYHI B3a€MO/Ii1

3. ®apMaKOKiHETHKA:

1) aHAMITHYHI METOAMKHM Ta 3BITH MIOJIO iX
BaUTi gamii

2) BCMOKTYBaHHs

3) po3nozia

4) meTabomizm

5) BUBEICHHA

6) dbapmMakokiHEeTHYHI B3a€MOIIl
(moKTiH1YH1)

7) innn (papMakOKIHETHYHI JOCIIIKEHHS

4. Tokcukonoris:




1) TOKCHYHICTD Y pa3i OZHOPa30BOI0
BBEJICHHS

2) TOKCHYHICTB y pa3i MOBTOPHHX BBEIECHD

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKJIFOUAIOYH JOJATKOBY OIIHKY 3
TOKCHKOKIHETHUKH )

4) KaHIIEpOr'€HHICTh!

JTOBFOCTPOKOBI JTOCTIIKEHHS

KOPOTKOCTPOKOBI TOCIIiKEHHS
60 JOCITIHKEHHA CepeIHBO] TPHBAIOCTI

101aTKOBI JOCTIKEHHS

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCHYHUIA BIUIMB HA PO3BUTOK
[OTOMCTBA!

BILIMB Ha (PEPTHIIBHICTD i paHHiH
eMOpiOHATBbHUIT PO3BUTOK

eMOpPIOTOKCHYHICTh

npeHaTajlbHa 1 mOCTHATAIEHA TOKCHYHICTD

OCHiIKEHHS, TIPH SKUX IpenapaT
YBOIUTHCA MOTOMCTBY (HECTATEBO3PLIHMM
TBapHHaM) Ta/ad0 ONIHIOETHCS BiIaIeHa
JTist

6) MiciieBa IIEPEHOCHMICTh

7) DOAATKORBI JOCIiKEHHS] TOKCHYHOCTI!

AHTUTEHHICTH (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTE

TIOCHTi IDKEHHS MEXAHI3MIB 1T

TiKapchka 3aIekKHICTh

TOKCUYHICTE META00IITIB

TOKCUYHICTE JIOMILIIOK

1HIIIE

5. BUCHOBKH 111010 JOKJIIHIYHOI'O
BUBYCHHS

mrp,,,,

3asBHHK (BJIACHHUK
peecTpariifHoro
MIOCBITYCHHS)

(mionke

)

75




Honatok 30

no Iopsinky NpoBENEHHs EKCIIEPTH3H
peecTpallifHHX MaTepiais Ha JikapebKi
3aco0H, 1110 MOAAIOTHCA HA JEPHKABHY
peecTpaLiio (IepepeccTpaLliio), a TaKOK
eKCrepTH3H MaTepiaiiB PO BHECEHHS
3MiH JI0 peecTpaliiHiX MaTepiaiB
NPOTATOM Jii peecTpaliiHoro
NOCBiAUEHHS

(nyHKT 4 pozainy IV)

3BIT
npo KjiiHiYHe BUNPOOyBaAHHSA

1. Ha3Ba sikapchbKoro
3aco0y (3a HassBHOCTI -
HOMED peecTpaliifHoro

Iinaoc®, kpanai opaabi, po3un, 15 mr/0,6 ma

MOCBiTUEHHS)

2. 3aABHHK [IpAT «®apmaneptidna ipma «JlapHuns

3. BupobHuk IIpAT «®@apmaneBTuuna Qipma «JlapHuris»

4. [IposeneHi [] rak HI AKIO Hi, OOIPYHTYBaTH

TIOCITI KEHHS: O6zpynmysanns: 11e riGpuaHuii mKkapcebkuii 3aci6, Ail0dy pedOBHHY

B CKJaAi fAKOTO MAI€HT OTPHMYE Yy PO3YHHEHOMY BMIJISJI.
Bimmosimgo no Bumor Hacraosn CT-H MO3V 42-7.3:2020
«Jlikapepki 3acobu. JlocmipkenHs Gioeksisanentaocti» (Jlomarok
I0), KepiBHUIITBA CPMP/EWP/QWP/1401/98Rev.1/Corr**
«KepiBHunTBO 3 mociipkeHs GioekBipaseHTHOCTI» ([logaTok II),
pospiny III ta Jlomarky 18 Ilopaaky mpoBeieHHs EKCIEPTH3H
peecTpaliiiHuX MaTepiaiiB Ha JiKapchKi 3aco0u, 10 NOAIOTHCA Ha
JiepkaBHy peecTpaiiio (TepepeecTpalliio), a TaKoX eKCHepTH3N
MaTepiamiB Npo BHECEHHS 3MiH [0 peeCTpallifiHMX MarepiaiiB
MpOTArOM Jiii peecTpaliifHoro mocBiadeHHs (Hakas MinictepcTsa
0XOpoHH 370poB’s Ykpainu Bix 26.08.2005 Ne 426 [3i 3MiHamy,
YHHHA peaakilisi]) Jus gokasy GioeKBiBaJIeHTHOCTI Oyj0 JOBEIEHO
(apmaneBTHuUHy eKBiBaJeHTHiCTH TibpumHOro Ta pedepeHTHOro
JIiKapChKHX 3aco0iB.

1) THI JiKapCcHKOTo 3acoly,
3a IKAM [IPOBOJIMIIacs abo
[JTaHYETBCS PEECTpalLis

['iOpuaHmii nikapcbKui 3acid

5. TToBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHSA, KOJIOBAaHHH
HOMEp KJIIHIYHOTO
BUIPOOYBaHHs

6. ®a3za KIHIYHOTO
BUIIPOOYBaHHS

7. Ilepion npoBeeHHS
KJIiHIYHOTO BUIIPOOYBaHHS

8. Kpainu, J1e mpoBoauIoCcs
KITiHiYHE BUNPOOYBaHHS




9. Kinpkicth
NOCIIKYBaHUX

10. MeTa Ta BTOpHHHI I1ii
KIIHIYHOTO BUIIPOOYBaHHS

11. Jluzaitn KIiHIYHOTO
BUIIPOOYBaHHs

12. OcHoBHi kpuTepii
BKJIFOYEHHS

13. locnipxyBaHui
JTiKapchKuii 3acib, crocib
3aCTOCYBaHHs, CHJIa il

14. lIpenapat nopiBHAHHS,
103a, crocid 3acTocyBaHHS,
cHiIa il

15. CynyTHa Tepamnis

16. Kpurepii omiHkn
e(heKTHBHOCTI

17. Kpwurepii ominku
Oe3nexu

18. CraTtucTU4Hl METOIH

19. lemorpadivni
MOKA3HUKH TOCITiIKYBaHOT
nomyJsuii (cTate, BiK, paca
TOIIIO)

20. Pe3ynbTaT OLIHKHA
e(eKTHBHOCTI

21. Pe3yabTaTu OLLiHKK
Oe3nexu

22. BucHoBOK
(3aKir0ueHH)

3aqgBHHK (BIaCHHUK

peecTpaliifHoro mMoCBiT4eHH )




