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210 TTopsanky npoBeieHHs eKCIepTH3H
peecTpallifinix MatepiaiiB Ha JiKapchKi
330061'1, 0 NOJarTLCA Ha AEPKABHY
peecTpaliio (mepepeecTpatiio), a TaKOXK
€KCTIePTH3H MAaTepialiB PO BHECEHHS
3MiH 10 peecTpaLiifHux MaTepianis
NpoTAroM il peecTpauiiiHoro
NOCRiTYEHHA

(myHkr 4 posainy 1V)

3BIT

po JOKJiHIYHI JocaiTKeHHS

1. Ha3Ba mikapcekoro 3acody (3a
HasBHOCTI - HOMEP peecTpaliifHoro
[OCBI/T4EHHS ):

Meponenem-/lapHuns, NOPOMOK VISl PO34HHY
s in’exuiit Ta indgysii, 1000 mr

1) Tan TiKapceKoTO 3ac00y, 32 AKUM
poBouIacs abo IIaHYEThCS peecTpallis

['enepuunmii TiKapceKuii 3acib

2) IpOBEIeH] TOCIiIKEeHHS

[] Tax X Hi sKmo HIi, 0OIPYHTYBATH
O6rpynmyeannsa: lle TeHepuYHWI IiKapchKHii
3aci0. BinmoeizHo no Bumor posmimy I [Mopsaky
IpOBEIEHHS EKCIIEPTH3H peecTpamiftHux
MarepiajiB Ha JTiKapchKi 3aco0H, 110 MOJal0ThCs Ha
Aep KaBHY peecTpalliio (IepepeecTpailito), a TaKox
EKCIIEPTH3H MaTepialiB Mpo BHECEHHS 3MiH [0
peecTpaniiiHMx ~ MarepiaqiB  mporaroM il
peecTpaniiHoro rnocpigueHns (Hakasz Minictepcrsa
OXOpOHH 370poB’st YKpainu Big 26.08.2005 Ne 426
(31 3miHamm, uywWHHA pepakiig) Ta crarri 10.1
Hupextuu 2001/83/€C moxmigiuai mociimkeHHs
HE BUMaraloThCsl.

2. @apmakoIoris:

1) nepBuHHA (hapMakoIHHAMIKA

2) BTOpHHHA apMaKoMHaMiKa

3) dapmaxosioris 6e3nexu

4) papmakonuHaMidHI B3aeMO/Ii1

3. dapMaKkoKiHeTHKA!

1) aHaTITUYHI METOIUKH Ta 3BITH IHOJI0 iX
BaJIiaantii

2) BCMOKTYBaHHs

3) po3nozin

4) meTabo113M

S) BUBEICHHA

6) papmakoKiHETHYHI B3aeMOJIi1
(oxstiHIYHI)

7) 11111 apMaKOKIHETHYHI JOCTIHKEHHA

4. Toxcukosoris:




1) TOKCHYHICTB Y pa3i 0AHOPA30BOTO
BBE/ICHHS

2) TOKCHYHICTB y pa3i NOBTOPHHUX BBEJACHb

3) reHOTOKCHYHICTb:
in vitro

in vivo (BKJIIOYAIOYH JOAATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTeHHICTh:

TOBrOCTPOKOBI JIOCITIIXKEHHS

KOPOTKOCTPOKOBI JJOCIiDKEHHSI
a00 JOCIII/PKeHHs CepeIHbOI TPHBAIOCTI

TOJIATKOB1 JOCHIIKEeHHS

5) penpoayKTHBHA TOKCHYHICTH Ta
TOKCUYHHH BIUTHB Ha PO3BHTOK
IOTOMCTBA:

BIUIMB Ha GEepPTHIILHICTD i paHHii
eMOpiOHaJIbHHI PO3BUTOK

eMOpIOTOKCHYHICTD

peHaTanbHa 1 HOCTHATAIBHA TOKCHYHICTE

MOCITiJKEHHS, IIPH SKUX IpernapaT
YBOJUTHCS IIOTOMCTBY (HECTATEBO3PLIAM
TBapHHaM) Ta/ab0 OIIHIOETHCA BiIasieHa
mis

6) MicIieBa IEPEHOCHMICTh

7) MOAATKOBI JOCTiHKEHHS TOKCHYHOCTI:

AHTHTCHHICTH (YTBOPEHHS aHTHTIJI)

IMYHOTOKCHYHICTH

TOCIIIKEHHS MEXaHI3MIB il

iKapchbKa 3aJIeXKHICTh

TOKCHYHICTE META00JIITIB

TOKCHYHICTH JOMIIIIOK

iHITIE

5. BucHOBKHY 00 TOKIIHIYHOTO
BHBYECHHSA

3assBHHUK (BJIaCHUK
peecTparliifHoro

TOCBiTYEHHS)
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1o Ilopsanky npoBeeHHs eKCHepTH3H
peecTpauiifHUX MaTepiajiB Ha JIIKAPChKi
3aco0H, L0 MOJAOTLCS Ha JePiKaBHY
peecTpauiio (nmepepeecTpaiiio), a TakoxK
€KCINEPTH3H MaTepiajiiB Npo BHECEHHA
3MiH /10 peecTpaliiHHX MaTepiais
NPOTAroM Jii peecTpauiifHoro
NOCBiAYEHHS

(nyHkT 4 posainy IV)

3BIT
Npo KIiHiYHe BUNIPOOYBaHHHA

1. Hazga sikapcekoro 3acofy
(3a HasIBHOCTI - HOMED
peecTpaniiiHoro NOCBiTYeHHs)

Meponenem-/lapHuns, NOpomoK JJasi PO3YHHY IS
in’exniii Ta indgys3iii, 1000 mr

2. 3asBHUK

[IpAT «®apmanesruuna pipma «JlapHuisy

3. BupoOHuk

Anfarm Hellas S.A., Greece (Andapm I'esiac C.A., I'pentis)

4. [IpoBeneHi mociKeHHS:

[ ] Tak X Hi sgxmo \i, 00rpyHTYBaTH

Obipynmysanna: 1lle TeHepWYHHMH  JliKapchKHil  3aciO.
BianosizgHo 10 HacranoBu «Jlikapeski 3acobu. JlocimizpkeHHs
GioexsiBasienTHOCTI» CT-H MO3Y 42-7.2:2020 (Tonatox II,
naparpag «IlapeHTepanbHi pPO3UMHH») Ta KEPiBHHIITBA,
CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr ** «KepiBHHIITBO 3
nociikens OioeksiBanentHocti» ([{omarok II, maparpad
«Parenteral solutions») 0i0eKBIBaJIEHTHICTh IKApCHKOIO
3aco0y pedepeHTHOMY JTiKapchKoro 3acoly Oyi0 1oBeIeHo Ha
OCHOBI (hapMaleBTHYHOI €KBiBaJIEHTHOCTI.

1) Tun nikapcekoro 3acoby, 3a
SIKUM IIPOBOIMIIACS abo
IJIaHY€THCS peecTpaLlis

['eHepuyHuii TiKapchKHii 3aci0

5. IToBHa Ha3Ba KJIiHIYHOTO
BUIIPOOYBaHHSI, KOJOBaHUH
HOMED KJIIHIYHOTO
BUNPOOYBAHHS

6. ®asa KIHIYHOTO
BUIIPOOYBaHHs

7. Ilepion mpoBeaeHHS
KJIIHIYHOTO BUIIPOOYBaHHsI

8. Kpainu, ne mpoBommmocs
KJIiHIYHE BHITPOOYBaHHA

9. KinpkicTh JOCIIKY BaHHX

10. MeTa Ta BropuHHi 11ii
KJIIHIYHOTO BUIIPOOYBaHHS

11. JIu3zaiin KJIiHiYHOTO
BUIIPOOYBaHHS

12. OcHoBHi Kpurtepii
BKJTIOYCHHS




13. JlocnimkyBanuii
miKapchKHi 3acib, croci6
3aCTOCYBaHHs, CHJIA il

14. IIpenapar nopiBHsHHS,
103a, c11ocid 3acToCcyBaHH,
cuna mil

15. CynmyTns Teparris

16. Kputepii ouinku
e()eKTHBHOCTI

17. Kpurepii ominku 6e3mnexu

18. CraTucTiyni MeToau

19. lemorpadivni nokasHukH
MOCITIZKY BaHOT Oy ISl
(cTats, BiK, paca TOIIO)

20. Pe3ynprati ominKH
e(heKTHBHOCTI

21. Pe3ysibTaTd OLIHKH
Oeznexkun

22. BUCHOBOK (3aKTIOUEHHS)

3asgBHUK (BJIAaCHHUK
peecTpaniitHoro NocBiTYeHHs)




