Honatok 29

1o Ilopanxky npoBeaeHHs eKCIepTH3H
peectpauiiiHux Marepiatis Ha TiKapChKi
3aco0H, 110 NOJAKThCS Ha ACPIKaBHY
peecTpaliio (NepepeecTpalliin), a TakoxK

eKCIIePTH3M MaTepialiB Mpo BHECEHHs
3MiH [0 peecTpaliifHix MaTepiaiiB
TPOTATOM ii peecTpalliifHoro
MOCBiYEHHA

(nmyHKT 4 po3giny IV)

3BIT

PO AOKTIHIYHI JOCTIKeHHS

1. Ha3sga nikapcekoro 3aco0y (3a
HasIBHOCTI - HOMEP peecTpanifHoro
MOCBITUCHHS):

JIBAIILE 100, rpany./in AJisl OpajIbHOI0 PO3YHHY
o 100 mr/0,5r

JIBAIILE 200, rpaHy./1u JUIst OpaJIbHOI'0 PO34HHY
mo 200 mr/1 r

1) Tin JliKapceKOro 3acoly, 3a IKUM
mpoBouIacs abo MIaHyeThCS peecTparis

['enepuyunumii TiKapchbkuii 3acid

2) IpoBeIeH1 AOCIKEHHS

[] Tax D Hi sk Hi, 06rpyHTYBaTH
Obzpynmyeannsn: 1le TeHepUYHHWE JTiKAPCHKHIA
3aci6. Bigmoeigao no Bumor poszginy III Iopsaky
IIPOBEICHHS eKCIIePTH3H peecTpaniiHIx
MaTepiasiB Ha JIKapchKi 3ac00H, 110 MOAAIOTECS HA
IepikaBHY peecTpaliio (TepepeecTpaniio), a TAKOXK
EKCIIepTH3H MaTepialiB PO BHECEHHs 3MiH JI0
peecTpaiifHuX ~ MarepiamiB  OpOTAroM il
peecTpalliitHoro noceiueHHs (Haka3z MiHicTepcTBa
OXOpOHH 3]10poB’s Ykpaiuu Bij 26.08.2005 Ne 426
(31 3Mmimamm, ymHHA pepakimis) Ta crarri 10.1
Hupextusa 2001/83/€C moxumiHiuHI TOCITIIKEHHS
HE BUMAararoThCs.

2. ®apmaxooris:

1) nepeunHa papmakogHHAMIKA

2) BroprHHA (apMako MHaMiKa

3) dapmaxosoris Oe3nexu

4) dhapMakoguHAMivHI B3aeMOJIil

3. dapMaKkoKiHETHKA:

1) aHAIITHYHI METOJMKH Ta 3BITH MO0 iX
BaJIigaril

2) BCMOKTYBaHHs

3) po3noain

4) metabomizm

5) BUBEJCHHS

6) bhapMaKoKiHETHYHI B3aEMOZI1
(moxITiHIYHI)

7) inmi papMakoKiHETHYHI JOCITiHKEHHS




4. ToxcHKOmOTIA:

1) TOKCHYHICTB Y pa3i 0HOPa30BOro
BBE/ICHHSI

2) TOKCHYHICTB y Pa3i MOBTOPHUX BBEJIEHb

3) TEeHOTOKCHYHICTE:
in vitro

in vivo (BKIIHOYAIOYH JOJATKOBY OIIIHKY 3
TOKCHUKOKIHETHKH )

4) KaHUEPOTE€HHICTh:

TOBrOCTPOKOBI JIOCITIKEHHS

KOPOTKOCTPOKOBI JIOCITi JKEHHS
a00 JOCIIIPKEHHS CepeHb01 TPHBAIOCTI

TOMATKOBI TOCTiKEHHS

5) penpoayKTHBHA TOKCHYHICTH Ta
TOKCUYHHH BILIUB HA PO3BHTOK
IIOTOMCTBA:

BIUTUB Ha GEePTHIBHICTE 1 paHHiH
eMOpioHATBHUN PO3BUTOK

eMOPIOTOKCHYHICTE

IpeHaTaJlbHa i MOCTHATAIEHA TOKCHYHICTE

NOCITiKEHHS, IIPH SKHX MpenapaTr
YBOIMTECS IOTOMCTBY (HECTATEBO3PLIHAM
TBapHHAaM) Ta/ab0 OILIHIOETELCA BiJIaleHa
mist

6) MiclieBa IEPEeHOCHMICTh

7) 10JIaTKOBI AOCITIKEHHSI TOKCHIHOCTI:

AHTUTCHHICTD (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTE

TOCIIDKEHHS MEXAaHI3MIB il

TiKapchbKa 3aIeXKHICTh

TOKCUYHICTH MeTaboJIiTiB

TOKCHYHICTB JOMIIIOK

iHIIIE

5. BHCHOBKH III0ZI0 JTOKIIHIYHOTO
BUBYCHHS

3asiBHUK (BJIACHUK
peecTpaliitHoro

MTOCBITUCHHS)




Honarok 30

1o [Mopsaaky npoBeleHHsA €KCIIEPTH3H
peecTpalliifHiX MaTepianiB Ha JliKapchki
3ac00H, 1110 MOAAKTHCS Ha IepPiKaBHY
peecTpallilo (nepepeecTpaltiio), a TaKox
€KCTePTU3H MaTepialiB PO BHECEHHS
3MiH /10 peecTpaLiMHUX MaTepiaaiB
NpoTAToM Jii peecTpauiiHoro
MOCBIAYEHHA

(nynkT 4 posainy IV)

3BIT
npo KJiniuHe BUNPoOyBaHHSA

1. Hasga siikapcbkoro 3aco0y
(3a HasBHOCTI - HOMEP
peecTpaniifHoro nNOCBiTUEHHs)

JABAIIE 100, rpany.,m AJist OpaJIbHOI0 PO3YHHY 110

100 mr/0,5r

JIBAIIE 200, rpanyjmu st opajisHOro posunsy mo 200
mr/lr

2. 3asgBHUK

[IpAT «®apmanesruyna pipma «Japaunsy

3. BupoOuuk

[IpAT «®apmanepriuna dipma «JlapHui

4. TIpoBenieHi 1OCTiIDKEHHS:

[ rak [ ui sgkmo Hi, 00IpyHTYBaTH
O6ipynmyeanns: lle reHepwunmit  nikapchkuil  3aciO.

BignosigHo 10 HactaHoBH «Jlikapceki 3acobm. JlocmiKeHHs
6ioexsiBasienTHOCcTiy CT-H MO3V 42-7.2:2020 (Joznarox II,
nmaparpa¢ «Po3umHM I OpaJBbHOrO 3acCTOCYBaHHS») Tal
kepipaunrea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«Kepisaunrso 3 mocmimkens GioekpiBaneHTHOCTI» (JlomaTok
I, maparpad «Po3uWHH OIS OpPAJIBHOTO 3aCTOCYBAaHHI)
OioeKBiBaJICHTHICTE JIiKApChKOro 3acody pedepeHTHOMY
JikapceKoro — 3aco0y — Oyno  J0BeeHO Ha  OCHOBI
(hapmManeBTHYHOI €KBIBAJIEHTHOCTI.

1) T nikapebKoro 3acody, 3a
SAKHM TIPOBOHIIacs abo
MJIaHYETHCS PEECTpalis

I'enepuunwmii TikapceKuii 3acid

5. IloBHa Ha3Ba KJIiHIYHOTO
BUNPOOYBaHHs, KOJIOBaHH
HOMEp KJIHIYHOIO
BANIPOOYBaHHS

6. Daza KIiHIiYHOTO
BUIIPOOYBaHHS

7. llepion mpoBeaeHHS
KTiHIYHOTO BUNPOOYBaHHS

8. Kpaiuwu, e mpoBoauiocs
KJIIHIYHE BUIIPOOYBaHH:A

9. KinpKicTh JOCHIIKYBaHUX

10. MeTa Ta BTOPHHHI LIiJTi
KJIiHIYHOTO BUTIPOOYBaHHS




11. JIuzaita KIiHIYHOTO
BUIIPOOYBaHHS

12. OcHOBHI KpHTepil
BKJIFOYECHHS

13. HocmimxyBaHuit
mikapcbKuii 3acib, crnoci6
3acTOCYBaHHS, CHJIA Jil

14. IIpenapat nopiBHAHHS,
n03a, crocid 3acTocyBaHHs,
cuia il

15. CymyTHa Tepamis

16. Kpurepii omiHku
e(heKTHBHOCTI

17. Kpurepii omiHku
Oe3nexu

18. CratucTruni MeToIu

19. Jlemorpadivni
[TOKa3HUKH JIOCII1JKYBaHOT
MmomyJisiiii (cTars, BiK, paca
TOIIO)

20. Pe3ynbrati OLIHKH
e(heKTUBHOCTI

21. Pe3ynpTaTi OIiHKH
Deanexu

22. BUCHOBOK
(3aKITIOYCHHS )

3asBHUK (BIIACHUK

pEeECTpaNiifHOTO TOCBIAUSHHS)

co\\(minmae)
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