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no Ilopsaaky npoBeleHHs eKCIEPTH3H
peecTpaliifHiX MaTepianis Ha miKkapebKi
3aco0bm, IO MOJAIOTHEA Ha JIEpXKaBHY
peecTpaniro (iepepeecTpaniio), a Takox
EKCIIEPTU3H MaTepianiB Npo BHECEHHA
3MiH JI0 peecTpauiifHuX MaTepiaiis
IpoTAroM Aii peecTpauiiinoro
MMOCBIIYeHH

(myukT 4 posgimy [V)

3BIT
Npo AOKAIHIYHI JoCHiKeHHs

1. Hasea mikapcekoro 3acoby (3a
HasBHOCTI - HOMep peecTpaliifHoro
NOCBiYEHHS):

OEHIPOH, xancynu tBepai mo 250 wmr,
no 20 KarcyJ TBEPANX y
MIOJTIETUIIEHOBOMY KOHTeHHepi,
3aKyIIOPEHOMY HOJIIeTUIIEHOBOIO
KPHUIIKOK 3  KOHTPOJIEM  TepIloro
BIOKPHTTA B I1a4lll 3 KAPTOHY

1) Tmo mikapcekoro 3acofy, 3a SKHM
npoBomyiacs abo IIaHYETLCA peecTpallis

["enepruHuMit nikapcekui 3acid

2) mpoBeneHi nocnimkeHHs — Tak [l

Hi M s Hi, OGIPYHTYBATH

Bianosigxo mo mynkrty 1.3. Pospiny III Hakazy MO3 Vkpainu Ned426 3i sminamu Ta

BIAOOBIZIHO OO CTaTTi
TOKJIIHIYHAX DOCIIIKEHD He HaOaloThCS.

10(1) HupextuBu 2001/83/€C, pe3ynapTaTH BIacHHUX

2. dapmakonoris:

1) neppuHHa apMaKoIHaMIKa

2) BTOpHUHHA hapMaKoIMHaAMIiKa

3) dapmakoiorig Gesnexy

4) hapMaxkoAHHaMIiYHi B3aEMOJI]

3. @apMaKoKiHeTHKa:

1) aHamiTHYHI METOOMKHK Ta 3BITH ILOIO
1X Banmigamil

2) BCMOKTYBaHHS

3) posmoxin

4) meTaborizm

5) BHBENIEHHS

6) dbapMakokiHeTH4HI B3aeMoil
(mokJiHiYgHi )

7) inmi dapMakokiHeTHYH] JOCIMKEHHS

4, ToxcHkomoris:

1) TOKCHYHICTH Yy pasi OAHOpPA3OBOTO
BBEJICHHS

2) TOKCH4HICTE Yy pasi
BBELCHb

TIOBTOPHUX

3) reHOTOKCHYHICTB!
in vitro




in vivo (BK/IIOYaI0uH J10aTKOBY OLIHKY 3
TOKCHKOKIHETHKH )

4) KaHUEpPOTreHHICTh: »

JIOBTOCTPOKOBI JOCIIIJPKEHHS -

KOPOTKOCTPOKOBI  JOCHIKeHHs — abo
JIOCITIDKEHHS CepeIHbOI TPUBAJIOCTI

JIOJIATKOBI JIOCJIJKEHHS -

5) penpooyKTHBHAa TOKCHYHICTH Ta
TOKCHMYHHUH  BIUIMB  Ha  PO3BUTOK -
MTOTOMCTBA:

BIUIMB Ha (epTHIBHICT 1 paHHIH
eMOpioHATBHUN PO3BUTOK

eMOPIOTOKCHYHICTh -

NpeHaTaabHa i MOCTHATAlIbHA
TOKCUYHICTH

NOCTIDKeHHs, TpU SKHX [penapar
YBOJIUTBECS NTOTOMCTBY (HECTaTeBO3PIIUM
TBapuHaM) Ta/ab0 OLIHIOEThCA BijajieHa
st

6) MicleBa MepeHOCHUMICTh -

7) 10AaTKOBI JOCIKEHHS TOKCHYHOCTI: -

AHTUIEHHICTH (YTBOPEHHS aHTHUTLIT) -

IMYHOTOKCHYHICTh -

IOCHIIKEeHHS MeXaHi3MiB ail -

JiKapchbKa 3aIe)KHICTh -

TOKCHUYHICTH MeTaboJIITiB -

TOKCHUYHICTH JOMILIOK -

1H1LIEe -
5. BHCHOBKH MIOJI0 AOKJIIHIYHOIO
BUBYEHHS
i g ;,,/"’
YnoBHoBaxeHa ocoba MpeacTaBHUKA 3assBHHKA ﬁ///g/

(migmuc)

Mapis [lurankosa

(TLLB)
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2o Tlopsinky IIPOBENECHHS SKCIEPTH3H
peecTpalliifHuX MaTepialiB Ha JiKapchKi
3aco0H, IO MOJAIOTECA Ha JepIKaBHy
peecTpatilo (IepepeecTpaliio), a TaKoXK
eKCIIepTH3H MaTepiasins mpo BHECEHHS
3MIH IO peecTpaliifHuX Marepiaip
IIPOTAroM Jii peecTpaniiinoro
[IOCBIYEHHH

(mysKT 4 posminy V)

3BIT
npo KJIiHiYHe BHIPOOYBAHHSA

®EHIPOH, xancymu tBepai mo 250 mr,

. TIo 20 KamncyJ TBEPIUX
1. Hasea nikapcekoro 3acoly (3a . ¥ paax ¥
: - MIOJIIETHIIEHOBOMY KOHTEHHEDI,
HasIBHOCTI - HOMep peecTpauiifHoro .
. 3aKyIOPEHOMY IO eTHIIEHOBOO
TIOCBITUEHHS )
KPUIIKOIO 3  KOHTPOJIEM  IIEpIIOTO
BiIKPUTTSA B TIA4Ili 3 KAPTOHY
CoinsHe YKpalHCBKO-iCTIaHCBKe
2. 3asABHHK . .
miaIpueMcTBo «Criepko Ykpainay
CoinsHe KpalHCBKO-ICITAHCHKE
3. Bupobnuk YXP

mignpremcTso «Criepko YkpaiHa»

4, IlpoBeneni mocmimkenHs: Tak [ Hi M sxmo Hi, 06rpyHTyBaTH

3rigno 3 Hacranosowo CT-H MO3YVY 42-7.4:2022 «Jlikapceki 3acobu. J{ocizpkeHHs
6iloexsiBageHTHOCcTI» Ta CT-H MO3Y 42-7.5:2023 «Jlixapceki 3acobu. Jlokas
0loexBiBajeHTHOCTI 3a NpoLedyporo OloseiBep Ha mimcTasi GiodhapMaleBTHUHOL
cucTeMu Kinacudikanii» M1 fokasy 0i0eKBiBaJIEHTHOCTI TeHEpHYHOTrO JIiKapChKOTO
3acoby O®EHIPOH, kancynu tBepai mo 250 Mr 210 pedepeHTHOro IiKapchKoro 3acody
HOO®EH, 6ynn nposexeni mociikeHHS GioeKBIBANEHTHOCTI 3a NPOLEAYPOO
OloseliBep Ha TixcraBi OiodapMmaneBTidnol cucremu knacubikauii, PesymeraTu
BJIACHHX KJIIHIYHKUX BUIIPpOOYBaHb HE HATAIOTHCH,

1) rtun nikapcekoro 3zaco0y, 3a SKHM
npoBoauiacs abo IIaHyeThCS peecTparis

I'eHepuyAwil TiKapchKHit 3aci0

S. IToBHa HazBa KJIiHIYHOro
BUMpoOYBaHHA,  KONOBaHUI  HOMep
KIIIHIYHOI'O BHNpPOOYBaHHS

6. ®aza KIiHIYHOrO BUTIPOOYBaHHIA

7. Ilepion mpoBedeHHS KIIHIYHOTO
BHNPOOYBaHHS

8. Kpaian, ne rposomwiocs KiliHiuHe
BUIIpOOYBaHHS

9. KinpKicTh JOCHIIKYBaHHX

10. Meta Ta BTOpHHHI LN KIiIHIYHOTO
BUNIpOOYBAHHA

11, Jwzaits kaiHigYHOro BUIpoOyBaHHs

12. OcHOBHI KpuTepii BKIIOYeHHS




13. JlocnimkyBaHuii Jnikapcekuii 3aci6,
crniocid 3acTocyBaHHs, cuia Jii

14. Tlpenapar mopiBHSAHHS, J03a, CrIOCIO
3aCTOCYBaHHs, cuiia il

15. CynyTHs Teparmis -

16. Kpurepii oiHKH epeKTHBHOCTI -

17. KpuTepii ominku 6e3neku -

18. CraTuCcTHYH]I MeTOAH -

19, Jlemorpadiuni MOKa3HUKH
nociKyBaHol momynsanii (cTarh, BIK, -
paca, TOIO)

20. PesynbraT eeKTHBHOCTI -

21. PesynpTaTu Oesnexu -

22. BUCHOBOK (3aKITIOYEHHS) .

; o
YnoBHoBaxkeHa ocoba IIpeaCcTaBHHKA 3assBHUKA //’/’//g/

(mirmc)

Mapis [lurankosa

(ILLB)



