Jonatox 29

1o [opsaaky nporeseHHs eKCriepTH3H
peecTpauiiiHix Matepianis Ha Jikapcbki
3ac00M, 110 NONAIOTHCA HA JAepPiKABHY
peecTpalilo (nepepeecTpaltii), a Takowx
€KCTIEPTH3M MaTepiaiiB Npo BHECEHHs
3MiH 110 peecTpauiiinux Matepianis
NpOTAroM Ail peecTpaLiiiHoro
MOCRBITYeHHS

(nmyHkT 4 po3niny 1V)

3BIT

PO JOKJIHIYHI T0CaiKeHH

1. Ha3Ba nikapcekoro 3aco0y (3a
HasBHOCTI - HOMEP peecTpamiiHoro
IOCBI/IUEHHS ):

Epines®, cupon, 0,5 mr/mu

1) Tun mikapcekoro 3acofy. 3a IKHM
NpOBOIUIIACS a00 IIJIAHYE€ThCS PeECTpallis

['enepuunuii nikapcbkuii 3aci6

2) mpoBe/ieH1 J10CIIi JDKEHHS

[] Tax X wi  sKwo Hi, 06rpyHTYBaTH
Obrpynmyeanna: 1le reHepuuHuii  JgiKapchbKHit
3aci6. BiznosinHo no Bumor posainy I [Mopsiaxy
NPOBEIACHHS CKCIIePTH3H peecTpaiiifnux
MaTepiasiB Ha JiKapchKi 3aco0H, 110 OJAI0THCS Ha
JIEpAKaBHY peecTpallito (nepepeecTpaiio), a Takox
CKCIIEPTH3H MaTepialiB MPO BHECEHHS 3MiH JI0
peecTpalifiHHX ~ MartepiayiB  nportaroM il
peecTpaniiHoro nocpiguenns (naka3z MinictepeTsa
OXOpOHH 3J10poB s YKpaiuu Bija 26.08.2005 Ne 426
(31 3MiHamu, uymHHa pepaakmis) Ta crarri 10.1
JupextuBu 2001/83/€C poxninivni mociimKeHHs
HE BUMAaraloThCsl.

2. @apmakosoris:

1) nepeuHHa hapmakomrHaMika

2) BTopuHHA (hapMaKoAHHAMIKa

3) ¢apmakosoris 6e3nexn

4) papmakoguHaMiuHI B3aeMOIiT

3. ®apMakoKiHeTHKa:

1) aHanITHYHI METOIUKH TA 3BITH 11010 X
BaTiganii

2) BCMOKTYBaHHS

3) po3moin

4) metabosi3m

5) BUBEICHHS

6) hapMaKoKiHETHYHI B3aEMOJIIT
(JIOKJTiHIYHI)

7) in1i hapMaKOKiHETHYHI JOCIIKEHHS

4. Tokcukomnoris:




1) TOKCHYHICTB Yy pa3si 0HOPa30BOro
BBE/ICHHS

2) TOKCHYHICTb y pa3i MOBTOPHHUX BBEJCHD

3) TeHOTOKCHYHICTB:
in vitro

in vivo (BKJIIOYAOUH TOAAaTKOBY OIIHKY 3
TOKCHUKOKIHETHKH )

4) KaHIEPOTEHHICTh:

TOBrOCTPOKOBI JA0CIIIKEHHS

KOPOTKOCTPOKOBI JOCIiHKEHHS
00 J0CTIIJUKEHHS cepe/IHbOT TPHBAIOCTI

T0IaTKOBI JOCIIKEHHSI

5) penpoAyKTHBHA TOKCHYHICTD Ta
TOKCHYHHI BIUTHB Ha PO3BHUTOK
OTOMCTBA:

BIUINB Ha ()ePTUIIBHICTD | paHHIMN
eMOpIOHAJILHUI PO3BHTOK

eMOPIOTOKCHYHICTD

NpeHaTalbHa i MOCTHATAJIbHA TOKCHYHICTh

TOCITIIKEHHSI, TIPU SIKUX Mperapar
YBOJIUTLCS NOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/abo OLIHIOETHCS BiUlaieHa
s

6) MiclleBa IEPEHOCHMICTh

7) TOAATKOBI JJOC/iKEHHS TOKCHYHOCTI :

AHTUT€HHICTH (YTBOPEHHS aHTHTLN)

iMYHOTOKCHYHICTB

OCITIKEHHS MEXaHI3MIB Iil

NiKapchKa 3aJeKHICTh

TOKCHYHICTH META0OIIITIB

TOKCHYHICTE JIOMIIIIOK

1HIIIE

5. BHCHOBKH 1100 JOKJIIHIYHOTO
BHBUCHHS

3asBHUK (BIACHHK
peecTpariiiHoro noCBi4eHHs )

u\o HEP Hﬂ"‘
th“A Dipy,




Honatok 30

no Iopsaaky npoBeeHHs eKCTIepTU3H
peecTpauiifHuX MaTepiamiB Ha JTiKapchKi
3ac00M, L0 MOZAIOTHCS Ha JePIKABHY
peecTpaLiio (nepepeecTpailito), a TAKOMK
€KCIIePTH3H MaTepiajliB Npo BHECEHHs
3MiH JI0 peecTpaliiiHiX MaTepiaiis
IIPOTArOM il peecTpaitiiftHoro
MOCBiTUeHHS

(nyHkT 4 po3miny IV)

3BIT
npo KJiHiYHe BHNIPOOYBaHHSA

1. Ha3Ba mixapcbkoro
3aco0y (3a HassBHOCTI -
HOMEp peecTpalifHoro

Epines®, capomn, 0,5 mr/mu

[OCB1/TYEHHS)
2. 3asBHUK IIpAT «®apmarieBriuna dipma «J[apHUIT»
3. Bupobuuk IIpAT «Dapmanesruyna dipma «lapHums»

4. [IpoBeneHi HOCTI IKEHHS:

[ rax DX Hi sKmo Hi, 0OIpyHTYBaTH

Obrpynmyeanua: 1le reHepudHuil TiKapchbKuii 3aci6. BimxmosigHo
JI0 HACTaHOBH «Jlikapcbki 3aco0u. HocnimkenHs
OioexsiBanentHocti» CT-H MO3YV 42-7.4:2022 (Hoparox II,
naparpad «Po3uMHM 1S OpamBHOrO  3aCTOCYBAaHHS») Ta
xepiaunTea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepiBHuLTBO 3 mocmimkenb GioeksiBaientHocTi» (Jomarox I,
naparpadp  «Po3uMHM Ui OpaNBHOTO  3aCTOCYBaHHS»)
GioekBiBaneHTHICTH Jikapcbkoro 3acoby Epimes®, cumpom,
0,5 mMr/mi, pedepeHTHOMY JiKapchKOro 3acofy 6yIii0 T0BEEHO Ha
OCHOBI (hapMaleBTHYHO] €KBIBAJIEHTHOCTI.

1) Tun snikapcekoro 3aco0y,
3a IKMM IpOBOHIIacs abo
IaHY€TBCA PEECTpaIlis

I"'enepuynuii ikapcbKuii 3aci6

5. IloBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBaHHS, KOJTOBaHUH
HOMED KIIIHIYHOTO
BUIIPOOYBaHHSs

6. ®a3za kiiHivHOrO
BUIIPOOYBaHHSI

7. Ilepion npoBeneHHs
KIIIHIYHOrO BUIIPOOYBaHHS

8. Kpainu, e npoBoauIocs
KJTiHi4HEe BUNPOOyBaHHS

9. KinpkicTs
TOCTIDKY BAHUX

-15-



10. Meta Ta BTOpHHHI 11ii
KITIHIYHOTO BUIPOOYBaHHs

11. ln3aiin kmiHIYHOTO
BUIIPOOYBaHHA

12. OcHoBHi KpuTepii
BKJIFOYCHHA

13. ocnimkxyBanuii
TiKapchKHi 3aci, crocid
3aCTOCYBaHHS, CHJIA il

14. Ilpenapar nopiBHIHHSA,
03a, croci® 3acTocyBaHH,
cuiia Jii

15. CynyTHs Teparris

16. Kpurepii omiHku
edexTHBHOCTI

17. Kpurepii orinku
Oe3nexu

18. CraTucTiuHi MeTOIH

19. lemorpadigni
MTOKa3HUKY JIOCTiI3KYBaHOT
nomynsuii (cTars, BiK, paca
TOIIIO)

20. Pe3ynbTaT OIMIHKH
e(heKTHBHOCTI

21. Pe3ynbTaTh OIIHKH
Oesnexn

22. BuCcHOBOK
(3aKJIIOYCHHS)

=%

3asABHHUK (BIaCHHK é W

peecTpaiiftHoOro MOCBIUEHH)
(hizouc)

Huxudopuun [.B.

(IL. 1. B.)
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