Jonatok 30

1o Topsmky NpoBeIeHHs €KCIIEPTH3H
peecTpauiiHuX MaTepiaiiB Ha JIIKapehKi
3aco0u, 110 MOAAIOTHCS Ha IePAKABHY
peecTpallito (lepepeecTpalliio), a TaKoX
€KCIIEPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTpaliiiHUX MaTepialiB
IPOTATOM il peecTpariiHoro
MOCBiUEHHA

(nyHkT 4 po3nity IV)

3BIT

npo KJIiHiYHe BUNPOOYBAHHSA

1. HazBa mikapcekoro 3acody (3a
HAsIBHOCTI - HOMEP peecTpariitHoro
ITOCBiTYEHHS)

Ilepunponpui-{apauus

2. 3asBHUK

[IpAT «®apmanepTuuda dipma «JlapHunsg»

3. Bupobruk

TIpAT «®apmaneBTusa dipma «JapHULI

4. TIpoBeneHi KOCITiIKCHHS:

[ ] rax

Ob1pynmyeanna: 1ie TeHEPUUHHUH JIKApChKUH 3aci® I AKOro
6ioeKBiBaIeHTHICTh  pedepeHTHOMY JiKapchKoMy — 3aco0y
(COVERSYL?® tablets, Servier Canada Inc.) nosemeHo 3a
npouexyporo Gioeitep Ha mincraBi BCK, 1mo posrispaerses
K 3aMiHA IOCTIMIKEHb OiOEKBIBAIEHTHOCTI in Vivo 3TiHO
Hacranou CT-H MO3Y 42-7.2:2018 «Jlikapceki 3aco0u.
HocnimxenHs 0i0€KBiBAJICHTHOCTI Y, KEepiBHULITBA
CPMP/EWP/QWP/1401/98 Rev.1/Corr** «Guideline on the
Investigation of Bioequivalence», po3ximy III Ta Homatky 18
[TopsaKy TIpOBENIEHHs E€KCIEPTH3H PEECTpallifHuX MaTepiaiis
Ha JKapchKi 3aco0H, 10 MOAAIOTECS Ha JIEPKABHY PEECTPAIliio
(mepepeecTpanito), a TaKoX eKCHEepTH3W MaTepialie mpo
BHECEHHS 3MiH O pPEECTpalliffHMX MaTepialiB HpOTAroM mii
peecTpaniiiHoro moceiTdeHHs (Haka3 MiHiCTepcTBa OXOPOHH
3m0poB’s Ykpaiuu Big 26.08.2005 Ne 426 [3i1 3MiHamH, YHHHA
penakiis]) ta crarti 10.1 Aupextusu 2001/83/€C.

X mi sxmo Hi, o6rpyHTYyBaTH

1) Tan Jikapchbkoro 3aco0y, 3a IKHM
mpoBoIIIacs abo IIaHyeTbCs
peecTpartis

Tenepuunmii Tikapchkuii 3aci6 (TeHEPHK)

5. IloBHa Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJJOBaHUIA HOMED
KIIiHIYHOTO BUIIPOOYBaHHS

6. ®aza KIiHIYHOTO BUIPOOYBaHHS

7. lepiox mpoBeacHHS KIiHIYHOTO
BUIIPOOYyBaHHA
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8. Kpainu, ie npoBouiocs —
KJTiHI9HEe BUIpOOyBaHHS

9. KinbKicTh TOCIIHKyBaHUX —

10. Merta Ta BTOpHHHI ITiTi —
KIIiHIYHOTO BUMIPOOYBaHHS

11. JIu3aifH KIHIYHOTO —
BANIPOOYBaHH

12. OcHoBHI KpuTepii BKIIOYEHHS —

13. MocnimkyBaHui TiKapChKUH —
3acib, crmocib 3acTocyBaHH, CHJIA
It

14. TIpenmapat mopiBHSAHHS, /1033,
CIIOCi0 3aCTOCYBaHHS, CHiIa Jil

15. CynyTHs Teparmis —

16. Kputepii ominku epeKTHBHOCTI —

17. Kpurepii oninku 6e3nexu —

18. Cratuctiuni MeTOIH =

19. demorpadivsi NOKa3HUKH —
JOCITiKYBaHOI MOyl (CTaTh,
BiK, paca TOIIO)

20. Pe3ynbTata eheKTHBHOCTI —

21. Pe3ynpraTu Ge3neku —

22. BECHOBOK (3aKIIFOUCHHS) -

3asgBHUK (BIACHHUK
peECTpaIifHOro IOCBITUCHHS)

j\Z:'{‘_§)( Ne'2 /ﬁ\/) Q,QM AL
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Crop. 232




Honarok 29

10 ITopsiaKy MpoBeaeHHS EKCIIEPTU3H
peecTpauiiHuX MaTepialiB Ha iKapchKi
3ac0o6H, IO OAAIOTHCA Ha JEPKABHY
peecTpariio (TepepeecTpaiio), a TaKoxK
eKCIIEpTU3Y MaTepialiB Npo BHECEHHA
3MiH J0 peecTpaniiiHux MaTepiaiis
IpOTAroM il peecTpaliliHoro
TIOCBiqUeHHA

(uyHkt 4 pozniny IV)

3BIT

PO TOKJIiHIMHI JOCTIKeHHS

1. Hasga nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEP PEECTPAIiMHOTO ITOCB1TYEHHS):

Tepuunonpui-lapuuns

1) THn JHiKapchbKOro 3aco0y, 3a AKUM
IPOBOAMIIACS a00 IIAHY€EThCS PEECTPaLlis

TenepuuHmi TiKapchKuii 3aci6 (TeHEPHUK)

2) IpoBeeH] JOCIIIKEHHS

[] Tax Hi SKIIO Hi, OOIPYHTYBaTH

O6tpynmyeannsa: 1le reHeprdHuil JlikapchKuit 3acib.
Bigmosimmo gm0 Bumor po3aury III Ilopaaxy
IIPOBE/ICHHS EKCTIEPTH3Y PEECTpallifiHuX MaTepialis
Ha JIiIKapchKi 3aco0W, IO MOJAIOTHCS Ha JECP)KaBHY
peecTparito (IepepeecTpaiio), a TaKOK eKCIePTH3N
MaTepialiB PO BHECCHHS 3MiH [0 peecTpamifHux
MaTepialiB ~ TpoTAroM  Aii  peecTpauifiHoro
nocBimyennss  (Hakaz ~ MiHicTepcTBa  OXOpOHH
3mopoR’s Vkpainum Bim 26.08.2005 Ne 426 (3i
3MiHamMm, uMHHA pemakuig) Ta crarti  10.1
upextuBa 2001/83/€C moxniHiuHI JOCHiIKEHHSA
He BUMararoThes.

2. dapmakooris:

1) mepBunHa dapMakoJUHAMIKa

2) BTopuHHA papMakoIHHAMIKA

3) dapmakosoris 6e3meKH

4) papmakouHaMiYHi B3aeMOIIT

3. dapMakOKiHETHKA:

1) aHATITAYHI METOUKY Ta 3BiTH MO0 iX
Batimarti
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2) BCMOKTYBaHHS

3) po3moain

4) metaboiizm

5) BUBEACHHS

6) dhapMaKOKiHETHIH] B3a€MOAIT
(mox:miHiIvHi)

7) inmi hapMaKoKiHETHYHI JOCTiIKEHHS

4. TOKCHKOIIOTIA:

1) TOKCHYHICTB Y pa3i 0JHOPA30BOro
BBEICHHS

2) TOKCHYHICTB Y pa3i HOBTOPHUX BBEIEHb

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKIIIOYAIOUM JOJATKOBY OIIHKY 3
TOKCHKOKIHETHUKH)

4) KaHIIEPOT€HHICT:

NOBIOCTPOKOBI IOCTIIPKECHHS

KOPOTKOCTPOKOBI JIOCITiKECHHS
260 DOCIiIKEHHS CepeHbOI TPUBAIOCTI

Z[OI_IaTKOBi IlOCJIiI[)KCHHﬂ

5) penpoiyKTUBHA TOKCHYHICTH Ta
TOKCHYHMI BIUTHB Ha PO3BUTOK IIOTOMCTBA!

BILTUB Ha (PEPTHIBHICTE i paHHIH
eMOpioHaJIBEHUIE PO3BUTOK

eMOPIOTOKCHYHICTB

IpeHaTalbHa 1 IOCTHATAIbHA TOKCUYHICTH

TOCITIIDKEHHS, IPY SKUX IIpenapar
YBOIHUTHCS IIOTOMCTBY (HECTATEBO3PLIEM
TBaprHaMm) Ta/abo OLIHIOETHCSA BiaTcHa
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6) MiclieBa IEpeHOCUMICTh —

7) MOIATKOBI JOCIIKEHHS TOKCHIHOCTI: —

AHTUTEHHICTH (YTBOPEHHS aHTHUTIN) —

iMyHOTOKCHYHICTB -

MoCIiKEHHS MEXaHisMiB il =

TlikapchKa 3aJIeXKHICTh —

TOKCHYHICTH META0OIITIB =

TOKCHYHICTD I{OMiHIOK —

iHIme —

5. BHCHOBKY IMOJ0 JOKIIHIYHOTO BUBYCHHS —
3aaBHUK (BIaCHUK

peecTpariizoro AR\ . /

TIOCBi {YEHH1) PO \}/ _(ﬂiﬂﬂ.ﬂc)/y A
N2, e oeidn 0.V

' @.LB)
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