Honarox 30

1o Iopsanky npoBeeHHS eKCIEPTH3H
peecTpaniiinux MaTepialiB Ha JiKapchKi
3aco0u, 10 MOAAOTECS HA JepKaBHY
peecTpaiiio (mepepeecTpariro), a TakoxK
EKCIIEPTH3H MaTepialliB MPO BHECEHHS
3MIH JIO peeCTpalliiHuX MaTepiais
[IPOTATOM JIii peecTpaniiHoro
TIOCBITYEHHS

(mynxr 4 pozginy IV)

3BIT

Mpo KJIIHIYHe BHNPOOYBaHHS

1. Ha3Ba nikapcpkoro 3aco6y (3a HasBHOCTI
- HOMEp PeECTPaIliiiHOro mocBiueHHs)

EY®UIIH
(EUPHYLLINE),

pO3uMH Juia iH'ekniit 20 Mr/mit o 5 mut B ammynax
Ne 10

2. 3a9BHHK

TOB «®APMACEJI», Vkpaina

3. Bupobuuk

TOB «®apmacen», Ykpaina

4. IlpoBeneHi TOCIiIKEHHS:

Tak Hi v SKIIO Hi, 0BIpYHTYBaTH

KutiHiuHi BUPOOYBAaHHS He IIPOBOAMIMCH TOMY, IO
reHepUYHH#  JiKapcekuit  3acid  Eydinin e
(hapManieBTHYHO €KBiBAJIEHTHHM I10 Bi/IHOIIEHHIO 10
pedepentHoro npenapary Eufilina Venosa 200 mg|
solucion inyectable («Takeda GmbH», Himeuunna).
O6uBa niKapchKi 3aco0H € po3YMHAMH IS iH €I
Ta 3aCTOCOBYIOTHCS BHYTPILIHBEOBEHHO.
BpaxoByroun JIOBEICHHS (apMaleBTHYHO]|
€KBIBaJICHTHOCTI T€HEPHYHOTO JIIKApCHKOTO 3aco0y
10 pedepeHTHOTO Mmpemapary, y BiANoBiAHOCTI 10
BuMor Hacranosu CT-H MO3Y 42-7.3:2020,
T10JI0KEHHIM Kepisaunrsa €Bporneiicbkoro
MeauuHoro arenrcrea (CPMP/EWP/QWP/1401/98
Rev. 1 «Guideline on the Investigation of
Bioequivalence») ta Hakasy MO3 Vkpainu Ne 426
(y penakuii Bix 10.11.2020), Hemae HeoOXimHOCTI y
NPOBENCHHI JIOCHIKEHHS Ol0eKBiBAJIEHTHOCTI Ta
IHITMX BJIACHHX KIIHIYHHX OCIIIKEHb.

1) Tvn mikapepKOro 3aco0y, 3a SKUM
poBojUIacs abo IIAHYETHCS peecTpaltis

['eHepuyHMiil TikapchKuii 3aci6

5. IloBHa Ha3Ba KJIIHIYHOrO BUIPOOYBaHHS,
KOJIOBaHHH HOMEP KITIHI9HOTO
BUITPOOYBaHHSA




6. @aza KITIHIYHOrO BUNIPOOYBaHHS

7. Ilepiox mpoBeieHHs KJIIHIYHOTO
BUIPOOYBaHHS

Imo

8. Kpainu, ne mpoBoauiocs kiinidne
BHIIPOOYBaHHS

9. KinbkicTh AOCITIIKYBaHAX

3allJlaHOBaHa:
(dbaxTHyHAa:

10. Meta Ta BTOpHHHI 11iJ1i KJIIHIYHOTO
BUIIPOOYBaHHS

11. Tu3aiitn kitiHiYHOrO BUIIPOGYBaHHS

12. OcHoBHI KpHTepil BKIIOUEHHS

13. NocnimxkyBauuii miKapchKuii 3acio,
croci6 3acTocyBaHHs, CHIa Aii

14. Ilpenapar nopiBHSIHHS, 1034, CIIOCiO
3aCTOCYBaHHs, CHJIa il

15. CynyTHs Teparmis

16. Kpurepii oninku eeKTHBHOCTI

17. Kpurepii oninku Oe3mnexu

18. CraTucTiuHi MeTo 11

19. Jlemorpadiuni mokazsHuku
NOCIiIKYBaHOT ONYJIsiii (cTaTh, BiK,
paca, ToLIO)

20. Pesynsratu epekTHBHOCTI

21. PesyneraTu 6e3nexu

22. BHCHOBOK (3aKJIFOUEHH)

3agBHHUK (BJIACHUK
peeCTpanifHOTO IOCBI TYEHHS)




Jlonarok 29

1o Iopsaxy poBeieHH s eKCIIepTU3H
peecTpanifHIX MaTepialiB Ha JiKapchki
3aco0H, 110 MOJAIOTHCS Ha JIEPKABHY
peecTpaiio (epepeecTpalliio), a TaKoxK
EKCIIEPTH3H MaTepialiB IIPO BHECEHHS
3MiH JI0 peECTpalifHuX Marepiasis
IIPOTATOM [Iii peecTpaiiitHoro
IIOCBiIUEHHS

(nyHKT 4 po3ainy IV)

3BIT

PO XOKJIiHIYHI J0CTiAKeHH S

1. Ha3Ba nikapcekoro 3aco0y (3a
HasBHOCTI - HOMEp peecTpamiifHoro
[IOCBiTYEHHS):

EYOIIIH
(EUPHYLLINE)

PO3UMH JUId iH'eKIii 20 Mr/MII 1o 5 M1 B amiryiax
Ne 10

1) Tun nikapcpKoro 3acoly, 3a IKAM
[IpOBOUIACS 200 IUIAHYETHCS PEECTpaLlis

[ 'eHepryHHi NiKapChKHH 3aci0

2) NpoBeACHI TOCITiIKEHHS

TaK Hi v KO Hi, 00IpyHTYBaTH

JIOKJTiHIUHI [OCTiM)KeHHS He NPOBOJHINCEH
TOMY, [0 T'€HEPHYHHH JiKapchKuii 3aci® Eydinin €
(hapMaLeBTHYHO €KBIBAIIEHTHHM I10 BiZHOIIEHHIO 0
pedepentHoro npenapary Eufilina Venosa 200 mg|
solucion inyectable («Takeda GmbH», HiMeuduna).
['eneprunuii Ta pedepeHTHHIT NiKapchKi 3acobH, €
po3dYMHaMKM I IH’€KIiH Ta 3acTOCOBYHOTHCS
BHYTPILIHBOBEHHO. BpaxoByioun  moBemeHHS
(papMalleBTHYHOI €KBiBAICHTHOCTI 000X IIpenaparis
Ta BiANOBINHO 10 BuMOr Hakazsy MO3 Vkpainu
Ne 426 (y pemakuii Big 10.11.2020) Hemae
HEeOOXIHOCTI y MPOBEACHH] BJIACHUX JOKIIHIYHUX
(bapmakooriuHmx Ta TOKCHKOJIOT1YHHX )
IOCITi I7KEHb.

2. @apmakooris:

1) nepBunHa hapmako HHaMika

2) BToprHHA (hapMakogpHAMIiKa

3) dapmaxosoris 6e3neku




4) papmakoauHaMiugi B3aeMoii

3. GapMaKkoKiHEeTHKa:

1) aHaiTHYHI METOAKKH Ta 3BiTH MO0 iX
BaJTiTarii

2) BCMOKTYBaHHS

3) po3momin

4) MeTaboizm

5) BUBeJIEHHSI

6) dapmakokineTH4Hi B3aeMOIiT
(noxmiHigHi)

7) inmmi hapMaKOKiHETHYHI TOCIi[PKeHHS

4. Toxcukomnoris:;

1) TokcHuHiCTh Y pa3i 0IHOPa30BOTO
BBEJICHHS

2) TOKCHYHICTB ¥ pa3i IOBTOPHHX BBE/CHE

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOYAIOYH [I0IaTKOBY OIiHKY 3
TOKCHKOKIHETHKH)

4) KaHIEPOTCHHICTh:

JIOBTOCTPOKOBI JIOCIIIIDKEHHS

KOPOTKOCTPOKOBI JOCIIPKEHHS
@00 MOCIiIKEHHS cepeJHBO] TPHBAJIOCTI

TOJATKOBI JIOCIILIKEHHS

5) penpOIyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIMB Ha PO3BUTOK
[IOTOMCTBA:




BILIUB Ha GEPTHIIBHICTE 1 paHHii
eMOpiOHABHEI PO3BUTOK

eMOpIOTOKCHUHICTE

[IpeHaTaIbHA 1 MOCTHATAIBHA TOKCHYHICTD

TOCIIDKEHHS], IPH KX IIperapar
YBOJIHUTBCS IIOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/ab0 OLiHIOETRCA BiaaieHa
st

6) MicLieBa epeHOCHMICTh

7) MOAaTKOBI JOCIIIKEHHS TOKCUYHOCTI;

AHTHT€HHICTh (YTBOPEHHS AHTHTLII)

IMyHOTOKCHYHICTE

JTOCIIIKEHHSI MEXaHI3MiB i1

TIKapChKa 3aIeKHICTh

TOKCHYHICTH META0OIIITIB

TOKCHYHICTD JOMIIIIOK

i1

5. BHCHOBKH 11010 JOKIJIIHIYHOTO
BHBUCHHS

3asBHHUK (BIaCHHK
peecTpariitHoro

MTOCBITUCHHS)

iy

)g})




