oaatok 30

o lopsaaky nposenenus exkcrieprusu
peecTpaliiHuX MaTepiaiB Ha Jlikapchbki 3aco0u,
110 MOJAIOTHCS Ha IEPXKAaBHY peccTpalliro

NEePePeecTpaNiro), a TAKOXK eKCIEPTU3H
MaTepiaiiB Ipo BHECEHHs 3MiH [0

eecTpaliHHX MaTepiasiB npoTaroM il

eECTpaLlifHOro NOCBia4eHHs (MyHKT 4 pos3iny
V)

3BIT

Npo KJiHiYHe N0oC/TiIKeHHS

1. Haspa nikapcekoro 3acody (3a
HasBHOCTI - HOMep peecTpauiiiHoro
MOCBiAYEHH)

Minokcukyran ®opre

2. 3asBHUK TOBAPHCTBO 3 OBMEXXEHOIO BIJITIOBIJIAJILHICTHO
"MIBE YKPAIHA", Ykpaina
mibe I'm6X Apumaiimitrens, Hiveuunna (mibe GmbH

3. Bupo6Huk

Arzneimittel, Germany)

4. [Iposeneni qocnimkenns:

takx Mui  axuwo Hi, OOTPYHTYBAaTH

[oToBuii nikapebkuit 3aci6 «Minokcukytan Doprey, Ha IKH
MOJAETCA 3a5BKA HA PEECTPALLIID, MICTHTB IiF0UY PEYOBHHY
Minoxidil.

Jlikapebka dopma - cnpeii HawkipHuii, pozuun. 1 Ma posuuny
micTuTh 50 Mr Minoxidil.

['ibpunnumii nikapeekuit 3aci6, sk BusHaueHo y Article 10(3) of
Directive 2001/83/EC, BinHOCHTBCS 10 OPHTiHATBHOIO
pedepenTHoro nikapeskoro 3acody ALOSTIL 5 POUR CENT
(cutaneous solution, Johnson & Johnson France,
3400933087305, 28.11.1995). Ockinbku npoiiwwio 6insme
JIeCATH POKIB 3 MOMEHTY mepruoi peectpauii Minoxidil B nepikasi-
uneni €C, i MoykHa 3po0HTH NOCK/IaHHA Ha TOKMIHIYHI Ta
KTiHI4HI JOKYMEHTH OpUriHaTopa.

Kniniuni nocnimxenns/nocnimkenns 3 6ioekBiBaaeHTHOCTI He
nposoamiaucs. Bianosiano 1o Appendix 2 of the Guideline on the
investigation of bioequivalence (CPMP/EWP/QWP/1401/98
Rev.1) Biamosa Bin Heo®XimHOCTI HagaHHS JaHUX PO
eKBIBASICHTHICTb MOXe Oy TH MPHITHATHOIO Yy BHIIA/KY PO34HHIB
ANs HaHeceHHs Ha wwkipy. O6rpyHTyBanHs GasyeTbes Ha po3pobui
PEUENTYpH, 110 MaE OJIHAKOBHH AKICHHI Ta KiIbKiCHUH ckiaf
LIOZIO AiF0MOT PEUOBHHH, 110 CYTi AHAJIONYHMH CKIa JOMOMbKHHUX
PEYOBHH Ta M0 CyTi aHAJIOTI4YHI ()apMaLIEBTHYHI BIACTHBOCTI.

1) Tun nikapeekoro 3acoby, 3a skUM
npoBojunacs abo niaHyeTbes
peecTpadis

5. IloBHa Ha3Ba KiHIUYHOTO
NOCTIIKEHHS, KOJ0BaHH HOMep
KJIHIYHOIO JOCHIAKEHHS




6. @aza KJIiHIYHOTO J0C/IiIKEHHS

7. Ilepion npoBeneHHs KJIiHIYHOIO
IIOCITiKEHHS

8. Kpainu, e npoBoawiocs KliHiuHe
N10CITPKEHHS

9. KinbKicTb 10CHTIHKYBAHHUX

10. MeTa Ta BTOPHHHI LiJli KIiHIYHOrO
TOCTTIIKEHHS]

11. Jlu3aitd KIiHIYHOrO A0OCIIHKEHHS

12. OcHOBHI KpUTEPiT BKJIIOUEHHSI

13. TocnipKyBaHui Jlikapcbkuii 3acib,
cnioci6 3acTocyBaHHs, cuaa il

14. Ipenapar nopiBHAHHA, 1034,
crioci6 3acTocyBaHHs, cuna aii

15. CymyTHi nikapcbKi 3acobu

16. Kpurepii ouiHku eeKTHBHOCTI

17. Kputepil oLiHKH Ge3neku

18. CrarMcTHYHI METOAH

19. JlemorpadiuHi noka3HUKH
nochipKyBaHol nomyasuil (crars, Bik,
paca, TOILO)

20. PesynbraTi edeKTHBHOCTI

21. PesynbraTu Gesneku

22. BucHoBOK

3asBHUK
(BIACHUK peecTpauiiHoro
MOCBIYEHHS)




Jonatox 29

[POTArOM [ii peecTpaniiftHoro
[OCBITUEHHS
(myHKT 4 po3aity V)

1o [lopaaky npoBelleHHs! eKCIePTU3H
peecTpalliifHiIX MaTepialiB Ha JIiKapchKi
3aco0H, 110 MOJAI0ThCS HA JIEPIKABHY
peecTpariio (IepepeecTpairio), a TakoxK
EKCIIEpTU3H MaTepialiB PO BHECEHHS
BMIH JI0 peecTpaliiHuX MaTepiaiis

3BIT

PO AOKJIHIYHI JOCTIIKEeHHSA

1. Hazga nikapcebkoro 3aco0y (3a
HasIBHOCTI - HOMEP peECTpaIliiHOTO
[MOCBITUEHHS ):

Minokcukytan Qopre
crpeit HamKipHUH, po3unH, 50 Mr/mi

1) Tin mikapcbKoro 3aco0y, 3a SIKHUM
[1poBoIMIIacs ado IJIaHYEThCS peecTparis

['10puHuii TikapchKui 3aci0

2) IpOBEIEH] JOCIIIDKEHHS

Hemae HeoOXimnocTi [IPOBOJIUTH

10(3) of Directive 2001/83/EC)).

TOCITIKEHHS, OCKIJIBKH MM IIOCHJIAEMOCS Ha JIaHi,
3reHepoBaHi OPHTITOPOM (3asfBKa HA PEECTPALIIIO
ribpuHOrO JiKapchkoro 3aco0y 3rimHo 3 Article

Oy nb-siKi

2. ®apmaxoJiorisi:

1) nepBuHHA (hapMaKoAMHAMIKA

2) BTOpuHHA (papMaKkoIHHAMIKa

3) dbapmakosioria 6e3nexu

4) hbapMakoMHaMI4HI B3aeMOJII1

3. dapmakoKiHeTHKa:—

1) aHAMITHYHI METOIHMKH Ta 3BITH HIOHO iX
BaTiaanit

2) BCMOKTYBaHHS

3) po3mozin
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S) BUBEJICHHS —

6) hapMaKoKiHEeTHYHI B3aeMOIi1 —
(JlOKTiHIYHI)

7) iHmmi GapMaKOKIHETHYHI JOCIIIKEHHS —

4. TokcHKOJIOTIS:

1) TOKCHYHICTD Y pasi 0IHOPa30BOro —
BBEJICHHS

2) TOKCHUYHICTh y pa3i HOBTOPHUX BBEJIEHb —

3) TEHOTOKCUYHICTD: —
in vitro

in vivo (BKIIOYAKO4H JI0JATKOBY OLIHKY 3 e
TOKCHKOKIHETHKH )

4) KaHIIEPOTreHHICTh: o

ITOBI'OCTPOKOBI JIOCI JDKEHHSI -

KOPOTKOCTPOKOBI JOCII/DKEHHS —_
a0o0 JIOCHIDKEHHST CepeTHBO0T TPHBAIOCTI

MOJATKOBI JOCHIHKEHHS —

5) penpoAyKTHBHA TOKCHYHICTE Ta - -
TOKCHYHHH BILUIMB Ha PO3BUTOK
[OTOMCTBA:

BIUIMB Ha (PEPTUIILHICTE | paHHi —
eMOPIOHAJIBHUI PO3BHTOK

eMOpIOTOKCHYHICTE -

[IpcHaTaJIbHA 1 II0OCTHATalIbHa TOKCHYHICTD —

MOCITIJDKEHHSL, TIPH SIKHX Tpenapar —_
VBOJIUTHCS IIOTOMCTBY (HECTATEBO3PLINM
TBapHHaM) Ta/abo OLIHIOETHCS BigaaeHa
s

6) MicIIeBa EPEHOCHMICTE s

Koniﬂ BipHa
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7) AOAATKOBI JIOCIKEHHS TOKCHUHOCTI:

AHTHTCHHICTh (yTBOPEHHS aHTHTI)

IMyHOTOKCHYHICTB

JIOCIIIDKEHHST MEXaHi3MiB Jii

TKapChKa 3aJIeKHICTD

TOKCHYHICTH METabOIITiB

TOKCHYHICTbH JOMIIIIOK

H11I1e

5. BUCHOBKH 111010 TOKJTIHIYHOTO
BUBYEHHS

[IpencrasHuk 3asBHHKA
(B1acHuKa

peecTpaniiHoro

II0CBITYEHHS )

TOB «MIBE YKPAIHA»
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