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Honarok 29

no Hopsaaky npoBeieHHS eKCIEpTH3H
peecTpanifnux MaTepianiB Ha JIiKapchKi
3aco0Hu, 1110 110/1aI0THCS Ha JIeIKaBHYy
peecTpaniio (epepeecTparniio), a TAaKoxK
CKCIIEPTH3H MaTepiaiB PO BHECEHHS
3MiH JI0 peccTpaliiiHux MaTepianip
IIPOTArOM Jii peecTpaniiHoro
IIOCBITYEHHS

(myHKT 4 posjiny 1V) i

3BIT

Npo JOKJIHIYHI JOCTIIKEHHS

- HOMepP peecTpalifHoro mocei 4enus):

1. Ha3pa nikapcbkoro 3aco0y (3a HassBHOCTI

HEBIMAK - 5
(NEBIMAC - 5)

1) Tun nikapckKoro 3acody, 3a sIKUM
IPOBOIMIIACH adO0 MIAHYETHCS PeecTpallis

I'EHEPUYHWN JIKAPCHKHWI 3ACIB

2) IpOBE/ICHI JTOCIi JIPKEHHS

TaK X HI 9KINO HI, OOIPYHTYBATH

Brnacni JOKTIHIYHI JOCHIKEHHS HE
IIPOBOJIMIIHCE, BPAxXOBYIOUH, IO 3asABICHHI THI
JIKapChKOro 3aco0y: reHepHYHMIT JIiKapChbKHIl
3aci0.

Binnosigso no {A63an mes'stuii mignyskry 2

mianyakry 1.3 myskty 1 posmimy III B
penakuii Hakazy MiHicTepcTBa OXOPOHHU
3mopos's Ne 1528 Bin 27.06.2019}:
«OJIsL 2EHEPUKIE 1He HAOAIOMbCA Pe3VIbMAMU GAACHUX
MOKCUKOIO2TYHLUX ma papmaronoziunux]
sunpobyeans abo KIHIYHUX — Q0CIOJNCEHD.
Pesynomamu  docnidocens — bioexsisanenmuocni
eenepuxie/2ibpudie exmovaiomecss y pozdin 5.2.1
Mooyns 5», Binnosinso, y Moayni 5 HamacThest 3BIT
3 JOCTIKeHHsS 3 Oi0CKBIBAJIEHTHOCTI 3as4BJIEHOTO
JKapeeKkoro 3acoby Ta peepeHTHOro JIiKapchKOro
3ac00y. '

2. @apmakooris:

Bliacui IOKIHIYHI Z0CIH/PKEHHS He TPOBOIMITHCE

1) nepBuHHa apmakoauHamika

Bracni oKITiHIYHI TOCITIPKEHHS He TPOBOAKIIMCE

2) BTOpHHHA (hapMakoauHamiKa

Bliachi JOKJIiHIYHI ZOCTIKEHHS He TTPOBOIMIIUCE

3) dbapmakonoris HGesnekn

Bracni 1oKmiHIYHI JOCTIPKEHHS He TPOBOIHIINCE

4) papmaxomuHEaMiuni B3aeMomii

Bracui noxniniuni JocmipkeHHs He MPOBOIMIMCE




3. MapmakoKiHeTHKa:

1) anamiTHUHI MeTOMHKH Ta 3BiTH 1010 1X
BaJigaIil

Buiachi joxnisiugi gocnipkenns ve IIPOBOTHIIHCE

2) BCMOKTYBaHHS

Bracui joxminiuni gocnimkenns ge IPOBOIUITHCH

3) posnomin

BracHi IOKTiHIYHI JOCTiKEHHES He IPOBOIHIIHCE

4) meTabonizm

BracHi noxiHivyHi ToCHimKeHES He IIPOBOJIHIINCE

5) BUBeIeHHS

Bracui qokmiHIYHI JOCHTKeHHES He [IPOBOIHIIHCE

0) papmaxokineTHuHni B3aemMoii
(JtoxTiHIYHI)

Bracui noxmiHiuHi 10CTiDKeHHES He NPOBOTHIIHCE

7) inmmi papMakoKkiHeTHYHI JOCIiDKe s

Briacui noxniniumi gocmimkenns ne IIPOBOIHIIHCE

4. Toxkcukonoris:

1) ToxkcuunicTs y pasi ogHOpasoBoro
BBCJICHHS

BracHi mOKIiHIYHI JOCHiKEH S He [IPOBOIUIIHCE

2) TOKCHYHICTD Y pasi NOBTOPHUX BBEJICHD

Biiachi noxuiniumni gocsimKenns ne IPOBOIHIIHCE

3) FTCHOTOKCHYHICTB:
in vitro

Biiachi noxutinivni jocmimkenns ne IIPOBOJIMJINCE

1N Vivo (BKIIOYAKOUH J10/IaTKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

Briacui foxninivmi JocmimKkenns He IPOBOIMIHCE

4) KaHIIePOTEHHICT:

Buiachi gokniniuni nocnimkenns ne IIPOBO/THJIHCE

IOBIOCTPOKOBI JOCITIJUKEHHS

Biiachi noxminiuni nocipkeHns He IpoBowMTICH

KOPOTKOCTPOKOBI JIOCIIIDKEHHS
abo JIOCITiJKEH S CepeHbOoi TPHBAIOCTI

Brnacui gokniniuHi qociimKken s He TIPOBOIUIIHACE

II01aTKOBI JIOCITIKEHHS

Brnacni nokniniugi gocmimkenus He IIPOBOIHITHCE

5) penpoayKTHBHA TOKCHYHICTD Ta
TOKCUYHHUH BIUTHB Ha PO3BHTOK IIOTOMCTBA:

Biracui 10KmiHiYHI T0CIIUKEHNS He IpOBOAMTHCE

BILIMB Ha PEePTHILHICTE i paHHiil
eMOpiOHAIBHHI PO3BHTOK

Brnachi noxiainiuHi qoCHiKeHES He IPOBOIHIIHCE

eMOPIOTOKCHYHICTE

Brachi moxminiuni qocHimprenas me IIPOBOIHIIHCH




; : Brachi noxniniuni gocmimkenns ne IPOBOMJIMCE
NpeHAaTaNbHa 1 NOCTHATAIIbHA TOKCHYHICTE

. Bracni nokniniuni qocmimkenns He IIPOBOJIHIIHCE
AOCTIJUKCHHA, TIPH IKUX TIpenapat

YBOIHTBCS IOTOMCTBY (HECTATEBO3PITHM
TBapHHaM) Ta/abo OIHIOCThCA BigaieHa
1151

’ ; Biachi noxuniniuni gociipkenns ne IIPOBO/IAJITICE
6) MicIleBa NIEPEHOCHMICTE

: . .. [BiacHi nokyiHiuHi KOCHiPKEHHS He TPOBOMITHCE
7) IOJIATKOBI TOCTIKEHHS TOKCHYHOCTI

. : Bracni noknidivyni gocnipkenns ne IIPOBOIUITHCE
AHTUTCHHICTH (YTBOPEHHS aHTHTL)

; : Buiacui nokniniuni nocnimkenns ne IIPOBOIHITHCE
IMYHOTOKCHYHICTE

. bl Bitacni ToK/TinigH] J0CHiKeH s He IPOBOIMITICE
JTOCITIIDKEHHST MEXaHi3MIB Jiii

: . Buachi noxninivmi focnimkenns ne mpoBommHCH
JTIKapChKa 3aJIeXHICTh

TOKCHYHICTL MeTa0oJIiTiB

Brachi noxniniuni nociimpkenus ve mpoommcs

TOKCHYHICTD JOMIIIOK

BiiacHi TOKIIHIYHI TOCIKEHHS He IPOBOIAIHCE

1HIIIEe

BrnacHi JoKIiHIYHI JOCTiKEHHS He IIPOBOIHIINCE

5. BUCHOBKH 11010 AOKJIIHIYHOTO
BHBYEHHS

Bracni TOKTiHIYHI KOCII[KEHHS He ITPOBO/THITHCE, 3
OTTISTY Ha 3asABICHUM THIAIIKapCHKOro 3acoby

(0OTpyHTYBaHI#, HANGHG BHIIE).

3asdBHHUK (BIIACHHK
peecTpaniiHoro

FalX, \%‘

(' '\IU',_V‘

TIOCBITYCHHS)

{{Iopsoox oonosneno nosum JJodamxom

300pos’s Ne 1528 ¢io 27.06.2019}

(ninn}ﬂc)
Bimxkait Bajiekap
(1.1 B)
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3BIT

Honaroxk 30

1o Iopsiky nIpoBe/IeHHs eKClIepTH3H
peeCTpaIiiiHiX MaTepialiR Ha JIIKapCchKi
3aco0u, 110 MOAAIOTLCS Ha JAePIKaBHY
peecTpariiio (IepepeecTpariito), a Takox
eKCIIePTH3H MaTepiajiB PO BHECEHHS
3MiH 10 peecTpallifHuX MaTepialip
MPOTATOM [Iii peecTpaiifHoro
[IOCBIIYEeHHS

(myHKT 4 po3miny [V) |

npo KjaiHiYHe BUNIPOOYBAHHSA

- HOMED PEECTPAIHOIO MOCBITUCHHS )

1. Ha3sa mikapcekoro 3aco0y (3a HasBHOCTI

HEBIMAK - 5 (NEBIMAC - 5)

2. 3asiBHUK

Maxkeoac @apmaceroTakadnce Jlimiren/
Macleods Pharmaceuticals Limited

3. Bupobuuxk

Maxkaeoac ®apmaceroTakadc Jlimirea/
Macleods Pharmaceuticals Limited

4. TIpoBeeHi TOCTiDKEeHHS:

XTaK  Hi  SKIIO Hi, OOIpyHTYBaTH

Bnacui IOKJIIHIYHL MOCHiKEHHS He
[IPOBOJIMIIMCE, BPAXOBYIOUH, INO 3asiBJIEHHHA THII
NIKapchKOro 3aco0y: reHepUYHHH JiKapChbKHIi
3acio.

BignmosinHo no {AG3an mes'stuii mianmyHkry 2

mianyskry 1.3 noyskty 1 posminy III B
penakii Hakazy MinicrepcTBa OXOpPOHH
3n0poB'a Ne 1528 Bin 27.06.2019}:
«ONs  2eHepUKi6  He  HAOAIOMbCA — pe3ynbmamu
GAACHUX MOKCUKONO2TYHUX Md  (hapMaxonoziyHux,
eunpobyeanv ~ abo  KAIHiYHUX ~ OQOCHIOdICEHb.
Pesynomamu  docnioxcens  6ioexgisanenmuocmi
2enepuxie/eibpudie exnovaiomvcs y poszdin 5.2.1
mooyna 5», BinmoBinHO, y MOyl 5 HamaeTbes 3BIT
3 JOCIiKeHHS 3 Oi0eKBIBAJTEHTHOCTI 3asABJICHOIO
JIKapchKoro 3acoby Ta pedepeHTHOro JiKapchKoro
3aco0y.

1) Tun mikapchKoro 3aco0y, 3a sIKHM
MpoBOIHIacs abo IJIaHY€EThCs PEECTPaIlis

'EHEPUYHWUI JIIKAPCHKUM 3ACIB

KOJIOBAHUN HOMEP KIIHIYHOIO
BUNIPOOYBaHHS

5. IloBHa Ha3Ba KITIHIYHOTO BHIIPOOYBAHHH,

ocaimkenns Ne BEQ-1545-NEBI-2015,

report version 01 Bix 29.09.2016

In-Vivo IOCHIDKEHHSA 010€KBIBAJIEHTHOCTI
HebiBomomy — tabneroxk 5  wmr  (Makueonc
®apmacreiotukanc Jliviten, Iumis) y mopisusmui 3
nmikapeekuMm  3acobom  NEBILET  (meGisosnon)
rabnetkn 5 mr (Menarini International Operations




Luxembourg S.A.,
JTIOPOCIIUX CYO’ €KTIB.

Luxemburg) y s3moposux

6. @a3za KJIiHIYHOrO BUNPOGYBaHHS

HC 3aCTOCOBHO

7. Ilepioxn npoBeneHHs KTiHigHOTO
BHIIPOOYBaHHS

27.07.2015-28.09.2016

8. Kpainm, ne nposoamiocs Kininiyge
BUIIPOOYBaHHS

IHis

9. KinpkicTs mocnmimxyanux

3anna"oBasa; 40
baxTHyHa: 38

10. Mera Ta BropunHi nim xrinrivEOro
BHIIPOOYBaHHS

MeTa: npoIeMOHCTPYBaTH Gi0eKBIBATCHTHICTD MiK
TOCIIIDKYBAHUM JKapChKUM 3ac060M He6iBomony,
Tabnetok 5 wmr (Makieonc dapmaceroTHKATIC
Jliviten, Immis) Ta pedepenraum TKapChKHUM
sacobom NEBILET (ue6iromon) tabmeTkn 5 wmr
(Menarini International Operations Luxembourg
S.A., Luxemburg) vy 30POBHX  JIOPOCIIHX
IT0OPOBOJIBIIIB B YyMOBAX HATIIIE.

Bropunni nimi: koutpons 6esmnexu Ta
[IEPECHOCHMOCTI pa3oBoi 1031 HeOiBooy 5 Mr.

11. Tusaitn xiinigHOro BHIpoGYyBaHHs

Binkpure, Ganancorare, cllile, paHmoMi3oBaHe, 3
MOJBIHHMM  PEXHMOM  JHKYBaHHS, MOJBIHHO-
[10CIIiIOBHE, OJIHO/I030BE, IIEpEXpecHe TOCIiIKEeHHS
OioekgiBanmeHTHOCTI y 40 3JIOPOBHX JOPOCIIHX
ITOOPOBOTIBIIIB B YMOBAX HATIIE.

12. OcHOBHI KpHUTEpii BKIIOYeHHs

1. JTo6poBomnbwi 18-45 poxis.

2. Inmexe Macu Tina 18,5-29,99 kr/m>.

3. BificyTHIiCTB TSKKHX 3aXBOPIOBAHD.

4. JlaGoparopri Ta iHCTpyMeHTANBHI MO DKEHHS
Cy0’€KTIB B MeXax HOpMH

13. Jlocnimxypanuii nikapcskmii 3aci6,
Ccroci6 3acTocyBaHHs, A Mii

HeGiBoonn Tabnetku S Mr Bupo6HMIITEA Maxkneonc
Dapmacerorakaie Jlimiten, Tamis

Crocib 3actocyBaHHs: MEPOpaILHO.

14. Tlpenapar nopisusus, 1034, crnoci6
3aCTOCYBaHHS, CHJIA il

INEBILET (neGiBonon) tabierkn 5 mr (Menarini
International ~ Operations Luxembourg S.A.,
Luxemburg)

Criocib 3acTocyBanus: epopainbsHo.




15. Cynyrns repamnis

Bincytas.

16. Kputepii oninku edexriusrocTi

[lopiBHsIEHA ominka  GiomocTymHocTi 3a
NEPBUHHHMH (papMaKOKIHETHYHHMH OKA3HAKAMH:

AUCy, Cpa a came BusHaueHHs 90 % JIOBIPYOTO
iHTEpBay.

17. Kpurepii oninku Gesneku

KoHTpoJIb 1abopaTopHHEX NOKa3HUKIBR
0OPOBOJIBLIB Ta MOHITOPHHI' MOGIYHEX peakiiii B
[IPOLIECT JIOCITIIPKEHHS.

18. CraTuctiuni Mmetomn

CTaTucTHYHME  aHANI3  MPOBOJMBCE  METOIOM
ANOVA 3a JIOIIOMOTIOFO0 IIPOTPaMHOT0
sabesneyenas SAS Version 9.4.

TOLIIO)

19. lemorpadiuni mokasnmkn
JIOCIIIKYBAHOI IIOMYJISAIIT (CTaTh, BiK, paca,

J100poBONBI 40sI0BiUOT i KiHOYOT cTaTi BiKOM BIJI
18 110 45 poxkis, aziatu

20. Pesynbratn edeKTHBHOCTI

90 % moBipumii iHTepBam (hapMakoKiHETHYHIX
nokasHukiB AUC, AUC., and Cmax, 3HaxOJHBCS B
MEKax KpuTepiro npuitnsitaocTi (80 % -125 %),
TaKHM YMHOM MOXHA 3pOOHTH BHCHOBOK IPO
0l0eKBIBAICHTHICTE JOCIIKYBaHOTO Ta
PedepeHTHOTO JIiKapchKOro 3aco6y.

21. Pe3yneraTh Oe3nexn

IIporarom nocmimienns 6Gymo 3adikcosano 4
HeOaKaHMX SIBHINA, yci OVIIH JIerKuMu. Cepiio3anx
HedaxkaHnx ABMIN 3adikcoBano He Gyio. 3 OTJISI Y
11a OTPHMaHI PE3yJIbTaTH MOXKHA 3pOOHTH BHCHOBOK
npo  momibHy  Gesmeky Ta  mepeHOCHMICTH
JIOCTIIDKYBAHOTO  Ta  pe)epeHTHOr0  JiKapCHKOro
3aco0y.

22. BACHOBOK (3aKir04eHHs)

3 OrIIs/ly Ha OTPHUMaHI Pe3yIbTATH JOCITIKSHHS
MOJKHA 3pOOHTH BHCHOBOK Ipo Gi0eKBiBalEHTHICTE
a TaKOK IO TMO/II0HY Ge3neKy Ta IepeHoCHMICTE
JIOCITDKYBAHOTO Ta ped)epeHTHOTo TIKapCBKOro
3acO0y; L RM4 A
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