Jlomarok 29

Jio Tlopstnky npoBeJIeHHs eKCepTH3H
peecTpaliiiHIX MaTepiaiiB Ha JiKapebKi
3acobu, IO NOAAIOTHCA Ha JepKaBHY
peecTparliio (TlepepeecTpariiio), a TAaKoX
€KCIIEPTU3H MaTepialiB Npo BHECEHHA
3MiH 10 peecTpariffHuX MaTepianis
IIPOTATOM Jil peecTpaniifHoro

[IOCBi IYEHHS

(nyHKT 4 posniny 1V)

3BIT

PO TOKJIHIYHI JOCTiKeHHS

1. Hazpa nikapcekoro zacoby (3a HaaBHOCTI
- HOMEP PeecTpaliifHOro ITOCBIIUeHHS):

TATJIIH (TAGLIN)
Tabiaerku, 1o 50 Mmr

1) Tum nikapceKoro 3acofy, 3a KM
poBoauIacd abo IIaHYEThCA peecTpaltis

IT'EHEPTYHHH JIIKAPCHKHUH 3ACIB

2) IpOBEIeH] NOCTIKEHHS

TaK X HI AKINO Hi, OOIpyHTYBaTH

Baacwi JOKIiniYHI JOCTIIKeHHS He
IPOBOJUITNCH, BPaXxOBYIOUM  3asBIeHHH  THI
JiKapcpKoro  3acoby, a caMe: TIeHEpHYHWH

Jixapcpkuii 3aci6. BigmosimHo mo {A63ay oes’smuil
nionyuxmy 2 nionyuxmy 1.3 nynkmy 1 posodiny 1 ¢
pedaryii Haxazy Minicmepcmea O0XOPOHY
300poe'a Ne 1528 ¢i0 27.06.2019}:

LL010] 554 I‘eHepPIKiB HS HagaroThCA peByJILTaTH BJIaCHHX

TOKCHKOJIOITYHUX T2 ¢dhapMakoIoriyHmX|
« 1 .

BHNpoOyBaHe  abo  KIHIYHHX  JOCIHIIKCHb.

Pesynsraru JOCIiKEeHD eKBIBATeHTHOCT]

TEHEPHKIB/TIOpHIB BKIIOYAIOTBECA Y posain 5.2.1
MoJysa 5». BignoBinHo, y Mongyni 5 HagaeTbes 3BiT|
3 JOCTimKeHHs 3 O10eKBIBAIIEHTHOCTI:

«Bioxpume, panoomizoseane, i3 3acmocysanHAM
00HOpa3080i  nepoparbHOl Oo3u, 0goxnepioodwe,
nepexpecie  Qocnidocenns  bioexeicanenmuocmi
Binoazninmuny mabaemox no 30 me¥

(Oocnidoicyeanuil aixapcexuii 3aci6) y nopienauui 3
rikapcokum 3acobom Galvus, mabremxu no 50 m2
(pechepenmuuii  aixkapcexuii  3acid) 'y 300posux
dopocaux 00bposoabYis Honogiwei cmami Hamuye. »

*peecmpyemuca nio mopzosoro nazgoro TAIJITH

2. GapMakonoris;

BrnacHi JOKIIIHIYHI JOCHIKEHHS HE IPOBOIUIHNCE

1) neperuHa dpapMakoIEHaMiKa

Bracui MoKmiHIYHI JOCHIHKEHHS HE NPOBOLIMIICE




2) BTOpHHHA (hapMaKkouHaMiKa

BrnacHi JOKIIHIYHI NOCTIJPKEHHS HE IPOBOTUITHCE

3) dapmakonoris desrexkn

BriacHi NOKNIHIYHI JIOCIIJPKEHHS HE IPOBOJIUCE

4) bapMakoIHaMIUHL B3aeMoIil

BrnacHi DOKNIHIYHI JOCIIJPKEHHS HE IIPOBOIHIHCE

3. dapmakoxiHeTHKA!

1) aHaiTHYHI METOHKH Ta 3BiTH IIOJ0 iX
BamiTail

Brachi JokniHIYHI JOCTIHKEHHS He TPOBOJIHIKCE

2) BCMOKTYBaHHs

BracHi JOKIIHIUHI TOCHTIIKEHHS HE TPOBOIMINCE

3) posmomin

BracHi JOKIIHIYHI JOCTIDKEHHA HE IPOBOIHIICE

4) MeTabomizM

BrnacHi JOKIIHIYHI JOCTIJOKEHHS ¢ IPOBOTHIHCE

S) BHBEACHHSA

BrnacHi JOKJIIHIYHI JOCALHKCHHS HE IPOBOAMIHUCE

6) hapMakoKiHETHUHI B3aEMOIIT
(moxminiymHi)

BrnacHi TOKNIHIYHI JOCTIDKEHHS He IPOBOAMINCE

7) 1HII (papMaKOKIHETHYHI JIOCIIJPKEHHS

BrniacH1 JOKNIHIYHI JIOCIJPKEHHS HE HPOBOJIHIIHCE

4. TOKCHKOIIOTTSA;

1) TOKCHYHICTE ¥ pa3i 0HOPa30BOTO
BBEICHHS

BracHi ZOKTIHIYHI JOCTIHKEHHA HE IPOBOIRIIHCE

2) TOKCHYHICTE Y pasi IOBTOPHUX BBEICHD

BracHi JOKIIHIYHI JOCTIHKCHHS HE IIPOBOIIIHCE

3) reHOTOKCHYHICTD:
in vitro

BiacHi MOKNIHIYHI JIOCTIJOKEHHS HE IPOBOIHIIHCE

in vivo (BKJIFOWAIOUH JTOAATKOBY OIIHKY 3
TOKCHKOKIHETHKH)

BnacHi ZOKIIHIYHI JOCIIKEHHS HE IIPOBOIRIIMCE

4) KaHIIEpOTE€HHICTE:

BracHi ZOKTIHIYHI JOCTIMKEHHA HE IPOBOAHIHCE

TOBTOCTPOKOBI TOCIIIKEHHA

BriacHi AOKJIIHIYHI JIOCIIJKEHHS HE POBOIMIHCE

KOPOTKOCTPOKORB] HOCIIDKEHHS
a00 JloCTIIKEHHES cepeAHbO] TPHBAIOCTI

BracHi HOKNMIHIYHI JOCHIKEHHS He TIPOBOIAITHCE

TTOJATKOBI TOCHIKEeHHET

BiacHi ZOKTIHIUHI JOCHIIKEHHA HE IPOBOAMIMCH

5) penpoyKTHBHA TOKCHYHICTE Ta

BracHi JOKIIHIYHI JOCHLIKEHHS He IPOBOJAIHCE




TOKCUYHMI BILUIMB Ha PO3BHTOK IOTOMCTRBA:

BIUTMB Ha (PepTHILHICTD 1 paHHIH
eMOpiOHAIBHHN PO3BHTOK

BiiacHi JIOKJIHIYHI JOCITIJDKEHHS HE IPOBOJIIMCH

eMOPIOTOKCHYHICTD

BriacHi JOKIIHIYHI JOCHIPKEHHS HE TPOBOMINCE

NpeHaTajibHa i MOCTHATAbHA TOKCHYHICTD

BiiacHi JOKTIHIYHI JOCTI/DKEHHS HE TPOBOIHINCH

JIOCIIJDKEHHS, TIPH SIKUX TIpernapar
YBOJAMTHCS IMTOTOMCTBY (HECTATEBO3PLITMM
TBaprHaM) Ta/ab0 OLIHIOETHCS BiIIaIeHa
1ist

Brnachi JIOKJIIHIYHI JOCTIJPKEHHS HE TTPOBO/IMIHCH

6) MiclieBa IEPEHOCHMICTh

BiiacHi JOKJITHIYHI JIOCHI/DKEHHS HE TPOBO/IMIIHCH

7) 1ODaTKOBI AOCTIHKEHHS TOKCHYHOCTI:

BiacHi 10KIIHIYHI JIOCHTIJDKEHHS HE TIPOBOMIIUCH

@HTUICHHICTH (YTBOPEHHS aHTHTLI)

BiiacHl JOKJIIHIYHI JOCHKEHHS HE TPOBOIHIINCH

IMYHOTOKCHYHICTD

BiiacH1 JI0KJIIHIYHI IOCIHIKEHHS HE TTPOBOIMIIUCH

TOCITIIDKEHHS MeXaHi3MiB il

BiiacHi JIOKJIIHIYHI JOCHIDKEHHS HE TIPOBOIMINCH

JTliKapchKa 3aJIeKHICTh

BriacHi JOKJIIHIYHI JIOCII/PKEHHS HE TPOBOHIINCH

'TOKCHYHICTE METa00MITIB

BiiacHi JIOKJIIHIYHI JOCHIPKEHHS HE POBOIMINCH

TOKCUYHICTH JOMIIIOK

Briacui ZOKJIHIYHI JOCIPKEHHS HE TPOBO/IMIIUCE

iH11Ie

BiacHi IOKIIHIYHI JOCTPKEHHS HE TPOBOIMIIHCH

5. BUCHOBKHM 11010 JTOKJIIHIYHOIO BUBYEHHS

BnacHi TOKIIHIYHI JOCTIPKEHHS HE TIPOBOIUIHCH, 3
OIJISLLY: Ha\awe\un THII JTIKAPCHKOTO 3aco0y

3assBHHUK (BIIACHHK
peecTpauiiHoro

(06;95«@%

HOCBITYEHHS )

{Hlopsiook Oonoeneno nosum Jlooamkom
300poe'ss Ne 1528 6io 27.06.2019)
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Honarok 30

1o [lopsiaky IpoBeIeHHs EKCIIEPTH3H
peecTpauiiHux MaTepialiB Ha JIiKapehKi
3aco0H, 10 IOJAI0ThCA Ha AepiKaBHY
peecTpanito (mepepeecTpariio), a TaKexK
eKCTIePTH3H MaTepialiB PO BHECEHHS
3MiH 0 peecTpalliiHUX MaTepiaiB
IpoTAroM mii peecTpaniffHoro
MOCBLYEHHS

(nyHKT 4 pozniny IV)

3BIT

Npo KJiHiYHe BUNPOoOyBaHHS

1. Ha3pa nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEp PeECTPaIifHOro MOCBiAUCHHS)

TAI'JITH (TAGLIN)
Tabaerku, o 50 mr

Hoben Imau Canaif Be Timkaper A.lL,

2. 3aABHHK
TypeduHna
Nobel Ilac Sanayii ve Ticaret A.S., Turkey
3. BupoGHHIK HoGen lmau Canai se Timxkaper A.lL,

TypeduHHa

Nobel Ilac Sanayii ve Ticaret A.S., Turkey

4. TIporeneHi JOCIiHKEHHS:

XTaKk HI  SKIIO Hi, OOTPYHTYBaTH

[MpoBogunuch JocHijuKeHHs 3 0l0eKBiBaNEHTHOCTI,
BPAXOBYIOYH 345BJICHHH THII JiKapchKoro 3acoly, a
caMme: reHepH4yHu#H JIiKapcm{'Hﬁ 3acib. Bigmosigmo
o {Aé3ay oeg'smuii nionynxkmy 2 nionynxmy 1.3
nynkmy 1 poszoiny III e pedaxyii Haxaszy
Minicmepcmea oxoponu 300pogaNe 1528 gio

27.06.2019}:

QLA I‘CHCpPIKiB HE HaJaI0ThCA PE3YNIbTATH BJIACHHX

TOKCHKOJIOTi4HUX Ta dbapMaKoIOriyHuX
BUIIPOOYBaHb abo KMHIYHUX  JOCHiMKEHE.
Pesynrratn HOCTIINKEHE eKBiBaNeHTHOCTI

IeHePHKIB/TiIOpHAIB BKIIOYAIOThCS ¥ posiin 5.2.1
Moayaa S5». Bianoeigro, y Moayni 5 HamaeTbes 3BiT
3 JOCHiIKeHHd 3 bioekBiBaneHTHOCTI.

1) TR NMiKapcEKOro 3acofy, 3a AKAM
npoBoamiacs abo MIAHYETLCA peecTpailis

TEHEPAYHMIA JIIKAPCHKHAM 3ACIE

5. ITopHa Ha3Ba KIIHIYHOrO BUXIPOOYBaHHS,
KOJIOBaHMIT HOMep KIIIHIUHOTO
BUIIPOOYBaHHA

«BinKpuTe, paHaoMizoBaHe, i3 33aCTOCYBaHHAM
OIOHOPa30BOI IepopaiBHOl I03H, IBOXIIEpPIOAHE,
nepexpecHe  JOCHDKeHHS — 0ioeXBiBaNEeHTHOCTI

Bingarnintuay TabeToK 10 50 mr*




(mociikyBanHi JiKapchKuit 3aci0) y HopiBHAHHI 3
nmikapchkrM 3acoboM Galvus, Tabnetkn no 50 M
(pedepenTrnii  nikapcbkuii 3acif) y 3IOpOBHX
TOPOCINX JOOPOBOJIBIIB YOJIOBIYOT CTATI HATINE.»

*peecTpyeThes T Toproroio Hazeow TAIJITH

6. ®aza xniHiuHOrO BHNIPOOYBAHHS

€ 3aCTOCOBHO

7. Ilepioa npoBeieHHS KIIHIYHOTO
BHIPOOYBaHHS

17.01.2018-24.05.2018

8. KpaiHu, 16 npoBOAMIIOCs KIIHIMHE
BHIIPOOYBaHHSA

Typeuunna

9. KinbkicTs HociipKyBaHux

saraHoBaHa: 30; ¢akrayna; 28

10. MeTa Ta BTOpHMHHI 1N KJIHHIYHOTO
BHIIPOOYBaHHS

MeTa: npogeMoRCTpyBaTH D10EKBIBAIEHTHICTE MiXK
TOCIIL Ky BAHIM JiKapChKUM 3acobom
Bingarnmintua* tabmerkn mo 50 mr (HobGen Imau
Canai Be Timkxaper AIIL) Ta pedepenTHEM
nikapchkuM 3acoboMm Galvus TabNeTKH ILTIBKOBOIO
no 50 wmr (Pfizer) y 300poBHX JOPOCIHX
TOOpOBOBIIIB B YMOBAX HATIIIE.

Bropunmi  migi:  xoHTpons  Gesmexu  Tal
[IEPEHOCHMOCTI  pa30BOl  JIO3H JOCIIIKYBAHOTO
npenapary BimparminTua* Ttabnetkd mo 50 M
(Ho6en Inay Canai Be Timkaper A.IIL)

*peccmpyemobes nid mopzoaoio naseoio TATTIIH

11. Au3aifH KIIHITHOTO BUIIPOOYRBaHHA

Binkpute, panzmomizoBaHe, i3 3acCTOCYBaHHSIM
OIHOpa30BOI IIepopanbHOI JO3H, ABOXIEpIONHE,
mepexpecHe AOCHIIKeHHS Oi0oeKBiBaJEHTHOCTI) Y
3I0POBHMX HOPOCIHX HOOPOBOJIBIR YOMOBIUOL CTATi
HATIIE.

12. OcHOBHI KpHUTepii BKIIOYESHHS

3OpOBI 4YOJIOBIKM, INO IiJTBEP/PKEHO KJIIHIYHOIO
icTopieto, thizHIHIM 00 CTeNCHHM,
PEHTETCHONOTIYHUM 00CTeXXeHHAM JiereHn, EKT

1. 3moposi xopoci no6pososnbmi 18-45 pokis.
2. Iunexc Macu Tina 18,5-30,0 xr/m’

3. BiacyTHICTH CYIYTHIX 3aXBOpIOBAaHL abo

KIIIHIYHO MiATBEPIUKEHHEX BiIXHJIEHB
nabopaTopHHX  INOKa3sHMKIB Mg  4ac
CKPHHIHTY.

13. Hocnimxypanuii nikapchkuit 3acio,
croci6 3acTocyBaHHs, Criia Jiil

Crioci6 3acTocyBaHHA: NEpOPANBHO,




14, TIpenrapart NOpiBHAHHA, 7034, CIIOCIO
3aCTOCYBAaHHS, CIJIa Ail

Galvus, Tabnetky o 50 Mr,
Novartis Europharm Limited, England
Crocif 3acTocyBaHHS: IEPOPAIIBHO.

15. CynyTHa Tepamnis

BimcyTHs

16. Kpurepii oninku edgeKTHBHOCTI

[lopiBHsAnEHa  omiHka  OlojocTymHocTi 34
NEepBHHHAMH (papMaKOKIHETHUHMMH IIOKa3HHKAMHA:

AUC,,, AUCq., and C,,, a caMe BuU3HaueHHA 90 %
MORIpYOro iHTeppany sHaxomurcs y mexax 0,80 -
1,25.

17. Kpurepii ouninkn Gesnexn

KonTtpons nabopaTopHHX IIOKA3HUKIB
TOGPOBONBIIB Ta MOHITOPHHI ITOOIYHHX peakmii B
IIpomeci KOCHTiIEeHHS,

18. CratucTtuuni MeToqu

CratHcTHYHHH  aHami3 [POBOAHBCA  METOIOM
ANOVA 3a JOIIOMOTOIO OPOTPaMHOTO
3abesneyenHs Phoenix WinNonlin (Version 7.0,
Pharsight).

19. emorpagivsi noxasHuku
ocniprkysanol oyl (crars, Bik, paca,
TOIO)

Homopiua cTaTs,
EBpPONEOIAHA paca.

Bik Bim 18 po 45 poxis,

20. PeayubraT eexTHBHOCTL

90 % [moBipumii
NOKa3HUKIB Cy, AUCp, AUC)., 3HaXOJIUBCA B
Mexax xpuTepito npuiinaraocti (0,80 -1,25):

inTepBan (QapMakoOKiHETHUHHX|

Tabauusa reoMeTpUYHHX 3Ha4eHb, 90 % noBipyoro
iHTepBaNIy N4 BingarmnTeHy (N = 28)

Hrokniit gimir I‘I.H)-Klliﬁ Bepxwiit simir
JriMiT

In(Cmax) 0.8839 1.0395

In(AUCO-tlast) | 0.9843 1.0322

In(AUCO-w) 0.9866 1.0332

TakdM YHMHOM MOXKHA 3poOUTH BHCHOBOK Ipo
0l0CKBIBAJICHTHICTL 3asJBICHOTO Ta pedepeHTHOro
NiKapchbKoro 3acoly.

21. Pesyneratu 6e3mnexu

[Tporsrom pocmimxenHs Oyno 3adikcoBaHo 9
HeOaXXaHUX SBHII JIETKOTO CTYIEHS TSDKKOCTI, IO
BiporixtHo G6yl0 mNoB’A3aHO iz 3aCTOCYBaHHAM
MOCIIUKYBAaHHX Jlikapcekux 3acodiB. Cepifo3Hux
nobiunux peakuiit zadgikcoBano He Oyio. 3 orisy
Ha OTPHMAHI pe3yJNbTaTH MOXHA 3pOOHTH BUCHOBOK
Npo TapHy Oes3leky Ta MepeHOCHMICTh 3asgBIICHOIO
Ta pehepeHTHOro IiKapCLKOro 3acoy.




3 orngay Ha OTPUMaHI Pe3YJbTATH HOCTIJIKCHHS
MOJKHA 3pOOHTH BHCHOBOK TPO O10€KBIBAJIEHTHICTH
3agBIIEHOr0 Jikapcekoro 3acody Tarain, TabneTku

22. BUCHOBOK (3aKIIIOYEHHS)

[mo 50 Mr rta pedepeHTHOro JiKapchbKoro 3acoly
Galvus, Tabnerkn no 50 mr.

3asBHUK (BJIACHHK
peecTpaniiHoro MoCBiueHHs)

{ITopaook oonoeneno nosum [ooamxom 30 32iono 3 Haxazom Minicmepcmea oxoponu
300poe’s Ne 1528 gio 27.06.2019)}




