Honatok 30

1o Iopsaaky npoBeieHHs eKCTIePTHIH
peecTpalifHUX MaTepialliB Ha JiKapChKi
3ac00H, 110 NOJAIOTHCS Ha JIEPIKaBHY
peecTpaLlito (rnepepeecTpariio), a TAaKOK
€KCMEPTU3M MaTepialiB PO BHECEHHS
3MiH JI0 peecTpalifiHUX MaTepialliB
NPOTAroM Jii peecTpauiiHoro
MOCBITYEHHA

(nynxr 4 pozainy 1V)

3BIT
Npo KJIiHiYHe BUNIPoOyBaHHS

; 2 . [TAHTOIIPA30.]1,
[. Hazga nikapcbkoro 3aco0y (3a HasBHOCTI -

HOMEP peecTpaliifHoro nocsiaueHHs) MOPOILIOK JIJIsl pO34YMHY s iH eKuiit 1o 40 mr
no | ¢aakony y mauui 3 kapTony,
in bulk: mo 100 duakoniB y mayii 3 KapToHy

2. 3asABHuK Jlxxenodapm JIta, Benuka Bpuranis

< ” Xaiinans [Toni ®@apm Ko., JTta., Kurait
3. Bupobnux

4. [1poseneni gocnimKeHHs: Tak P Hi SIKILO Hi, 00IPyHTYBaTH

HE 3aCTOCOBYETBCA /ISl FTEHEPHUUHUX JIIKAPCHKUX 3ac00iB y
JlikapebKiit opmi miodinizar ans pozuuny 1 iHdys3ii

|) Tun slikapebkoro 3aco0y, 3a AKUM

- ' TEHEPUYHHUHA JIKAPCBKHI 3ACIB
npopoannacs ado MJaHYETLCs peecTpallls

OJAHOKOMITOHEH THH I

5. [losha nasea kininiunoro Bunpodysanus, [He nposoaunock
KOAOBAHWH HOMED KIIHIMHOTO
BUNPOOYBaHHS

6. aza kiiniYHOTrO BUNPOOYBaHHs He zacTocoryeTnes

7. llepioa npoBeaeHHsA KIiHIUHOTO 3 no
BUNPOOYBAHHS

He 3acTocoByeThbes

8. Kpainm, jie npoBoiMiI0cs KiitiuHe He 3actocoByeTbes

BUITPOOYBaHHS

9. KisbKicTb A0CII1KYBAHUX 3allJlAHOBaHA:
(akTHuHa:

He 3acrocoByerbes

[0. Mera ta gropunHi 1ini Kaidiyioro He zacTocoByeThes
BUNPOOYBaHHS




I'l. JInzaitn K1iHiYHOTO BUNPOOY BAHHS

He 3acTocoByeTbest

12. OcnoBHi KpuTepil BKIIOYEHHS

He 3actocoByeTbes

13. JlocniukyBanuii nikapcbkuii sacio.,
criocid 3acrocyBaHus, cuna Jii

ITAHTOITIPA30.I,

MOPOLLOK /15 PO3YHHY I 1H €Kit nmo 40 mr
no 1 akoHy y nadui 3 KapToHy,
in bulk: no 100 dnaxoHiB y nauui 3 kaprony

Crioci6 3acTocyBatHs: BHYTPilIHBOBEHHO

I4. [penapaT nopigHsHHSA. 1034, crnocio
34CTOCYBAHHS, cuna ail

Pantozol i.v. 40mg (ITaHT030.1, HOPOLIOK 151 PO3UMHY IS
in’exuiit no 40 mr), Takeda GmbH (Takeda GmbH)
Cnoci6 3acTocyBaHHs: BHYTPILIHBOBEHHO

I5. CynyTHs Tepanis

He 3acrocoByerbes

16. Kpurepii ouinku eektusrocti

He 3acTocoryerbes

[ 7. Kpurepil ouinku 6esrnekn

He 3acTocoByeThes

| 8. CraTucTinuni MeTonu

He 3acTocoByeThes

19. Jlemorpadivuni noxaznmukmu
0CAY BaHOT oy isiuii (cTaTh, BIK, paca,
TOLLO)

He 3acTocoByeTbes

20. Pesynbratn edpekTHBHOCTI

He 3acTocoByerhes

21. Pesyabraru Oeznexu

[Ipenapar [Tantonpazon, Akuii MOJAETLCS HA AePIKABHY
peectpauito g0 JIELL € reHepuuHEM Nikapchkum 3acofom.
Hanuit npenapar 6yo 3apeectposano B Kanazi 13 tpaBus
2021 poky, B Hinepaannax 01 motoro 2017 poky, B Asctpanii
2 cepnus 2018 poky.

B matepianax peectpauiiiHoro 1ocee MicTHTECS HeoOXiHa
iHopmaLlis WO pedepeHTHOTO JIKapehKOro 3acody
Pantozol i.v. 40mg (IlaHT030/1, TOPOLIOK AIst PO3YMHY /ISt
in’exuii no 40 mr), Takeda GmbH (Takeda GmbH),
BigomocTi npo npodins 6e3neka-eHEeKTUBHICTE Air04ol
PEYOBHHH NaHTOMNPa30Jy MOPIBHAHO 3 AIFOUOK PEYOBHHOIO
pedepeHTHOro NiKapebKOro 3acofy, a TaKoXK MUTaHHS,
10B'A3aH1 3 010IOCTYMHICTIO, /i€ i€ 3aCTOCOBHE /10
reHepUYHOTO JiKapchKoro 3acofy Ta iHia HeoOXinHa
indopmartis.

MarepianaMu peecTpalifHOro 10ChE J0BEAEHO, LIO Y
3asiIeHOro Jlikapebkoro 3aco0y ITanronpasosn, mopouok s
po3uMHY Ans iH ekuiii mo 40 mr:

- TaKWi caMuil sKICHUH 1 KINTbKICHMH CKJIaJl 3 TOUKH 30py
AKTHBHHMX PEHOBHH, IO 1 ¥ peepeHTHOTO JIiKapChKOro
3aco0y;

- Taka x (hapmaneBTuuHa Gopma, o i y pedepeHTHOrO
niKapcLKoro 3acody;

- NOKa3aHHs JIIA 3aCTOCYBAHHS Ta MOOIYHI peakii ineHTHYHI
110 pedepeHTHOrO npenapary, a omKe € Oe3neYHUMH 11

JTIOICHKOI0 BUKOPHUCTAHHA.




Binnosigto go 21 CFR 320.22(b)(1), 3anponoHoBaHuii
nikapepkuit npenapar, [lanronpaszon 6ys pospodnenuii, moo
OyTu exsipaneHTHUM (Q1/Q2) pedepeHTHOMY NPOAYKTY.
O6uasa npenapati MicTATh O/IHI # Ti K aKTHBHI 1 Z0MIOMiXKHI
PEYOBMHHM B OJHIHN I Tii ke KOHLEHTpaUil 1 mikapeeKiit popmi.
Takum unHOM, 3anponoHOBaHMIT TiKAPCHKHIA Mpenapar
BIZMOBIAaC BUMO31 PO BiAMOBY Bij s0ka3is 6ioq0cTynHOCTI
abo OioeksiBanenTtHocrti in vivo Bignosiguo 1o 21 CFR
320.22(b)(1):

(1) Jlikapchkuii 3aci6 npusHaueHuit s indysiii;

(i)  Jlikapcbkuit 3aci0 MicTHTB Ti K aKTMBHI i JOTOMIXHI
pPevYOBMHM B Til ke KOHUEHTpauil, mo i JiKapchkuil 3aci0
Pantozol i.v. 40mg (IlaHTO30M1, MOPOLIOK AJISl PO3YMHY JUIs
in’exuiid no 40 mr), Takeda GmbH (Takeda GmbH).

22. BucHoBOK (3aKinoueHHst)

Bignogiano no GUIDELINE ON THE INVESTIGATION OF
BIOEQUIVALENCE CPMP/EWP/QWP/1401/98 (EMEA,
2010), ams nikapcbKMX Npenaparie, 1O BBOAATHCA Y BHIIIAII
BOJHOrO  BHYTPILIHBOBEHHOTO PO3YMHY, TepaneBTHUHHI
e(PEKT SAKMX HE I'PYHTYEThCS Ha CHCTEMHOMY BCMOKTYBaHHI,
nijiTeep/KeHHs  0l0eKBIBaGHTHOCTI,  BHKOPHUCTOBYHOYH
KiHLEB] (papMaKOKIHETHYHI TOYKH, HE 3aCTOCOBYETHCH.
JocnimkeHHs 3 OloeKBIBATIEHTHOCTI Ta KIIHIYHI JOCHiKEHHS
s npenapaty IlanTonpasoJi, NOpPOWIOK /I8 POZYHHY TSI
iw’exkuiit mo 40 mr He npoBoaMIM, aje JOBEJEHA HOro
(papmanierTMUHA  eKBiBaNeHTHiCTE 10  pedepeHTHOro
npenapaty. OTie MoKHa BBakaTH, 110 OoOMIBA MpernapaTH
ITanTonpasoJ, NOpomIoK AJisi PO34YHHY AJs iH’ekuiii mo 40
mr ta pedepeHTHHi npenapat Pantozol i.v. 40mg (IlanTo301,
NOPOLIOK /LISl PO34HHY M iH’eknii no 40 mr), Takeda
GmbH (Takeda GmbH) e B3acmo3amiHuuMuU, Ge3 Oy Ib-KHX
OOMEKEHE.

O0uaBa nocnipKyBaHi NpenapaTi XapaKTepH3YOThCA FapHOIO
[EPEHOCHMICTIO | BUCOKOIO SIKICTIO.

3asBHUK (BIACHUK peecTpauliiiHoro

NMOCBiHeHHs)

Koctenko O.0.

YnosHoBaxeHHH npeactaBHuk komnanil [xenodapm JlTa,

Jupektop TOB “ICTOAPM”
(I 1. B.)




Jomatox 29

1o Iopsaky npoBeneHHs eKCriepTH3H
peecTpallifHUX MaTepiasiB Ha JliKapehKi
3aco0u, 110 MOAAIOTHECA Ha IEPHKABHY
peecTpallito (MepepeecTpairo), a TaKoxX
€KCIIepTH3U MaTepiaiB Mpo BHECEHHA
3MIH 10 peecTpalifHuX MaTepiais
NpOTATOM AT peecTpaliitHoro
MOCBITYCHHSA

(nyHKT 4 pozniny 1V)

3BIT

PO AOKJIiHIYHI A0CiIZKeHHS

1. Hasra nikapcbkoro 3acoQy (3a HasiBHOCTI -
HOMEP peecTpaliitHOro NOCBiAUEHHs):

[TAHTOIIPA3O.I,

[OPOLLIOK /LIS PO3YMHY IS iH €Ki o 40 Mr
no 1 ¢nakoHy y nadiii 3 KapToHy,
in bulk: no 100 ¢akoHiB y nauii 3 KapToHy

1) Tun nikapebkoro 3acofy, 3a kUM
rnporojiiacs ado NIaHyeTLEs peecTpatlis

FEHEPUYHUI JIKAPCBKHH 3ACIB
OJHOKOMIIOHEHTHHI

2) NpoBeJIeHi JOCIIiI3Ke HHS

TaK P Hi  AKIIO Hi, 0OTPYHTYBATH

HE 3aCTOCOBYETHCA /ISl TeHEPUUHUX JIIKAPChKUX 3ac00iB

2. Mapmakosoris:

I) neperHHa dapmakoHHaMiKa

He 3actocoByernest

2) BTopHHHA (papMaKoHHAMIKA

He 3acTocoByeTbCs

3) (papmakonorisa Oesrnexu

He 3acTocoByeTbest

4) hapmakoauHaMivHi B3aEMO/TIT

He 34CTOCOBYETHCH

3. apmakokiHeTHKa:

|) anajiiTHYHI METOAMKH Ta 3BITH LOA0 IX
Basigawii

He 3actocoByerbes

2) BCMOKTYBaHHS

He 3actocoByeTnes

3) po3noin

He 3aCTOCOBYETLCA

4) metadoizm

He 3actocoByerbes

.
5) suseacting

He 3acTtocoByeTbes

6) (papMaKkoKiHETHUHI B3aeMOJIT (OKIiHIUHI)

He 3aCTOCOBYETHCA




7) inwi papMakoKiHeTHUHI JOCTiKE HHSA

He 3acTocoryerscs

4. Tokcukonoris:

[) TOKCHYHICTB ¥ pa3i 0AHOPA30BOrO BREAEHHS

He 34CTOCOBYETBLCS

2) TOKCUMHICTB Y pasi NOBTOPHUX BReJIEHE

He 34CTOCOBYETHLCH

3) reHOTOKCUYHICTE:
in vitro

He 3actocoByeThes

in vivo (BK/JIIOYalOUuH 101aTKOBY OLLIHKY 3
TOKCHKOKIHETHKH)

He 3aCTOCOBYETLCA

4) KaHIEPOTEHHICTD:

He 3acTocoryeTbest

JIOBrOCTPOKORI JOCI e HHSI

He 3acTocoBYETBCA

KOPOTKOCTPOKORBI JOCTi/KEHHS
abo 1ocniUKEHHS cepelHbOT TPUBAIOCTI

He 34CTOCOBYETLCA

J101dTRO Bl HOCII i,fl}]\'Cl 1HA

He 3acTocoByeThes

5) penpo/lyKTUBHA TOKCHUUYHICTL Ta TOKCHYHHH
BILIMB HA PO3BUTOK 0TOMCTBA:

He 3dCTOCOBYETBLCA

BMJAME HA (DEPTHALHICTL | paHHiit eMOpioHanbHUIH
PO3BHUTOK

He 3actoco BYETBCA

eMOPIOTOKCHYHICTD

He 3actocoByeThes

lpeHaTa/lbHa I MOCTHATAILHA TOKCHYHICTD

He 3acTocoByernscs

JLOCIJIZKEHHS, TTPU KX Mpernapat yBOIUTHCH
MOTOMCTRY (HECTaTERO3PIIUM TBApHUHAM) Ta/abo
OILIHIOEThCS BiflaneHa Jist

He 3aCTOCOBYETECA

6) MicleBa MEPEHOCHMICTD

He 3acTocoryerbes

7) ,Ll()j_lil’l‘KOBi ,’_LOC,"]i,Il')i\'eI'IHFI TOKCHYHOCTI:

He 3acToco BY€ETBCA

AHTUIEHHICTb (YTBOPEHHS aHTHTIN)

He 3acTtocoByeThes

IMYHOTOKCHYHICTD

He 3acrocoByerhed

JLOCJTIDKEHHS MeXaHi3MIB il

He 3actoco BYETLCA

JIIKApCLKa 3aJIC)KHICTD

He 3acTocoByeTbest

TOKCUUHICTEL METAOONITIR

(=

He 3actocoryerhes




TOKCHYHICTB JJOMILIOK He 3acrocoByeThcs

iHule He 3acrocoByeThbes

GapmakoauHaMivHi, GapMaKOKIHETHYHI Ta TOKCHMKOIOiYHI
BJIACTHBOCTI Npenapaty Jo0pe BigoMi.

BianoeiaHo 1o THMy nmoxaHol 3asBu (reHepHYHMH
NiKapebKuit 3aci0) HajaHHA 10JATKOBMX JOKITIHIYHHUX
10CT1DKEeHb He 1ToTpedyeThes.

5. BUCHOBKH 111040 AOKIIHIYHOTO BUBYEHHS

3asBHUKOM HaJaHO OrJISI JOKTIHIYHMX JaHHUX, AKHH
IPYHTYETbCA Ha OrJIsAAL MPpodiIBHUX JITEpPaTyPHHX HKEPEIL.

3asBHUK (BJACHUK peecTpantiifHoro
MOCBIAHCHHS)

Kocrenko 0.0.

VnosHoBaxkeHuU# npeactaBHuk komnadii [pxkenodapm Jlta,

upekrop TOB “ICTOAPM™

(IL.L.B.)



