IHCTPYKIIA

IJIsI METHYIHOT 0 3aCTOCYBAaHHSA JTIKapChKOro 3aco0y

MMAKCEJIAJTUH® (PAXELADINE®)

Cknao:
Oitoua pevosuHa: Oxeladin Citrate;
5 MJI CUpOIY MiCTUTh OKceNnaauHy nurtpat 10 mr;

O0ONOMICHI peyo8UHU: PO3YUH LIyKPO3H, apOMaTU3aTOP «KakKao» (CyMilll IPUPOJHUX i CHHTETUYHUX
apoMaTH3aTopiB, BOJa OUMIeHa, eTaHoJI), Kajilo copbaT, Bofa O4YulleHa.

JlikapcbKa ¢popma. Cupori.

OCHOBHI (pi3uKko-XiMi4HI 8/1acmMuBocmi: po30pa Ta KOBTyBaTa PifiHa 3 apoMaTOM LIOKOJIafAy Ta
BUIIIHI.

®apMakoTepaneBTUYHa I'pyna.

[TpoTuKammboBi 3aco0H, 3a BUHATKOM KOMOiHOBAHUX JIiIKApPChKHH 3ac00iB, 110 MiCTSTh
€KCIIeKTOPAHTH.

Kox ATX R05D B09.

dPapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

[TpoTuKaMIILOBHM 3aCi0 IeHTPABbHOI Iil, HeomiaTHUH, HeaHTUTiCTaMiHHUH.
dapmakoKiHemuka.

HaHi momo ¢hapMaKOKiHETUKY OKCEeJIaguHy JyxKe 00MeKeHi.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

CumnToMaTUyHe JIiKyBaHHS YTPYOHEHOTO HEIPOAYKTUBHOTO KAIIIJTIO.



IIpomunoka3aHnus.

[Takcenanus® IPOTUIIOKA3aHUI y BUNAAKY aneprii Ha OyIb-IKui 3 KOMIOHEHTIB IIbOTO JIIKapChKOTO
3aco0y.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HasBHi gaHi He BKa3ylOTh Ha KJIIHIYHO 3HAYYII BUOU B3a€MOMIL.

Oco6 1ueocmi 3acmocyeaHHsi.

3acTepexeHHs

- He cmig 3acToCOBYyBaTH JTiKapChKUM 3acil [JIs JTiKyBaHHS IMPOTYKTUBHOIO KalllTio, 110 MOXKe
YTPYOHUTH BiTXOOXKE€HHSI MOKPOTUHHS.

- He cmip moemHyBaTH NMiKyBaHHS 1M ITPOTUKAIIEOBUM 3aC000M i3 3aCTOCYBaHHSM MYKOJITUYHUX i
BiIxapKyBaIbHUX 3aC0O0iB.

- Tlepeq 3aCcTOCyBaHHSM IIPOTHUKAIIIBOBOTO 3aC00y HEOOXiqHO BU3HAUUTH €TIiOJIOTiI0 KAIIlIIo, SKUN
notpe0ye BiAOBIIHOTO MiKyBaHHS.

- flK1110 IpU 3aCTOCYBaHHI PEKOMEHAOBaHUX 03 IPOTUKAIIILOBOTO 3ac0o0y Kalleslb He
IPUIHUHSIETHCS, He CITif 30i/bIyBaTH 103y, @ He0OXigHO MTOBTOPHO OIIIHUTH KITiHIYHY KapTHHY.

Oco6MMBOCTi 3aCTOCYBAHHS

- HeoOximHO GpaTué 1o yBaru BMicT LyKpy 4,25 Mr y mo3i 5 M Ta 2,125 Mr y gosi 2,5 M cuporny B pasi
nepeOyBaHHS Ha Oi€Ti 3 HU3BKUM BMiCTOM IIYKpPYy ab0 3aXBOpIOBaHHS Ha miabeT.

- BpaxoBy1ouu BiICyTHICTb HaHUX NP0 e(PEeKTUBHICTD i 6e3neKy s mitedt BikoM o 30 micAris, He
PEKOMEHI0BaHO 3aCTOCOBYBATH e JiKapChKuM 3acib B I1ill BiKOBi# rpyii.

- JlikapcbKu 3acid MicTUTH yKpo3y. [lalieHTaM 3 pPifKiCHUMM CTIagKOBUMU TPobieMaMu
HEeINepeHoCUMOCTi (PPYKTO3H, TTII0K030-TalaKTO3HO1I Mababcopbilili abo caxapa3o-i3oMabTa3Hol
HEJOCTAaTHOCTI He CJIiJ BXKUBATH LieH JTiKapChbKUi 3acio.

- Jlikapcbku# 3acib MiCTUTh HE3HAYHY KiNbKiCTh €TaHONy (anKkoroino): 24 Mry mo3i 5 muta 12 Mry
1031 Ha 2,5 MJI cupoy.

3acmocyeanns y nepiod eazimnocmi abo 200yeanHsi 2pydoio.
BariTHicTb

Hapiiiai maHi Ipo TepaToreHHICTh Y TBAPUH BiICYTHI.



Ha crorogui TepaTorennu uu GpeToTOKCHYHUYN e(DeKT KITiHIYHO He CIIOCTepiray.

OpHak gocigKeHHS BIUIMBY OKCeJIaguHy IUTPATY Iif Yac BariTHOCTI HEJOCTATHbO [JII BUK/TIOUEHHS
OyOb-IKOTO PU3UKY.

TakuMm 4MHOM, He PEKOMEHI0BaHO 3aCTOCOBYBATH JIiKapChKUM 3acib y mepiof BariTHOCTI.

JlakTaliga

BpaxoByiouH BifCyTHICTh aHUX IIPO MOTPAIUISHHS JIiKapChbKUM 3aco0y B IPyoHE MOJIOKO, He
PEKOMEH0BaHO 3aCTOCOBYBATH JIiIKapChKUii 3aci0 y mepiofl romyBaHHS I'PYAMIO.

30amuicmb enaueamu Ha weudkicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

He BnjuBae.

Cnocib 3acmocyeaHHsi ma do3u.

Jlikapchkui 3aci6 mpu3HavYaTH JOPOCIUM Ta OiTSM BikoM Bim 30 micsIliB 3 Macoro Tina 6inbire 15 Kr.
JlikyBaHHST Ma€ OyTH KOPOTKOCTPOKOBUM ([IeKifibKa OHIB) ogpa3y IMicisi BAHUKHEHHS KalllJTio.
YnakoBKa MiCTUThL MipHY JIOXKKY ab60 MipHUY CTakaH Ha 2,5 MJI Ta 5 MII.

1 mo3a Ha 2,5 MJI MICTUTh b MTI' OKCeNTagUuHy LIUTPaTYy.

1 go3a Ha 5 My MicTuTh 10 MI OKCeNlafuHy LUTPATy.

Hitam 3 Macomw Tina Big 15 go 20 kr (BikoM Big 30 MicAIiB 10 6 pokiB) npu3HavyaT 1 103y Ha IPUIAOM
Ha 2,5 MJI cupony yepe3 KOXHi 4 roguHu 3a notpedu. MakcumabHa f03a - 3-4 pa3u Ha fo0y,
3aJIeXKHO Bifl MacCH Tija JUTUHU.

[liTsim 3 Macoro Tina Big 20 go 30 Kr (BiK Bif 6 pokiB go 10 pokiB) npu3HavyaTy 1 H03y Ha IPUKOM Ha D

MJI CUPOIy Yepe3 KOXKHi 4 roguHu 3a notpebu. MakcuManbHa f03a - 2-3 pa3u Ha [00y, 3a7eKHO Bif
MacCH Tina OUTUHHU.

Hitam 3 macoro Tina Big 30 o 50 Kr (Bik Big 10 pokiB 1o 15 pokiB) npu3HadyaTti 1 403y Ha NPUKOM Ha

5 MJT CHpOIIy Yyepe3 KOXKHi 4 roguHU 3a noTpebu. MakcuMasbHa fo3a - 3-5 pa3u Ha fo0y, 3a/1exkHO
BiJl Macu Tijla OUTHUHHU.

[TopocnuM npu3HavaT 1 703y Ha MPUtoM Ha 5 MJI CUPONY Yepe3 KOXKHi 4 TOIWHU 3a IOTpebu.
MakcumarsnbHa fio3a - 5 pa3iB Ha fo0y.

Himu.
He npusnauaTu gitam BikoM go 30 Micsanis (2,5 poKy) Ta 3 Macomw Tija MeHIe 15 Kr.

Ilepedo3yeanHsi.



IHdopmalrist mpo YacToTy mepeao3yBaHHsS 00MekeHa; V TIOBiHOMIIEHHSX IIPO IIePEN03yBaHH
CUMIITOMU He HaBOOMJIUCS.

ITo6iuni peakuii.

3pigka MOBIZOMIISNIM PO Peakliil rinepyyTIUBOCTI (KPONUB SHKA, BUCHUII, @HTIOHEBPOTUYHUY
HaOpSK).

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimomieHHs Ipo MO6GiYHI peakilil micis peecTpallil TikapchbKoro 3aco0y € BakIuBuMHu. Lle
3a0e3rneyye MOHITOPUHT CIiBBiHOIIEHHS KOPUCTh/PU3UK 3aCTOCYBaHHS JIiIKapChKOTO 3ac00y.
MepuyHMX IPaLiBHUKIB IPOCSATH MOBIJOMIISITH PO Oyab-sKi mimo3pioBaHi mobivHi peakirii uepes
HalllOHaJIbHY CUCTEMY (hapMaKOHarIsaay.

Tepmin npudamHocmi. 3 POKHU.

[Ticns mepIioro BimKpUTTS pakoHa - 6 MiCSIIiB.

YMmoBu 30epirannsi. He moTpe0ye crenianbHuX yMoB 30epiranHs. 36epiraTi y HeIOCTYITHOMY IS
OiTed Micrii.

YnakoBka. ITo 100 mi a6o 125 mn cupony y ¢baakoHi, mo 1 ¢prakoHy 3 MipHOIO JT0XKKO0 ab60 MipHUM
CTaKaHOM y KapTOHHi# KOPOOIIi.

Kareropis Bignycky. bes penenra.

BupoOHUK.

BO®VP ITICEH IHOYCTPI/ BEAUFOUR IPSEN INDUSTRIE.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Pio ETe Bipton 28100 [IPHO, ®panitis/ Rue Ethe Virton 28100 DREUX, France.

3asIBHHUK.

ITICEH KOHCBIOMEP XEJICKEA AkuioHepHe TOBapHCTBO CIPOILIEHOT0 TUIY /



IPSEN CONSUMER HEALTHCARE Simplified Joint Stock company

Micue3HaxoaKeHHsI 3asiBHHKA Ta/a00 mpeacTaBHHKA 3asiBHHUKA.
65 Habepexta 2Kopxk 'opc 92100 Bynouns-bitiaukyp, ®paHtiis /

65 Quai Georges Gorse 92100 Boulogne-Billancourt, France



