IHCTPYKIIA

IJIsI METHYIHOT 0 3aCTOCYBAaHHSA JTIKapChKOro 3aco0y

MMAKCEJIATTUH® (PAXELADINE®)

Cknao:
ditoua pevosuHa: Oxeladin Citrate;
5 MJI CUpPOIYy MICTUTH OKceapguHy nutpat 10 Mmr;

0ONOMIdICHI peyo8UHU: PO3YUH IIYKPO3H, apOMaTU3aTOP «KakKao» (CyMilll MPUPOJHUX i CHHTETUYHUX
apoMaTHU3aTOpPiB, BOfa OUMIleHa, €TaHOII), Kasiio copbaT, Bofia OUHUIIeHa.

JIikapcbka ¢popma. Cuporl.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: IPO30pa Ta JKOBTyBaTa PifiHa 3 apoMaToOM IIOKOJIamy Ta
BUIIIHI.

®apMakoTepaneBTUYHA I'pyla.

[TpoTukaIIboBi 3acobu, 3a BUHATKOM KOMOiHOBaHUX JTiKapChKUHM 3aC00iB, 1[0 MiCTSTh
€KCIIeKTOPaHTH.

Kom ATX R05D B09.

Papmako102iuHi 8 1acmueocmi.

®apmakoOouHamika.

[TpoTuKaIILOBUY 3aCi0 IeHTPANbHOI Iil, HeomiaTHUM, HeaHTUTiCTaMiHHUM.
dapMaKoKiHemuxka.

Hani mopmo ¢hapMaKOKiHETUKY OKCeJIaguHy JyxkKe 00MexXeHi.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

CuMnToMaTHuHe J'IiKy'BaHHH YTPDYOHEHOT O HEMMPOOYKTHUBHOT' O KAIIITIO.



IIpomunoka3aHnus.

[TAKCEJIAIVUH® npoTunoKa3aHui y BUIAAKy aleprii Ha Oyab-AKuii 3 KOMIOHEHTIB I[bOr0
JiKapchKOro 3aco0y.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HasiBHi maHi He BKa3ylOTh Ha KJIiHIYHO 3HAYYII BUOW B3aEMOMII.

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 OpaTu mo yBaru BMicT LyKpy 4,25 Mr y MipHil 10Xkl Ha 5 M Ta 2,125 Mr y MipHi# JTOXKIT
Ha 2,5 MJI cupormy B pa3i nepeOyBaHHS Ha Hi€Ti 3 HU3LKUM BMiCTOM IIyKpPy ab0 3aXBOpIOBAHHS Ha
niaber.

- BpaxoByrouu BifCyTHICTh faHUX PO edeKTUBHICTL i 6e3meKy s mited Bikom go 30 Micsiis, He
PEKOMEH0BaHO 3aCTOCOBYBATH Iie¥ JIiKapChbKUH 3acib B ITili BiKOBii rpyIIi.

- Jlikapcbkui 3aci6 MicTUTh 1IyKpo3y. IlalieHTaM 3 pigKiCHUMYU CIIafKOBUMHU ITpoOieMaMu
HEeIepPeHOCUMOCTi GPYKTO3H, TII0K030-TaTlaKTO3HOoI ManbaOcopOitii abo caxapa3o-izomMasbTa3Hol
HeIOCTATHOCTI He CJIiJ BXKUBATH IIeH JTiKapChKUH 3acio.

- Jlikapcbku# 3aci6 MiCTUTh HE3HAUHY KiNTbKiCTh €TaHOMY (aJIKOT0JI0): 24 MT y MipHi# J0XKIi HA 5 M
Ta 12 Mr y MipHi#l TOXKIi Ha 2,5 MJI CHpPOILY.

3acmocyeanns y nepiod eazimHocmi 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 MICTUTH MIpHY JIOXKKY Ha 2,5 MJI Ta 5 MIIL.

1 mipHa 10KKa Ha 2,5 MJI MIiCTUTh 5 MI' OKCelafuHy LUTpaTy.

1 mipHa m0XkKa Ha 5 M1 MicTuTh 10 Mr OKCenaguHy LUTPATy.

Hitam 3 Macom Tina Big 15 go 20 kr (BikoM Big 30 MicAIiB 10 6 pokiB) npu3HadyaTtu 1 JTOXKKYy Ha 2,5
MJI CUPOIIYy Yepe3 KOXKHi 4 TOIUHY 3a moTpebu. MakcuMarnbHa go3a - 3-4 MipHi 10XKKHU Ha 0o0y,
3aJIeXKHO Bifl MacCH Tija JUTUHU.

[liTsam 3 Macoro Tina Big 20 go 30 KT (BiK Bif 6 pokiB go 10 pokiB) mpu3HavyaTé 1 T0XKKY Ha 5 M

CUPOIIYy Yepe3 KOXKHi 4 roguHy 3a notpebu. MakcuMasnbHa f03a - 2-3 MipHi T10KKY Ha 00y, 3a71eKHO
Bil Macu Tina OUTHUHMU.

Hitam 3 macoro Tina Big 30 o 50 Kr (Bik Big 10 pokiB 1o 15 pokiB) npu3HadyaT 1 JT0XKKY Ha 5 M1

CHpPOIIy Yepe3 KOXKHi 4 roguHy 3a notpebu. MakcuMarnbHa fio3a - 3-5 MipHUX JI0XKOK Ha 00y,
3aJIe2KHO Bil MaCH Tijla OJUTHUHU.

[TopocnuM npu3HaydaT 1 JI0KKY Ha 5 MJI CUPOIy Yepe3 KOXKHi 4 rofuHu 3a moTpebu. MakcrMaibHa
mo3a - 5 MipHUX JI0KO0K Ha f00y.

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 npudamuocmi.
3 POKH.

[Ticna mepioro BigKpUTTSA ¢GIakoHa - 6 MiCSAIIiB.

YMoBu 30epiranHsi.

He moTpe0ye crerianbHuX yMOB 30epiraHHs.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

YnaxoBka.

[To 125 mn cuporny y dhnakoHi, mo 1 ¢pnakoHy 3 MipHOIO JT0XKKOI0 Y KapTOHHI# KOPOOIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHUK.

BO®VP ITICEH IHOYCTPI/ BEAUFOUR IPSEN INDUSTRIE.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicIsi IPOBaJKeHHsI Tis/IbHOCTI.



Pio ETe BipTton 28100 [IPHO, ®panuis/ Rue Ethe Virton 28100 DREUX, France.

3asiBHHUK.

ITICEH KOHCBIOMEP XEJICKEA AxuionepHe ToBapucTBo crpoiiesoro tumny / IPSEN CONSUMER
HEALTHCARE Simplified Joint Stock company.

MiCI.l;e3HaXOJ];}KEHHﬂ 3asiBHHKA Ta/a00 nmpeacCraBHHKaA 3adABHHKA.

65 Habepexua 2Kopx ['opc 92100 Bynons-bittaukyp, ®panuig / 65 Quai Georges Gorse 92100
Boulogne-Billancourt, France.



