3ATBEPOXKEHO

Hakas MiHicTepcTBa OXOpPOHU
340poB’A YKpaiHu

Ne149 Big 29.01.2024
PeecTpauinHe noceigyeHHsA
UA/2437/02/01 302.10.2019

[aTa ocTaHHbOro OHOBAEHHSA IHCTPYKLUii: 17.02.2024

IHCTPYKLIA

AN Meon4HOro 3acToCyBaHHA Mlikapcbkoro 3acoby

MAKCENAONH® (PAXELADINE®)

Cknagp;:
foitova pe4vyoBUHa:

Oxeladin Citrate;

5 Mn1 cupony MicTUTb okcenaauHy uuTpart 10 mr;

LOMNOMIDKHI pe4YOBUNHMU:

PO3UMH LlYKPO3UM, apoMaTmnsaTop «kakao» (CyMill NPUPOAHUX i CUHTETUYHUX apoMaTu3aTopis, Boaa
ouunulieHa, eTaHon), kanito copbat, BoAga oumLleHa.

Jlikapcbka ¢opmMa

Cwupon.

OcHOBHiI ¢i3nKo-XiMiYHiI BAaCTUBOCTI:

nposopa Ta >KOBTyBaTa pigMHa 3 apoMaToM LLIoKoMaay Ta BULLHI.

dbapmakoTepaneBTMYHa rpyna

MpoTukalunboBi 3acobu, 3a BUHATKOM KOMbBiHOBaHMX Nikapcbkui 3acobiB, L0 MiCTATb
€KCMNeKTOpaHTH.



Kop ATC ROS5D BO0S9.

dapMakonoriyHi BNacTMBOCTI

dapmMakoagmnHaMika

MpoTukalwnboBui 3acib LeHTpanbHOI 4ii, HeoniaTHWUN, HeaHTUricTaMiHHUNA.

dapmMakokiHeTMKa

[aHi wopno papmMakoKiHETUKM OKCeNnagnHy oy>ke 0OMeXXeHi.

KniHiyHi xapakTepncTmkm

NokazaHHA.

CuMmntoMaTtnyHe I'IiKyBaHHFI YTPYAHEHOIO HEMNPOAYKTUBHOIO KaLu/to.

MpoTunoka3aHHsA.

MakcenagnH® NpoTUNOKa3aHWM y BUNaakKy aneprii Ha 6yab-aKnin 3 KOMMOHEHTIB LbOro MiKkapCcbKoro
3acoby.

BzaemMogia 3 iHLWMMK nikapcbKMM 3acobamm Ta iHLWI BUOM B3aEMOLiN.

HanABHi faHi He BKa3yroTb Ha K/TiHIYHO 3HaYYLLLi BUAM B3aeMOoail.

Ocob6nunBoOCTi 3aCTOCYBaHHH.

3acTepe>keHHs

- He cnip 3acTocoByBaTu flikapcbkuii 3acib ana nikyBaHHA NPOAYKTUMBHOMO KaLUJIHO, L0 MOXKe
YTPYAHUTW BiAXOOXXEHHA MOKPOTUHHS.

- He cnip noeaHyBaTth nikyBaHHA LM NPOTMKALLNbOBMM 3aC060M i3 3aCTOCYBaHHAM MYKOMITUUHUX i
BigxapKyBasibHMX 3acobiB.



- MNepepn 3acTocyBaHHAM MPOTUKALLIbOBOrO 3acoby HEOOXiAHO BU3HAUNTM ETIONOTi 0 KaLU/IH, AKNIA
notpebye BigNOBiIQHOroO NikyBaHHA.

- AKLL,0 NpKM 3aCTOCYBaHHI pEKOMEHA0BaHUX 403 NPOTUKALLNLOBOro 3acoby KaLlenb He
NPUNUHAETbLCA, He cnig 36inbLUyBaTh 403y, a HEOOXiAHO MOBTOPHO OLIHUTU KNiHIYHY KapTUHY.

OcobnmBocCTi 3acTOCyBaHHA

- HeobxigHo 6patu go yBarm BMicT uykpy 4,25 Mry gosi 5 mn ta 2,125 mry nosi 2,5 mn cupony B paasi
nepebyBaHHA Ha Oi€Ti 3 HA3bKMM BMIiCTOM LlyKpy abo 3axBOptoBaHHSA Ha giaber.

- BpaxoByrouu BigCyTHICTb aHMX Npo epEKTUBHICTb | 6e3neky ona giten BikoM go 30 micauis, He
peKoOMeHA0BaHO 3aCTOCOBYBaTW LLeM NikapCcbkui 3acib B Ui BiKOBIM rpyni.

- Nlikapcbkuni 3acib MicTUTb LyKpo3y. lNauieHTam 3 pigkicHMMKM cnagkoBmuMu npobnemamu
HenepeHoOCMMOCTi ppPYKTO3U, MMHOKO30-ranakTto3Hoi Manbabcopbuii abo caxapalo-izoManbTa3Hoi
HeLOCTaTHOCTI He cnif, BXXMBATU LEeN niikapcbknia 3acib.

- likapcbkuni 3acib MiCTUTb HE3HAYHY KiflbKiCTb eTaHoNy (ankoronto): 24 Mry gosi 5mnTta 12 Mry goasi
Ha 2,5 Mn cupony.

3acTocyBaHHA Yy Nepiog BariTHOCTi abo rogayBaHHA rpyantro.

BaritHicTb

HapinHi gaHi npo TepaToreHHiCTb y TBapWH BIACYTHI.

Ha cborogHi TepaTtoreHHUM Ym GeToTOKCUUHMI ePEKT KNIHIYHO He cnocTepiranu.

OpaHak gocnigXeHHA BNUBY OKCenaanHy LMTpaTy nig vyac BariTHOCTi HeA0CTaTHbO AN1A BUKIHOYEHHSA
6yab-AKOrO PU3KKY.

TaknM YUMHOM, He PEKOMEH0BAaHO 3aCTOCOBYBATU /likapCbKWI 3acib y nepion BariTHOCTI.

NakTtauia



BpaxoBytoun BiACYTHICTb AaHNX NPO NOTPan/IAHHA NikapcbkMin 3acoby B rpyaHe MOJIoKO, He
peKoMeH0BaHO 3aCTOCOBYBaTW NiKapCcbKMi 3acib y nepiod roayBaHHA rpyaato.

34aTHICTb BNAMBATM Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaAHCNOPTOM abo iHLWMMMK
MexaHizaMaMu.

He BnnmuBae.

Cnocib 3acTocyBaHHA Ta [03W.

Jlikapcbknin 3acib npuaHavaT 4opocnmM Ta Aitam BikoM Big 30 MicsuiB 3 Macoto Tina 6inblie 15 kr.

JlikyBaHHA Ma€e 6yTK KOPOTKOCTPOKOBUM (AeKinbka AHIB) ogpasy Mnicnsa BUHUKHEHHSA KaLUJto.

YnakoBKa MiCTUTb MipHY NOXXKY abo MipHUIM cTakaH Ha 2,5 mn 1a 5 mn.

1 go3aHa 2,5 Mn MicTuTb 5 Mr okcenaguHy umtpary.

1 no3a Ha 5 Mn MictuTb 10 Mr okcenaguHy uutpary.

Litam 3 macoto Tina Big 15 o 20 kr (Bikom Big 30 MicauiB oo 6 pokiB) npudHavat 1 403y Ha NPUNOM Ha
2,5 M1 cmpony Yepes KOXKHi 4 roanHu 3a notpebun. MakcmManbHa gosa - 3-4 pa3u Ha 000y, 3anexHo
Bio Macu Tina AUTUHN.

Litam 3 macoto Tina Big 20 o 30 kr (Bik Bia 6 pokie Ao 10 pokiB) Nnpu3HavaTt 1 403y Ha NPUINOM Ha 5 Mn
cupony Yepes KoXHi 4 rognHun 3a notpebu. MakcnmManbHa fo3sa - 2-3 pa3u Ha goby, 3anexxHo Big Macu
Tina QUTUHN.

Litam 3 macoto Tina Big 30 o 50 kr (Bik Big 10 pokiB A0 15 pokiB) npnsaHayaTth 1 03y Ha NPUNOM Ha 5
M/ cMpony Yepes KOXKHi 4 rognHun 3a notpebun. MakcnManbHa go3sa - 3-5 pasu Ha o6y, 3anexHo Big
Macwu Tina AUTUHMN.

LJopocnuMm npusHayaTtn 1 4o3y Ha NpUNoM Ha 5 M cmpony Yepes KoXKHi 4 rogmnHmn 3a notpebu.
MakcuManbHa gosa - 5 pasiB Ha goby.

Oitn.



He npunsHavaTtuh aitam Bikom go 30 Micauis (2,5 poky) Ta 3 Macoto Tina MeHwe 15 kr.

MepenosyBaHHA.

IHpopMaLia Npo yacToTy Nnepeno3yBaHHA 06Me>XKeHa; y MOBiAOMNIEHHAX NPO Nepeno3yBaHHA
CMMMNTOMM He HaBOAMNMUCA.

Mo6iuHi peakuii.

3pigka noBigomMnanm Npo peaku,ii rinepuyTnMBOCTi (KPONMB’AHKa, BUCUM, aHTIOHEBPOTUYHUI HabpAK).

MoBigoMneHHa Npo nigo3proBaHi NobiuHi peakuii

MoBigoMneHHa Npo NobiyHi peakuii nicnA peecTpauii nikapcbkoro 3acoby € Baxxnmeumu. Lie
3abe3nevye MOHITOPUHT CMiBBigHOLLIEHHA KOPUCTL/PU3NK 3aCTOCYBAHHA NTiKapCbKOro 3acoby.
MeaunuHnx npauiBHMKIB MPOCATb NOBIAOMAATK NPo Byab-AKi Nigo3proBaHi NobivHi peakuii yepes
HalioHanbHy cnctemMy papMakoHarnagy.

TepMiH NnpugaTHOCTI.3 pokun.

Micna nepworo BigkpuTTa dnakoHa - 6 Micauis.

YMoBwu 36epiraHHA.He noTpebye cneuianbHMX yMoB 36epiraHHsa. 36epiratm y HegocTynHoMy Ans giten
Micui.

Ynakoska.llo 100 mn abo 125 mn cupony y pnakoHi, no 1 ¢nakoHy 3 MipHO 10>kKKOr abo MipHUM
CTakaHOM Yy KapTOHHIM Kopobu,.

Kateropia signycky.bes peuenTa.

Bnpo6HuK.

BO®YP INMCEH IHAYCTPI/ BEAUFOUR IPSEN INDUSTRIE.

Micue3HaxompkeHHsa BUpobHMKa Ta Moro agpeca Micua NpoBaa>XeHHA AisnbHOCTI.



Pro ETe BipToH 28100 AIPbO, ®paHuia/ Rue Ethe Virton 28100 DREUX, France.

3aaBHUK.

IMCEH KOHCbKOMEP XEJ/ICKEA AKuioHepHe TOBapUCTBO CAPOLLEHOro Tmny /

IPSEN CONSUMER HEALTHCARE Simplified Joint Stock company

MicuesHaxooxxeHHs 3asBHMKaA Ta/abo NnpeacTaBHMKA 3aABHMKA.

65 HabepexxHa Xopxx Nopc 92100 bynoHb-binankyp, PpaHuis /

65 Quai Georges Gorse 92100 Boulogne-Billancourt, France



