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DPoc ky hueong dén sir dung tricée khi ding. Néu can thém théng tin xin héi § kién bdc sy

XYLOBALAN nasal drop 0,05%

0,5 mg/ml, dung dich nhé mili

THANH PHAN

Ducoe chit:

1 ml dung dich ¢é chra: 0,5 mg xylometazolin hydrochlorid
1 giot ¢6 chira: 0,025 mg xylometazelin hydrochlorid

Td duoc: dinatri phosphat dodecahydrat, natri dihydrogen phospl}at monochydrat, natri chlorid,
sorbitol, dinatri edetat, dung dich benzalkonium chlorid, nwrée tinh khiét

DANG BAO CHE

Thude nhd mili dang dung dich.

Chét 1ong trong subt, khdng mau hodc gan nhu khéng mau.

CHI PINH

Piéu tri ho trg:

* viém xoang cip hoc con cdp trong viém xoang man,

] viém mii di ang.

Xylobalan 0,05% dugc chi dinh sir dung cho tré em tu 6 dén 12 tudi.

LIEU LUQNG VA CACH DUNG

Nhé mii.

Lieu ding: 1

Tre em tir 6 dén 12 tudi: ) . . (
Nho 1-2 giot cho mdi bén miii mot lan, 1-2 1an moi ngay, modi lan cach nhau 8-10 ti€ng.
Khong durge sir dung qua 2 liéu cho méi bén miii mdt ngay.

Khéng nén sir dung Xylobalan 0,05% qua 3-5 ngiy lién tiép.

Vi li do vé sinh, m&i lo thube chi nén dung cho mét bénh nhén.

CHONG CHI PINH

o Man cam véi xylometazolin hydrochlorid hodc véi bat ky ta durge nao cta thube,

o Khéng ding cho bénh nhan sau khi phau thuat cit bd tuyén yén hojc phau thuit bde 16 mang
cung.

o Viém mili teo.

CAC CANH BAO DAC BIET VA THAN TRONG KHI SU DUNG
Xylobalan 0,05% dugc danh cho tré em trén 6 tudi. Khong duge sir dung cho tré nho hon.
D61 véi tré nho, ¢b thé xay ra kich dong hodc khé ngit. Néu ¢é cde triéu chimg ndy, cin ngimg thubc

ngay lap tie.
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Ciing nhu cac thude tic dung gidng thin kinh giao cam khdc, nén dac blet than trong khi sir dung
Xylobalan 0,05% cho nhimng bénh nhan tang nhay cam véi cac tac nhan gidng than kinh giao cam, biéu
hién bing mat nga, hoa mit, run, loan nhip tim va huyét 4p cao.

Khéng st&r dung thude cho nhiing bénh nhan viém miii man tinh hodc viém miii van mach do ho ¢6 xu
huéng dang thude nhidu hon 5 ngay. St dung thude dai hon thoi gian khuyén cdo cé thé giy ra gisn
mach ddi nguge va do do ca viém mii thi phat do thude (rhinitis medicamentosa). ). Nguyén nhén ciia
bénh 1y nay rat c6 kha ning la do (rc ché gidi phéng noradrenalin tix dau ddy than kinh bang cach kich
thich céc receptor a2 truée synap.

Thén trgng khi dung cho nhitng bénh nhén ting huyét ap déng mach, dau that nguc va cac réi loan tim
mach khéc, bénh nhan d4i thao dudng, glaucom gée hep, ting san tuyén tien liét hodic cudng giap.

Khéng sir dung qua liéu khuyén cao.

Khéng nén sir dung Xylobalan 0,05% trong thoi gian diéu tri bang cac tl}uf}c trc ¢hé monoamin
oxidase (MAQI) va thubce chong tram cam ba vong (Xem phan Twong tdc thuoc).

Do tharh phan benzalkonium chlorid, thude c6 thé gy kich thich niém mac miii.

TUONG TAC THUOC VA CAC TUONG TAC KHAC o ,
Di ¢ bao cdo v cic ca tuong tac gitta xylometazolin v&i cac thude chong tram cam ba vong va thude
e che monoamin oxidase (MAOI). Khéng duge st dung san pham trong qué trinh di€u trj bang cac
thudce nay.

Tréanh sir dung déng thoi xylometazolin voi céc thudc gidng thin kinh giao cam khac (vi du: ephedrin,
pseudoephedrin) do tac dung hiép déng.

TAC DONG LEN KHA NANG SINH SAN, SU DUNG TRONG THOI KY MANG THAI VA
CHO CON BU
Khéng ap dung.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Than trong vi thudc ¢6 téac dung phu dau dau, budn ngo, suy giam thi lue.

TAC DUNG KHONG MONG MUON
Céc tac dyng phu lién quan dén viée sir dung san pham:
(Rat hiém gdp: < 1/10.000)

R(fii loan hé mién dich
Rat hiém gip: phi mach, kho thé,

R{ii loan than kinh trung uvong
Rat hiem gép: dau dau, bubn ngt.

R{')i loan mét
Rét hiém gip: suy giam thi lue.

Réi loan tim
Rat hiém gap: trong ngue, tim ddp nhanh,

R(f)i loan mach
Rat hiém gip: huyét ap cao (dic biét & nhitng ngudi c6 rdi loan tim mach).
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Réi loan tiéu héa
Rat hiém gip: budn non.

Cic rdi loan thong thudng va tinh trang tai noi sir dung thudce
Rat hiém gip: suy nhugc, mét moi

Tai chd: céc tinh trang sau ¢ thé xay ra: kich thich niém mac miii, khé niém mac mii, cam gic bong
rat & miii va hong, hit hoi.

Str dung san pham dai hon thoi gian khuyén cao va/hoic liéu cao hon khuyén cdo c6 thé giy ra viém
miii thir phat do thudc (rhinitis medicamentosa).

Théng bao cho bac sy nhirng tac dung khong mong muén gap phai khi sir dung thuoc

QUA LIEU VA CACH XU TRI

Chura c6 truong hop qué lidu & nguoi 16m nao duge bao cao.

Qué liéu & tré em hiém khi xay ra.

Truong hop qua liéu hodc udng nham thude, ddc biét & tré em, co thé xdy ra céc triéu chirng sau: tim
dép nhanh va bit thuong, huyet 4p ting, nga ga, suy ho hip hoic tho bt thuong, suy giam y thirc.

O tré em c6 thé xay ra an than qua mic.

Khéng céd thude giai d6c dac hiéu. Nén diéu trj triéu chirng.

CAC PAC TiNH DUQC LY

Duge Iwre hoc

Nhom duge diéu tri: Thudc lam thong miii va cac ché pham tac dung tai chd danh cho miii khac; thude
giéng than kinh giao cam dang don chat.

Ma ATC: RO1A A07

Xylometazolin 12 mét amin gidng than kinh giao cam thuc nhém imidazol. Thudc tac dong truc tiép
trén cac receptor a-adrenergic.

Khi sir dung trén niém mac miii, Xylobalan 0,05% gdy ra co mach, giam phil né, giam sung huyét
niém mac miii-hdu va giam chat tiét.

Dugc dong hoc

Xylometazolm bét dau co tac dung trong vong 5-10 pht va tac dung kéo dai trong 10 tiéng.

Khi sir dung trén niém mac miii, Xylobalan 0,05% gay ra co mach tai chd. Thudc thudng khong hip
thu duge mot lugng c6 thé gy tac dung 1dm sang vao co thé va khong gay ra tic dung toan than.

HAN SU DUNG
36 thang ke tir ngay san xuét‘ ‘ .
Han sir dung sau khi mé lo lan dau 1a 6 tuan.

BAO QUAN

Bao quan ¢ nhiét do dudi 30°C, trong bao bi kin tranh anh sang.

Sau khi mé nip, lo thubc duoc bao quan trong bao bi gbc tranh anh sdng va & nhiét d6 dudi
30°C. Khéng dung thudc qua thoi han 6 tudn sau khi mé lo lan dau.

Dé xa tam tay tré em.

QUY CACH PONG GOI , )
Hop gidy bén trong ¢6 1 lo polyethylen kém ong nho giot duge dong nap vin cé vong niém phong,
chira 10 m] dung dich.
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Nha san xuit:
Warsaw Pharmaceutical Works Polfa S.A.
Dia chi: Karolkowa 22/24, 01-207 Warsaw, Ba Lan.

Ngay: 14.07.2015

Giam dbc cong ty ding ky
(Ho tén, ky tén, dong dau)
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