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TO' HUONG DAN SU DUNG THUOC

; a |
XIT MUI DINH LIEU |
|

BENITAXYLO

XYLOMETAZOLINE HYDROCHLORIDE | 1

DE XA TAM TAY TRE EM. BOC KY HWONG DAN S’ DUNG TRU'O'C KHI DUNG

THANH PHAN

Thanh phén dwoc chét: Mi lidu xit (0,14 ml) chira: Xylometazoline hydrochloride 140 pg (0,1% kl/tt)

Thanh phén t4 dwoc: Sodium dihydrogen phosphate dihydrate, disodium phosphate dodecahydrate, disodium edetate,
benzalkonium chloride, sorbitol, hydroxypropyl methylcellulose E4M, sodium chloride, polysorbate 80, tinh d&u bac ha,
eucalyptol, nwéc tinh khiét

DANG BAO CHE |
Dung djch xjt mi
Dung dich khéng mau dén vang nhat, c6 mui thom dic trung

CHI BINH
Giam cac triéu chirng nghet miii lién quan dén cdm lanh théng thuéng, cdm cum, viém xoang, viém mdi (do di (ing va khéng do |
dj (rng) va cdc dj (Png dwérng hd hap trén khac

LIEU DUNG, CACH DUNG

Lidu ding

* Nguoi ién va tré em trén 12 tudi: 1 1an xit vao mdi bén mdi, 2- 3 1An mbi ngay khi can thiét
Khéng vwot qua 3 Ian xit/ngay vao mdi bén mai
Khéng dung qué lidu quy dinh va khéng nén sir dung qua 7 ngay lién tiép

o Tré em tir 6 dén 12 tudi: 1 14n xit vao mdi bé&n mi, 2-3 1An mai ngay khi cin thiét
Khong vuet qua 3 1an xit/ngay vao mdi bén mii va khéng nén str dung qua 5 ngay lién tiép |
Tham khao ¥ kién ctia bac sT hodc dwgc si treée khi ste dung. Chi st dyng Benita Xylo khi cac bién phap diéu trj don gian |
khéng mang lai hiéu qua |

s Tré duoi 6 téi: Khong ding cho tré duwdi 6 tudi

+ Nguei I6n tudi, ngudi réi foan chic ndng gan than: Str dung twong ty véi lidu danh cho ngudi 16n

Cach ding

Chi dung xit mai. Thuéc xit phan liéu dam béo chinh xac lidu ding va dam bao thudc dwgc phan tan tét trén bé mat niém mac mi.

Khéng xit thudc vao mét hodc miéng

Trwéde khi ste dung 14n dau, mdi bom bang céch xjt vai 1an cho dén khi xuét hién I&p swong ddng nhat. O cac lan bom sau,

bom xit dinh liéu sé sdn sang dé st dung ngay. Néu bom khéng xit dugc, cdn méi lai bom twong tw nhw 1an dau sl dung.

Pé tranh lay nhiém chéo, chai thudc chi nén st dung bdi mot ngudi
1. Lam sach mai
2. M& ndp béo vé |
3. Gitr chai thuéc & thé thing ding véi ngén cai & dudi day va dinh dAu xit & gitka

hai ngén tay
4, Cti nhe v& phia trwéce va dwa dinh dau xit vao 16 mai. Xjt va hit thfr nhe nhang i e : |
qua mdi cung mét lic. Two'ng ty vao bén mai con lai ey pireaid L |

6. Lam sach va lau kho dAu xjt. Day nép lai sau khi dung ] s |

CHONG CHI B|NH

Ngui qua man véi Xylometazoline hodc bat ky thanh phan nao cla thubc

Ngu®i dang hodc da ubng thubc trc ché monoamine oxidase trong vong hai tudn gan day
Bénh nhan phau thuat cét bo tuyén yén hodc phiu thudt ngoadi mang cling

Tré em dudi 6 tudi

CANH BAO VA THAN TRONG KHI DUNG THUOC

Bénh nhan méc héi chirng QT dai duge didu tri bing xylometazoline cé thé ting nguy co réi loan nhip that nghiém trong

Mac du sw hap thu toan than cla cac thubc thudc nhém giao cdm imidazoline stv dyng tai chd nhw xylometazoline & miic tdi
théiéuA Tuy nhién van nén st dung thude than trong & nhikng bénh nhan méc bénh mach vanh, tdng huyét ap, cwdng gidp hoac
tieu dwdrng

Thuébc chi nén diing cho digu trj ngan han. Didu trj kéo dai cé thé gy ra phan (ng sung huyét niém mac mai. Tac dung hdi teng nay
dan dén nghet mii hay téc ngh&n mii khi tiép tuc sir dung hodic sau khi ngirng stv dung, két qua 1a bénh nhan s dung thudc 13p @i
18p lai hodc tham chi lién tuc

Tré em tir 6 dén 12 tudi: Tham khao y kién bac si/dwgc si trirére khi sir dung san phadm nay. Khéng diung chung véi thube ho hoac \
thudc cam lanh khac

Benzalkonium chloride trong thanh phan cla thudc cé thé gay kich (’ng hodc phi bén trong mii, d&c biét khi s dung trong
thoi gian dai
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SUP DUNG CHO PHY NI CO THAI VA PHU NI CHO CON BU

Phu nir ¢6 thai ;

Khong co dir lidu vé str dung thubc trén phu ni¥ cé thai, chi nén ding thuée néu loi ich vugt tréi so véi nguy co

Phy ni¥ cho con bu

Khong co dir liéu nghién civu réng xylometazoline hodc cac chat chuyén hoa co bai tiét qua sira me hay khong. Vi vay, khong nén
sir dung thudc déi véi phu ni cho con b triy khi lgi ich ctia vige didu tri d6i véi ngudi me vugt trdi so véi nguy co co thé xay ra abi
véi tré dang ba me

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bang chirng vé& anh hudng cia thude 1&n kha nang Iai xe, van hanh may méc

TUONG TAC, TUONG KY

Twong tac

Sw hép thu toan than cla xylometazoline sau khi diing dwéng mai la rat thép, vi vay tuong tac véi cac thube ding qua dudng khac
dwgc coi 1a khéng co kha ndng xay ra

Khang cé cac nghién clru trong tac thude dwoc thire hién

Twong ky,

Do khéng cé cac nghién ciru vé tinh twong ky clia thube, khdng 1rén 1an thude nay véi cac thude khac

TAC DUNG KHONG MONG MUON

Cac tac dung khoéng mong muén dugc xac dinh trong cac thir nghiém 1am sang hodc dir liéu sau ban hang cla xylometazoline
duwoc quy wée nhw sau: Rét thuong gép (ADR 2 1/10), thudng gép (1100 s ADR < 1/10), it gdp (1/1000 s ADR < 1/100), hiém
g3p (1/10000 s ADR < 1/1000), rét hiém gép (< 1/10.000) va khéng dugc biét dén (khong thé danh gia dwa trén dir liéu hign co)

Hé co quan Tan sudt Tac dung khéng mong muén

Réi loan hé thén kinh Khoéng duoc biét dén Cam giac bdng rat niém mac mi

Kho chju & mai, khé mai, ngtka mai,

Réi loan hd hép, 1dng nguc |
dau mi, hat hoi

va trung that

Réi loan chung va cac tinh
trang tai vj tri s dung

Khéng duoc biét dén

Khong dugc bidt dén Hién twongftinh trang héi ing

Théng bdo cho béc si hodc dwgce sinhing phédn tng c6 hai gdp phai khi str dung thuéc

QUA LIEU VA XU TRI

DA4u higu va trigu chirng qué liéu

Tac dung toan than khong xay ra khi st dung dwéng miii do thudc co mach tai ché gay trc ché hap thu. Néu sw hdp thu toan than
xay ra, xylometazoline tac dung nhw mét chét chii van alpha-adrenergic co thé gay ra tac dung tuong tw clonidine nhu tang huyét
ap trong thevi gian ngén, sau d6 ha huyét ap kéo dai hon va an than

Xtr tri khi qué lidu

XU tri chi yéu la diéu trj tridu ching

PAC TiNH DUQ'C LUC HOC

Nhém didu trj: Thude théng mai ding tai chd, cwéng giao cam

Ma ATC: RO1AAQ7

Co ché tac dung 4

Xylometazoline Ia mét amin kich thich than kinh giao cdm thugc nhém imidazoline. Xylometazoline ¢6 tac dung tryc tiép Ién thy
thé alpha-adrenergic & niém mac mdi, nhwng khéng tac dung trén cac thu thé B, gay co mach nén giam luu lugng mau qua mdi
va giam sung huyét. Khi dwgc st dung tai chd nhu mdt thude théng mii xylometazoline cé tac dung nhanh va kéo dai. Tac dung
b&t dAu trong vai phut va thang mdi kéo dai dén 12 gier s

DAC TINH DUQ'C PONG HQC

Sw hap thu thube vao niém mac mi la nhanh chéng

Co rAt it théng tin lién quan dén sy hap thu, phan bd, chuyén hoa va thai trir xylometazoline & ngu i
Chura c6 cac nghién ctru cy thd vé thude déi véi bénh nhan suy gan-than, ngudi cao tudi

QUY CACH BONG GOLI: Hop 1 lp 50 lidu

BAO QUAN: Noi khd, dwéi 30 °C, tranh anh sang true tiép

HAN SU DUNG: 36 thang k& tir ngay san xuét

TIEU CHUAN: Tiéu chudn co s&

San xuét béi @ MERAP o0

CONG TY CO PHAN TAP DOAN MERAP
Tan Tién, Van Giang, Hung Yén, Viét Nam




