MUCOME SPRAY

(Xylometazolin hydrochlorid 10 mg/ 10 ml)
Déxatdm tay tréem
Doc ky huéng dan sir dung trugc khi ding

Thanh phén:

Mai lo 10 ml chifa:

Thanh phdn hoat chdt: Xylometazolin hydrochlorid 10 mg

Thanh phdn td duoc: Benzalkonium chlorid, dibasic natri phosphat heptahydrat, dinatri edetat, natri chlorid,
monobasic natri phosphat monohydrat, sorbitol, methylhydroxypropylcellulose, nudc tinh khiét.

Dang bao ché: Dung dich khi dung

Ma ta: Dung dich trong, khong mau dung trong lo xit

pH:5,0dén7,5.

Chi dinh

Nghet mii do nhiéu nguyén nhan khac nhau

Trg gitip thai cac dich tiét khi bi ton thuong viing xoang

HG trg diéu tri sung huyét mdi hong trong viém tai gitta

Tao diéu kién ndi soi mi dé dang

Liéu duing va cach dung

Liéu diing

Chi diing cho ngu®i 16n va tré em 12 tudi hodc I6n hon: 1 lan xit vao méi bén mii, 3 1n/ngay (gitt khoang
céch 8-10 gid giiia cac liéu)

Khng vugt qué tdi da 3 lan xit/ngay vao mdi 16 mi.

Cdch ding:

- Lam sach miii.

- Thédo ndp bdo vé.

~Trudc khi st dung lan dau, méi bom bang cach xit vai 1an cho dén khi mgt man suong min thoét vao khong
khi. 0 céc 1an sau bom xit dinh liéu san sang d€ sit dung ngay. Can than khdng xit vao mét hodc miéng.

- Giif chai thudc & tu thé thang diing véi ngdn cai & dudi day va 6ng phun & gitia hai ngon tay.

- (i nhe vé phia trudc va dua dng phun vao 16 mi.

- Xit va thd nhe nhang qua mii cing mot lic

- Lap lai véi 16 mili kia.

- Lam sach va lau khd 6ng phun trudc khi day ndp lai ngay sau khi duing.

- D& tranh lay lan nhiém khudn cd thé c6, méi chai thudc chi nén dugc st dung cho 1 ngui.

- Khéng xit vao mét hoac miéng.

Xin tuan theo liéu lugng néu trong t& hudng dan st dung nay hodc do béc si ctia ban ké don. Néu ban cdm thdy
thudc khong di hiéu lyc hodc ngugc lai thudc tac dung qué manh, xin tham khdo ¥ kién bac st hodc dugc .
Chdng chi dinh

- Nhu cac thudc co mach khdc, Mucome spray khong nén dugc st dung ¢ bénh nhan phau thuét cat bd tuyén
yén qua xuong buém hodc phau thudt ngoai mang cting.

- Bénh nhan ¢ bénh tang nhén dp (Glocom) géc hep

- Bénh nhan bi viém miii khd hodc viém mdi teo

- Qua man vdi Xylometazolin hogc vdi bat ky thanh phén ta dugc nao ctia thudc

Canh bdo va than trong khi dung thuéc

Nhui véi céc thudc cudng giao cdm khac, Mucome spray nén dugc sit dung mdt cach than trong trén nhiing
bénh nhan ¢4 biéu hién qua nhay cdm véi cac hoat chét adrenergic, biéu hiéu qua cac ddu hiéu nhu mat ngd,
chong mat, run, r6i loan nhip tim hodc téng huyét ap.

Xin tham khao y kién bac s néu

- Nhitng téc dung nay rat gdy hai

- Chiing cdm lanh clia ban kéo dai hodc tré nén nang han hodc

- Xudt hién cac van dé khac

Phai than trong khi diing san phdm trong trudng hop:

-Tang huyét ap, bénh tim mach

- Cutng gidp trang hodc bénh ddi thao dutng, bénh u té bao ua crom

- Bénh phi dai tién liét tuyén

- Dang dung chat tic ché monoamine oxidase (chdt tic ché MAO) hodc da ding chét tic ché MAO trong vong
hai tuan

Néu dung thudc lién tuc trong thai gian hon 1 tuan, can ¢6 s tu van y t€ d€ gidm nguy co viém mdi do diing
thudc kéo dai.

Bénh nhan nhi:

Khong nén dung Mucome spray cho tré em dui 12 tugi

Xin thong béo cho béc si hodc dugtc si néu

-Ban gdp tinh trang y khoa khéc

-Ban bi di ting

- Ban da dung hodc dang diing cac thudc khac qua dudng udng va diing ngoai (ngay ca khi tu dung thudc)
Sit dung thudc cho phu ni ¢d thai va cho con bi

Phu nif 6 thai

Do ¢6 thé ¢6 tac dung co mach toan than, nén than trong khong dung Mucome spray trong thi ky mang thai
Phu nir cho con bi

Khdng ¢6 bang ching vé bét ky tac dung bét Igi nao ddi vdi tré dang b sia me. Tuy nhién khong biét
Xylometazolin ¢4 bai tiét vao siia me hay khong, do dd trong thdi ky cho con bi nén thén trong khi st dung
san pham va chi nén st dung dudi s huéng dan ca nhan vién y t&.

Kha nang sinh san

Khdng c6 dit liéu day du vé anh hudng ctia Xylometazolin trén kha néng sinh sén va khdng c6 nghién ctiu
trén dong vét. Hap thu toan than ctia Xylometazolin hydrochlorid la rét thép, do dd anh hudng trén kha nang
sinh san rét kho xdy ra.

Anh huéng ctia thudc 1én kha nang lai xe va van hanh may méc

Mucome spray khong gay anh hugng hodc anh huéng khang déng ké d&n kha nang Idi xe hodc van hanh
méy mac.

Tuang tac, tuong ky ciia thuéc

- Chét tic ché MAO: Xylometazolin ¢6 thé lam tang téc dung clia chat tic ché MAO va cd thé gay con tang
huyét ap

Khong dugc dung xylometazolin ¢ nhiing bénh nhan dang hodc da ding chét tic ché MAQ trong vong
hai tuan qua

- Thudc chdng trdm cdm 3,4 vong: khong dugc diing dong thai xylometazolin véi thudc chong trdm cam
ba hodc bon vong va céc thudc cuding giao cdm do co thé dan dén téng téc dung cudng giao cam clia
xylometazolin

Tac dung khéng mong muén ciia thudc

Bang tom tat cac phan ting ¢4 hai & nguai In dugc phan nhom theo tan sudt: Rdt thuong gdp (ADR= 1/10),
thutng gdp (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gcip (1/10000 < ADR < 1/1000)
va rdt hiém gdp (ADR < 1/10000) va tdn xudt khong xdc dinh (chua udc tinh dugc tir dit liéu cé s@n). Trong
mbi nhom tan sudt, cac tac dung khdng mong mudn dugc thé hién theo mdic d9 nghiém trong giam dan.

Hé co quan Tan suat Tac dung khéng mong
muén

Roi loan hé thong mién dich | R4t hiém gap Phén Gng qué man (phu
mach, phét ban, ngta)

Roi loan hé than kinh Thuong gap Dau dau

Réi loan mat Rét hiém gdp Suy gidm thi lyc thodng qua

Réi loan tim mach Rat hiém gdp Nhip tim bét thudng va nhip
tim tang

Roi loan hé ho hap, long nguc | Rat hiém gap Kho mdi hodc cdm gidc kho

va trung that chiu & mii

R6i loan da day- ruot Thuong gép Budn nén

RGi loan toan than va tai vi tri | Thutng gdp (am gidc bong tai chd ding
dung thudc thudc

Théng bdo cho bdc si nhitng tdc dung khéng mong muén gdp phdi khi sir dung thuéc
Qua liéu va cach xi tri
Dung qué liéu hodc tinh & nuét phai xylometazolin hydrochlorid c6 thé gdy chéng mét nghiém trong, d6
ma hoi, gidm nhiét do co thé nghiém trong, dau dau, nhip tim cham, tang huyét p, suy hd hap, hon mé va
<0 gidt. Tang huyét ap ¢ thé xay ra sau con ha huyét ap. Tré nhd cd thé dé bi ngd ddc han so véi ngudi Ion.
Nén tién hanh cac bién phap ho trg thich hgp trén tét cd cac bénh nhan bi nghi ngd qué liéu va chi dinh
diéu tri triéu ching khan cdp dudi sy giam sat y té khi dugc dam bao. Diéu nay sé bao gom theo ddi bénh
nhén trong vai gio. Trong trudng hop diing qué liéu nghiém trong gay ngimg tim, bién phép hi stic nén
duoc tiép tuc it nhét 1 gio.
Déc tinh dugc luc hoc
Ma ATC: RO1AA07
Nhom tac dung dugc Iy: nhém thudc cuting alpha giao cam, thudc théng mi dung tai chd
Xylometazolin thudc nhém cuting giao cam tac dung trén cac thy thé alpha-adrenergic & niém mac mii.
Khi dugc st dung trong mii, n lam co mach mau & mdi, qua d6 1am giam phdi né ¢ niém mac mdi va cac
viing xung quanh hong. N6 ciing lam gidm cc triéu ching lién quan dén tang bai tiét chdt nhdy va tao
diéu kién thai cic dich tiét tdc nghén. Diéu nay gidp cho viéc thé qua mii dugc dé dang trong cac trutng
hgp nghet mii.
Téc dung ctia xylometazolin bat dau trong vong hai phit va kéo dai t6i 12 gio.
Trong mot nghién ctu mu ddi, kiém soét béng dung dich mudi & bénh nhan bi cdm lanh théng thutng,
tac dung thong mdi ctia xylometazolin vugt trdi rd rét (p<0,0001) so véi dung dich nudc mudi bang cach
do khi ap miii. Khd nang gidm nghet miii ctia xylometazolin nhanh gdp 2 1dn so véi dung dich nuéc mudi
sau 5 phit diéu tri (p=0,047).
Xylometazolin dung nap tdt ngay ca ¢ bénh nhan cd niém mac mi nhay cam, va khong lam anh huéng dén
chifc néng ctia long chuyén & niém mac.
Cécnghién cttu in-vitro d chira rang, xylometazolin [am gidm hoat dong truyén nhiém ctia cac rhinoviruses
lién quan dén bénh cdm lanh thong thudng & ngudi.
Mucome spray chtfa thanh phan ta dugc gidp ngan ngtra kho niém mac mai.
Mucome spray cd d0 pH can bang ndm trong pham vi tim thdy trong khoang mi.
Pactinh dugc dong hoc
Nong do Xylometazolin trong huyét tuong sau khi stt dung trong mdi tai ch la rdt thap va gan gidi han
phat hién.
Quy cach dong géi: Hop 119 10 ml
Bao quan
Bdo quén trong bao bi kin, tranh anh sang, & nhiét do dudi 30°C.
Han ding
36 thang ké tir ngay sén xudt. Dung dich sau khi mé ndp sit dung trong vong 30 ngay
Tiéu chuan chat lugng: Tiéu chudn co's&

Nha sén xudt

cPCTHN

(Céng ty ¢6 phan Dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thutng Tin, thanh phd Ha Noi.
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Size 95 x 240 mm
Thay d6i nha in




