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HUONG DAN SU DUNG
Thude xit miii

OXYRAY

Pé xa tim tay tré em
Poc k§ huéng din sir dung trwée khi ding

THANH PHAN:

- Thanh phin dugc chit: Oxymetazolin hydroclorid 0,05%

- Thanh phén t4 duge: Benzalkonium clorid, Natri hydroxyd, Natri dihydrophosphat.2H>0, Dinatri
edetat, Natri metabisulfit, Hypromellose E6, Propylen glycol, Menthol, Camphor, D-Bomeol,
Polysorbat 80, Nudc tinh khiét vira ¢ 10ml.

DANG BAO CHE: Dung dich xit mii.
Dung dich trong, khong mau, pH tur 4,0 — 6,5.

CHI PINH
Giam triéu chimg ngat miii do cam lanh thong thuong, viém mili di img

CACH DUNG, LIEU DUNG:
Lidu ding:
Nguoi lom, ngum cao tudi va tré em trén 12 tudi:
Xit vao moi bén miii 2 nhét xit, dung 1-2 lan/ngay. St dung tdi da 2 1an/ngay hodc sir dung trude
khi di ngi dé giam nghet miii sudt dém.
Khong dung cho tré em dudi 12 tudi.
Khéng sir dung thudc qué 7 ngay lién tuc.
Céch dung:
Thuée duoc xit vao niém mac miii. Thao nép bao vé, gn.r lo thudc theo phuorng thang dimg, xit thir
vao khong khi @ tao phun suong déng nhat. Huéng thiing vao bén miii can xit, xit durt khoat. Bit
mot bén miii, sau d6 xit vao bén miii con lai. Vira Xit vira hit vao, tién hanh timg bén mii.

CHONG CHI PINH
- Trudmg hop qua méan voi bét ky thanh phan nao cua thude.
- Bénh nhén u tay thugng thin
- Bénh nhén d3 phiu thut u tuyén yén qua duong xoang budm.
- Bénh nhan méi phau thudt miii hodc xoang mii.
- Bénh nhén st dung ddng thoi véi cac thude thong miii cudng giao cam khac.
- Bénh nhén bi viém da hodc niém mac mili hodc cd vay trong miii.
- Tré em dudi 12 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Néu cac triéu ching vin con hodc khdng cai thi¢n sau 7 ngay, nén di kham bac sJ.

- Khong sir dung thube qua 7 ngay lién tuc dé tranh tac dung nguqc va viém miii do thude

- Cén than trong khi sir dung thubc nay cho bénh nhan phi dai tuyén tién liét (vi c6 nguy co bi
tidu cép tinh) va ngudi cao tudi.

- Tham khao y kién béc sy trudc khi sir duug thubc nay trong cac truong hop sau:
+ I—Iuyet 4p cao, bénh tim mach bao gom dau thit nguc, déi thdo dudng, bénh cuong giap,
161 loan gan va than.




+ Bénh nhan dang ding thudc irc ché monoamine oxidase (MAOIs) hodc di dung MAOIs
trong 14 ngay qua.

+ Str dung than trong véi bénh tic nghén mach mau

+ Néu gap phai bét ky trudmg hop nao sau ddy, ngimg sir dung thudc: ao giac, bon chon, rdi
loan giac ngu.

- Tranh xa mét

- Pé xa tAm tay tré em.

- Thubc ndy c6 chira thanh phén chét bao quan Benzalkonium clorid c6 thé giy phi né niém
mac miii, diic biét khi ding thudc trong thoi gian dai. Néu nghi ngd gy ra tac dung khéng
mong mudn nay (nghet miii dai ddng), néu cé thé nén st dung san phim khong chira chét
bao quan néu cb the. Néu khong c6 sén céc sin phdm ding duong miii khong co chét bao
quan thi nén can nhic sir dung dang bio ché khac. Benzalkonium clorid ciing c6 the gay co
thit phé quan.

- Thubc niy cé chita Natri metabisulfit, do d6, trong mét s6 truong hop (hiém gip) co thé gay
céc phan img qua min nghiém trong va co thét phé quéan.

- Thubc ndy c6 chira 8mg Propylen glycol trong mbi ml dung dich xit mili twong duong v6i
80mg/10ml va 160mg/20ml.

SU' DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nit mang thai: Sy an toan ctia oxymetazolin d6i voi phu nit mang thai chua dugce biét 16. Nén
tranh st dung oxymetazoline hydrochlorlde trong thai ky trir khi thuce sy cén thiét. Chi nén sir dung
thudc khi c6 su chi din cia thay thudc.

Céc nghién citu trén dong vat khong cho thdy tac dung c6 hai tryc tiép hozic gidn tiép d6i voi qua
trinh mang thai, sy phat trién ctia phoi thai/thai nhi, qua trinh sinh n& ho#ic su phat trién sau sinh.
Khong nén vuot qué liéu khuyén céo vi qué lidu c6 thé 1am giam luu lwong mau qua nhau thai va
gidm sin xuét sira.

Phu nit cho con bii: Chua rd oxymetazolin hydroclorid ¢6 dugc bai tiét vao sita me hay khong. Can
thén trong trong thoi ky mang thai va cho con b vi oxymetazoline c6 thé dugc hip thu toan than.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC.
Thudc khong anh huong dén kha ning 1i xe va van hanh my méc.

TUONG TAC, TUONG KY CUA THUOC.

- Oxymetazoline hydrochloride khong nén dung cho bénh nhan diéu tri bing MAOIs va/hodc
RIMAs trong vong 14 ngay sau khi ngung diéu tri, bao gdbm ca Moclobemide va Rasagiline vi c6
nguy co tang huyét 4p néu nhimng loai thubc nay duge dung ddng thoi voi oxymetazoline

B Oxymetazohne hydrochloride dugc biét 12 twong tac voi thube chéng tram cim ba vong

- Cé thé dbi khang véi tac dung ctia Bethanidine, Debrisoquine va Guanethidine

- Khi ding thudc cudmng giao cam vdi thubc chéng parkinson nhu bromocriptine c6 thé gay
doc tinh trén tim.

- Vi oxymetazoline hydrochloride dugc hép thu qua niém mac nén cé thé xay ra tuong tac khi
dung ta1 chd. Nhitng twong tdc nay 1a tuong tac ciia cac thudc cudng giao cam néi chung va c6 thé
bao gdm su doi khang tac dung ha huyét 4p cta thude chdng ting huyét ap (bao gdm thuée chen
than kinh adrenerglc va thubc chen beta) tAng nguy co ting huyét 4p véi oxytocm thudc trc ché
thém #n va thude kich thich tim than giéng amphetannne va tdng nguy co mic bénh ergotism Vé’l
ergotamine va methyserglde Tang nguy co r6i loan nhip tim véi glycoside tim. Cin than trong néu
dung véi hormone tuyén gidp



TAC DUNG KHONG MONG MUON CUA THUOC.

Phan (g bét loi c6 thé gip phai trén céc co quan, duoc phan nhém theo tin suat: rat thudng
gip (ADR > 1/10), thutmg gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gip
(1/1.000 < ADR < 1/10.000 , rit hiém gip (ADR < 1/10.000), khéng x4c dinh (khong thé uc tinh
tir cac dit liéu co sén), duge trinh bay trong bang dudi day:

HE co' quan Tan suat Téc dung khéng mong muon

ROi loan hé mién dich | Khong x4c dinh | Phéan tng di ung

A A .
R4i loan chuyén héa

vil dinh deop Khong xé4c dinh | Chan an

Rét hiém gip Lo au

Lo lang, so hai, 1t 13n, trang thai boi rdi, mét g,

R4 loan tAm than . 0 lang . | ;
Khéng xéc dinh | bon chon, trang théi loan than, roi loan gidc ngu & tré

em
R&i loan hé thankinh | Khong xé4c dinh | Run ray, nhitc dau, chéng mat, tic dung an than
Hiém gip Kich tmg, khd, kho chju hodc do mit

R&i loan mét . m—
—— Khong xac dinh | Suy giam thi luc

Loan nhip tim, nhip tim nhanh, danh trong nguc;
Réi loan hé tim mach | Khong xac dinh | Co mach, ting huyét 4p, giam tuén hoan t6i céc chi
(tay chan lanh)

Hit hoi, kho mii, kho hong, kich tmg miii, ¢d hong,
Réi loan hd hip 16n a o khé thé, co thit phé quan (do thubc c6 chira

‘ PR Khong xac dinh . p., e ...( i ; W
nguc benzalkonium), viém miii do thudc, ngira hodc rat
miii, pht né miii, hong

Kho miéng, kich mg/viém trong miéng, budn nén,

Réi loan tiéu hoa Khong xac dinh o - .
ndn mira, sung moi, ludi

Réi loan trén da va mb o o . » )
j Khong x4c dinh | Viém da tiép x1c, phét ban, ngira

dudi da

Céc r6i loan chung va Céu git, dung nap thude véi tac dung giam dén, gidn
tinh trang ding thubc | Khong xac dinh | mach trong héi phuc tic ngh&n mach (hiéu img hdi
tai chd phuc), suy nhugc, dau dau

Cich xit tri ADR: Ngimg thudc néu c¢6 phan mg phu xay ra.
Théng bdo cho bdc st nhitng tdc dung khéng mong mudn gdp phai khi sir dung thuéc.

QUA LIEU VA CACH XU TR

Céc triéu chirng cla qua lidu trung binh hoiic ning c6 thé 1a gidn dong tir, budn nén, tim tai, sot, co
thét, nhip tim nhanh, réi loan nhip tim, ngimg tim, ting huyét 4p, phu phdi, khé the, rbi loan tam
thin. Ciing c6 thé rc ché céc chirc nang ctia hé than kinh trung wong nhu budn ngi, ha nhiét do co
thé, nhip tim cham, ha huyét dp giéng nhu séc, ngung thé va mét y thic. C6 thé sir dung thube tre
ché alpha khong chon loc nhu phentolamine dé 1am giam huyét 4p dang ting, C6 th cén phai dat
ndi khi quan va h6 hip nhan tao trong nhitng trudng hop nghiém trong.

Trong trudng hop vo ¥ ubng phai mirc dd trung binh hodc nghiém trong, nén sir dung than hoat tinh
(hdp thy) va natri sulphate (thudc nhuén trang) hodc c6 thé rira da day trong trudng hop sir dung mot
lwong lén.

Ngoai ra, diéu tri hd trg va diéu trj triu ching.

Thudc van mach duoc chdng chi dinh.




Néu str dung theo chi dan, qui lidu duogc coi la kho xay ra; tuy nhién, qua lidu hoic vé tinh uéng
phai c6 thé din dén e ché thin kinh trung wong véi viée gidm nhiét d6 co thé 13 rét va nhip tim
cham, d6 md héi, budn ngu va hon mé, dic biét & tré em. Tang huyét ap co thé duoc theo sau béi ha
huyét ap phuc hdi. Piéu tri céc tac dung phu 14 diéu tri triéu ching.

PAC TINH DUQC LU'C HQC

Nhém duwge ly: Thude 1am giam sung huyét. Thube co mach tai chd

Mai ATC: S01GA04

Co ché tic dung: Oxymetazoline 1a mot amin giao cam tic dung truc tiép. N6 hoat dong trén céc
thu thé alpha-adrenergic trong céc mach ciia niém mac miii gy co mach va thong miii

PAC TINH DUGC PONG HQC
Khi sir dung tai chd trén niém mac miii, oxymetazoline khai phét tic dung trong vong vai phut va
kéo dai 1én dén 12 gio.

QUY CACH PONG GOI:
Hop 01 lo 10ml.
Hop 01 lo 20ml

PIEU KIEN BAO QUAN
Noi kho réo, tranh 4nh sang, nhiét &6 khéng qua 30°C

HAN DUNG: 24 thang ké tir ngay san xuit. Chi sir dung trong vong 30 ngay ké tir ngdy m& nip
dau tién.

TIEU CHUAN: TCCS

TEN, PIA CHI CO SO SAN XUAT THUOC; \
CONG TY CO PHAN DUQC KHOA \2\
Tru s& chinh: S6 9 Nguyén Céng Trir, phuong Pham Binh H, quin Hai Ba Trung, Ha Noi | * ||_i

Dia diém san xuét: Nhi may Dugc phim DKPharma- chi nhénh Béc Ninh cong ty C6 phén Dugts )/
Khoa; N4
L6 II1-1.3, dudng D3, khu cdng nghiép Qué Vo 2, xd Ngoc X4, huyén Qué V4, tinh Bac Ninh

DT: 02439332607/ Fax: 024.39728753

Email: info@dkpharma.vn

Website: http://dkpharma.vn/
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