TO HUONG DAN SU DUNG THUOC

Dung dich xit miii OTRERA 0,1%

Dung dich nho miii OTRERA 0,05%
DI XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST HOAC DUQC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN

THANH PHAN
Tén thube OTRERA 0,1% OTRERA 0,05%
Hoat chit Xylometazoline hydrochloride 10 mg | Xylometazoline hydrochloride 5 mg

T4 duge: Disodium  phosphate,  sodium | Disodium  phosphate,  sodium
Virada 10 ml | dihydrogen  phosphate, disodium | dihydrogen phosphate, disodium
edetate, sodium chloride, sorbitol | edetate, sodium chloride, sorbitol
70%, hypromellose, benzalkonium | 70%, hypromellose, benzalkonium
chloride, nude tinh khiét. chloride, nude tinh khiét,

Dang bao ché | Dung dich xit mii. Dung dich nhé miii.

Mé tia dang | Dung dich trong sudt, khong mau. Dung djch trong subt, khong mau.
bao ché

CHI PINH

- Nghet miii, sung hgyét miii do viém miii c¢Ap hodic man tinh, viém xoang, cam lanh, cam mao,
di tmg dudng hé hap trén.

- Ho tro¢ diéu tri sung huyét miii hong trong viém tai giira.

LIEU DUNG VA CACH DUNG
Liéu ding
Dung dich nhé miii OTRERA 0,05%
Tré em dudi 1 tudi: Khong nén dung san phim nay.
Tré em tir | dén 2 tudi: Dung theo su ké don cuia bac si.
Tré em tir 2‘tu5i E‘l’é'n 11 tuéi: Ding dudi sy gidm sét ctia ngudi 16n. Nho 1 -2 giot vao mdi }5
mii, 1 — 2 1an moi ngay (gitr khoang cach 8 — 10 gio gitta cac liéu), khong nén vuot qua 3 lan
nhd trong mot ngay.
Dung dich xjt miti OTRERA 0,1%
Chi dimg cho nguoi on va tré em tir 12 tudi tré 1én: Xit 1 lan vao m&i bén mii, 3 lan/ngay
(gitr khoang cach 8 — 10 gitr gifra cac liéu). Khong vugt qua 3 1an xit trong mét ngay vao moi
16 miii.

** Khong nén ding OTRERA lau hon 7 ngay vi khi dung dai ngay ¢6 thé dan dén viém mii do

dung thude.

Cach dung

Hudng din cdch sir dung chai dung dich nhé miii OTRERA 0,05%

1. Lam sach miii.

2. Nghiéng dAu ra phia sau thoai méi cang xa cang tbt hodic ndm trén giudmg, nghiéng du

qua mot bén.
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3. Nho cac giot thube vao mdi 16 miii va gitr d4u nghiéng ra sau trong mét thoi gian ngén dé
cac giot lan rong ra khap miii.

Néu mét giot thube trugt hodn toan ra khéi mili, nhé lai mot giot.

Néu bat ky phin ndo ciia mot giot thudc da vao trong miii, khéng nho lai mét giot nita.
Lip lai véi 16 mili kia.

Lam sach va lau khd ddu nhé giot trude khi ddy nép lai ngay sau khi dung.

Pé tranh 13y lan nhiém khuan c6 thé c¢6, mdi chai thudc chi dung cho mét ngudi.

Hwo’ng din cdch six dung chai dung dich xit miii OTRERA 0,1%

1. Lam sach miii.

% N oL B

2. Théo nép bao vé

3. Trude khi st dung 14n qéu, mdi bom bang cich xit vai 14n cho dén khi mét man swong min
thodt vao khong khi. Can thin khéng xit vao mat hodc miéng.

Giit chai thude & thé thing dimg véi ngén céi & dudi day va dng phun & gitra hai ngén tay.
Cubi nhe v& phia truée va dua dng phun vao 18 mii.

Xit va thd nhe nhang qua mii cing mdt luc.

Lap lai voi 16 miii kia.

Lam sach va lau khé éng phun truée khi ddy nip lai ngay sau khi dimg.

A T A

Dé tranh 1ay lan nhi®m khudn c6 thé ¢, mdi chai thube chi dung cho mdt ngudi.
CHONG CHI PINH
Qué mén véi xylometazoline hodic véi bét ki thanh phan nao cua thude.
Bénh nhan phiu thuét cit bd tuyén yén qua xwong budm hoac phiu thuat ngoai mang cing.
Bénh nhén ¢6 bénh tang nhin ap (glaucoma} géc hep.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Nhu véi cac thube cuong giao cam khac, xylometazollne nén duge str dung mét cach than
trong trén nhimg bénh nhén c6 biu hién qua nhay cam voi cdc hoat chit adrenergic, biéu hién
qua cac déu hidu mét ngu, chéng mit, run, rdi loan nhip tim hodc ting huyét ap.

Phai than trong khi diing xylometazoline trong cac trrdmg hop: Tang huyét &p, bénh tim mach,
cudmg tuyén gidp, bénh dai thio dudng, bénh u té bao ua crém, bénh phi dai tuyen tién liét.
Nhu cac thube co mach tai cbé khac, khong nén dong OTRERA hon ] tuan lién tuc vi sau mét
thdi gian dai sir dung, cé thé xuat hién sung huyét niém mac miii héi ing va/hodc viém miii
teo.

Vi 1y do vé sinh, khong sir dung chai thude qua 28 ngay sau khi mé nép lan dau tién.

Khéng sir dung qué Jidu lwong néu trong t& hudng dan st dung hoic theo chi dinh ctia béc sf.
Néu cam thay thuoc khéng da hiéu luc hodc nguge lai tic dung qua manh nén tham khao y
kién bac si hodc dugc si.

Canh bao ta dwge
Thanh phén thude ¢ chira benzalkonium chloride, c6 thé gdy kich tmg hodc phil bén trong
miii, dic biét khi dung thudc trong thoi gian dai.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit c6 thai
Do c6 thé gy téc dung co mach toan thén, nén than trong khong ding OTRERA trong thoi ky
mang thal.
Phu nir cho con bu
Khéng cé biang chirng vé bit ky tac dung khéng mong mudn nao dbi véi tré dang bu me. Tuy

nhién khong biét xylometazoline ¢6 bai tiét véo sita me hay khong, do do trong thoi ky cho
con bz nén than trong va chi nén sir dung OTRERA duéi sy hieéng dén ctia nhén vién y té.
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ANH HUONG CUA THUOGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
OTRERA khong anh hudng hode anh hudng khong dang ké 1én kha nang l4i xe, vén hanh mdy
moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude

Gibng nhy céc thude cudng giao cam khac, khong loal trir kha nang tac dung toan thin cua
xylometazoline dugc ting cudng khi sir dung déng thoi véi cae chat tre che MAO, thuoc chong
trdm cam ba vong, bon vong, dic biét trong trudng hop qua licu.

Twong ky

Do khéng c6 cac nghién ciru vé tinh tuong ky ctia thude, khdng trén 1An thude nay véi céc
thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc téc dung khong mong mudn sau day duge bao cdo voi cac tin sudt tirong img: Rt thuong
gdp (ADR 2 1/10), thuomg gdp (1/100 <ADR < 1/10), it gap (1/1.000 SADR < 1/100), hzem
gdp (1/10.000 < ADR < 1/1.000), rat hiém gdp (ADR < 1/10.000) va khéng biét (tdn sudt
khéng thé dwoc wée tinh tie dit lidu cé sin).

Hé thong co quan Tan suit Téc dung khéng mong mudn

Réi loan hé théng midn | Rdar hiém ggp | Phan tng qua man (phu mach, phat ban,
dich ngra).

Réi loan hé than kinh Thuong gip | Dau déu.

Ré6i loan mit Rdt hiém gdp | Suy giam thj luc thoang qua.

Réi loan tim mach Rdt hiém gdp | Nhip tim bit thudng va nhip tim ting.

Réi loan hé hiép, long | Thuong gdp Kho mii va cam giac kho chju & miii.

ngue va trung that

Roéi loan da day — ruft Thieong gdp Budn ndn.

Roi loan toan thén va tai | Thuong gdp Cam gi4c bong tai chd ding thude.

vi tri ding thude

THQNG BAONGAY CHO BAC STHOAC DUQC STNHUNG PHAN UNG CcO HAI GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi

Qua liéu

Khdng ¢6 hién tugng qua liéu nao dugc ghi nhan véi ngudi 16n.

Trong mot vai trwomg hop bi ngd doe ¢ tré em do v6 y, mot §é triéu chimg sau day duoc ghi
nhén; Mach dép nhanh va khong déu, ting huyét 4p va mdt s6 roi loan nhén thirc.

Céach xit tri: Khong c6 bién phap diéu tri dic hidu, cha yéu la diéu tri triéu chimg va hd trg
dudi sy theo d&i y khoa.

CAC PAC TINH DUQC LY

Duwge lwe hoe

Nhém duge Ij: Thube théng miii diing tai chd, cudong giao cam

Ma ATC: ROIAAO7

Xylometazoline thude nhém cuémg giao cam tic dung trén cc thu thé alpha-adrenergic & niém
mac mili. Khi dugc sir dung trong miii, nd lam co mach mau & mili, qua d6 lam giam phu né &
niém mac miii va ¢dc ving xung quanh hong. N6 cling lam giam cac triéu chung lién quan dén
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ting bai tiét chéE nhay va tao diéu kién thai cac dich tiét tic nghén. Piéu nay gitip cho viéc thé
qua mili duge dé dang trong cae trudng hop nghet mii.
Téc dung ciia xylometazoline bat du trong vong vai phut va kéo dai toi 10 gio.
Xylometazoléne dung nap tét, ngay ca ¢ lq)énh nhén c6 niém mac mii nhay cam, va khéng lam
anh hudng dén chirc ndng cia long chuyén & niém mac.
Cac nghién ciru in vitro da chi ra rang, xylometazoline lam giam hoat dong truyén nhiém cia
céc rhinovirus lién quan dén bénh cam lanh théng thuong & nguoi.
Dugc dong hoc
Dung dich xylometazoline hydrochloride dung qua duong miii déi khi c6 thé duge hip thu va
c6 tac dung toan thén.
QUY CACH DONG GOI
Hop 1 chai 10 ml, 15 ml.
BAO QUAN: Noi khé rdo, nhiét d6 khéng qua 30°C, tranh anh sang.
HAN DUNG
Chai thube khi chira mé nép: 36 thang ké tir ngdy san xuat.
Chai thuéc sau khi mo ndp: 28 ngay sau khi md nép.
TIEU CHUAN: TCCS.
San xuit tai nha may:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Puong S 9, KCN Hiép Phuée, Huyén Nha Bé, TP H3 Chi Minh

TP Ho Chi Minh, ngay 30 thang 10 nam 2020
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