TO HUGNG DAN SU DUNG THUOC

Dung dich xit miii OTRERA 0,1%

Dung dich nhé miii OTRERA 0,05%
PE 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 DUGC ST
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN

THANH PHAN
Tén thude OTRERA 0,1% OTRERA 0,05%

Hoat chit Xylometazoline hydrochloride 10 mg | Xylometazoline hydrochloride 5 mg

Ta dwge: Disodium  phosphate,  sodium | Disodium  phosphate,  sodium
Vira di 10 m] | dihydrogen phosphate, disodium | dihydrogen phosphate, disodium
edetate, sodium chloride, sorbitol | edetate, sodium chloride, sorbitol
70%, hypromellose, benzalkonium | 70%, hypromellose, benzalkonium
chloride, nuéc tinh khiét. chloride, nuéc tinh khiét,

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

Mé i dang | Dung dich trong sudt, khong mau. Dung dich trong subt, khéng mau.
bao ché

CHI PINH

- Nghet miii, sung hlgyét miii do viém mii cép hodc man tinh, viém xoang, cam lanh, cam mao,
diyfmg dudng ho hép trén.

- Hé trg diéu tri sung huyét mili hong trong viém tai gitra.

LIEU DUNG VA CACH DUNG
Liéu diing
Dung dich nhé miii OTRERA 0,05%
Tré em duwdi 1 tudi: Khéng nén dung san phdm nay.
Tré em tir 1 dén 2 tudi: Ding theo sy ké don ctia béc si.
Tré em tir 2‘Iuémi Eié'n 11 tuéi: Ding dudi su gidm sat cua ngudi lén. Nho 1 -2 giot vao méi ‘15
mii, T — 2 lan moi ngay (gilr khoang cach 8 — 10 git giita cdc liéu), khong nén vugt qué 3 lan
nho trong mdt ngay.
Dung dich xit miti OTRERA 0,1%
Chi dimg cho ngudi 16n va tré em tie 12 tudi tré 1én: Xit 1 14n vao m&i bén miii, 3 lan]ngay
(gitr khoang céch 8 - 10 gidr giira cac lidu). Khong vuot qua 3 lan xit trong mot ngay vao moi
1o mfii.

 Khéng nén ding OTRERA lau hon 7 ngay vi khi ding dai ngay c6 thé dén dén viém mii do

ding thudc.

Cach dung

Huwéng din cich sit dung chai dung dich nhé miti OTRERA 0,05%

1. Lam sach miii.

2. Nghiéng ddu ra phia sau thoai mai cang xa cang tbt hofic nim trén giwdmg, nghidng déu

qua mot bén.

1/4

SN



https://nhathuocngocanh.com/

3. Nho cic giot thude vao mdi 16 mili va gitr ddu nghiéng ra sau trong mét thoi gian ngén dé
cac giot lan rong ra khap mii.

Néu mét giot thude trrot hoan toan ra khéi miii, nho lai mét giot.

Néu bét ky phan ndo ctia mét giot thude da vao trong miii, khéng nho lai mét giot nita,
Lip lai v&i 16 mii kia.

Lam sach va lau khé ddu nhé giot trude khi day nép lai ngay sau khi ding.

Dé tranh lay lan nhiém khuén c6 thé ¢, mdi chai thude chi ding cho mét ngudi.

Hmmg din cdch sir dung chai dung dich xit miii OTRERA 0,1%

1. Lam sach mii.

® N o oA

2. Théo nip bao vé
3. Trude khi sit dung 14n ddu, mdi bom bang cach xit vai 1an cho dén khi mét man suong min
thoat vao khéng khi. Can than khéng xit vao mat hodc miéng.

4. Giit chai thude & thé thing dung voi ngén cai & dudi day va dng phun & giita hai ngon tay.
5. Cubi nhe vé phia true va dua dng phun vao 16 miii.
6. Xit va thod nhe nhang qua miii cung mét lic.
7. Lip lai v6i 16 mii kia.
8. Lam sach va lau khd éng phun truodc khi déy nép lai ngay sau khi dung.
9. Dé tranh lay lan nhiém khuén c6 thé c6, mdi chai thude chi ding cho mét nguei.
CHONG CHI PINH
Quéa man vdi xylometazoline hodc véi bat ky thanh phan nao cia thuée. ///?gj
Bénh nhén phiu thuat cit bo tuyén yén qua xuwong buém hodc phéu thuit ngoai mang cimg. ? ;;0
Bénh nhan c¢6 bénh ting nhan ap (glaucoma) géc hep. (:{é
CANH BAO VA THAN TRONG KHI DUNG THUOC \ i
Nhu voi cac thude cuong giao cam khac, xylometazoline nén dugc su dung mot cach than 4 »
trong trén nhitng bénh nhén c6 biéu hién qua nhay cam véi cac hoat chat adrenergic, biéu hién NI

qua céc diu hiéu mit ngd, chéng mit, run, rbi loan nhip tim hoic tang huyét ap.
Phai than trong khi dung xylometazoline trong céc truong hop: Tang huyét ap, bénh tim mach,
cudng tuyén giap, bénh dai thao dudng, bénh u té€ bao wa crdm, bénh phi dai tuyén tién liét.
Nhu céc thube co mach tai CI}S khéc, khéng nén dl;mg OTRERA hon ‘1 tuén lién tuc vi sau mot
thoi gian dai sir dung, cé thé xuat hi¢n sung huyét niém mac miii hoi ing va/hoéc viém mii
teo.
Vi Iy do vé sinh, khéng sir dung chai thubc qué 28 ngay sau khi mé nép 1an dau tién.
Khong sir dung qua lidu lwrgng néu trong t& hurdng dén sir dung hoic theo chi dinh cta bac si.
Néu cam thay thuoc khong du hiéu luc hodc nguoce lai tic dung qua manh nén tham khao y
kién bdc si hodc dugc si.
Canh bao ta duge
Thanh phin thude ¢6 chira benzalkonium chloride, c6 thé gay kich tng hodic phii bén trong
miii, ddc biét khi dung thudc trong thoi gian dai.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai
Do c6 thé gy tac dung co mach toan than, nén than trong khéng ding OTRERA trong théi ky
mang thai.
Phu nir cho con b

Khéng c6 bang chiing vé bét ky tac dung khéng mong mubn ndo dbi véi tré dang bi me. Tuy
nhién khong biét xylometazoline ¢6 bai tiét vao sira me hay khong, do do trong thoi ky cho
con bu nén thén trong va chi nén sir dung OTRERA dudi sur hudng dan ctia nhan vién y té.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
OTRERA khéng anh huéng hoic anh hudng khong dang ké 16n kha nang lai xe, van hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tac thube
Gibng nhu cac thude cudmng giao cam khéc, khong loai trir kha ning tdc dyung toan than cla
xylometazoline dugc ting cudng khi sir dung dong thoi vdi cac chat irc ché MAO, thude chong
tram cam ba vong, bon vong, dic biét trong trudng hop qua liéu.

Twong ky
Do khoéng c6 cac nghién ciru vé tinh twong ky cta thude, khong tron 1an thube nay véi cac
thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC
Céc tac dung khong mong mudn sau ddy dugc bao cdo voi cac tAn sudt trong (mg: Rt thw&r:zg
gap (ADR > 1/10), thuong gdp (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém
gdp (1/10.000 < ADR < 1/1.000), rdt hiém gdp (ADR < 1/10.000) va khong biét (tdn sudt
khong thé dwegc wdc tinh tir dit liéu cé san).

Hé théng co quan Thn suét Téc dung khéng mong mudn

R6i loan hé théng mién | Rdt hiém gdp | Phan tmg qua mén (phi mach, phét ban,
djch ngua).

Roi loan h¢ thin kinh Thuong gdp Pau du.

R6i loan mit Rét hiém gdp | Suy giam thi luc thodng qua.
Réi loan tim mach Rdt hiém gap | Nhip tim bat thudng va nhip tim tang,
Roi loan hé hap, long | Thuong gap Khé miii va cam giéc khé chiu & miii,

ngwe va trung thét

Roi loan da day — rudt Thuong gap Budn nén.

Roi loan toan thén va tai | Thuong gdp Cam giac bong tai chd dung thude.
vi tri ding thube
THONG BAO NGAY CHO BAC STHOAC DUGC STNHUNG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC
QUA LIEU VA CACH XU TRi
Qua lidu
Khong c6 hién tuong qua lidu nao duogc ghi nhan voi ngudi 1on.
Trong mot vai trudng hop bi ngd doc ¢ tré em do vo y, mot §é tri¢u chimg sau ddy dugc ghi
nhdn: Mach ddp nhanh va khéng déu, ting huyét ap va mdt s6 rodi loan nhén thirc.
Ciéch xir tri: Khong c6 bién phap didu tri dac hiéu, chu yéu la didu tri triéu ching va hd tro
dudi sy theo ddi y khoa.
CAC PAC TINH DUGQC LY
Duge lue hoe
Nhém duwoe ly: Thube thong miii dung tai chd, cuong giao cam
Ma ATC: RO1AA07
Xylometazoline thugc nhém cudng giao cam tac dung trén cac thy thé alpha-adrenergic & niém
mac miii. Khi duge sir dung trong miii, n6 lam co mach mau & miii, qua d6 lam giam pht né ¢
niém mac miii va cac ving xung quanh hong. N6 cling 1am gidm céc tri€u chimg lién quan dén
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tang bai tiét chat nhay va tao dicu kién thai céc dich tiét tie nghén. Dicu nay gitip cho viée the
qua mili dugc de dang trong cic trudong hop nghet miii.
Téc dung cla xylometazoline bit dau trong vong vai phit va kéo dai t6i 10 gio.
Xylometazoline dung nap tot, ngay ca & bénh nhén c6 niém mac milii nhay cdm, va khong lam
anh hudng dén chirc nang ctia 16ng chuyén & niém mac.
Céc nghién clru in vitro da chira ring, xylometazoline lam giam hoat dong truyén nhiém ciia
céc rhinovirus lién quan dén bénh cam lanh thong thudng & nguoi.
Duge dong hoe
Dung dich xylometazoline hydrochloride ding qua duomg miii ddi khi c6 thé dugce hép thu va
¢0 tac dung toan than.

QUY CACH PONG GOI
Hop 1 chai 10 ml, 15 ml.

BAO QUAN: Noi khé réo, nhiét 6 khdéng qua 30°C, tréanh anh séng.
HAN DUNG

Chai thudc khi chua mé nﬁp: 36 thang ké tur ngay san XUAt.

Chai thudc sau khi mé nép: 28 ngay sau khi mo nép.
TIEU CHUAN: TCCS.

Séan xuft tai nha mdy:
CONG TY CO PHAN DUGC PHAM AN THIEN
L6 C16, Dudng S6 9, KCN Hiép Phuée, Huyén Nha Bé, TP H6 Chi Minh

TP _HG ChisMinh, ngay 30 thang 10 ndm 2020
AMPOC NHA MAY
‘ol

0 PHAN
DUYC PHAM
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