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Otrivin 

Tan thudc 
Thude xit mai cé phan ligu OTRIVIN 0,05% 

Cac dau hiéu lwu ¥ va khuyén cdo khi ding thudc 
Dé xa tam fay tré em, 
Bloc ki huréng dan sur dung trurée khi ding. 

Thanh phan céng thire thudc 
Thanh phan hoat chat 
Thude xit mai cé phan lidu Otrivin 0,05% chia 0,5 mg/m! 
xylometazoline hydrochloride. 
1 ln xit tir thuéc xit mai cd phan liéu tureng tng vai 0,035 mg 
xylometazoline hydrochboride, 

Thanh phan ta direc: Sodium dihydrogen phosphate 
dihydrate, disodium phosphate dodecahydrate, disodium 
edetate, benzalkonium chloride, sorbitol liquid, methyl hydroxyl 
propyl cellulose 4000, sodium chloride, nuréc tinh khiét. 

Dang bao ché 
Thuéc xit mui od phan lidu. 
M6 ta dang bao ché: Dung dich trong suot, khéng mii, khéng 
mau den hoi vang. 

Chi dinh 
Giam triéu ching nghet mii lién quan dén cam lanh thong 
thurémg, vid mii didng va tai phat (ké cd cam mao), viém 
woang. 

Cach ding va liéu ding 
Ngurdti kin va ngudyi lin tdi: Khang ap dung. 
Chéng chi dinh ding Otrivin 0,05% cho tré dui 6 tudi. 

Tré em tir 6 tudi dén 12 tudi (cho tat ca cdc chi dinh): 
1-2 [an xit vao mdi bén mii, 1 hode 2 lan mdi ngay, 
Khong nén dung Otrivin qua 5 ngay ma khdng cé tuwan cua 
bac si, Cha me hodc nguoi cham sc cla tré nén dén co st 
y té néu tinh trang cla tré xau di trong qua trinh diéu tri. 
Khong nén ding nhiéu hon 2 liéu trong vong 24 gid. 
Burdng ding: xit mili, 
Khdng ding qua liéu chi dinh, 
Khuyén cao nén ding lan cudi ngay trurdre khi di nai. 
Thude xit mii c6 phan liéu cho ligu chinh xe va. dam bao dung 
dich duoc phan bé tot trén bé mat cla niém mac mii, C6 the 
ngan nglra kha nding dling qua liéu do vo y. 
vai ln xit mai cé phan ligu Otrivin 0,05% phan b6.0,07 mil xit 
(0,035 mg xytometazoline hydrochloride). 
Trurére khi sir. dung lan dau, mdi bom bang cach khéi déng 
4 lan. Sau khi mdi bom, bom sé nap thudc binh thurdng trong 
sudt thé gian diéu tri hang ngay. Néu thudc khéng duoc phun 
ra trong sudt dot khéi déng, hode néu san pham chia ducrc 
sit dung lau hon 7 ngay, can moi bom lai bang cach khdi déng 
2 lan. 

Can than khéng xit vao mat. 
1. Lam sach mii. 
2. Gitr chai thude é thé thang dig véi ngén cai é dudi day va 

6ng phun ¢ gitra hai ngén tay. 
3. Cui nhe vé phia truéc va dua dng phun vao Id mii. 
4, Xit va tho nhe nhang qua moi cung mot lic. 
5. Lam sach va lau khd ong phun truce khi day nap lai ngay 

sau khi ding. 
Dé tranh lay lan nhiém khudn cd thé cd, chai thude chi nén 
ding bei mat ngudi. 

Chéng chi dinh 
* Qua man vii xylometazoline hode vd bat ky thanh phan ta 

durec nao cla thud. 
. na ddng thé vdi thude théng mii dang curéng giao 

m. 
Bénh tim mach ké ca ting huyét ap. 
Bénh dai thao dudng. 
Benh u té bao wa crom. 
Bénh curong giap. 
Bénh tang nhan ap (Glocom) gdc dong. 
Bénh nhan dang diing chat irc ché monoamine oxidase 
(chat ire ché MAO) hode da dimg digu tri voi chat ire ché 
MAO trong vong 14 ngay vira qua (xem phan Tureng tac). 

* Bénh nhan dang ding thuéc nhém Betablockers (xem phan 
Turorng tac). 

* Viém da vavhodc niém mac cia tién dinh mai. 
* Bénh nhan phau thuat cat bé tuyén yén qua xueng burdém 

hode phau thual ngoai mang cing. 
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* Khéng diing cho tré durdi 6 tudi. 
® Bénh nhan bi vier mui khd hoac viem mii te. 

Canh bao va than trong dac biét khi sir dung thudc 
Khang nén ding Otrivin 0,05% nhiéu hon 5 ngay lién 
tiép. Gidng nhur cae thudc khac cling nhdm hoat chat, 
xylometazoline nén dugc st dung mot each than trong trén 
bénh nhan qua nhay cam véi cac thude curtng giao cam, biéu 
hién qua cac triéu chimg mat ngd, chéng mat, run, r6i loan nhip 
tim hode tang huyét ap. 
Bénh phi dai tidn liét tuyén, 
- Khong ding qua lieu chi dinh, 
-  Khéng udng cing véi thudc tri ho va cam khde. 
- Khdng ding tiép tuc nhiéu hon 5 ngay lin tiép vi dung kéo 

dai hode qua mire cd thé gay xung huyét hdi ing va/hode 
teo niém mac mii, Néu triéu ching bénh con dai dang, hay 
dén gap bac si, 

- Néucon cia ban dang udng thude hode dang dure bac si 
cham séc, hay hdi y kién bac si truéc khi dling Otrivin. 

- Mbilo Otrivin chinén ding cho mét ngudi dé ngan chan 
finh trang nhiém tring chéo. 

- Vilydo vé sinh, khéng nén sir dung lo thudc lau hon 
28 ngay sau khi mé nap lan dau. 

- Métsé bénh nhan nhay cam dudng mii cd thé cam thay 
khé chiu khi no mii. 

- Tac dung phy khac nhu tao bén, budn ndn va dau dau rat 
him xay ra. 

- di khi tré em nhé tudi cd thé bi khé nod hay roi loan gic 
ngd khi ding Otrivin. Néu diéu nay xay ra thi nén ngung 
dung Otrivin. 

- (Gil thudc xa tim tay tré em. 
- Phunir od thai nén héiy kién bac si true khi dling Otrivin. 

Théng tin lién quan dén ta due 
Do Otrivin cd chira benzalkonium chloride nén ed thé 
ngtra, dac biét sr dung thudc trong thé gian dai cé the gay 
phu niam mac mui. 

hy ni mang thal va cho con bu 
Kha nang sinh san 
Khéng co dir liéu day dd vé anh hudng cla tazoline 
hydrochloride trén kha nang sinh san va khang cd nghién ciru 
trén dng vat. 
Théd ky mang thai 
Do ed thé cd tae dung co mach toan than nén khdng ding 
Otrivin trong thoi ky mang thai. 
Thai ky cho con bu 
Khong 06 bang chirng vé bat ky tac dung bat loi nao di vai tré 
dang bi sira me. Tuy nhién khong biét xylometazoline cé bai 
tiét vao sira me hay khang, do dé trong thi ky cho con bi nén 
than trong khi ding Otrivin va chi nén sir dung durdi sur hudng 
dan cla nhan vin y té. 

Anh huong cua thudc lén kha nang lai xe va van hanh 
may moc 7 
Otrivin khng anh huéng hoae anh huréng khdng dang ké dén 
kha nang lai xe va van hanh may moc. 

Teng tac véi cdc thudc khae va cac dang trong tac 
. khac 

Sir dung dong théi xylometazoline voi chat irc ché MAO hoae 
thude chéng tram cam 3. 4 vong od thé gay con tang huyét ap 
do cac chat nay anh hudng dén tim mach (xem phan Canh bao 
va than trong). 

Tac dung khéng mong muén cilia thuéc 
Phan ing bat loi duro liét ké dud day, phan loai bai hé théng 
co’ quan va tain suat, Tan suat durge dinh nghia nhw sau: rat 
phé bién (= 1/10), phé bin (2 1/100 dén <1/10), khdng phd bién 
(2 1/1.000 dén <1/100), hiém gp (= 1/10.000 dén <1/1.000), rat 
him (<1/ 10.000). 

Phan loai Phan rng bat Io Tan suat 

Adi loan hé thang Phan tng qua man Rat hiém 
mian dich (ph mach, phat ban, 

ngira) 

Réi loan hé than kinh | Bau dau Phd bién 

Réi loan mat Suy gidm thi lure Rat hiém 
ihoang qua 

Réiloantimmach | Nhiptimbatthuéng | Rat hiém 
Nhip tim tang Rat hiém 

Rdiloanhéhéhap, | Khé mii hoade Phé bién 
ong nguevatrung § | Cam giae khd chiu Pho bién 
th mii 

Noimng thé é&trénhd =| Rat hiém 
va tre so sinh 
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Réi loan da day-ruét | Budn nén Pho bién 

Réi loan toan thanva | Cam gidc béng taiché | Phé bién 
tai vitridiingthude © | ding thude 

Qua lieu 
Dau hiéu va triéu chirng 
Diing qua liéu hode tinh cf nudt phai xylometazoline 
hydrochloride cd thé gay chang mat nghiém trong, 46 md hdi, 
gidm nhiét 46 co thé nghiém trong, dau dau, nhip tim cham, 
tang huyét dp, suy hé hap, hn mé va co giat. Tang huyél ap 
cd thé xy ra sau Vs ha huyét ap. Tré nhd cd thé dé bi ngd déc 
hon so voi nguin lon, 
Bigu tri 
Nén tién hanh cae bién phap ho tre thich hop tran tat cd cac 
bénh nhan bi nghi ngér qua liéu va chi dinh diéu tri tridu chimg 
khan cap dudi sur giam sat y 8 khi duoc dam bao. Biéu nay sé 
bao gém theo déi bénh nhan trong vai gid 

BAC TINH DUOC HOC 
Due lure hoc 
Nhom diéu tri: thudc théng mai ding taichd, curéng giao cam. 
Ma ATC: ROA AQ? 
Co ché tac déng 
Otrivin thuéc nhém curéng giao cam tac dung trén cac thu thé 
alpha-adrenergic va duoc sir dung cho d mii. Nd lam 
comach mau & mii, qua dé lam gam phi né & niém mac mii 
va cde vung xung quanh hong. Dieu nay gilip cho bénh nhan 
bi cam/lanh cé thé thé qua duréng mili de dang hon. Tae dung 
cla Otrivin bat dau trong vong vai phit va kéo dai téi 10 gid 
Otrivin ndi chung la dung nap tot va khéng lam anh hudng dén 
chire naing cia bidu mé cd léng rung, 
Trong mot nghién cdru mii di, kiém eina bing dung dich 
mudi (Otrisal) & bénh nhan bi cam lanh théng thuréng, tac dung 
thang mdi cla Otrivin vot trai 16 rét(p < 0,0001) so vei dung 
dich nurée mudi Otrisal bang cach do khi 4p mii 1 gid sau khi 
dling thude 
Otrivin dung nap tt, ngay ca & bénh nhan cd niém mac mii 
nhay cam, va khdng lam anh hudng dén chire nang cla léng 
chuyén & niém mac. 
Cac nghién ctru in-vitro cho thay xylometazoline hydrochloride 
lam giam hoat déng truyén nhiem cia cac rhinoviruses lian 
quan dén bénh cam lanh thong thuémg. 
Otrivin cd d6 pH can bang nam trong pham vitim thay trong 
khoang mii. 

Otrivin chira thanh phan ta durere dé chiu gitip ngan ngtra kho 
va kich thich niém mac mii. 

nally i ” 
4 xylometazoline trong huyét trong sau khi sir d 

rng agian pan. iinet 
u 

Ding thude tai ché dan dén hap thu toan than rat it. Tuy nhién 
a thu toan than xylometazoline trong mii xay ra va cd thé 

ndén tac dung phu nhu tae dung gidng than kinh giao cam 
toan than ki vuret qua liéu khuyén cao (xem phan Canh bao 
va than trong}. 
Phan bé 
Khong co dir liéu tir cdc nghién ciru & ngudi. 
Chuyén hda 
Khéng cé dif liéu tir cae nghién cdru & qué. 
Thai trir 
Khdng cé dir liéu tir cde nghién cou & nguai. 

Hong gol 
Hop gom 1 lo chira 10 mi thudc xit mii ed phan lieu 0,05%. 

Khuyén cao 
Dung dich ding cho mii. 
Can can than, khéng xit vao mat. 

Bao quan 
Bao quan dudi 30°C. Tranh néng, 

Han dung 
36 thang ké tir ngay san xuat. 
Sau khi lo thude direc mé np lan dau tién, chi sir dung trong 
vong 28 gay. 

Tiéu chuan: Nha san xual 

Nha san xuat: 
Haleon CH SARL 
Route de |'Etraz 2, 1260 Nyon, Thuy Sy. 

Noi dung duoc cap nhat theo GDS v1.0 ban hanh ngay 
26/0N2017. 
Nhdn hiéu sé hiru béi howe cap phép cho Tap doan Haleon. 

HAL=SON 
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