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NHAN PHU

Snup STADA Spray 0.1%

Thube xit miii
Thanh phian: M3i lo 15 ml chira:
Xylometazoline hydrochloride ............ 15 mg
Dang bao ché: Dung dich xit mii
Pwong dung: Xit mii
Pong goéi: Hop 1 lo x 15 ml
Chi dinh, cich dung, chéng chi dinh va cdc thong tin khac:
Xem trong t& huéng dan sir dung thude kém theo
SPRE ;oo
S6 16 SX, NSX, HD: Xem "Lot No.", "Mfg date", "Exp date" trén
vo hop.
Tiéu chuan chat lwong: Tiéu chudn co so.
Bdo quan: Bao quan & nhiét do khong qua 30°C. Tranh am.
Co sé sin xuit:
Ursapharm Arzneimittel GmbH
Industriestrale 35. 66129 Saarbriicken, DPirc
Co sé chiu trich nhiém xuit xwéng 16:
STADA Arzneimittel AG
StadastralBe 2-18, 61118 Bad Vilbel. Pirc
DNNK: ...

DE XA TAM TAY TRE EM
PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG




Thuéc Xxit miii
t)e xa ram tay tré em

THANH PHAN CONG THU'C THUOC

M6t lo 15 ml chira: ’

Thanh phan hoat chdt: Xylometazoline hydrochloride .................covvveneen. 15 mg
Thémh phdn td diroc: Potassium dihydrogen phosphat, nudc bién, nudc pha tiém.

DANG BAO CHE
Dung dich xjt mii
M ta san pham thuoc: Dung dich trong sudt, khong mau.

CHI PINH ..
Giam triéu ching nghet miii, viém mii di img va tai phat (ké ca cam mao), viém xoang.

CACH DUNG, LIEU DUNG

Khong nén dung Snup STADA Spray 0.1% cho tré dudi 12 tudi.

Khéng nén diing qué 7 ngay lién tiép (xem phan Canh bdo va thén trong khi ding thudc).
Khong nén dung qua lidu khuycn cao, dic biét khi ding cho tré em va ngu‘cn 16m tudi.

Tudi Liéu dung Liéu toi da hang ngay
Nguoi 16n va tré em  Xijt 1 lan vao mdi bén mii, c6 the xit Khong qué 3 lan xit vao moi 13
trén 12 tudi dén 3 1an mdi ngay néu cén thiét. miii trong 1 ngay.

Khuyén c4o nén dung lan cu01 ngay trude khi di ngu

Thude xit miii ¢6 phan liéu cho liéu chinh xac va dam bao _dung dich dugc phan bd tét trén bé mit
clia niém mac miii. C6 thé ngan ngira kha nang ding qua lidu do vé y. Mbi lan xit ctia thude xit mii
Snup STADA Spray 0.1% (khoang 0,09 ml dung dich) ¢6 chira 0,09 mg xylometazoline
hydrochloride.

Trudce khi str dung ]an dau, hiy moi bom bang cach xit mot vai lan trong khong khi cho dén khi dat
dugc do phun suong &n dinh. Trong tit ci nhing lan sur dung tiép theo, bom da sin sang dé sir dung
v6i lan xit dau tién. Quy trinh phéi duoc lap lai néu san pham chua duoc str dung trong hon 3 ngay.

Cén than khong xit vao mét.

1. Lam sach miii.

2. Giir chai thudc & thé thing dimg v6i ngon cai & dudi ddy va dng phun & gitra hai ngén tay.
3. Cti nhe vé phia trudc va dua 6ng phun vao 16 miii.

4. Xit va tho nhe nhang qua miii cung mdt luc.

5. Lam sach va lau khé éng phun truée khi day nap lai ngay sau khi ding.

6. Dé tranh lay lan nhiém khuén c6 thé ¢, chai thudc chi nén dung boi mét ngudi.

CHONG CHI PINH

¢ Qua man vdi xylometazoline hodc véi bat ky thanh phan ta duge nao cua thudce.

Bénh nhan phau thuat cit bo tuyén yén qua xuong budm hoic phau thuat ngoai mang cimg.

Bénh tang nhan ap (Gl6cém) goéce hep.

Bénh nhéan bi viém miii kho hodc viém miii teo.

e Chdng chi dinh dung cho tré dudi 12 tubi.

e Bénh nhan bj u t& bao ua crém, bénh phi dai tuyén tién liét, bénh nhan dang diéu tri bang thudc
e ché monoamine oxidase (chdt tc ché MAO) hoac da diing chat irc ché MAO trong vong 2
tuan vira qua.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Khong nén dung Snup STADA Spray 0.1% nhiéu hon 7 ngay lién tiép. Str dung kéo dai hodc qui
mirc c6 thé giy xung huyét hoi tmg va/hodc teo niém mac miii.

Gidng nhu céc thude khic cung nhom hoat chat xylometazolme nén dugce s dung mot cach than
trong trén bénh nhan qua nhay cam vdi cac thude cudng giao cam, biéu hién qua céc triéu chimg mat
ngu, chong mat, run, roi loan nhip tim hoac tang huyet ap.

Nén thén trong ¢ nhiing bénh nhén bj tang huyét ap, bénh tim mach, cuomg giap, dai thao dudng
hodc dang dleu tri bang thudc chdng tram cam 3, 4 vong (xem phan Tuong tac cta thude).

Bénh nhén méc hoi chimg QT kéo dai duoc diéu tri bang xylometazoline cé thé tang nguy co rbi loan
nhip thét nghiém trong.

Gitr thude xa thm mét va tAm tay cua tré em.

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

Thoi ky mang thai

Dir ligu tir mdt sé lugng han ché céc truong hop mang thai ding thude trong ba thang dau cia thai ky
khong dii co s& dé dua ra két luan vé tac dung phu cua xylometazoline trén phu nif c6 thai hodc trén
strc khoe ctia thai nhi/tré so sinh. Cho dén nay, khong c6 dir liéu dich t& hoc thich hop nao khac. Céc
nghién ciru trén dong vét cho thdy déc tinh sinh san trén muc lidu d:cu tri. Chi nén dung Snup
STADA Spray 0.1% cho phu nit ¢é thai sau khi danh gié loi ich/nguy co can than. Vi ding qué liéu
c6 thé lam gidm cung cip mdu cho thai nhi, khéng dugc ding qué liéu khuyén cdo trong thoi k¥
mang thai.

Thoi ky cho con bii

Chua 5 xylometazoline ¢6 tiét vao sita me khong. Vi vay, trong thoi ky cho con bu, chi ding Snup
STADA Spray 0.1% sau khi danh gia lgi ich/nguy co can than. Dung thubc qua lidu ¢6 thé lam giam
tao sira, khong duge diing qué liéu khuyén cdo trong thai ky cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Snup STADA Spray 0.1% khéng anh huéng hodc anh huong khong dang ké dén kha nang lai xe va

van hanh may mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Sir dung dong thoi xylometazoline véi chit e ché MAO hodc thube chdng trdm cam 3, 4 vong ¢6
thé gay con tang huyét ap do céc chat nay anh huong dén tim mach (xem phf;'m Chéng chi dinh).
Twong ky ciia thude

Do khéng c6 cac nghién ciru vé tinh tuong ky cta thude, khéng tron lin thude nay véi cde thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tén suét ctia cac tic dung khéng mong mudn durgc xac dinh nhu sau: rat thuong gap (= 1/10); thuong
gip (= 1/100 dén < 1/10); it gap (> 1/1.000 dén < 1/100); hiém gap (> 1/10.000 dén < 1/1.000); rat
hiem gap (< 1/10.000); chua biét (khong thé udce tinh tir dir liéu san co).

Phén loai Phin trng bat loi Tan suat
R6i loan hé théng mién | Phan img qud man (phtt mach, phét ban, ngira) it gap
dich
Réi loan tam than Bdn chon, mat ngu, 4o gidc (chu yéu & tré em). Rat hiém gap
R&i loan hé than kinh Pau déu, co giat (dic biét & tré em). Rit hiém gip
R&i loan mat Suy giam thi luc thodng qua Rat hiém gip
Réi loan tim Dénh tréng nguc, nhip tim ting Hiém gip
Nhip tim bat thudng Rt hiém gap
Ri loan mach Tang huyét 4p Hiém gap
R6i loan hé ho hap, long | Cam gidc bong, kho chiu va khé niém mac miii, Thudng gap
nguc va trung that hit hoi.
Sung huyét trd lai do mat tac dung théng mili, it gap
chay mau cam.
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Ngtrng thd ¢ tré nho va tré so sinh Rét hiém gip
Rai loan da day-rudt Budn non Thuong gap
Roi loan toan than va tai | Cam gic bong tai chd dung thude Thuong gép
vi tri diing thude Mét moi (nghi ga, budn ngi). Rat hiém gip

Thong bio ngay cho bdc sy hoic duwgc sy nhing tic dung khéng mong muén gdp phdi khi sie
dung thuoc.

QUA LIEU VA CACH XU TRi

Qua liéu

Tinh trang ngo doc lam sang vai cac dan xuit imidazole c6 thé mo hd, bai vi céc giai doan kich thich
c6 thé xen k& véi céc giai doan (rc ché hé than kinh trung wong va hé tim mach.

Céc triéu chimg kich thich than kinh trung wong 14 lo 4u, kich dong, 4o gidc va co giat.

Céc triéu chimg tc ché than kinh trung uong la ha nhiét dg co thé, ngu lim, ngu ga va hén mé.

Céc tridu chimg sau ciing c6 thé xay ra: co dong i, g:an dong tir, v md héi, sbt, nhot nhat, xanh tim, 4 =
budn nén va ndn, nhip tim nhanh, nhip tim cham, roi loan nhip tim, ngtmg tim, danh tréng nguc, tang =
huyét ap, ha huyet ap gidng sdc, phi phm suy ho hdp va ngimg tho, rdi loan tim Iy.
Duing qué liéu gy anh huong 16n Ién thén kinh trung uong vdi dong kinh va hon mé, nhip tim cham &
ngimg thé cling nhu ting huyét dp dugce thay thé bang ha huyét 4p 1a dic biét thuong gip & tré em.
Céch xir tri

Diéu tri chdm séc ting cudng tai bénh vién trong trudng hop qua lidu nghiém trong. Bit diu ding
ngay than hoat (chat hap thy), natri sulfat (nhuan trang) hoic rira da day (sau khi dung luong 16n), do
xylometazoline c6 thé dugc hip thu nhanh. Dé ha huyét ap, c6 thé dung thudc chen alpha khong chon
loc. Chéng chi dinh dung thudc co mach. Diéu tri ha sét, chéng co giat va oxygen néu cin thiét.

QUY CACH PONG GOI: Hép 1 lo x 15 ml
PIEU KIEN BAO QUAN: Béo quan & nhiét d khong qua 30°C. Tréanh am.
HAN DUNG:

60 thang ké tur ngay sin Xuat.

Han dung sau khi ma nap: 12 thang.

TIEU CHUAN CHAT LUQNG: Tiéu chuin co s&
CO SO SAN XUAT

Co sé san xuat: Ursapharm Arzneimittel GmbH
IndustriestralBe 35, 66129 Saarbriicken, Pirc

Co s6 chiu triach nhiém xuét xwong 16: STADA Arzneimittel AG
StadastralBe 2-18, 61118 Bad Vilbel, Duc
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