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Nalysa 0.1 spray

Xylometazolin hydroclorid 0,1% (kl/tt)
Dé xa tam tay tré em
Poc kj hudng dan st dung truée khi dimg
1. Thanh phiin cbng thirc thube
Mai lo chifra:
Thénh phdn hoat chit:
Xylometazolin hydroclorid: 0,1% (kl/tt)
MJdi nhét xit chira 0,14 ml dung dich (twong tmg véi 0,14 mg xylometazolin hydroclorid)
Thanh phdén td dreoc: Dexpanthenol, natri dihydrogen phosphat dihydrat, natri phosphat dibasic
dihydrat, dinatri edetat hypromellose, benzalkonium clorid, nuéc tinh khiét.
2. Dang bao ché
Dung dich xit miii.
Dung dich trong sudt, khong mau dén vang nhat.
pH: 5,0-7,5
3. Chi djnh
Giam triéu chfmg nghet miii, viém mai di img va tai phat (k& ca cam mao), viém xoang.
4. Cach dung, liéu ding
Khong nén dung cho tré dudi 12 tudi.
Ngudi 16n va tré trén 12 tubi: Xit 1 ldn vao mdi bén miii, ¢6 thé xit dén 3 lAn/ngay néu cin thiét.
Khong xit qua 3 lanfngay vao mdi bén mili.
Khuyen céo nén dung 1an cudi ngay trude khi di ngu.
M&di nhat xit chira 0,14 ml dung dich (twong Lrng véi 0,14 mg xylometazolin hydroclorid)
Khong nén dung qua 7 ngéy lién tiép (xem phan Canh bao va thdn trong khi dung thuoc)
Khong nén dung qué lidu khuyén céo, dic biét khi ding cho tré em va ngudi 16m tudi,
Cach str dung lo xit:
Can thin khong xit vao mit.

Khi sir dung lan dAu, cAn xit ra ngoai khdng khi dé nap dich dén khi dat dugc dang xit dong nhat.
Téc dung nay kéo dai 24 gio. Néu sau 24 gid méi ding licu tiép theo, dich phai dugc nap lai, xit
1 nhat ra ngoai khong khi trude khi xit vao miii.

+ Vé sinh miii thét sach (xi mi) trudc khi sir dung.

+ M ndp bao vé.

+ Giit lo thudc & thé thing dmg.

+ Diu hoi cti vé phia trude, dat ddu xit vao miii, bAm nhanh manh vao nit bém, hit vao nhe
nhang ciing hic véi déng tée xit. Xit theo liéu chi dinh.

+ Lam sach va lau khé dAu xit. Pdy ndp ngay sau khi ding.

Pé trénh lay nhim chéo, mdi lo thu6c chi nén sir dung cho mot ngudi.

5. Chong chi dinh

- Qua mén véi xylometazolin hodic véi bt ky thanh phén té duge ndo cua thube.

- Bénh nhén phiu thuit cit bo tuyén yén qua xwong budm hofic phau thuit ngoai mang cimg.

- Bénh nhén ¢6 bénh ting nhin dp (Glaucoma) goc dong.

- Bénh nhén bj viém miii kho hodc viém mii teo.
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- Tré dudi 12 tudi.

6. Céinh bdo va thén trong khi ding thude

Than trong khi dung Nalysa 0.1 spray trén céc b¢nh nhan:

- Bi huyét 4p cao, bénh tim mach. Bénh nhén mﬁc héi chimg QT kéo dai duge diéu tri bang
xylometazolm c6 nguy co méc chimg loan nhip thit nghiém trong cao hon;

- Cuong giap hodc bénh dai thdo duomg;

- U tuy thugng thén;

- Phi dai tuyén tlcn liét;

- Pang duge diéu tri bing thuoc tre ché monoamine oxidase (MAO) hodc di dung thude trc ché
MAO trong vong 14 ngay gén day;

- Pang dugc diéu tri bing thube chéng trAm cam ba vong v bén vong (Xem muc Tuong tac,
twong ky, thude);

- Bj phan tmg qué nhay cam véi cac thube cudng giao cam, biéu hién qua céc tridu chimg mét
ngu, chong mit,

Céc trudong hcp hlem gip vé hoi chimg bénh ndo sau co h01 phuc (PRES);’héI chimg co lhé.t
mach néo c6 hoi phuc (RCVS) da duge béo cdo lién quan dén thude cuomg giao cam, bao gbm
xylometazo!m Céc trigu chimg dugc béo céo bao gdm dau diu dir doi dot ngdt, budn nén, ndn
va r0i loan thi glac Trong hau hét céc trudmg hop. tinh trang bénh s& cai thién hodc thim chi
bién mét sau vai ngéy didu tri thich hgp. Néu xuit hi¢n cac déu hiéu/triéu chimg cua
PRES/RCVS, hdy ngimg st dung thude va tim kiém loi khuyen y té ngay lap tic.

Gidng nhur céc thube co mach tai chd khéc, khéng chi dinh dleu trj bang Nalysa 0.1 spray qua 7
ngay lién tiép. Trén thue te ¢6 thé xay ra viem miii do thubc kém theo tinh trang teo niém mac
mili, cdc triGu chimg rét gmng véi cam lanh.,

Khong dung qua liéu khuyén cdo, dc biét & tré em va bénh nhén l6n tudi,

Té duge

Thube nay c6 chira benzalkonium clorid. Benzalkonium clorid c6 thé gy kich @mg hodc phu bén
trong mui, dac biét khi dung thude trong thoi gian dai.

7. Sir dung thude cho phu nir ¢6 thai va cho con bu

Stz dung thuée cho phu nit ¢6 thai:

Do ¢6 thé ¢6 téc dung co mach toan than nén khong ding xylometazolin trong thoi ky mang thai.
Stz dung thudc cho phy nit cho con bii:

Khong c6 bing chimg vé bt ky tac dung bét lgi ndo dbi voi tré dang bu sita me. Tuy nhién, chua
3 xylometazolin c6 bai tiét vao sita me hay khéng, do d6 nén than trong khi st dung
xylometazolin trong thoi ky cho con b va chi nén str dung dudi sy huéng dan cua nhén vién y
te.

8. Anh hwong ciia thude 1én kha ning ldi xe, vin hinh miy méc

Xylometazolin khéng anh huéng hojc anh huong khong déng ké dén kha niing lai xe va vén
hanh may moc.

9, Twong téc, twrong ky, ciia thude

Twong tdc:

Thubc (e ché MAO: xylometazolin ¢6 thé 1am tang tic dung cta thude (e ché MAO va co thé
gdy tang huyét 4p. Khong duge ding xylometazolin & nhitng bénh nhén dang dugc diéu tri hodc
da ding thude irc ché MAO trong vong 14 ngay gin ddy.
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Thubc chéng trdm cam ba vong va bén vong: St dung ddng thoi thude chong trdm cam ba hodc
bdn vong véi thude cudng giao cam c6 thé lam tang tic dung cudmg giao cam cua xylometazolin.
Do d6 khong khuyén cdo sir dung déng thoi.

Tuwong ky:

Do khong ¢6 céc nghién ctru vé tinh tuong ky cia thude, khéng trén Ian thude niy véi céc thube
khac.

10. Tdc dung khong mong muun ciia thube

C4c tdc dung khéng mong mudn duéi diy dwoc phan loai theo hé co quan va tin suat. Tan suat
duge quy udc nhu sau: Rét thuong gap (= 1/10), Thudmg gip (= 1/100 dén <1/10), ft gap
(>1/1.000 dén <1/100), Hiém gip (>1/10.000 dén <1/1.000), Rét hiém gip (<1/10.000). Trong
m3i nhém tin sudt, céc tic dung khong mong muén duge trinh bay theo thir t gidm dén mirc d9
nghiém trong.

Hé co quan T#n sudt - Phin @ng
Roi loan hé mién dich Rat hiém gdp: Phan tmg qui man (pht mach, phat ban,
nglia)
Rdi loan hé than kinh Thuong gap: Pau dau
Réi loan thi gidc Rat hiém gdp: Suy giam thj Iyc thodng qua
Réi loan tim mach Rat hiém gap: Nhip tim bat thuwong, nhip tim ting, ting

huyét 4p, loan nhip tim.

R6i loan hé ho hép, 1ong nguc | Thuong gdp: Khd mili, cam gidc khé chiu & mili, cdm gide
va trung thét néng rat, viém mui do thude.
Rét hiém gap: Ngimg thé & tré nho va tré so sinh

R6i loan tiéu hod Thirong gdp: Budn nén

R&i loan toan than va tai chd | Thurong gdp: Cam gidc bong rét tai chd ding thude
dung thude
Théng bdo cho bdc sT hodc dwoc sT khi gdp cac tac dung khéng mong muon nhue trén khi sir dung
thube hode bdo cdo cdc phan wng co hai cua thubc vé Trung tam Thong tin thuéc va Theo dbi
phan iing ¢6 hai ciia thuée (ADR) Quéc gia.

11. Qua liéu va cdch xir tri

Ding qué liéu tai chd hoac vd tinh nudt phai xylometazolin ¢6 thé gly ra cac téc dung Grc ché
thén kinh gnao cam, bao gbdm trc ché than kinh trung wong (nhu budn ngu, hon mé), ting huyét ap
hoac ha huyét ap, ciing nhu nhlp tim nhanh hodc cham. Céc tri¢u chlmg vé dudng tiéu hoa nhu
budn ndén va nbén ciing c6 thé xay ra. Cac triéu chu'ng khéc bao gom xanh xao, dd md hoi qua
nhiéu, ha than nhiét, co dong tir, suy ho hap, mat diéu hoa va kich dong.

Khdng c6 triéu chimg ngluem trong nao duoc quan sat thay sau khi vo tinh tiép xtic. Tuy nhién,

& mot tré so sinh (2 tudn tudi), viée nhé 1 giot dung dich 0,1% vao mdi bén miii da din dén hon
meé.

O tré nho, licu dung lén t6i 0,5 mg/kg trong. lugng co thé khong gly ra bat ky triéu chimg 14m
sing d4ng k& ndo. Do thiéu dir hf;u khong thé loai trir cAc triéu chimg nghiém trong sau khi dung
qué 0,5 mg/kg trong lugng co thé. Trong nhimg truomg hop nhu vy, sau khi tham khao y kién
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cta béc si 1dm sang ¢6 kinh nghiém hodc trung tdm thong tin vé doc chét hoc, can phai c6 su
gidm st y té va udng médt lidu than hoat tinh. Khéng ¢6 thude giai doc ddc higu. Xir tri biang céch
diéu trj triéu chimg; nhip tim chim c6 thé dwoc diéu tri bing atropin.
12. Pic tinh dwge hre hoe
Nhém duge 1y: Thude thong mili ding tai chd, cudng giao cam
Ma ATC: RO1AA07
Xylometazolin 13 thudc cudng giao cam tac dong lén thy thé alpha-adrenergic & niém mac mii.
Thude 1am co mach méu & miii, qua d6 lam giam phii né & niém mac mili va cdc ving xung
quanh hong, gitip bénh nhén thd qua miii dé dang hon.
Nalysa 0.1 spray con chira td duge (hypromellose) gitip ngan ngira tinh trang niém mac mili bj
khaé.
Tac dung cia xylometazolin xuét hién trong vong vai phit va kéo dai t6i 10 gid.
Xylometazolin dung nap t6t va khong anh huéng dén chirc ning ctia biéu mé 6 1ong rung.
13. Péc tinh dwrge dong hoc
Hip thu
Ndng do xylometazolin trong huyét twong sau khi xit mili 1 rit thép va gin gi6i han phét hién.
P6i khi dung qua dudmg mili, luong thude hip thu c6 thé di dé gay ra céc tic dung toan than,
nhu 1én hé than kinh trung wong va hé tim mach.
Phin bé
Khong cé dir ligu.
Chuyén hod
Khong co6 dir ligu.
Thii trie
Khéng c6 dit ligu. A\
14. Quy cach déng goi: v
Hop 1 1o. Lo 10 ml, 15 ml. ‘\’,;5',
15. Piéu kién bio quin: Bio quan & nhigt do dudi 30°C 1K)
16. Han ding: 24 thang ké tir ngdy san xudt. 28 ngay sau mé nép lan dau. /
17. Tiéu chuén chat lrgng cia thude: TCCS
18. Tén, dia chi ciia co sé san xuit thude:
CONG TY CO PHAN NOVOPHARM - NHA MAY GMP DUQC PHAM
L6 CNO05, khu cong nghiép hd trg Ddng Vin 111, phudmg Duy Ha, tinh Ninh Binh, Viét Nam



