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Boc k¥ huémg din sir dung trude khi ding
Dé xa tAm tay fré em

FARMAZOQLINE

[Thanh phin] M3i 1m| chira:

Xylometazoline hydrochloride I mg

Ta dwge: Disodium hydrogen phosphate dodecahydrate; Natri dihydrogen phosphate
dihydrate; sorbitol (E 420); decamethoxine; disodium edetate, nudc pha tiém

[Dwge lue hoce) ) _

Xylometazoline 12 mét chat tac dung gidng than kinh giao cam, twong tu naphazolin,
thudc c6 tac dung co mach tai chd nhanh va kéo dai, gidm sung va sung huyét khi tlep xuc vai
niém mac. Xylometazoline tic dung truc tiép 1én thu thé n-adrenergic & niém mac miii. gy co
mach nén giam luu lugng mau qua miii va giam sung huyét.

[Dwege dong hoc|

Sau khi dung tai chd dung dich Xylometazoline & niém mac mili, tac dung co mach dat
duge trong vong 5 phit va kéo dai khoang 10 gia
[Chi djnh)]

Giam triéu chimg ngat miii va giam sung huyét trong truong hop viém mili cip hoic
man tinh, v1em xoang, cam lanh, cam mao hozc di img dudng hé hip trén, dau diu hodc viém
tai gitra cap lién quan t@i sung huyét mii.

Ding dé giam sung,dé quan sat niém mac mii va hong trudce khi phau thuat hodc thu
thut chdn doan. lam thong 18 nhi bi tic & ngudi bénh viém tai &/
[Liéu luong va cich ding] #‘”’

Nguoi Ion va tré em tir 12 tudi tré 1én: Nho tir 1-2 giot vao mi bén miii, 2-3 lan/ngay. ‘:
Khong nén dung qua 3 ngay. Thoi gian ding lién tuc téi da 1a 5 ngay Fi
Van nip trudce khi sir dung lo polyethylene 14n dAu tién. Kim ndm & phia bén nip bén trong sau ‘
do sé chich mét 18. Thao cdc nap,bé nap ra, va nhd dung dich vao miii cia bénh nhan bang "

cach hoi nhin nhe vao than lo.
Sit dung lo polyethylene dang déng chit, Indn lnén gitr lo thude trong ldng ban tay dé
lam dm nd 1én dén nhiét dd cor thé ngay trirde khi sit dung. Vin nap that chat san khi sit dung

(Laru ¥)
Tl udy kg 0B ey Béo e brong (i gian kéo dai Qo 5 agay 1i@e o) va
trong truong hop viém mui man tinh. Viée sir dung thude kéo dai co thé giy ra tac dung ngugc.
Khéng nén ding vurot qua liéu khuyén céo, dac biét 1a trong diéu tri cho tré em va bénh
nhén cao tuoi.
Thén trong dung cho nhimg nguoi bi cudong giap, bénh tim, tang huyét ap, xo cimg
déng mach, phi dai tuyén tién liét hoic dai thio dudmg, ngudi dang dung cac chét (¢ ¢
monoaminoxydase

.Fl"'.u

: /,I.’J-ﬂ,'hr

Khéng nén diing nhiéu lan va lién tuc dé tranh sung huyét tré lai N2 e o
Khi thuéc duge mo ra chi nén dung trong vong 28 ngay =

S dung cho phu nit ¢6 thai va cho con bu:

Thoi ky mang thai: Chi nén ding khi that can thiét

Th&i ky cho con bu: Anh hwdng ciia xylometazoline dén bai tiét sira me chua duogc biét,
phu nit cho con ba chi nén sir dung thudc nay khi ma lgi ich mang lai cho ngudi me 16n hon
nguy co tiém an cho tré so sinh
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Tic dpng ciia thudc dén kha nang ldi xe va van hanh mdy méc: Thin trong khi dung cho
ngudi lai xe va vin hanh may méc vi thude c6 thé gy dau diu, chéng mat
[Chong chidinh]|

Qué man cam vai bét cir thanh phin nao cta thube

Tré so sinh

Nguoi bi bénh Glaucom gac dong

Khéng dung dung dich Xylometazoline 0,1% cho tré em dudi 12 tudi

Ngudi ¢b tién sir man cam véi cac thude adrenergic.

Ngudi dang ding cac thude chéng trdm cam 3 vong

[Tae dung phu]

Phan (mg phu nghiém trong it khi xay ra khi diing tai ch xy]ometazolme o lléu diéu tri.
Mot sb phan g phu thuong gap nhung thoang qua nhu kich img niém mac noi tlep xtc, khd
niém mac miii, phan img sung huyét tro lai co thé xay ra khi dung dai ngay. Mot s6 phan img
toan thén xay ra khi dung dai ngay. Mot sO phan {ng toan than xay ra do thudc nhé miii thAm
xudng hong giy nén tang huyét ap, tim dip nhanh, loan nhip.

Thueong gap, ADR = 1/100 ) /_/‘

Kich tmg tai chd. [uj-/

i gap, 1/1000 < ADR < 1/100

Cam gidc bong, rt, khé hodc loét niém mac, hit hoi; sung huyét tré lai véi bicu hién
do, sung va viém miii khi ding thudng xuyén, dai ngay

Hiém gdp, ADR < 1/1000

Budn non, dau dau, chang mit, hoi hop, danh tréng nguc, mach chdm va loan nhjp

Théng bdo cho bac sy néu cé bt cir phdn ting phy nao xdy ra khi ding th ube
Néu can biét thém thé dng tin, xin i y kién cita ﬂmy thube
[Twong tidc thube]

Farmazoline chi tuong tac véi cac thude khac khi ¢ hiéu tng tai hap thu. Chat chu van
Adrenoceptor ciia cac nhom khéc 1am téng tac dung ctia Farmazoline. Ding cting véi cic
thudc trc ché monoaminoxydase, maprotilin hodc cac thude chéng trdm cam 3 vong co thé gay
phan tng téng huyét ap nang
{Quit hicu] ) _

Khi ding qua licu hodc kéo dai hodc qua ihl.rcmg Xuyén c6 thé bi kich tmg niém mac
mii. phan Umg toan than, dac biét & (ré em. Qua libu & tre e, cha yéu gy e ché hé than kil
trung ramg, sée nhir ha huyét ap, hg nhigt, mach nhanh, ra mo hoi, hon mé. Xir tri chu yéu 14
diéu tri triéu chimg

Nén vo tinh nudt phai thude 1 nén rira da day, ding cic chiil iy va cliat hiap plu, dng
cac clidt ddi khang w-adicnoceptor va diéu trj triéu chirng .

[Déng goi] 116p 1 lo 10ml
[Dang bao ché): Dung dich uld i 0,1%
[Pudng dung|: Nho miii
[Han ding]
36 thang ké tir ngay san xuét. Khi thudc dwge md ra chi nén diing trong vong 28 ngay
[Bdo quén] Bao quan trong bao bl kin ¢ nhiét d6 dudi 30°C
[Tiéu chuin] Nha san xuit

Nha san xuét
Farmak JSC
63 Frunze str., Kiev, 04080, Ukraine
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TO THONG TIN CHO BENII NHAN

1. Tén san phim: Farmazoline
2. Mé ta san pham: Dung dich trong khéng mau
3.Thanh phiin cda thude:

Thanh phan chinh: Xylometazoline hydrochloride

Té duge: Disodium hydrogen phosphate dodecahydrate; Natri dihydrogen phosphate
dihydrate; sorbitol (E 420); decamethoxine; disodium edetate, nudc pha tiém

4. Ham luomg cia thudc:
Xylometazoline hydrochloride | mg/ml

L /-

5. Thube ding cho bénh gi? /}"'*{"

Giam triéu chimg ngat miii va giam sung huyét trong trudng hop viém mili cép hoic
man tinh, viém xoang, cam lanh, cam mao hodc di img dudng ho hitp (1€én, dau ddu holc
viém tai gilra cap lién quan toi sung huyet mili.

Diing dé giam sung,dé quan st niém mac mii vi hong truéc khi phiu thudt hodc thu
thudt chan doan, lam théng 18 nhi bj tic & nguoi bénh viém tai
6. Nén ding thude nay nhwr thé nao va liéu lugng?

Ngudi lon va tré em tir 12 tdi trg lén: Nho tr 1-2 giot vao mdi bén mii, 2-3
lan/ngay.

Khéng nén ding qué 3 ngay. Thoi gian dung lién tuc ti da la 5 ngay

\
¢

Vin nip trude khi sir dung lo polyethylene lin du tién. Kim nim ¢ phia bén nip bén trong
sau d6 s& chich mét 16. Thao cic nap,bd ndp ra, va nho dung dich vao mii ctia bénh nhan
bing cach hoi nhén nhe vao than lo.

Sir dung lo polyethylene dang dong chat, luén ludn gitr lo thudic trong long ban tay dé
lam am no len dén nhigt do co thé ngay truéc khi sir dung. Van ndp that chat sau khi sir
dung,.

7 Khi ndn khang nén ding thude nay?
Qud mn cam véi bt cir thanh phin nao cua thube
Tre so sinh
Mpudi bi bénh Gluucom goe dong
Khong dung dung dich Xylometazoline 0,1% cho tré em dudi 12 tudi
Ngudi ¢6 tién s man cam voi cac thude adrenergic.

Ngudi dang diing cac thude chdng trdm cam 3 vong

8. Tac dung khéng mong mudn

Phan (mg phu nghiém trong it khi xay ra khi diing tai chd xylometazoline & liéu dlcu
tri. Mot sé phan img phu thuong gdp nhung thoang qua nhur kich fmg niém mac noi uep
xiic, khé niém mac miii, phan (mg sung huyét tro lai co thé xay ra khi dung dai ngay. Mot so
phan ng toan than xay ra khi ding dai ngay. Mot s6 phan (g toan than xdy ra do thudc
nhé mili thim xudng hong gdy nén tang huyét ap, tim dap nhanh, loan nhip.

Thwrong gap, ADR >1/100

Kich img tai chd.

It gap, 1/1000 < ADR < 1/100
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Cam giac b('mg, rat, khé hodc loét niém mac, hit hoi; sung huyét tro lai voi bidu hién
do, sung va viém miii khi dung thudmg xuyén, dai ngay

Hiém gap, ADR < 1/1000

Budn nén, dau diu, chdéng mat, hoi hop, danh tréng ngirc, mach cham va loan nhip

9. Nén trinh ding nhimg thudc hoac thye phim gi khi dang sir dung thube nay?

Farmazoline chi tuong tac véi cac thude khac khi ¢é hiéu img tai hap thu. Chét chu
van Adrenoceptor ctia cac nhom khac lam ting tac dung cia Farmazoline. Ding ciing véi
cac thube irc ché monoaminoxydase, maprotilin hodc cac thubc chéng trdm cam 3 vong cé
thé gy phan (mg tang huyét ap nang
10. Cin lam gi khi mét 1in quén khdng ding thude?

Khéng nén ding mét liéu gap doi dé bu cho liéu di quén.

Khi mét ldn quén khéng dung thude thi nén ding liéu dé ngay khi ban nhd ra. Tuy
nhién, néu gin véi thoi diém udng liéu ké tiép thi ban nén bo qua liéu di quén va tiép tuc
dung theo li€u trinh binh thirimg,

11. Cén bio quéan thudc nay nhu thé nao? ﬁ/

Bao quan trong bao bi kin & nhiét dé dwdi 30°C %*

12. Nhimg ddu hiéu va triéu chirng khi diing thubc qua liéu:
Khi dung qua liéu hoac kéo dai hoac qua thuong xuyén c6 thé bi kich tmng niém mac

mii, phan {rng toan thén, dac biét ¢ tre em. Qua liéu & tré em. chu yéu gdy (rc ché hé than
kinh trung uvong, séc nhu ha huyet ap, ha nhiét, mach nhanh, ra mb héi, hén mé.

13. Can phai lam gi khi dung thudc qua liéu khuyén cdo

X tri chd yéu la diéu trj triéu chimg

Néu vé tinh nuét phai thude thi nén rira da day, dung cac chét tay va chit hip phu,
ding cdc chit ddi khang a-adrenaceptar va dién tri tridu chimg .

14. Tén/biéu tueng ciia nha san xudt/nha nhap khan/chi siv hive pidy phép ding ky san
phim:
Farmak JSC
63 Frunze str | Kiev, 04080, Ukraine
15. Nhirng dicu can thin trong khi ding thude wiy

Thude nay khong nén ding lién tuc trong thoi gian kéo dai (hon 5 ngay lién tuc) va
trong trudng hop viém miti man tinh.Vige atr dung thude kéo dai ea thé pay ra tac ding
nguroc.

Khéng nén dung vuot qua liéu khuyén cao, dac biét 1a trong diéu tri cho tré em va
bénh nhan cao tudi.

Thén trong ding cho nhimg ngudi bi cudng gidp, bénh tim, tang huyét 4p, xo cimg
dong mach, phi dai tuyén tién liét hoac dai thao duong, ngudi dang dung cac chat ic ché
monoaminoxydase

Khéng nén ding nhiéu 1an va lién tuc dé tranh sung huyét tré lai

Khi thude duge mé ra chi nén ding trong vong 28 ngay

Ste dung cho pltu nit e6 thai vi cho con bu:
Thoi ky mang thai: Chi nén ding khi that cén thiét
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Thoi kv cho con bi: Anh hudng cia xylometazoline dén bai tiét sita me chua duoc
biét, phu nir cho con bui chi nén str dung thudc nay khi ma lgi ich mang lai cho ngu¢i me
l6m hon nguy co tiém 4n cho tré so sinh
Tdc dpng ctia thude dén kha ning ldi xe va vin hanh mdy méc: Than trong khi ding cho
nguroi 141 xe va vdn hanh may moc vi thude co thé gdy dau dau, chong mat.

16. Khi nao cin tham vin bac sy
Khi ¢6 diu hiéu bt thuong thi lién hé voi bac si.
17. Ngay xem xét stra doi lai to thong tin cho bénh nhiin:




