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LABEL TEXT ON OUTER WRAPPING (CARDBOARD UNIT FOR 1 BOTTLE 150 ml)
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HUGNG DAN SUDUNG THUOC
FENSPIROL

Sird
Thanh phén:
M&i ml sird chira 2 mg Fenspiride hydrochloride.
Ta duve:
Methyl parahydroxybenzoat, propyl parahydroxybenzoat, kali sorbet, glycerol, sucrose,
Natri saccharin, Dich chiét xudt tie ré cam théo, dung dich vi cam 02 278, acid
hydrochloric lodng, mieée cdt,
Diroe lue hoc:
Nhém dwege Ij: nhom thude diéu tr bénh tic nghén dudng hd hip théng thudng.

Mi ATC: RO3DX03 )
Fenspiride co6 tac dung chong viém va chong hién tugng co thét ong phé quan.

Fenspiride la chdt d6i khang Receptor histamine H1, va gdy tac dung chdng co thét ctia
nhém papaverin. Tac dung chéng viém cla fenspiride bao gdm cé tac dung lam giam cac
chét trung gian cta qua trinh viém (cytokine, TNF-a, din xuét acid arachidonic, gbe tu
do)

Diroe dong hoe

Sau khi udng thudc, fenspiride cho ndng dé dinh trong huyét turong sau khoang 2,3+2,5

gitr. Thoi gian bén thai 14 12 gid. I

Fenspiride dugc bai tiét chi yéu qua than. Q, /
Chura ¢6 bing chimg fenspiride c6 tich trir trong cac md. .
Chi dinh

Piéu tri triéu chimg (ho va cd dom) trong trudng hop viém phé quan va viém thanh phé
nang.
Viée diéu tri thude khong thé thay thé cho diéu tri bing khang sinh.

Liéu lrong va cich ding

Tré em trén 2 tudi: 4mg trén | kg thé trong ctia bénh nhan/ngay:
- v6i tré dudi 10 kg: tir 10ml dén 20ml si ro (2 dén 4 mudng ca phé si rd mdi
ngay).
- V&i tré trén 10 kg: tir 30 ml dén 60 ml si rd (2 dén 4 mudng stp mdi ngay ).
Ngudi [ém: tir 45 ml dén 90 ml si rd (3 dén 6 mubng sip mdi ngay).
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1 mudng ca phé (5ml) chita 10 mg fenspiride hydrochloride va 3 g sucrose.
1 mudng sip (15 ml) chira 30 mg fenspiride hydrochloride va 9 g sucrose.
Dwing diing

Thudc ding dudmg udng

Chéng chi dinh:

- céc trurong hop mén cam vdi cac thanh phan cia thude.

- khéng sir dung cho tré dudi 2 tudi.

Luu v va thin trong:

Fenspirol khang diing thay thé cho diéu tri bing khang sinh .

Fenspirol chira sucrose. Bénh nhan trong nhitng truomg hop hiém gap di truyén khong
dung nap fructose, kém hip thu glucose-galactose, hay thiéu hut sucrose- isomaltose,
khong nén dung thude nay.

5 ml si rd chira 3 g sucrose, va 15 ml si rd chira 9 g sucrose, khong nén chi dinh thubc
cho bénh nhan méc bénh tidu dudmg.

Fenspirol chira glycerol, chét c6 thé gy ra dau dau, rdi loan tiéu hoa va tiéu chay.
Fenspirol chita methyl parahydroxybenzoat va propyl parahydroxybenzoat, cac chat co
thé gay ra phan (mg di tmg (c6 thé giy phan {mg qua min mudn).

Déi véi phu nit mang thai

Trong cac nghién ciru trén dong vit, & ca 2 loai (chudt nhit va chudt cbng) quan sat thiy
mot sb trrdng hop khe hé vom miéng & phéi thai. Nhimg nghién ciru 1am sang khéng cho
thdy nhimg dit liéu vé quai thai, nhim ddc phéi thai khi sir dung fenspiride trong qua
trinh mang thai. Fenspiride khdng dugc chi dinh cho phu nit mang thai.

Déi véi phu nik cho con bi 'Jz/

Khéng c6 dir liéu vé su bai tiét fenspiride qua sira me, Khong chi dinh fenspiride cho phu
nir dang cho con bu.

Anh huwéng lén khd ndng ldi xe va viin hanh mdy méc

Thubc c6 thé gay anh hudng 1én kha nang van hanh, may mac tau xe.

Tac dung khéng mong mubn:

R&i loan tiéu hoa, budn non, dau ving thieng vi, budn ngu, lo mo.
Mot sb truomg hop hiém: tim dép nhanh, triéu chimg c6 thé gip khi giam lidu.
Mot sb trudng hop rét hiém: phan Gng di ang: ban dé, phat ban, ndi mé day, phu

Quincke’s, viém da do td lot, ban dé perstan.
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Twong tic thube
Tuong tac ctia fenspiride véi cée thude khac van chura duoc biét.
Fenspiride c6 tac dung khang histamine, do d6 ¢6 thé gay ra tuong tic véi cic thube sau:

- cac thube barbiturate.

Céc thubc khang histamine khac

- Thude gidm dau

- Thubc mé

- Thubc an thin

- Thuéc rc ché MAO (IMAO).

- Ruou
Qui lidu va xir tri: ‘ ‘ . , ‘
Trong mot so trudng hop qué liéu c6 thé quan sat thay nhitng dau hiéu va bicu hién sau:
budn ngt hay kich dong, budn nén, nén mtra, tim dap nhanh. Bién phdp rira rudt va kich
thich hoat ddng cta tim duoc chi dinh trong nhimg truomg hop qué lidu.
Trinh bay:
Déng trong lo thuy tinh, déng nip Nhom, c6 déng dau bing bot polyethylene va véi vong
bao vé.
Hodc chai lam bing nhura, déng nip 1am béng nhu'a v6i vong bao vé hodc ndp nhom véi
con d4u lam bing bot polyethylene vaﬁang bao ve}
Lo dung tich 150ml. f-
Han dang:
3 nim

Tiéu choin: Nha san xuét

NI - S 3 4 e V. I\
Bio quin: p
Bao quan dudi 30°C, tranh anh sang truc tiép va dé dm cao. "'

Nén sir dung trong vong 3 thang sau khi mé nép lo.

Sir dung trudce han st dung, xem han sir dung o day lo

PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHI BINH
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI BAC ST HOAC DUQC SI.
Nha san xuit:
POLFARMEX S.A. Polfarmex SA
Jozefow 9 Street, 99-300 Kutno, Ba Lan. 99-300 Kxtr -f

tel. 24 3574.4’44 43#15345
NIF 775 0044 7-11



