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[ cp DUOC PHAM \'*

fructines®

Picosulfat natri 5 mg

Hop 3 vi x 10 vién nén ngam

Diéu trj tdo bén ca hdi.
SOK : XX-XOOOX-XX

fructines®
Picosulfate natri 5 mg
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m,:ﬂm Boe kj hung ddn i dyng trudc khi ding.
T4 G s e 560 0t pugng e cln LABORATOIRE AJG PHARNIA
16120 Crateaneu Sur Chareets - Phig
Chi gjah, Chéing chi djoh, cdch ding vi cds hing lln khic: i CTY GPDP IMEXPHARM
Xin Gc trong 12 huting ddn sl dyrg. §4/4, 04rg 504, Patrg 1, TP, Cag Line, Tinh Bég Thip,
b it Nam.
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* Picosulfate de sodium 5 mg

Boite de 3 plaquettes x 10 comprimés a sucer
\[ Traitement de la constipation occasionnelle

Médicament autorisé n®: XX-XXXXX-XX

Conserver au-gessous de 30°C, & V'adri de In lumiare of de
“hamidité.

Composition:
Chagque comprimé & sucer contient: I
Picosuifate de sodum .. ..., 5mg N pas laisser & |n portés das antants,
Excipierts q.8.p 1 comprimé & sucer, Lire amtentivement la notice avant utilisation.
Indications, Contre-indications, Posolagie et Fabeiqué sous licancs du LABORATOIRE AJC PHARMA
anbn Inkemsiion: timm&um Franca
jpar IMEXPHARM CORPCRATION
VORCNCN At S vk N4, e 304, quartr 1, il do Gao Lanh, province Derg Thag, Vietnam
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T HUONG DAN SU DUNG: (Ngi dung gém 02 trang)
rAm _—
b ® gid valré em.
4 |-S NHUNG BIEU CAN THAN TRONG KHIDUNG THUOC NAY:
- Bidu trj tao bdn cAn két herp viée bd sung trong &n udng: thirc an gidu chit xo thize
Bockyh o0 dyng TuGo KhIGng. viit, ubng nhidu nudre, hoat ddng thé Iyc, phuc hdi chirc nang daitign,

em.
gay cho bic sThofic dugc sinhirng tac dung khéng mong

mudh gap phai khi sirdyng thuéc.

HUONG DAN SU DUNG THUOC CHO NGU'O1 BENH
THANH PHAN:
M&i vién ngam chira:
IR IICOREIRRIE v iosiisonios smo i o R AR s A NN e 5mg
T4 duge: Budng trdng, Lactose monohydral, Natri benzoat, Hydroxypropyl
methylcellulose, FD&C yellow 6 powder, Talc, Magnesi stearat, Colloidal
anhydrous silica, D&u cam.
MO TA SAN PHAM:

“~” WUONG DAN SU DUNG THUOC CHO CAN BO Y TE
Vi&n nén hinh ban nguy8!, mau cam, hai mét ¢ chir FRUGTINES va hinh déc [.mﬂ/ H

" \pugeLyc Hoe:

canh va thanh vién nguyén ven,

QUY CACHDONG GOI:

Hjp 3 vix 10 vién ngdm.

THUOC DUNG CHO BENH Gi:

- Bidu tr| tho ban,

~ Chu#n bj cho chyp hay phiu thuat dal trang (ding két hop véi magnes| citrat).

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Didu trjtda bén:

- : 1-2vién, ngadm truedre khi di ngu.

- - > 1 vién, ng@m trude khi dingl.

- Khéng ding Fructines d& dibu tr tdo bon & tré em duwdi 5 tudi.

Lam sach rudt chudn bf cho chyp hojc phiu thujt:

- : 10 mg picosulfat (két hgp véi magnesi citrat),
diing mdt 1&n vao budi sdng va mét Idn vao budi chidu, vao hém trude ngay lam
thi thudt,

- Tré em tir4- 9 tudi: 10 mg picosulfat (két hop véi magnesi citrat) dung vao budi
séng. 5 mg picosulfat (két hep véi magnesi citrat) ding vao budi chidu, vao hdm
trwére ngdy lam thd thudt,

- Tré om tir 2 - 4 tudi: 5 mg (két hop véri magnesi citrat) ubng vao budi séng va budi
chiu, vao hdm tnedre ngdy lam thi thudt.

- Thuéc téac dyng trong 3gier ké tirlidu ddutien,

- Khéng ding Fructines dé |am sach rudt & tré em dudi 2 tudi,

KHINAO KHONG NEN DUNG THUOC NAY:

Khéng diing Fructines khi:

- Mn cdm voi cac thanh phin cia thubc.

- Técrubthay ban tc rubt.

- Céc tnréing hgp dau byng néng hay dau bung cép tinh kém sét (nhur viém rudt
thira), c6 khi di kém budn nén hodc non.

- Bénh viém rudt cAptinh,

- Métnuére nang.

- Phy nir ¢ thai hodic dang cho con ba.

TAC DYNG KHONG MONG MUON:

Tiéu hoa: tiéu chy.
- Thudmg gép:
+ Tiéu hoa: kho chju tidu héa, dau byng, dau quén byng, tiéu chay, dau thét dgi
trang.
+ Mau: ha kali mau,
& Hé thén kinh; chéng mat,
+ Tiéuhoa: bubn ndn, ndn.

Davamob dwéida: ngogi ban.

+ Héthéng midn dich: phan (rng qua mén.

+ Héthan kinh: ngét.

+ Davamd dudida: Phiu mgch, ban da, ngira.

Huwéng din céch xir tri ADR: Bbi phu nuéc va dién gidi béng cach truyén dich

dudng lTnh mach, tay theo két qua dién giai db.

NEN TRANH DUNG NHIPNG THUOC HOAC THY'C PHAM Gi KHI DANG SU

DUNG THUOC NAY:

- Thubc chéng logn nhip: bepridil, sotalol, amiodaron.

- Vincamin.

- Digitalis.

- Corlicoid.

- Thube i tidu thai kali,

- Amphotericin B (tiém tinh mach).

CAN LAM GI KHIMOT LAN QUEN KHONG DUNG THUOC:

Bé qua libu 43 quén, khdng dung bé sung lidu,

CAN BAO QUAN THUOC NAY NHU THE NAO:

Duréi 30°C, tranh &m va anh sang.

NHO'NG DAU HIEU VA TRIEU CHUPNG KHI DUNG THUOC QUA LIEU:

- DAu higu va tridu ching qua lidu gdm cé: tidu chay, dau byng, mét nuére, kall va
métsd chét dign gidi khac.

- Tinh trang thiéu mé&u niém mac dai rdng c6 thé gép phai khi ding natri picosulfat
thurérng xuyén cho ngudri bj tao bon.

- Khi diing lidu cao lrang thevi gian dai, co thé gy tiéu chady man tinh, dau byng, ha
kali mau, curémg aldosteron thir phat, sai thén, tdn thurong 8ng thén, kiém chuyén
héa, nhuge co do ha kali méu.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Khi vira phat hién qua libu natri picosulfat, cé thé 1am gidm sy hép thu bing cach

gay ndn hodic rira da day. Cn 13p lai can bing nurérc va dign gidi, ddc bigt & ngurri

- Trénh dung Fructines kéo dai, khong ding qua 8- 10 ngay.

~ Cén thén trong khi diing thudc & nguréri cao tudi, suy nhurge, tré nhé dé trénh nguy
co bi métnuée,

KHINAO CAN THAM VAN BAC ST, DUQc ST:

- Tr:.;r: khdo y kién béc sT hodic dugc sT khi gép phai céc tac dyng khéng mong
m 8

- Néu cln biét thém thang tin xin hoi ¥ kién bac s hodic dugc sT.

HAN DUNG:

24 thang ké tir ngay sén xut.

NGAY XEM XET SUA BOI, CAP NHAT LAI NQI DUNG T HPO'NG DAN SUF

DYNG THUOG: <ngay/thang/nam>

- Nhémdugely: Thude nhudn trang.

- MaATC: ADBABOS.

- Natri picosulfat 1& thudc nhudn trang kich thich (cdn gol 14 thube nhuan trang tiép
xtic), diing didu trj tdo bon va A& 1am sach dai trang trurdre khi chyp chidu hay phiu
thugt dai trang.

~ Thubc kich thich nhu ddng rudt sau khi dugce vi khudn duwdmg rudt chuydn héa.
Chét chuyén hoa kich thich tngc tiép 1&n cac day than kinh tan cing trén nigm mac
dgi trang lam tang nhu ddng rudt; dbng théi chét chuyén héa cling tac ddng 1&n
cac thy thé héa hoc clia céc noron th&n kinh trong thanh rudt, gay ire ché hép thu
nuére tlr long rudt do dé lam tang thé tich phan va kich thich nhu dgng rudt.

- Téc dyng cia thube xuét hign sau 10 dén 12 gitr. Néu dung cung véi magnesi
cltrat @8 I2m sach dai trang thi tac dyng c6 thé xuét hign chisau 3 giér.

DUQC DONGHQC:

- Natri picosulfat dugre hp thu mét lugng nhd sau khiubng.

~ Thubc duge chuyén hoa & rudt, béi cac vi knudn dai trang, tao thanh hogt chit co
tac dung kich thich hoat ddng di tiéu Ia bis(p-hydroxyphenyl)pyridyl-2-methan.

- Téc dyung cla thube xuét hign sau 10 dén 12 gir. Néu ding cing véi magnesi
citrat a8 lam sach dai trang thi tdc dyung co thé xudthién chisau 3 gidr,

- Thudc duge thai trir qua nudc tidu.

CHIDINH:

- Didutritao bén.

- Chuén bj cha chyp hay phu thudt dai trang (ding két hop véi magnesi citrat).

LIEU LQNG - CACHDUNG: |

Bidu trj tdo bén: '

- Ngueilén vé tré em trén 10 tudi: 1 -2 vién, ngdm trwdc khidingl.

~ Tré em 5- 10 tudi: 1 vién, ngdm trére khi di ngd.

- Ham Ii.m'ag hoat chét cia Fructines khdng phi hep cho didu tr téo bén & tré em
dudi 5ubi,

Lam sach rudt chudn bj cho chyp hogjc phiu thujit:
- Ngudi ién vé tré em trén 9 & 10 mg picosulfat (két hgp véi magnesi citrat),

diing mt 14n vao budi sang va mdt 1in vao budi chidu, vao hdm tneére ngdy lam
thi thust.

- Tré em tir4 - 9 twdi: 10 mg picosulfat (két hgp véi magnesi citrat) diing vao budi
sang, 5 mg picosulfat (két hop véi magnesi citrat) ding vao bubi chidu, véo hém
treére ngdy lém tha thudt.

- Tré em tir 2 - 4 tudi: 5 mg (két hgp véi magnesi citrat) udng vao budi sang va budi
chiu, vao ham trrére ngdy lam thi thudt.

- Thubctacdyng trongvﬁng 3 gidy ké tir lidu dhu tign,

- Ham lrgng hoat chat cla Fructines khéng phi hep cho lam sach ruét & tré em
dudi 2w,

CHONG CHIBINH:

~ Mn cam vé&i cac thanh phin cia thubc.

~ Técrudthay ban tac rudt.

- Cée trudng hop dau bung ning hay dau bung cip tinh kém sét (nhur viém rudt
thira), cé khi di kém bubn ndn hodc nén.

- Bénh viémrudt cAp tinh.

- Métnuwére néing.

- Phynir cothal hodc dang cho con b,

THAN TRONG:

- Didu tri tho bén bling thubc chila mdt didu trj bé trer cho ché a5 &n ubng: bd sung
thirc &n gidu chél xo thyre vat, ung nhidu nwérc, 1ang hoat dong thé lyrc, phyc hdi
chirc nang dai tién.

- Thi gian didu brj khting qué 8- 10 ngay. Kéo dai didu trj c6 thé gay 2 loai réi loan:
+ “Bénh do I'.'mﬂc nhuén tréng” v&i tridu chirng cliia bénh dai trang chirc ndng

, nhiém melanin tryc - dai trang, réi logn nudc va dién gial kém giam kali

né
huyét. Bénh hidm xay ra.
+ “Phy thugc vdo :nuzc'phat ding thubc nhuln trang thuémg xuyén méi di dal
tién dugre, cAn thiét phai tng lidu va tao bon niing khi khang ding thube.
~ Thube cé thé lam mét kall va gay nguy hidm khi ding phdi hgp véi cac thubc gay |
mét kall khéc nhu thubc lgi tidu hode mét sé thube tim mach.
- CAn than trong ddi véi nguéi cac tudi, suy nhuge, tré nhé aé tranh nguy co bj mét

nuée.

- Thudc ndy cé chira lactose. C4c bénh nhén cb vén dé dung nap galactose di
truyén (hiém gap), thidu hyt men Lapp-lactase ho@c kém hép thu glucose-
galaclose khong nén ding thubc nay. [

- Phy ni¥ cé thal: kndng nén ding cho ngudi mang thai do chira eb nghién cliru
dAy du vé sir dung natri picosulfat cho ngudi mang thal.

- Phy nircho con bi: nalri picosulfat co bai tiét vao sira me. Ngudi me nén ngling
cho con b trong théri gian diing thudc.

- Tac ddng cia thudc khi 14i xe va vin hanh may méc: chua co nghién ciru cho
théy thudc gay dnh huéng dén kha nang lai tau, xe va van hanh may méc.
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DAN SU DUNG: (Ngi dung gom 02 trang)

G : Huéng din cach xo tri ADR: bbi phy nuéc va dign gidl bing cach truydn dich

2 dudng tinh mach, tiry theo kétqud dién gial ad.

nhip c6 thé gay xoén dinh: bepridil, sotalol, amiodaron. QUA LIEU VA CACH XUr TRI:
Vincamin: xoén dinh. - THéuchimg:

déng théi: o _+ Cdc trigu chimg g3p phai khi qua liu natri picosulfat gbm co: tidu chay, dau

huyét o6 thé gdy tang ddc tinh cua digitalis. Cén theo dbi kali bung, mét nudrc, kall va mtsé cht dién gidi khac.
tradién tam db. + Ngodi ra, da cé bao cao xay ra tinh trang thiéu méu niém mac dal trang khi ding

Corlicoid, thubc lgi tiu thai kali, amphotericin B (tiém tinh mach). natri picosulfat thudmng xuyén cho nguéi bj téo bon.

Nén sir dung thube nhudin trang khéc thay thé cho natri picosulfat trong théri gian sir + Khi ding libu cao trong théi gian dai, cé thé gay tiéu chay man tinh, dau byng,

dyng cac thubc trén, ha kali mau, cuéng aldosteron thir phét, séi than, tdn thuong bng than, kidm
TAC DYNG KHONG MONG MUON: chuyén hoa, nhurgc co do ha kali mau.
- mﬂﬁ? 1/10) - XU trf: khi vira phat hién qué i CTM pioosul!at.acﬁgﬂ\é lam giém sy héip thu béng
tigu chay. céch gdy ndn hodc niva da day. Can 13p lai can bing nudc va didn gidi, dac bidt &
- Thuimgadp: (1/100 ADR<1/10) s e ?
+ Tiéu hoa: kho chju tiéu héa, dau byng, dau quan byng, tidu chay, dau thit %yl fa 2
+ Méu: ha kalimau.
- ﬁmmma ADR <1/100)
+ He kinh; chdng mat. WH'“M
+ Tiéu hoa: budn ndn, ndn. -
- Hiém gap:(1/10000 ADR <1/1000) Sdn xufit theo nhwgng quyén clia LABORATOIRE AJC PHARMA
Dava md duwéi da: ngogi ban. 16120 Chateauneul Sur Charente, Phap
- iét: ) tal CONG TY CO PHAN DU'QC PHAM IMEXPHARM
+ Hé thdng mién dich: phan irng qua man. Sb 04, Buding 30/4, Phudng 1, TP. Cao Lanh, Bbng Thap, Viét Nam

+ Dava mddudida; phi mach, banda, nglra.

+ H@ thin kinh: ngét. Hotline: 1800,555.535  Emall: Imp@imexpharm.com

TUQ.CUC TRUONG
P.TRUONG PHONG

UG Minb H jmy
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