THONG TIN SAN PHAM

Hidrasec™: Hidmsec® 10mg Infants; Hidrasec® 30myg Children,
Hidmsec® dang bt com dimg d€ udng, bot mau tring va o
huomg trii mo. M goi Hidmsec® [nfants chim 10 mg racecadotril
Mdi goi Hidrasec® Children chir 30 mg racecadotril. Ta duge
(thanh phin kbong phai li thude): Sucrose, keo silica khan, 30%
polyscrylate dang phiin tin, vi mo. CHI DINH: Hidrasec® duge
chi dinh bd sung, diéu tri trifu chimg tiéu chiy cip O tré nho (trén
3 théng tudi) vi tré em citng voi viée bil nude bing duimg udag.
Trong trudmg hop didu trj dirge nguyén nhin gily tigu chiy, c6 thé
sir dyng racecadotril nhy mt lleuphépdiéutribémng LIEU
LUQNG VA CACH DUNG: Lubn Hidrusec® chinh xic
nhur bie s 43 k& don. Néu ban 6 thic mic, hiy hoi bic s§ hodc
duge 59 Néu bgn quén cho tré diing thude, khong cho tré ding
gilp 461 lidu 08 bis vao lidu di quén, Néu ban ciin thém théng tin,
hity hoi 101 khuyén cia bic 59 hoje duge s9. Ubng Hidrasee®
clng vOi vige bil nuwdc va digo gidi (xem Cinh bdo va thin trong
dic bidt khi dilng thudc), Lidu ding duge xic dinh theo trong
lingmg cor thé ci tré: 1,5 me’ kg thé trong / lidu (twomg duong |
dén 2 gii), nghy wbng 3 Wn cich déu nhau. Tré nho dudi 9 kg: |
201 IOmxm'maﬁy Trénho tir 9 kg- 13 kg: 2 goi 10 mg x 3
Ihn/ngay. Tré em tir 13 kg - 27 kg: | goi 30 mg x 3 ln/ngdy. Tré
em trén 27 kg 2 g0 30 m§ x 3 lin/ngay. Nén tiép tuc diéu trj cho
dén khi phin tré tro vé binh thutmg. Thén gian diéu tri khong kéo
dai qua 7 ngay. Khing nén dicu tr) ddi ngay biing racecadotril.
Khong co cac nghién ci lim sang 461 von tre nho dwdn 3 thang
tudi. Cie d6i nrgng diic bigt: Khdng co nghién ciru ndo duge thye
hign d0i voi tre em bj suy gan hoje suy thin. Co thé cho thude
cdm vio thirc fin hofic trdn vao mGt it nude (khodng 1 thin cd
phé). Trdn déu vi cho tré ubng ngay 1ip tie. CHONG CHI
DINH: Khing dang Hidrasec® cho tré néu tré bj dj éng (min
¢am) vin hogt chiit hodc bit ki thinh phiin ndo cua 14 duge (xem
Té duge). Do ¢d chim sucrose, Hidrasec® chéing chi dinh véi
nhimg bénh nhin c6 vin d& di truyén hiém gip vé vife khong
dung ngp fructose, hoi chimg kém hlp thu glucose-galnctose
hoje thidu byt sucrase-isomaliase. CANH BAO VA THAN
TRONG DPAC BIET KHI DUNG THUOC: Vige ding
Hidrasec® khing thay thé dupe nhu chu wbng nudc cua tré, By
nude 14 ikt quan trong trong viée kidm sodt tiéu chiy cip o tré so
sinh vi tré nho. Vige bir mudx cin phit hop voi 49 twdi, ciin ning
clm tré v giad dogn, mylre 30 nghiém trong cia tinh trang ndy, djc
bigt tromg tnimg hop nghidm trong hode tidu chay kéo dil kém
theo tré bj ndn hojc kém dn. Ngodi r, lign tyc cho in thudmg
xuyén (bao gOm cd b me) va gidm st n{cu&;g moe ddly da 1a
il quan trong. Sy xulit hign méu holic mi trong phitn ciia tré vi
tré by st co thé cho lhﬁy su nhiém khuin hodc ¢o mdt bénh
nghiém trong khac, bao dam trj ¢y nguyén nhin (vd: su dung
khimng sinh) bofic xac dinh thém nguyén nhin. Do d0, meecadotril
khong duge ding trong nhimg rudmg hop ndy. Racecadoml co
the duge dang théi vin thude khiang sinh trong truomg hop
tiéu chiy ciip do vi khufn nhu mit bién phip ditu trj b0 sung.
Khong nén sir dung racecadotril trong thndimg hop téu chiy cb
lién quan dén diing khang sinh va tidu chdy min tinh do khing c¢6
i A ligu. Néu tré bj tidu duimg, cin chit ¢ mdi goi: + Hidrasec®

Infunts 10 mg chia 0,966 g sucrose * Hidrasec™ Children 30 mg
chima 2899 g sucrose. Néu lugng sucrose (ngudn glucose v
fructose) dupe dus vio vugt qui 5 g mdi ngdy, thi sau 46 phai
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tinh todn ty I dudmg ding hang ngdy cho tré, Khong khuyén ngh
dungunphﬁmnﬁycholxéwsmhduﬁhﬁingm&vi khing co
thir nghiém |Am sang nao duge thue hién trén dbi nrong niy,
Khong khuyén nghj ding san phim ndy cho bit ky 1ré nho nio by
bénh gan hode thin khong ké mirc dd nghiém trong cua bénh nhu
the nio, vi khong cb do thong tin trén cic doi tugng bénh nhin
ndy. Hidrasec® ciing c6 thé khong c6 tic dung (gidm sinh kha
dung) néu tré bj ndn kéo dii hofic nbn khbog kidm sobt dupe
TUONG TAC THUOC: Khong cb tuomg tic thude ndo dugc
m ti & ngundi cho dén nay. Ca loperamide v nifuroxaride khong
lim thay ddi cich thirc hogt ddng cita racecadotril trong co the
khi cic thude ndy duge ding abns théri. Hily thong bdo cho bic
s¥ hodic duye s§ néu tré uéng hojc ghn ddy o6 ubng bit ki
thude ndo khic ké ca cic thude khdng ké dom. MANG THAI VA
CHO CON BU: ® Mang thai: Khong c6 dii dif lidu vé viée sir
dyng racecadotril & phy nit mang thai. Nghién cir trén dng viit
khang thiy thc hgi tryc tiép hojic gidn tiép lién quan dén mang
thai hodic sy phat tridn bo thai, sinh sin ho§c sau khi sinh. Tuy
nhién, do khdng c6 cic nghién ciru lim sing cy thé, khong nén
dimg Hidmsec® néu ban dang mang thai.  Cho con bit; Do thiéu
thong tin lién quan Hidmsec® dén vige tiét sim o nguoi, ban
khong nén dimg Hidrasec® néu bgn dang cho con bi. ANH
HUONG TREN KHA NANG LAIXE VA VAN HANH MAY
MOC: Racecadotril khong anh hutmg hodic anh himg khong
ding ke dén kha ning lai xe vit vin hanh may moc. TAC DUNG
KHONG MONG MUON: Ciing nhur cic thude khac, Hidrasee
0 thé giy r cac tac dung phy, mic di khong phii bénh nhin nio
ciing gip phii. Néu ban thiy bit ki tic dung phu nio khing duge
dé clip trong 10 hudmg diin niy, hode bt ki tic dung phy ndo tro
nén trim trong, hily thing bao cho bac s¥ holc dirge 3. Cikc phan
(mg khing mong mudn sau diy vai meecadotril thuimg xiy
nhidu hon so véi gid duge hole duge bao cio trong khi gidm sit
hiu marketing. Thn sudt cis cdc phin img khéng mong mudn
duye xic dinh theo quy woc sau: rit thkmg gip (> 1/10), thidmg
ghp (> 17100 dén <1/10), it gip (> 1/1.000 dén <1/100), hiém g3
(> 1/10.000 dén < 1/1.000), rilt hiém gip (< 1/10,000), khong b.g
(khong thé wde tinh dua trén div lidu hién cd). Nhidm ning va
nhidm k¢ sinh tring: It glp: viém amidan. R&i logn da va md dudi
da: It giip: phat ban, ban 36, Khing biét: 6 nhiéu tugp ban d6 bao
gbm: ban d6 nhidu dgng. ban 86 ¢6 nhidu u cye, phit ban sdn,
ngim sin, may day; sung tiy (phit né) ludi, mat, moi va mi mit,
ciing nhur sung mit vi mil, ngim. QUA LIEU: Khéng c6 tnnimg
hop qué lidu ndo dA duge bao cdo. O nguin Km, cie lidu don trén
2 g twomg duomg vai 20 Hin idu didu tr 33 duge dimg mi khong
gy m cic tic dyng co hat. TUONG KJ: Khong co. BAO
QUAN, HAN DUNG: Bao quin: Bao quan thude o nhiés d0
phang. Khong ding thudc qui han sir dyng da ghi trén vo hop.
Hen dung: 24 thing ke tir ngdy sin xuit. Quy CACH DONG
GOI: Hidrasec® 10mg Infants: Hop gdm
Children: Hop gom 30 goi. Goi duge
nhig/nhdnvpolyethylene. NHA  SANT/AJA
SOPHARTEX, 21 rue du Pressoir, gp
FRANCE (Phip). NHA PHAN \PHOI: Visédimes | Biah
Duong, 18 L1-2, duimg s6 3 VSIP 11\P-Hon 'N.«lw.'lh{lbau
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