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THONG TIN SAN PHAM

Hidrasec®

Hidrasec® 10mg Infants

Hidrasec* 30mg Children

Hidrasec® dang bt com ding daé uong, bot mau tn’mg va 6 huong

trdi mo.

Mon g01 Hidrasec® Infants chira 10 mg racecadotril.

M3i gdi Hidrasec® Children chira 30 mg racecadotril

T4 duge (thanh phin khdng phai 12 thuoc):

Sucrose, keo silica khan, 30% polyacrylate dang phén tin, vi mo.

CHI BINH

Hidrasec® dugc chi dmh bd sung, diéu tri triéu chung tiéu chay cép a

tré nho (trén 3 théngtuon)vétnéemctmgvé: viée bil nuée bang

dudmg uong. Trong truong hop diéu trj duge nguyén nhén gdy tiéu

chay, cd thé str dung racecadotril nhw mgt li¢u phap diéu tri bo sung.

LIEU LUONG VA CACH DUNG

Luon ding Hidrasec* chinh xdc nhu béc sy da ké don. Néu ban ¢6

thic méc, hdy hoi béc sy hogc duge §y. Neéu ban quén cho tré dung

thude khong cho tré dung gap ddi liéu dé bu vao liéu da quén. Néu

ban can thém thong tin, hy hoi 16i khuyén cia béc sy hodc dugc sy.

Uong Hidrasec® cung vdi viée bu nuoc vé dién giai (xem Canh bdo

va than trong ddc blct khi dung thudc). Lleu dung du'qc xédc dinh theo

trong lugng co thé cia tré: 53 mg/ kg thé trong / lieu (twong duong
1 dén 2 gbi), ngdy uong 3 lin céch déu nhau.

Tré nho dudi 9 kg: 1 goi 10 mg x 3 lan/ngay

Tré nho tir 9 kg - 13 kg: 2 g6i 10 mg x 3 lan/ngdy

Tré em tir 13 kg - 27 kg: 1 gi 30 mg x 3 lan/ngdy

Tré em trén 27 kg' 26130 mgx 3 lan/ngay

Nén tiép tyc diéu trj cho dén khi phan tré tr&r vé binh thu'dng Thoi

gian diéu trj khong kéo dai qué 7 ngay. Khéng nén diéu tri dai ngay

bang racecadotril. Khong cd céc nghién ciru lam sang ddi v6i tré nhd

dudi 3 thang tudi.

Céc ddi tugng dac blct

Khdng c6 nghién ciru ndo duge thyre hién d6i véi tré em bi suy gan

hodc suy thén.

CHthé cho thude com vio thire dn ho§c tron vao mat it nude (khodng
| thia ca phé). Trén déu va cho tré udng ngay lap tirc.

CHONG CHI BINH

Khong ding Hidrasec® cho tré néu tré b di img (mén cam) véi hoat

chat hodc bat ki thanh phan néo cla ta duqc (xem Ta duge). Do ¢6

chua sucrose, Hidrasec® chong chi dinh véi nhimg bénh nhén ¢

van dé di truyen hiém gap vé viéc khong dung nap fructose héi

chimg kém hidp thu glucose-galactose hodc thiéu huyt

sucrase-isomaltase.

CANH BAO VA THAN TRONG DAC BIET KHI DUNG THUOC

Vwc dung Hidrasec* khong thay thé duge nhu ciu udng nude ciia

Bu nude |3 rit quan trong trong viéc kiém soét tiéu chay mp 0 tré so
sinh va tré nho. Vl(:c bu nude can phu hop vdi do tuoi, cén niing clia
tré va giai doan, mirc dj nghiém trong cta tinh trang ndy, dic biét
trong trudng hop nghiém trong hodc tiéu chy kéo dai kém theo tré
bj non hofic kém n. Ngodi ra, lién tuc cho an thudmg xuyén (bao
gom ca bl me) va gidm sat viéc uong nude déy du la rat L quan trong.
Su Xudt hncn mau hoac mi trong phén cua tré va tré bi sot ¢4 thé cho
thay syr nhiém khuan hodic c6 mot bénh nghiém trong khéc, bao dam
tri hc;u nguyén nhan (vd: sir dung khang sinh) hodc xdc dinh thém
nguyén nhan. Do d6, racecadotril khong duge dung trong nhimg
trudng hop ndy. Racecadotril ¢6 the duge ding ddng thosi véi thude
khing sinh trong trudng hop tiéu chiy cap do vi khuin nhu mt bién
phép diéu trj bo sung. Khong nén sir dung racecadotril trong trudng
hop tiéu chy c6 lién quan dén ding khang sinh va tiéu chay mén
tinh do khong co du dir h¢u

Néu tré b tiéu duong, can chii y mdi goi

+ Hidrasec® Infants 10 mg chira 0.966 g sucrose

* Hidrasec® Children 30 mg chira 2.899 g sucrose

Néu luqn&sucrose (nguon glucose va fructose) dugce dua vao vugt
qua 5 g moi ngay, thi sau d6 phai tinh todn ty I¢ dwong ding hing
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Tai liéu thong tin cho cin b y té

ngay cho tré. Khong khuyén nghi ding san pham nay cho tré so sinh
du613thﬁngn161vikhongcoﬂmngh1émlamsingnaodlmdzuc
hi¢n trén 61 tugng nay. Khong khuyén nghi diing san phdm nay cho
bét ky tré nho ndo bj bégnh gan hofic thin khéng ké mic do nghiém
trong ciia bénh nhur thé nao, vi khong c6 du thong tin trén cdc doi
twgng bénh nhin nay. Hidrasec® ciing c6 thé khong c6 tic dung!
(glém sinh kha dung) néu tré bj non kéo dai hodc non khong kiém
soat dugc.

TUONG TAC THUOC

Khang c6 tuong tic thude no duge md ta & ngudi cho dén nay. Ca
loperamlde va nifuroxazide khong lam thay d61 cach thirc hoat dong
ciia racecadotril trong co thé khi cac thude ndy duge diing dong thai.
Hay théng bio, cho béc sy hodc duge sy néu tré dang uong hodc gan
déy c6 uong bt ki thudc nao khac ké ca céc thude khong ké don.
MANG THAI VA CHO CON BU

° Mang thai: Khong c6 du dir liéu vé viée sir dung racecadotril & phu
nir mang thai. Nghién ciru trén dong vat khéng thay téc hai tryc tiép
hoacgnanuép lién quan dén mang thai hoécsuphéttncnbﬁothm
sinh san hodc sau khi sinh. Tuy nhién, do khong cé céc nghién ciru

14m sing cu thé, khong nén ding Hidrasec* néu ban dang mang thai.

e Cho con bi: Do thiéu thong tin lién quan Hidrasec* dén viéc tiét
sira & ngudi, ban khong nén ding Hidrasec® néu ban dang cho con
bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC ,
Racecadotril khong dnh huong hofc dnh hudng khong ding ké dén
kha ning ldi xe va van hanh mdy méc.

TAC DUNG KHONG MONG MUON

Ciing nhur céc thude khac, Hidrasec® c6 thé giy ra cac tic dung phy,
mic du khong phai bénh nhin nag cling gip phai. Néu ban thay bat
ki tac dung phy nao khong dugc de cdp trong t& hudng din ndy, hoic
batkltécdungphundotmnentramu'ong,hay thong béo cho bic sy
hodc duge sy. Cic phan (mg khong mong muon sau ddy véi
racecadotril thurdng xay ra nhiéu hon so véi gia duge hodc duge bao
céo trong khi gidm sat hdu marketing. Tan suat cia cic pian g
khong mong muon duge xéc dinh theo quy ude sau: rat thuong gip
(> 1/10), thuong gip (> 1/100 dén <1/10), it gap > 1/1.000 den
<1/100), hiém gap (> 1/10.000 dén < 1/1 .000), rt hiém gip (<
1/10. 000), khong blet (khdng thé udc tinh dya trén dit liéu hién cd)
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ft gip: phat ban, ban do.
Khdng bleL ¢ nhiéu tuyp ban d6 bao gom ban do nhiéu dang, ban

e

do co nhiéu u cuc, phatban san, ngia sin, may day, sung tay (phu
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né) ludi, mat, moi va mi mat, cling nhu sung mét va mii, ngira.
QUA LIEU

Khéng c6 trudmg hop qua liéu ndo da dugc béo céo. O ngudi lém, cic;
lidu don trén 2 g tuong dwong véi 20 lan liu diéu trj 33 duge ding”
ma khong gdy ra cic tacdungcohal

TUONG K1 Khong c0.

BAO QUAN HAN DUNG

Béo quan: Bio quan thudc & nhiét 43 phong. Khdng ding thude qua
han str dung da ghi trén vo hdp. Han diing: 24 thang ké tir ngdy san

QUY CACH PONG GOI
Hidrasec® 10mg Infants: Hop gom 16 gbi
Hidrasec* 30mg Children: Hop gom 30 géi=Gi
duge han nhi¢nhém/polyethylene.
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