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Hidrasec@ 100 fiig, vian nong c*ng
Thu6c nty chi dtng theo aton cta bdc sy.

lOc.ti 15Onq gin sii dgng tru6'c khi dtng. N6u cin th6m rh6ng
tin xin.hrii f ki6n bdc s!
D6 thu6c xa tiim tay vd tim nhin cua tre em.

M6i vien chua 100 mg racecadotril.
Tii duoc:
Lactose, tinh bQt ng6, magnesium stearate, silica khan dang keo
vua tli cho m6t viOn nang.

Chi ilinh
Di6u tri triOu chtmg ti€u chriy cdp d nguoi lon
Trong truong hqp diaju tri dugc nguydn nhdn giiy tieu chiiy, co thd
sri dung racecadotril nhu m6t li(u phrip di6u rri bd sung.

LiAu luqng vi cdch dirng
Dung duong u6ng

Khoi ddu bdng I vi6n. kh6-ng k6 d6n thoi gian u6ng. Sau rt6 u6ng
I vi€n.3 ldn/ngdy truoc m6i bfta dn chinh

NOn tidp tucditlu tri cho tlain khi phdn trd vC binh rhuong.
Thoi gian <tidu tri kh6ng kdo dti qud 7 ngdy.
Khdng nOn di6u tri ddi ngdy blng racecadotril.
DOi tuong d{c bi0t:
T16 em: C6 dang biro ch0.ri€ng danh cho.trd nh6 vd tr6 em,
Nguoi cao tu6i: Kh6ng cin <tiAu chinh liiju d nguoi cao tu6i

Chiing chi illnh
Kh6ng dtng Hidrasec cho nguoi bi di ung (min cdm) voi hoat
chdt hotrc bat ki thanh phdn ndo cria tri dugc.
Nhiing bQnh nhdn c6 bi6u hi6n pht mach khi ding ciic thu6c uc chd
men chuyOn angiotensin (nhu captopril, enalapril, lisinopril,
perindopril, ramipril) kh6ng ndn st dung racecadotril.

CAnh b{o vi thAn trQng il{c biQt khi dtng thuiic
ViQc dirng Hidrasec khdng thay thii duoc nhu ciu u6ng nudc.

Su xuAt hiQn miiu ho{c m0 trong ph6n vd bi s6t c6 th6 cho thiy su
nhi6m khuin hotrc c6 m6t bQnh nghi€m trong kh6c. bio ttdm didu
tri nguy6n nh6n (vd: srl dgng khring sinh) hofc xric tlinh th6m
nguy€n nhdn. Do do, racecadotril kh6ng n0n dtng lrong nhtng
truong hqp ndy. Racecadotril c6 the rlugc dirng d6ng thoi voi
thu6c khdng sinh.trong truong hgp ti0u chiy cdp do vi khu6n nhu
mQt biQn ph6p diOu tri b6 sung.

Kh6ng nOn sri dung racecadotril trong truong hqp ti€u chdy c6
Ii6n quan il6n dtng khdng sinh vd ti€u chdy min tinh do khdng
c6 iili dfr liOu

Dii lieu tren b€nh nhdn bi suy gan vd suy thdn cdn han ch6. CAn
th6n tiong khi di€u tri cho nhing Uqnn nnhn nay.

Hidrasec cfing c6 thii gidm sinh khi dpng d nhiing b0nh nhrin bi
ndn kdo diri

{9rg:y, racecadorril rrong co thd khi cac thu6c niiy rluoc
dtng ddng thoi.

Mang thai vd cho con bf
o Mang thai: Kh6ng c6 dri dt liQu v0

racecadotril d.phu nO mang thai. Nghi0n
vAt kh6ng th6y tric hai truc tiiip ho{c
quan ddn mang rhai hotrc sir phrit tridn
sin hotrc sau khi sinh.

vi€c sti dung
cLru tr6n d6ng
gi6n ti6p li6n
biro thai, sinh

Tu"y nhi€n, do khdng c6 ciic nghi0n cuu liim sdng cu
th0, kh6ng n6n dirng Hidrasec o phu nil mang thai.

o Cho con bri: Do thi6u th6ng rin ii6n quan etln UiArasec
trong viec ti6t sta d nguoi, t<frOng nen dirng Hidrasec d
phu ni cho con bri.

Anh hu0ng tr6n khf, nlng ldi xe vA vfln hAnh mdy m6c
Racecadotril kh6ng dnh hudng hodc 6nh hudng kh6ng
ddng ke dtin khi ndng liii xe vir v4n hdnh miiy m6c.

Tdc dgng khdng mong muiin

Cdnh bdo:
Thu6c niy c6 chria lactose..Kh6ng n6n dtng thu6c. ndy d6i voi
nhrng bQnh nhdn c6 vAn ae Oi truydn hiiim glp v0 viQc kh6ng
dung n4p galactose, thi6u hut enzyme Lapp lactase hotrc h6i
chtmg kdm hdp thu glucose-galactose

Phdn ung d da dugc biio c6o khi su .dung san phdm niry.
Cht y€u li cdc truong hgp nhg.vi kh6ng cin tli6u tri nhrmg trong
mQt sO truong hgp, chtng co the nlng, thdm chi tle doa tinh mang.
Kh6ng thC loai tru hodn todn khd ning co li€n quan dOn

racecadotril. Khi g6p phdn ung da nghi€m trgng, vi0c di6u tri phdi
duo. c dung lai ngay lip tuc.

Tuong tdc thu6c

C6c thu6c uc ch6 men chuy6n angiotensin lnhu captopril,
enalapril, lisinopril, fosinopril, perindopril, Ramipril) gdy phu
mach. Ngul,co ndy co the tang l6n khi ding cirng racecadotrrl

Loperamide vd nifuroxazide kh6ng ldm thay d6i ciich thuc hoat

Cac phan rmg kh6ng mong mu6n sau ddy voi racecadotril
thuong xiy ra nhidu hon so voi gii duqc hotrc ttuoc biio
ciio trong khi gidm siit hdu marketing.
Tdn sudt cta cdc phdn ung kh6ng mong mu6n duoc xiic
dinh theo quy uoc sau: r6t thuong g{p (> l/10). rhuong gap
(Z l/100 d€n <l/l0), it gAp (. t/r.0b0 d6n <l/t00), hie;
gap (: l/10.000 d6n < l/1.000), r6t hiem gfp (< l/10.000),
kh6ng biit (kh6ng th6 uoc rinh dua trCn dft lieu hien c6)

R6i loan he th6ne than kinh:
Thfing g\p: <tau ddu.

B6i loan da vd md duoi da:

It gQp: phirt ban, ban <16.

Kh6ng biiit: hdng ban da d4ng, pht lu0i, pht m{t, pht m6i,
pht mi mAt, ph.u m4ch, mli: day, ban d6 co nhidu u cuc. phdt
ban sdn, ngua sdn, ngua.

D6i tuong trd nh6:
Khi dilng raceca4otril cho tre nhd vir tr6 em, tric dung
kh6ng mong mu6n duoc brio c6o d mtc d6 it gip Id vi0m
amidan. C6 d4ng bdo ch6 ri€ng ddnh cho nhfng d6i tuqng
nay
Etr c6 bao ciio vd phdn ung da nghi€m trong (bao g6m ci phri
mach) d nhiing bQnh nhdn dang ctidu tri bing. racecadotril.
Chua r0 tan suat cta ciic phdn ung nay nhung ndu.chfng xdy
ra, phii dung di6u tri blng racecadotril vd thay th6 blng li6u
phap thich hqp. B€nh nhdn cAn phdi duoc biet d6 khOng dring
lai racecadotril trong nhtng truong hqp nay.

Thbng bdo cho bric sj nhftng .tdc dgng khdng mong
madn g{p phdi khi stc dqng thudc

Qud lidiu
Cho d6n nay m6t vai truong hoo qua IiAu ma khdng giy tac

dung phu di duoc bdo ciio. O nguoi. lon, c6c lidu <ton tr6n 2 g
tuong tluong voi 20 ldn li6u di€u tri <16 tlugc dirng m?r

khdng gdy rachctAc dUng c6 hai.

Duqc lgc hgc

Nh6m dugc didu tri: cric thu6c di0u tri tiOu chriy kh6c.
Mi ATC: A07XA04

Racecadotril ld mQt tiAn ch6t dugc th0y phin thanh ch6t
chuy6n h6a c6 hoat tinh thiorphan. Thiorphan lir chAt uc
ch6.enkephalinase. m6t peptidase m?urg t6 bAo hi€n dign d
nhiOu md khiic nhau, chi ydu li biOu md cia ruQt non.
Enzyme ndy tham gia vdo c6 quil trinh thty phdn peptide
ngoai sinh vd ph6 hriy peptide n6i sinh nhu enkephalin. Do
d6, racecadotril bdo vQ dugc enkephalin nQi sinh, k6o ddi
tec dung khAurg tirlt cua chrlng d 6ng ri6u h6a.
Racecadotril le mdt thu6c kh6ng tiet tluong ruQt. N6 ldm
giAm su tang tiilt nuoc vd di€n giii d ruQt non, gdy ra bdi
dQc t6 vi khu6n ti hoic vi6m, vd kh6ng c6 dnh huong tdi
hoSt tlQng bai ti6t co bin. Racecadotril tec dung nhanh ho4t
tinh ch6ng ti€u chdy md kh6ng ldm thay <l6i thoi gian
chuydn vdn d ruQt non.
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Racecadotril kh6ng gdy dAy bgng. Trong thoi gian phrit tri€n ldm
sdng. racecadotril gdy trio b6n thu phat o ti 16 tuong duong voi
gid dugc.

Khi dirng duong u6ng, thu6c chi tAc d6ng d ngo4i bi€n, md kh6ng
co inh hudng tron h€ thdn kinh trung urmg.

Duqc tlQng hgc

HAp thu: Racecadotril duqc h6p thu nhanh ch6ng sau kli u6ng.
Su uc ch6 men enkephalinase huy6t tuong bdt dtiu sau khoang 30
phit.

Sinh khd dqng cia racecadotril khdng bl thay d6i bdi thuc In,
nhmg ndng d6 dinh bi chdm lai khonng I gid 30 ph[t.

Phdn b6:
Sau khi u6ng I lidu racecadotril duqc dtuh diu bing C-14, lugng
phoi nhi6m.cta carbon ph6ng xa do duoc trong huy6t tuong cao
hon nhi€u ldn so voi ciic td biro m6u vd cao hon gdp 3 l6n so voi
mau toan phAn..Vi v{y, thu6c kh6ng gin voi bit kj, rC bdo miiu
nio. Su phdn b6 Carbon p.h6ng xa trong ciic m6 khdc cria co the la
vua phdi, duqc.the hien bang thC tich phdn b6 bi6u kien trung
binh trong huydt tuong cta 66,4 kg.

90% chdt chuy6n h6a hogt tinh cta racecadotril, thiorphan
(=(RS)-N-(l-oxo-2-(mercaptomethyl)-3-phenylpropyl) glycine),
duoc li0n kOt vtii protein huyCt tuong, chri y€u lir vdi albumin.
Cric tinh ch6t dugc ttQng hqc cia racecadotril kh6ng bi thay d6i
do dtng li6u l4p lai holc dtng cho ngudi cao tu6i.

Khoing. thoi gian v?r phgm vi 6nh huong cta racecadotril phu
thuOc li€u dtng.

O trd em, thoi gian tlti uc cht! enkephalinase dat clinh. trong.huy6t
tuong xdp xi 2 gio vd tuong tluong voi 90% sw uc chO voi li€u 1,5

mClkg.

d nguoi lon. lhoi gian dd uc ch6 enkephalinase dqt dinh trong
huyilt tuong x6p xi 2 gio vd tuong tluong voi 75% su trc ch6 voi
liAu 100 mg.

Thdi gian uc ch6 enkephalinase ld khoing 8 gid.

Chuv6n h6a: Thoi gian ban thai sinh hgc cia racecadotril dugc
tinh theo su ric ch6 enkephalinase huy6t tuong, li xip xi 3 gid.

Racecadotril bi th0y phan nhanh ch6ng thanh thiorphan chAt

chuydn h6a c6 hoat tinh, tlugc biiln d6i trd lai thdnh cric chAt

chuy6n h6a kh6ng cdn hoat tinh. ViQc dr)ng l6p lai racecadotril
kh6ng gdy tich lfly thu6c trong co the.

Dii liQu in vitro cho thAy racecadotril/thiorphan vi 4 ch6t chuydn

h6a kh6ng hoat tinh chinh kh6ng uc ch6 ciic enzyme CYP nhu

3A4, 2D6,2C9, lM vit 2Cl9 dOn mfc tl6 gdy ra cec tiic dung

lim sdng li6n quan.

DE liOu in vitro cho thAy racecadotril/thiorphan vd 4 ch6t chinh

chuy6n h6a kh6ng hoat tinh kh6ng hoat hoa enzyme CYP ciic

Oang (trq 3A,2A6,28,6,2cglzclg, ho lA, 2El) vd enzyme k6t

hqp UCTs dC co tdc dpng ldm sdng

Racecadorril kh6ng ldm thay d6i kh6 ndng gin k6t protein cria c6c

hoat chAt gin kiit manh vdi protein nhu: tolbutamide, warfarin,
niflumic acid. digoxin or phenytoin.

O bOnh nhdn syy gan [xo gan, <tQ B cria.thang ph6n loqi Child-
Pughl, tinh chit dQng.hqc c0a chAt.chuy6n hoa c6 hoat tinh cia
.aci"udotril dn cho th6y su tuong tl6ng giiia T,"* vd Tz vd lugng
th6p hon C,*, (-65%) vd AUC (-29%) khi tlugc so sanh voi c:ic

d6i tuqng khde manh.

O benh nhan suy than n{ng (he s6 thanh thai I 1-39 ml/phtit) tinh
chft dQng hqc iria ch6t chuy,ln h6a crja racecadotril da cho thAy

lugng th6p hon C*, (49%) vd lugng cao hon AUC (+.l6Yo) vitTn
khi so sanh voi ngudi tinh nguyQn khde m4nh (h€ s6 thanh thii
>70 ml/phtt).

O tre em, k6t qui dugc tlQng hOc tuong tU nhu cria nguoi tru0ng
thdnh, tlat n6ng d0 dinh sau khi u6ng 2 gid 30 phtit. Khdng tich
lfry thu6c khi dirng li0u l6p lai m6i 8 gio trong 7 ngiry.

Thai trLr: Racccadotril duoc lhdi tru o dang chuydn h6a co
t,oat tir* ,a kh6ng c<i hoat tinh. chn ytiu iua ouong nua.
tiOu. vd c6 muc dQ it hon nhiOu qua duong phin. Thdi tru
qua tltrong ph6i la kh6ng c6 1i nghia.

Dfr liQu an toirn tiin lim sdng

Phoi nhi6m man tinh rren khi o li6u 500 mgkg/ngity dAn
d6n nhidm trtrng t6ng qu6t vd gidm drip tmg khang thd sau
khi ti0m chtng nhmg khdng th6y c6 nhi6m trirng / suy
giim mi6n dich 6 liAu 120 m{kg/ngity. Su lien quan <t6n

kim sdng cia phrit hi0n ndy ld kh6ng r0.

Racecadotril khdng dQc lOn hQ th6ng mi6n dich d chuQt khi
dtng toi tren I thring
Nghi6n cuu ctQc tinh trong b6n tuAn (i0n quan <l6n thoi
gian ili6u tri rren bdnh nhdn) d khi vdi li€u l€n rlen 1250 

.

mg/kglngn1,vi d cho voi li€u 200 mgkglngiry, kh6ng thriy
bat ki anh huong ndo.

Cdc tiic ddng ti6n ldm sang (vi du nhu thiOu mdu nghi6m
trong kh6ng trii t4o tlugc, tlng bdi niOu, ceton niOu, ti0u
chiy) chi xiiy ra khi phoi nhi6m vuot que muc t5i da tren
nguoi. Su li0n quan d€n Lim sirng ld kh6ng 16.

Racecadotril kh6ng cho thAy tric dpng gdy <tQt bi0n hofc
bdt thuong nhi6m sdc th€ trong cric thri nghiOm chudn in
vitro vd in vivo.

Khdng thiy c6 bat k, dnh huong dic biet ndo cta
racecadotril trong nghidn ctru tlQc tinh trOn sinh siLn vd ph6t
tri0n.

Trong m6t nghidn cuu dQc tinh tr6n chuQt, kh6ng thAy c6
b6t kr, anh hudng drlng k6 nio cria racecadotril khi dtng
li0u lOn 1di l60mg/Lg/ngdy, cao horr 35 l6n so voi li€u
thuong dtrng cho tr6 em (4,5mg/kilneity\.

O dQng vat, racecadotril .ting cuong t6c ilQng ctia
butylhyoscine trdn su chuyOn vdn crla ruQt vir tac dung
ch6ng co giat c[a phenyltoin

Tuong ki : Kh6ng c6.

Biio quin, h4n dtng
Bio qufrn:
Bdo qudn thu6c trong bao bi g6c, duoi 30"C, trri,nh 6rm.

Kh6ng dirng thu6c quri.han st dung di ghi trdn bao bi.
Hqn dirng: 36 th6,ng kC tt ngay san xuat

Quy cdch d6ng g6i
HQp 2 vi x l0 vi0n, hQp 3 vi x l0 vi€n.

Vi nh6m/ PVC-PVDC.

Ngiry ph{t hinh th6ng tin
l7th6ng6nim20l6

Nhi sIn xu6t:
SOPHARTEX,
2l rue du Pressoir, 28500 VERNOUILLET - FRANCE (Phap)
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