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Hldrasec 100 mg, vién nang cirng
Thuébe nay chi dung theo don ciia bic s§.

Doc ki huéng din sir dung truée khi ding. Néu cin thém thong
tin xin héi y klen béc s§
Dé thudc xa tim tay va tam nhin cia tré em.

M3i vién chira 100 mg racecadotril.

Ta duoc:

Lactose, tinh bot ngd, magnesium stearate, silica khan dang keo
vira di cho mét vién nang.

Chi dinh

Diéu tri triéu chimg tiéu chay cép & nguoi In

Trong trudng hop diéu tri dugc nguyén nhan gdy tiéu chay, co thé
str dung racecadotril nhu mot liéu phap diéu tri b sung.

Liéu lwgng va cich ding
Dung dudng uong

Khéi dau bﬁng 1 vién, khong ké dén thoi gian uéng. Sau do udng
1 vién, 3 lan/ngay truéc mdi biva 4n chinh

Neén tiép tuc diéu tri cho dén khi phan tré vé binh thuong.
Thoi gian diéu tri khong kéo dai qua 7 ngay.

Khong nén diéu tri dai ngay bang racecadotril.

Déi tuong dac biét:

Tré em: Co dang bao ché riéng danh cho tré nho va tré em
Ngudi cao tudi: Khong cén diéu chinh liéu & ngudi cao tudi

Ch5ng chi dinh

Khong dung Hidrasec cho ngudi bi di img (man cim) véi hoat
chit hoic bat ki thanh phan nao cua ta dugc.

Nhimg bénh nhén c6 biéu hién phi mach khi dung cac thudc trc ché
men chuyén angiotensin (nhu captopril, enalapril, lisinopril,
perindopril, ramipril) khong nén sir dung racecadotril.

Canh b4o va thin trong dic biét khi dung thuoc
Viéc dung Hidrasec khong thay thé dugc nhu cau udng nudc.

Su xuat hién mau hoac ma trong phén va bi sét ¢ thé cho thdy su
nhiém khuén hodc c6 mot bénh nghiém trong khéc, bao dam diéu
tri nguyén nhén (vd: sir dung khang sinh) hodc xac dinh thém
nguyén nhan. Do do, racecadotril khong nén dung trong nhing
truong hop nay. Racecadotril c¢o thé dugc ding dong thoi véi
thudc khang sinh trong truong hop tidu chay cdp do vi khuan nhu
mot bién phap diéu tri bd sung.

Khong nén sur dung racecadotril trong truong hop tiéu chay co
lién quan dén dung khang sinh va tiéu chay man tinh do khong
c6 dua dir liéu

Dir liéu trén bénh nhan bi suy gan va suy than con han ché. Cén
than trong khi diéu tri cho nhimg bénh nhén nay.

Hidrasec ciing ¢ thé giam sinh kha dung & nhimg bénh nhan bi
non kéo dai

Canh bdo:

Thudc nay co chira lactose. Khong nén dung thuoc nay dbi véi
nhimg bénh nhan c6 van dé di truyén hiém gap vé viéc khong
dung nap galactose, thiéu hut enzyme Lapp lactase hodc hoi
chimg kém hap thu glucose-galactose

Phan tmg ¢ da duoc béo cdo khi s dung san phdm nay.
Chu yéu la cac truong hop nhe va khéng can diéu tri nhung trong
mot s6 truong hop, chung co thé ndng, tham chi de doa tinh mang.
Khong thé loai trir hoan toan kha niang cé lién quan dén
racecadotril. Khi gdp phan tng da nghiém trong, viéc diéu tri phai
dugc dimng lai ngay lap tirc.

Twong tac thude

Céc thubc we ché men chuyén angiotensin (nhu captopril,
enalapril, lisinopril, fosinopril, perindopril, Ramipril) gy phu
mach. Nguy co nay co thé tang 1én khi dung cung racecadotril

Loperamide va nifuroxazide khong lam thay ddi cach thirc hoat

dong cua racecadotril trong co thé khi cic thudc nay dugc
dung dong thai.

Mang thai va cho con b

o Mang thai: Khong c¢6 di dir lieu vé viéc sir dung
racecadotril & ‘phu nir mang thai. Nghién cim trén dong
vat khong thdy tac hai truc uep hodc gian tiép lién
quan dén mang thai hodc sy phét trién bao thai, sinh
san hodc sau khi sinh.
Tuy nhién, do khdng c6 cac nghién ciru 1am sang cu
thé, khong nén dung Hidrasec ¢ phu nir mang thai.

o Cho con bu: Do thiéu thong tin lién quan dén Hidrasec
trong vic tiét sira & ngudi, khong nén dung Hidrasec &
phu nir cho con bu.

Anh hudng trén kha niing 14i xe va van hanh mdy méc
Racecadotril khong anh huong hodc anh huong khong
dang ké dén kha ning i xe va van hanh may moc.

T4c dung khong mong muén

Cac phan ung khong mong mudn sau day vai racecadotril
thuong xay ra nhiéu hon so véi gia duoc hodc dugc bao
cao trong khi giam sat hau marketing.

Tén suit cia cac phan {mg khong mong mudn dugc xac
dinh theo quy udc sau: rat thuong gap (> 1/10), thudng 2ap
(> 1/100 dén <1/10), it gap (> 1/1.000 dén <1/100), hiém
gap (> 1/10.000 dén < 1/1.000), rat hiém gap (< 1/10.000),
khong biét (khong thé udc tinh dua trén dir liéu hién co)

Réi loan hé thong thz‘m kinh:
Thuong gap: dau dau.

Réi loan da va mo dudi da:

It gap: phat ban, ban do.

Khong blet héng ban da dang, phu ludi, phu mat, phu méi,
phu mi mit, phu mach, mé day, ban do co nhiéu u cuc, phat
ban san, ngira sin, ngira.

Déi tugng tré nho:

Khi dung racecadotril cho tré nho va tré em, tac dung
khdng mong muén dugc bao cao & mirc do it gip la viém
amidan. C6 dang bao ché riéng danh cho nhimg dbi tuong
nay

D c6 bio cao vé phan img da nghiém trong (bao gbm ca phu
mach) ¢ nhimg bénh nhan dang diéu tri bang racecadotril.
Chua 15 tn suat cua cac phan tmg nay nhung néu ~chung xay
ra, phai dimg diéu tri bing racecadotril va thay thé bing liéu
phap thich hop. Bénh nhén cin phai dugc biét dé khong ding
lai racecadotril trong nhing truong hop nay.

Thong bdo cho bdc sy nhitng tic dung khong mong
muén gp phai khi sic dung thudc

Qui liéu

Cho dén nay mot vai truong hop qua liéu ma khong gay tac
dung phu da dugc bao cao. O ngudi I6n, cac liéudon trén 2 g
tuong duong voi 20 lan liéu diéu tri da duoc dung ma
khong gay ra céac tac dung co hai.

Duge luc hoe

Nhom duoc diéu tri: cac thudce didu tri tiéu chay khac.
Ma ATC: A07XA04

Racecadotril 14 mot tién chat dugc thuy phéan thanh chat
chuyen hoa c6 hoat tinh thiorphan. Thiorphan la chat irc
ché enkephalinase, mot peptidase mang té bao hién dién &
nhiéu mo khac nhau, chi yéu la biéu mé cua rudt non.
Enzyme nay tham gia vao ca qua trinh thuy phan peptide
ngoai sinh va pha hiy peptide ndi sinh nhu enkephalin. Do
do, racecadotril bao vé dugc cnkephalm ndi sinh, kéo dai
tac dung khang tiét cua chung ¢ ong tiéu hoa.

Racecadotril 1a mot thuc khang tiét duong rudt. No lam
giam sy tang tiét nudc va dién giai & rudt non, gy ra boi
doc t6 vi khuan ta hodc viém, va khong co anh huéng téi
hoat dong bai tiét co ban. Racecadotril tac dung nhanh hoat
tinh chéng tiéu chay ma khong lam thay doi thoi gian
chuyén vén ¢ rudt non.
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Racecadotril khong gay ddy bung. Trong thoi gian phat trién 1am
sang, racecadotril gdy tdo bon thir phat ¢ ty 1& tuong duong vai
gia dugc.

Khi dung duong udng, thuéc chi tac dong ¢ ngoai bién, ma khong
c6 anh hudng trén hé than kinh trung vong.

Dugc dong hoc

Hap thu: Racecadotril dugc hdp thu nhanh chong sau khi udng.
Sur trc ché men enkephalinase huyét trong bét du sau khoang 30
phat.

Sinh khz:x dung cua racecadotril khong bi thay ddi boi thae an,
nhung nong do dinh bi cham lai khoang 1 gi¢ 30 phut.

Phan bé:

Sau khi uéng 1 liéu racecadotril dugc danh dau béng C-14, lugng
phoi nhiém ctia carbon phong xa do dugc trong huyet tuong cao
hon nhiéu 14n so vdi cac té bao mau va cao hon gap 3 lan so véi
mau toan phan. Vi vdy, thudc khong gén vai bat ky té bao mau
nao. Su phan bé Carbon phong xa trong cac mé khac ciia co thé la
vira phai, dugc thé hién bing thé tich phan bé biéu kién trung
binh trong huyét tuong cia 66,4 k.

90% chat chuyén hoa hoat tinh cta racecadotril, thiorphan
(=(RS)-N-(1-0x0-2-(mercaptomethyl)-3- phenylpropyl) glycine),
dugc lién két vai protein huyét tuong, chu yéu la voi albumin.
Cac tinh chét dugc dong hoc cia racecadotril khong bi thay dbi
do dung liéu Iap lai hodc dang cho ngudi cao tudi.

Khoang thoi gian va pham vi anh hudng cua racecadotril phu
thudc liéu dung.

O tré em, thoi gian dé irc ché enkephalinase dat dinh trong huyét
tuong xap xi 2 gio va tuong duong voi 90% su (rc ché voi licu 1,5

mg/kg.

O ngudi lon, thoi gian dé (rc ché enkephalinase dat dinh trong
huyet tuong xap xi 2 giv va tuong duong voi 75% su Gic ché voi
liéu 100 mg.

Thoi gian trc ché enkephalinase 1a khoang 8 gid.

Chuyén hoa: Thbi gian bén thai sinh hoc cua rac;:cadotril dugc
tinh theo su (rc ché enkephalinase huyét tuong, la xap xi 3 gio.

Racecadotril bi thuy phén nhanh chéng thanh thiorphan chat
chuyen hoéa c6 hoat tinh, dugc bién di tr¢ lai thanh cac chat
chuyén hoa khong con hoat tinh. Viéc dung lap lai racecadotril
khong gay tich lay thudc trong co thé.

Dir li¢u in vitro cho thy racecadotril/thiorphan va 4 chat chuyén
hoa khong hoat tinh chinh khong tc ché cac enzyme CYP nhu
3A4, 2D6, 2C9, 1A2 va 2C19 dén muc do gay ra cac tac dung
l1am sang lién quan.

Dir lidu in vitro cho thdy racecadotril/thiorphan va 4 chét chinh
chuyén hoa khong hoat tinh khong hoat hoa enzyme CYP cac
dang (ho 3A, 2A6, 2B6, 2C9/2C19, ho 1A, 2E1) va enzyme két
hop UGTs dé co tac dung 1am sang

Racecadotril khong lam thay ddi kha nang gén két protein cua cac
hoat chat gin két manh v¢i protein nhu: tolbutamide, warfarin,
niflumic acid, digoxin or phenytoin.

& bénh nhan suy gan [xo gan, d) B cua thang phan loai Child-
Pugh], tinh chat dong hoc cua chat chuyen hoa co hoat tinh cua
racecadotril da cho thy su tuong ddng giita Tpay va Ty, va lugng
lhap hon Cpax (-65%) va AUC (-29%) khi dugc so sanh véi cac
dbi trong khoe manh.

O bénh nhan suy than ning (h¢ sd thanh thai 11-39 ml/phut) tinh
cht dong hoc cua chét chuyén hoa cia racecadotril da cho thiy
lugng thap hon Cpay (-49%) va lugng cao hon AUC (+16%) va Ty,
khi so sanh v&i ngudi tinh nguyén khoe manh (hé s6 thanh thai
>70 ml/phut).

O tré em, ket qua dugc dong hoc tuong tu nhur cua nguoi trudng

thanh, dat ndng do dinh sau khi _uong 2 gio 30 phut. Khong tich
lity thudc khi dang liéu 13p lai mdi 8 gio trong 7 ngay.

Thai trir: Racecadotril duoc thai trir & dang chuyén hoa co
hoat tinh va khong c6 hoat tinh, chi yéu qua dudng nudc
tiéu, va c6 mac do it hon nhiéu qua duong phan. Thai trir
qua duong phoi 1a khong co ¥ nghia.

Dir li¢u an toan tién l1am sang

Phoi nhiém man tinh trén khi & liéu 500 mg/kg/ngay dan
dén nhiém tring tong quat va giam dap img khang thé sau
khi tiém_ching nhung khong thdy c6 nhiém tring / suy
giam mién dich & liéu 120 mg/kg/ngay. Su lién quan dén
lam sang cua phat hién nay la khong rd.

Racecadotril khong doc 1én hé thdng mién dich & chudt khi
dung tdi trén 1 thang

Nghlen clru doc tinh trong bdn tuan (lién quan dén thoi
gian diéu tri trén bénh nhan) ¢ khi véi liéu 1én dén 1250
mg/kg/ngay va & cho voi liéu 200 mg/kg/ngay, khong thiy
bat ky anh huéng nao.

Céc tac dong tién 1am sang (vi du nhu thiéu mau nghiém
trong khong tai tao dugc, tang bai niéu, ceton niéu, tiéu
chay) chi xay ra khi phoi nhiém vuot qua muc téi da trén
ngudi. Su lién quan dén 1am sang 1a khong rd.

Racecadotril khong cho thdy tac dung gdy dot bién hodc
bat thuong nhiém sac thé trong cac thir nghiém chuan in
Vitro va in vivo.

Khong thiy c6 bit ky anh huong dic biét nao cua
racecadotril trong nghién ctru doc tinh trén sinh san va phat
trién.

Trong mét nghién ciru doc tinh trén chudt, khong thy co
bét ky anh huong dang ké nao cua racecadotril khi dung
liéu len toi 160mg/kg/ngay, cao hon 35 lan so vai liéu
thuong dung cho tré em (4,5mg/kg/ngay).

O dong vat, racecadotril tang cudng tac dong cua
but'ylhyoscinc trén sy chuyén van cua rudt va tac dung
chong co giat cua phenyltoin

Twong ki : Khong co.

Bio quén, han dung

Béo quéan:

Bao quan thudc trong bao bi gdc, dudi 30°C, tranh am.
Khong ding thudc qua han sir dung da ghi trén bao bi.
Han ding: 36 thang ké tir ngay san xuat

Quy ciach déng goi
Hop 2 vix 10 vién, hop 3 vi x 10 vién.
Vi nhoém/ PVC-PVDC.

Ngay phat hanh thong tin
17 thang 6 nam 2016

Nha sén xuét:
SOPHARTEX,
21 rue du Pressoir, 28500 VERNOUILLET — FRANCE (Phap)

EJ Abbott

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham Chi Vin Hank,




