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Indications, Contraincations, Dosage-Administration:
See in package insert inside

Stongeln dry place, protecled from |ight,store below 3dC

Specifications: Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.
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ro r{r/firtc DAN strngNc rnu6c:
RACESEC

C6ng thtbc bdo ch6: Cho I vi6n n6n

Racecadotril 30mg

Ta du-ry. c: cellactose 80, Primojel, Talc, Hucrng d6u vtra dri I vi6n
Drqc lqrc hgc:

Racecadotril ld mOt ti6n ch6t md cdn dugc thriy phdn thdnh ch6t chuy6n h6a ho4t tinh
thiorphan, ld ch6t ric ch6 enkephalinase, mQt peptidase mang tiS bao O trong c6c m6 kh6c
nhau, chri yi5u h bi6u m6 cria ruQt non. Enzyme ndy tham gia vdo c6c quri trinh thriy ph6n
peptide ngo4i sinh vd ph6 hriy peptide nhu c6c enkephalinase d6 ld ho4t dQng sinh lf o 6ng
ti6u h6a, k6o ddi tic dUng kich thich bni titit cua chring.

Racecadotril h mQt ch6t ch6ng tii5t, mi ho4t dQng cria n6 duo. c gidi h?n <y ruQt non. N6 hm
giim ting tii5t nudc vi diQn giii o ruQt non, gdy raboi dQc tinh ta ho{c vi6m, vi kh6ng c6
dnh huong t6i ho4t ttQng bdi ti6t co bin racecadotril t6c dpng nhanh ho4t tinh ch6ng ti€u
chiy mi kh6ng ldm thay AOi tfrai gian chuyrin vfln & ruQt non.

Racecadotril kh6ng gdy dAy bUng.

Khi dung dudrng u5ng, thu6c chi t6c ttQng & ngo4i bi€n, md kh6ng 6nh hucrng tr6n hQ th6n

kinh trung uoalg.

Dugc ilQng hgc:

- HAp thu: Racecadotril duqc h6p thu nhanh ch6ng bing duong uiSng. Sy ric ch6 men

enkephalinase huytit tuong bat <tAu sau khoing 30 phtit.

Sinh kha dung cria Racecadotril kh6ng bithay d6i bei thuc dn, nh.mg n6ng dQ dinh bi chflm

l4i khoing I gicr 30 phrit.

- Phdn b6: Chi khoang 1% li€u dung dugc phan bO vio c6c md 90Yo chdt chuyen h6a ho4t

tinh cria Racecadotril (RS)-N-fl-oxo-2-(mercaptomethyl)-3-phenylpropyl] glycine, dugc

li6n ktit vdi protein huyiit tucrng, chti yiSu v6i albumin. C6c tinh ch6t du-o. c dQng hgc cta

Racecadotril kh6ng b!thay A6i Oo dung liOu lflp lai ho4c dung cho nguoi gid.

Khoing thoi gian vi ph4m vi 6nh huong cta Racecadotril phg thuQc vio li6u dung. Thcri

gian ric ch6 enkephalinase d4t ttinh trong huytit tuong x6p xi 2 giit vd tuong duong 75% irc

ch6 voi liOu l00mg. Voi li6u 100mg thoi gian tc ch6 enkephalinase khoing 8 gicr.

- Chuy6n h6a: Thdi gian b6n thii sinh hgc cria Racecadotril du-o. c tinh theo sg ric chi5 cfra

enkephalinase huytft tu*g, x6p xi 3 gid.

Racecadotril bithriy phdn nhanh ch6ng thanh ch6t chuy6n h6a c6a ho4t tinh (RS)-N-[l-oxo-

2-(mercaptomethyl)-3-phenylpropyll glycine, ch6t md dugc bitin d6i tro l4i thanh c6c ch6t

chuyi5n h6a kh6ng cdn ho4t tinh. ViQc dung l4p 14i Racecadotril kh6ng gdy tich lfiy thu6c

trong co th0. Racecadotril kh6ng d6ng vai trd nhu la t6c nhdn g6y cim img hay tc ch6 men

cytochrome P - 450.

Racecadotril kh6ng lim thay d6i kha nlng gIn k6t protein ctia c6c ho4t chdt gan t<6t manh

vcri protein nhu tolbutamide, warfarin, niflumic acid, digoxin or phenytoin.
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O benh nhdn suy gan [xo gan dO B cria thang ph6n lo4i Child - Pugh], ti6t dien <IQng hgc ctia
ch6t chuyOn h6a c6 ho4t tinh cua Racecadotril <Id cho th6y sg tuong d6ng gita T** vd T172

vd lugng th6p hon C^ (-65yo) vd AUC (-2g%) khi duo. c so s6nh voi ciic eOi tuqng khOe

mAnh.

O benh nhdn suy thfln n4ng ( hQ sO thanh thai ll-3gmUphtit) ti6t dien dQng hgc cria ch6t
chuy6n h6a cria Racecadotril tt6 cho thdy th6p hon C,* (- 4g%) vi lugng cao hon AUC (+
16%) vd TrD khi so sdnh voi nguoi tinh nguyQn kh6e manh,( h9 sti thanh thai > 7Oml/phrit)
- Thai trir: Racecadotril dugc thii tru o d4ng chuy6n h6a kh6ng c5 ho4t tinh, chri yiiu qua

duong nu6c ti6u, vd c6 mric dQ it nhi0u hon qua ducmg ph6n. Thai trt qua dudrng ptrOi U
kh6ng c6 f nghia.

Chi illnh: RACESEC ttugc chi dinh bO sung tli€u tri trieu chimg ti6u chdy cdp 6 nguoi l6n
vi tr6 nh6 (h€n 3 thring tuOil t<tri c6c biQn ph6p th6ng thudng (bao g6m bu nudc bing
duong uting) ld kh6ng dt d6 ki6m so6t cric triQu chimg.

Liiu lwqng vd ctich dilng:.

Li0u dung duo. c x6c tllnh theo trong lugng co th0 l,5mg/kg th6 trqng.

Li0u dAu ti€n c6 th0 dugc dung b6t te tfroi di0m ndo trong ngey, u6ng 3 li6u mQt ngiy, dtng
hdng ngdy cho tt6n khi ki5t thfc ttqt ttiOu tr!. Thoi gian <ti6u tri kh6ng k6o ddi qu67 ngey.

OOi voi tr6 c6 th€ cho vi6n thudc vio nu6c holc vdo binh sta. TrQn d€u vd cho tr6 u6ng

ngay.

Ntiu cAn th6m th6ng tin h6y hdy h6i ldi khuy6n cria b6c s! ho4c duo. c s!.

Chhng cht ttlnh:

Benh nhan nh4y cdm vdi racecadotril ho4c b6t ct thenh phAn ndo cria thui5c.

Nhirng luu !, itgc bipt vd cdnh bdo khi dilng thu6c:

ViQc dung RACESEC kh6ng thay th6 nhu cAu uSng nu6c cfra tr6, cdn cho tr6 u6ng dri nudc

trong ngiy.

Ntlu biti6u chiy nlng vdlho4c k6o ddi kdm theo n6n vd/tro{c kdm [n, hay h6i y kitin biic s],

liQu ph6p truy€n dich c6 th6 can thi6t trong truong hqrp ndy.

HEy h6i y kii5n b6c s! niSu th6y c6 m6u vd mri trong phdn cria nguoi bpnh vd/troac bi si5t vi

d6u hiQu ndy c6 th6 cho th6y c6 sg nhi6m khudn (hoac mQt bQnh nghiCm trsng kh6c) ld

nguyOn nhdn gdy ti€u chiy. Vcri nhting truong hqp ndy RACESEC c6 th€ kh6ng phii ld
thu6c aC OiCu tritriQu chimg

Kh6ng dung RACESEC cho trd duoi 3 th6ng tu6i. tch6ng dung RACESEC cho b6t ky benh

nh6n nio bi benh gan ho{c thfln.

Trong ttic vd,i cttc thudc khtic, cric dgng trong tdc khric: Chua c6 tuong tac ndo dugc m6

t6 d ngudi cho <tiSn nay. Ci Loperamide vd nifuroxade kh6ng ldm thay ddi c6ch thric ho4t

dQng cria racecadotril trong co th6 khi c6c thu6c niy dugc dung d6ng th<ri.

Tdc dung khilng mong mudn crta thudc:

- Nhi6m trung va ky sinh trung:
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- ROi loan da vi m6 duoi da:

it Sqp, Ban ph6t, ban d6.

Kh6ng bitit: C6 nhi6u tufp ban d6 bao g6m: ban <16 nhi€u dang, ban d6 nhiOu u cgc, ban

ph6t sAn, ngria sAn, may day: smg t6y @htr ne) lu0i, m{t, mdi vd mi mlt, cfing nhu stmg

mflt vi mfii, ngria.

Thbng bdo cho Btic s! nhimg tdc dltng khilng mong mudn gfip phdi khi srr dltng thudc

Sft dltng cho phg nib cti thai vd cho con bfi:

Kh6ng n6n dtng RACESEC cho phg nil mang thai.

Phq nt cho con bri: Do thi6u thdng tin li6n quan RACESEC di5n viQc ti6t sfa d nguoi kh6ng

n6n dtng RACESEC niSu dang cho con bri.

Ttic itQng cfia thudc khi kii xe vd vQn hdnh mtty mdc: RACESEC cho th6y kh6ng inh
huong d6n su m6t tinh teo.

Quti liiu vd crich xic tr[: Kh6ng c6 truong hqrp qu6 li6u ndo du-o. c b6o c6o. d nguoi lon c6c

li€u dcrn tr€n2gtuong ducrng vli20 nn AiCu tri dE dugc dung md kh6ng gdy rac6c tric dgng

c6 hai.

Qui ctich ild,ng gdi: Vi PVC/AI, vi 10 vi0n, hQp 1 vi, hQp 2 vi, hQp 3 vi, hQp 5 vi

Bdo qudn: Noi kh6 m6t, nhiQt dQ duoi 300C, tr6nh 6nh sring.

Hgn ding; 36 th6ng kC tu ngdy sin xu6t.

Ti1u chudn dp dpng: TCCS

DE THUOC XA TAM TAY CUA TRE EM

DQC KY HIJONG DAN SUDUNG TRUOC KHI DLTNG

N6u cAn th0m thdng tin xin h6i f ki6n cria thiy thu6c

cONc rY cP Dlrqc HA TINH
167 Hd Huy TQp, Thdnh phii Hd TTnh

DT: 1900636058 Fac: 039.856821. E-mail: htp@ hadiphar.vn

NSay 15 thdng 09 ndm 2015
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