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Compositions
Racecadotril ........1 00mg
Excipents q.s.1

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

Stongoln dry place, protecled from light,store below 3dC

Specifications: Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.
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Ti€u chuAn 6p dgng: TCCS HD(Exp Date):
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lndications, Contraincations, Dosage-Administration:
See in package insert inside

$orageln dry place, protecled fom light,$ore below 3dC

Specifi cations: Manufacturer's.

Keep out of reach of chlldren
Carefully read the accompanying instructions before use.
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See in package insert inside
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Carefully read the accompanying instructions before use.

Race$ec
Racecadotril 100m9

Compositions
Racecadotril ......... 1 00mg
Excipents q.s.1

3 Blisters x10 Tabalete

c6nerv cP Dugc xl riNn
167 Hi Huy Tip TP Ha TTnh

GMP,WHO
HAO I PHAR
e

Thinh phln oE xA rAM rAy rRE EM, Dec l<Y Hr.rONG
Racecadotril .........100m9 oAtt su ouruo rRuoc KHtDUNG.
T6 duqc vira dt 1 vi€n
chi ttinh, ch6ng chi dinh, ti& soK(visa No):

Xem don huong drn srir dens ll''L:;nf;;'o'n' Nsev sx(Mrs Date):

Brio quin: Noi kh6 mat, nhi0t dO dufi ?Ob, tr6nh 6nh sang L6 SX(Lot No):

Ti6u chuin ip dgng: TCCS HD(Exp Date):

coNG w cp Dugc HA TINH
167 Ha Huy Tap, Tp. Ha rmh
Tel:039 3855906'Far 039 385682,
Em8il: htp@hatipham.com.vn

RaceSec
Racecadotril 100m9

RaceSec
Racecadotril 100m9

na"ese"""L""Sec
Racecadotril 100m9 Racecadotril 100m9

c'Mp-wHo) Mfr by HADIPHAR
coNG TY cP Dugc HA TINH

,^;e*
RaceSec RaceSec
Racecadotril 10omg Racecadotril 100m9

RaceSec RaceSec
Racecadotril 100m9 Racecadotril 100m9

G,MP-WHO Mfr by HADIPHAR
coNG rY cP Dugc HA TINH

RaceSec RaceSec
Racecadotril 100m9 Racecadotril 100m9e

HAOIFHAE

RaceSec RaceSec
Racecadotril 100m9 Racecadotrit loomg

6,Mp-wHO Mfrby HAOIPHAR
coNG Ty cp Dt.rgc HA TINH

a

c6rue TY

IiA N

CO
nL.'

T k{

-\

Vo D rlc Nhinhttps://trungtamthuoc.com/



UBND TINH na rTrun
cOttc rY cP Dt/cvc nn rTrun
rc7 He Huy TOp, tp. na TTnh

Tel: 1 900636058*Fax: 0393.856821

Thinh phin
Racecadotril .........'l 00mg
Td duqc vla 6t 1 vi6n
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Chidinh,.ch6ng chi ttinh, tiau dtng - c6ch dtng:
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Bio quin: Noi kh6 mat, nhiet dO dr,rtri 3&, t&rn'jnh sang
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Tel: 039 3BSS9O6.FaX: 039 3856821
Email: htp@hatiphar@.@m.vn

SDK(Visa No):

NgAy SX(Mfg Date);

L6 SX(Lot No):

HD(Exp Date):

y23 th6ng 10 ndm 2O1t
GIAM DOC

cOxcrv cP Dugc xA rinx
167Hd Huy Tap TP Ha Tinh

GMP,WHOe
HAOI PHAR

(,

oo
o
(,

IE
fr

<,,
Eoo
-
L

o?
(U
ooo
(E

x.

Vi 10 vi6n hgp 5 vi

lndications, Contraincations, Oosage-Administration:
See in package insert inside

$orage:ln dry place, protected fom light,slore below 3dC
Specifi cations: Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.
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Hucn{c OAN SttOgNC oANn CHO NGrId BpNH
1. TGn thuiic: RACESEC
2. "Dpc @ hudng ddn s* dung trudc khi dilng"
"D€ xa tim tay trd em"
"Thdng bdo ngay cho bdc sT hortc duqc sT nhttng tdc dqtng khdng mong mudn Sqp phdi khi
su dqng thu6c"
Thuiic bdn theo don.

3. Thinh phin, him lugng cfia thuiic:
COng thric cho I vi6n n6n phdn t6n
Racecadotril l00mg

Ti dugc T6 dugc: Cellactose 80, Primojel, Talc, Huong d6u vira dri 1 vi0n
4. Md tf, sin phim: Vi6n n6n hinh trdn miu tring, c4nh vd thdnh vi6n ldnh lpn
5. Qui c6ch d6ng g6i: Vi PVC/AI, vi 10 vi6n, hQp I vi, hQp 2 vi, hQp 3 vi, hQp 5 vi
6. Thuiic niy ding cho bQnh gi:
RACESEC dugc chi dinh bO sung tli€u tri triEu chring ti0u ch6y c6p 0 ngudi l6n vd trd em

trOn l5 tu6i khi c6c biQn ph6p th6ng thuong (bao g6m bt nu6c bdng ducmg u6ng)

dfi dC kiOm so6t c6c triQu chirng.

7. NOn dtng thu6c nhy nhu th6 nho vi lii,u luong?
fh6i hqp vdi liQu ph6p bir nudc Nguoi l6n vd tr6 em tr6n 15 tu6i: khdi iliu 1

vdo b6t cir hic ndo, sau d6 I viOn 100mg rn6i gio cho dtin khi ngung ti6u ch6y. T eu

kh6ng qu6 400mg. N6u triQu chring vdn k6o ddi hon 7 ngay, nOn tharn kh6o y kii5n b6c

8. Khi niro khdng nOn dirng thu6c ndry?

BQnh nh6n nh4y cim v6i racecadotril ho4c b6t cfi thdnh phAn ndo cria thu6c.

9. Tr[c dqng khdng mong -u6nt
- NhiSm trirng vd ky sinh trtng
it g\p:Vi6m Amidan
- R5i loan da vd m6 du6i da.

it g4p:Ban ph6t, ban tl6.

Kh6ng Uitit: CO nhi€u tuyp ban d6 bao gdm: ban d6 nhiOu d?ng, ban d6 nhi6u u cpc, ban
),,

ph6t sdn, ngria sdn, mdy day: sung tdy (phu nO) lu0i, rn[t, m6i vd mi mdt, cflng nhu stmg

mit vd mfii, ngt?a.

Tdc dpng cia racecadotril tr6n ti6u chiy m4n tinh chua dugc nghiCn cuu dAy <tri.

10. NOn trdnh dtng nhitng thuiic ho{c thqrc phAm gi khi dang sir dgng thu(ic niry:

Chua c6 tuong t6c ndo dugc md td o ngudi cho di5n nay. Ch Loperamide vd nifuroxazide

kh6ng ldm thay dOi cacn thfc hopt dQng cria racecadotril trong co th6 khi c6c thu6c ndy

dugc dung d6ng thoi.
11. Cin lim gi khi mQt tin qu6n khdng dirng thu5c: Kh6ng thay d6i li6u dung cho lAn

ti6p theo, titip tpc dtrng thu5c cho hiit dqt dieu tri.
tZ. CAn b6o quin thu6c niry nhu th6 nio: 86o quin 0 kh6 m6t, nhiQt itQ du6i 300C, tr6nh

anh s6ng

v
13. Nhfi'ng d6u hiQu vir triQu chring khi dilng thu6c qu6 liiiu:

CONG TY

co ri-laN
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Kh6ng c6 truong hqp qu6 li6u ndo dugc b6o c6o. 6 ngudi l6n cric li6u dcrn tr€n 2gtuong
duong voi 20lAn di6u tri dd dugc dung md kh6ng gdy ra cdc titc dung c6 h4i.
15. Nht'ng tliiiu cAn thfn trgng khi dtng thu5c niry:
ViQc dung RACESEC kh6ng thay thti nhu cdu u6ng nudc cira tr6, c6n cho trd u6ng dri nudc
trong ngay.

NOu bi ti0u chiy nflng valho{c k6o dii kdm theo n6n valho{c k6m 5n, hay h6i j kitin b6c
s!, liQu phdp truy6n dlch c6 thO cAn thiiit trong trulng hqp ndy.
Hay h6i y kitln b6c s! ni5u th6y c6 rrr6u vd mri trong phdn cria ngudi bQnh vd/troflc bf s5t vi
dAu hiQu ndy c6 thO cho thSy c6 sU nhi6m khuAn (ho[c mQt bQnh nghiCm trgng kh6c) ld
nguyOn nhdn gdy tiOu chiy. Vdi nhtng truong hqp ndy RACESEC c6 th6 kh6ng phii ld
thudc AO Aieu tri trieu chring
Kh6ng dung RACESEC cho tr6 dudi 3 th6ng tu6i. Khdng dung RACESEC cho b5t k) bQnh

nhdn niro bi bQnh gan hoflc th4n.

Phu ntr cd thai:
Kh6ng c6 d[ liQu dAy dfr cho viQc sri dgng c6c racecadotril o phg nt mang thai. Nghi0n

criu tr0n dQng vflt kh6ng cho th6y t6c h4i tqrc ti6p hoflc gi6n titlp li6n quan d6n viQc mang

thai, sinh s6n, ph6t tri,5n cta phdi thai, sinh dd ho{c ph6t tri6n sau sinh. Tuy nhiOn, vi kh6ng

co cdc nghiOn ctu l6m sdng cp the, RACESEC kh6ng n€n dirng cho php n[ mang thai.

Phu nir cho con bil :
Do thi6u th6ng tin li0n quan dtin bdi ti6t racecadotril trong sta me, RACESEC kh6ng

dilng cho php nir cho con b[.
Tic rlQng cfia thutic khi l6i xe vh vfn hirnh mr{y m6c: Chua c6 th6ng tin

16. Khi nho cAn tham v6n brlc si, dup'c si: Tham v6n b6c s!, dugc si ntlu gAp ph6i t6c

dung khdng mong mu0n khi sri dpng thu6c.

17. Hqn dtrng cria thu6c z 36 thtngte tt ngdy sin xu6t

18. T6n/bi6u tugng cfia nhh sin xu6t/nhi nh$p khiu/chri sO hiiu gi6y ph6p tllng kf
. ',1san pnam:O

!

's

-t
!'
lz
i
a

I.IAtl I PHAR Sin xu6t bOi

coNc rY cP DuoC HA TiNH
167 HiLHuy T4p, TP He finh

19. Ngny xem x6t sfra tl6i l4i td th6ng tin cho bQnh nhfln.: Ngdy 06 102 12017

0b roNG GIAM DOC
--:-s\0i04

CONG TY C,

!t COP
[}
Ha rir'r

*

ryHT kt

puo rdruo crAu s6c
V5 Dfic Nhin

v
https://trungtamthuoc.com/



'!

To HrIoNc pAN srl oUNc oANu cuo cAN Be y rE
1. TOn thu5c: RACESEC

2. Thirnh phAn, him luqng cfia thu6c:
C6ng thric cho 1 vi6n ndn phdn t6n
Racecadotril l0Orng

Trt duqc Tii dugc: cellactose 80, Primojel, Talc, Huong d6u vta rhi 1 vi0n
3. DSng bio ch6: Vi0n n6n phdn t6n
4. Cic tl{c tinh dug'c h;c hgc, dugc tlQng hgc
Duqc lqtc lrgc:

Racecadotril ld mQt ti6n ch6t md cdn <tugc thriy phdn thdnh ch6t chuy€n h6a ho4t tinh
thiorphan, ld ch6t fc ch6 enkephalinase, mQt peptidase mdng tti bao 0 trong c6c m6 kh6c
nhau, chri ytiu ld bi6u m6 cta ru6t non. Enzyme niy tham gia vdo circ qudtrinh thriy phdn

peptide ngo4i sinh vd ph6 hty peptide nhu c6c enkephalinase d6 ld ho4t dQng sinh lf d 6ng

ti0u h6a, k6o ddi t6c dpng kich thich bdi titit cria chring.

Racecadotril ld mQt ch5t ch6ng ti6t, rnd ho4t dQng cta n6 dugc gi6i h4n o ruQt non. N6 ldm

gi6rn t6ng ti6t nudc vd diQn gi6i o ruQt non, gary raboi dQc tinh ta ho{c vi6m, vd khdng c6

Anh huong tdi hopt dQng bdi ti6t co bin racecadotril t6c dUng nhanh hoat tinh chdng ti€u

chiy md kh6ng ldm thay A6i tndi gian chuytin vdn 0 rudt non.

Racecadotril kh6ng gay dAy bUng.

Khi dung ducrng u6ng, thu6c chi t6c dQng o ngopi bi€n, md kh6ng 6nh huong trOn hC thAn

kinh trung uong.

Dug'c itQng ltgc:

- HAp thu: Racecadotril dugc h6p thu nhanh ch6ng bing duong u6ng. Sp rlc ch6 men

enkephalinase huy6t tuong Uat O6u sau khoing 30 phrit.

Sinh khi dirng ctia Racecadotril kh6ng bi thay ddi b&i thric f,n, nhtmg n6ng rlQ dinh b!

chflm l4i khodng I gio 30 phft.

- Phdn b6: Chi kho6ng l% li6u dung dugc phdn bti vdo c6c md 90o/o chat chuyen h6a ho4t

tinh cria Racecadotril (RS)-N-[1-oxo-2-(mercaptornethyl)-3-phenylpropyl] glycine, dugc

liOn kr5t vdi protein huytit tuong, chri yi5u v6i albumin. C6c tinh ch6t dugc dQng hgc cria

Racecadotril kh6ng bi thay OOi ao ding liOu lap lai hoflc dung cho nguoi gii.

Khodng thoi gian vd phpm vi 6nh huong cfia Racecadotril phg thuQc vdo li€u dirng. Thli
gian irc ch6 enkephalinase i14t ilinh trong huy6t tuong x6p xi 2 giit vd tucrng duong T5Yotrc

ch6 v6i litiu 100mg. Vdi li6u 100ng thoi gian ric chiS enkephalinase khoing 8 gio.

- Chuydn h6a: Thoi gian biin thii sinh hgc cria Racecadotril dugc tinh theo sg ric ch6 cria

enkephalinase huy6t tuong, x6p xi 3 gid.

Racecadotril bi thriy phdn nhanh ch6ng thdnh ch6t chuyOn h6a c6a hopt tinh (RS)-N-[-

oxo-2-(rnercaptomethyl)-3-phenylpropyll glycine, ch6t rnd dugc biiin d6i tr& lai thinh c6c
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ch6t chuy6n h6a kh6ng cdn ho4t tfnh. ViQc dung l[p lAi Racecadotril kh6ng gdy tich lty
thu6c trong co thC. Racecadotril kh6ng d6ng vai trd nhu ld t6c nhdn gdy cim ring hay ric
chtl men cytochrome P - 450.

Racecadotril kh6ng ldm thay d6i kha ning gdn ktit protein cria c6c ho4t ch6t gdn ktit mpnh
v6iprotein nhu tolbutamide, warfarin, niflumic acid, digoxin or phenytoin.

O bqnh nhdn suy gan [xo gan dQ B cria thang phdn lo4i Child - Pugh], ti6t diQn dQng hgc

cia ch6t chuytin h6a c6 hoat tinh cta Racecadotril dE cho th6y sp tuong d6ng gita T,,,u* vd
Trn vd lugng th6p hon C,nu*G65yo) vd AUC (-29%) khi duqc so s6nh vdi c6c il6i tuqng
kh6e m4nh.

O bqnh nh6n suy th4n n4ng (hE sO thanh thai 11-39m1/phrit) titit diQn clQng hgc cria ch6t

chuy0n hoa cria Racecadotril dd cho th6y th6p hon C*u* (- 4g%) vd lugng cao hon AUC (+

16%)vitTlp khi so s6nh vdi nguoi tinh nguyQn kh6e m4nh,( he s6 thanh thai > 70ml/phft)
- Thai trt: Racecadotril dugc th6i tru o d4ng chuytln h6a kh6ng c6 ho4t tinh, chri yi5u qua

, ..4
ducrng nudc tiOu, vir c6 mric dQ it nhiOu hon qua ducrng phdn. Thai tru qua dudng phdi ld

khdng c6 y nghTa.

5. Qui crich d6ng g6i: Vi PVC/AI, vi 10 vi6n, hQp 1 vi, hQp 2 vi, hQp 3 vi, hQp 5 vi
6. Chi tllnh, tidu dtng, cich dirng, chiing chi tlinh
Chi ilinh: RACESEC dugc chi dinh bO sung diAu tri triQu chring ti6u chhy c6.p o ngudi l6n

vd tr6 em tr6n 15 tu6i khi c6c biQn ph6p th6ng thuong (bao g6rn bt nudc bing duong u6ng)

la khdng dt d6 ki€m so6t c6c triQu chri'ng.

7. Li6u dtng - cich dtng
ehOi hqp v6i liQu ph6p bir nu6c Nguoi l6n vd trd em trOn 15 tudi: khoi dAu lviOn 100mg

co
CO
E)[
HA

vdo b6t cti hic nio, sau do 1 vi6n 100mg rn6i gio cho d6n khi ngrmg ti€u chiy. T6ng li6u \
khOng qu6 400rng. N6u ffiQu chftng v6n k6o ddi hon 7 ngay, n€n tharn kh6o y ki6n b6c s!. t

Chting chi tlinh:
BQnh nhdn nh4y c6m vdi racecadotril hoflc U6t cri thdnh phAn ndo cta thu6c.

7. Circ thfln trgng khi dirng thu6c:
ViQc dung RACESEC kh6ng thay th6 nhu cAu u6ng nu6c ctia tr6, cAn cho tr6 u6ng chi nu6c

trong ngay.

N6u bi ti0u ch6y nflng valhoflc k6o ddi kdrn theo n6n valhoflc k6m 6n, hay h6i f kitin b6c

s!, liQu ph6p truy€n dich c6 th€ cAn thitit trong trudng hcr-p ndy.

Hay h6i y ki6n b6c s! ntiu th6y c6 m6u vir rnir trong phdn cria ngudi benh valho6c bi s6t vi

d6u hiQu ndy c6 thO cho th6y c6 sU nhiSm khuAn (ho[c mQt bQnh nghiCm trgng kh6c) ld

nguy0n nhdn gdy ti€u chiy. Vdi nhtng trudng hgrp ndy RACESEC c6 th€ khOng phni ld

thudc OC Aieu tritrieu chring

Kh6ng dirng RACESEC cho trd dudi 3 th6ng tuOi. fhOng dirng RACESEC cho b6t ky benh

nhdn ndo bi bQnh gan hoflc th4n.
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Tu'ong ttic vdi cttc thudc khtic, ctic dgng tu'ong tdc kltdc: Chua c6 tuong t6c ndo dugc m6
ti o nguoi cho d6n nay. Ctt Loperarnide vd nifuro xazide kh6ng ldm thay dOi cach thric ho4t
dQng cria racecadotril trong co th6 khi c6c thu6c ndy dugc dtng d6ng thoi.
Trtc rtlrng khilng mong mudn crta thuilc:
- Nhi6rn trirng vd ky sinh trtng:
it g6p: Vi6m Amidan

- ROi loan da vd md dudi da:

it g6p: Ban ph6t, ban d6.

Khdng bitit: c6 nhiAu tuyp ban d6 bao gtirn: ban d6 nhi0u dang, ban d6 nhi€u u
ph6t sAn, ngria sAn, may tfay: stmg t6y @htr ne; luOi, m[t, m6i vi mi mit, cflng

mflt vd m[i, ngfa.

Tric dyng cta racecadotril tr6n ti0u chiy m4n tfnh chua dugc nghi€n cuu ttAy ctri.

S* dqtng cho phtl nie cd thai vd cho con bfi:

Phu nfi c6 thai:

PHAN o

rdc *
cUc, bag?.ii1

nhu srmg..

Khdng c6 d[ liQu dAy dt cho viQc str dpng c6c racecadotril o php nt mang thai. Nghi6n

criu tr€n dQng v4t kh6ng cho th6y t6c h4i tr.uc tiisp ho4c gi6n ti6p li6n quan diSn viQc mang

thai, sinh sin, ph6t tri6n cria ph6i thai, sinh dd hoflc ph6t triiSn sau sinh. Tuy nhiOn, vi kh6ng

c6 circ nghi0n criu l6m sdng cq thi5, RACESEC khdng n6n dung cho phg nt mang thai.

Phw nft cho con bil :

Do thi6u th6ng tin li6n quan d6n bdi titit racecadotril trong sta mg, RACESEC kh6ng nOn

dtng cho phu nfr cho con b[.
Tdc itQng crta thuilc ktti ttti xe vd vQn hdnh mtiy mdc: RACESEC cho th6y kh6ng 6nh

hucrng d6n sp rn6t tinh t6o.

Tucrng tric vfi c6c thuiic khr{c, cfc d4ng tucrng t6c khic:
Chua co tuong t6c ndo tlugc mO ti 0 ngudi cho dtin nay. Ctt Loperamide vd nifuroxazide

khdng ldm thay dOi cacfr thftc hoat tlOng ctia racecadotril trong co th0 khi c6c thu6c ndy

dugc dung d6ng thoi.

9. T6c dpng kh6ng mong mu6n:
- Nhi6m trirng vd ky sinh trtng:

it gap: viom Amidan

- ROi loan da vd mO du6i da:

it g{p: Ban ph6t, ban d6.

Kh6ng bitit: C6 nhi0u tuyp ban d6 bao gtim: ban tl6 nhi6u d?ng, ban d6 nhi6u u cgc, ban

phiit sAn, ngria sAn, mdy tlay: smg t6y @hir nC; luOi, rn{t, mdi vd mi mit, cfrng nhu stmg

mft vi mfri, ngtia.

T6c dgng cfia racecadotril tr6n ti€u chiy m4n tinh chua dugc nghi0n cuu <lAy dt.

10. Qu6 lidu vA cich xfr tri:
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Kh6ng c6 trudng hqp qu6 li6u ndo dugc b6o c6o. 6 nguoi l6n c6c li€u dcrn tr€n 2gtuong

ducrng voi 20l6n cti0u tr! ttd dugc dirng md kh6ng gdy ra cdc titc dUng c6 hpi.

11. Di6u kiQn bio quin vh hqn dtng cria thu5c: Noi khd m6t, nhiQt ttQ dudi 300C, tr6nh
irnh sang

Hqn dirng: 36 th6ng te ttr ngdy san xu6t.

12. T6n vir vi tlla chi cria nhir sin xu6t

Sdn xu6t boi
C6ng ty CP Dugc I{a finh

167 - Ha Huy Tpp - Thdnh ptrtS Ua f"intr
DT:0393 854617 - 0393 855906 Fax:0393 3856821

13. Ngny xem x6t sfra cl6i lqi td th6ng tin cho bQnh nhin Ngdy 06 lO2 l2ol7
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