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Compositions
Racecadotril ......... 1 Omg

Excipents q.s.1

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

Storage:ln dry place, proteded 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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'l Blisters x10 Tableb

GMP,WHO

RaceSec RaceSec
Racecadotril lomg Racecadotril lomg

RaceSec RaceSec
Racecadotril 10mg Racecadotril 10mg

cMP-wHO Mfr by HADIPHAR
coNG TY cP DU'oc HA TINH

RaceSec RaceSec
Racecadotril 10mg Racecadotril 10mge

}IAOIPHAR

Thinh phin: cho 1 vi6n n6n ph6ntdn
Racecadotril .........10rng oE xATAM TAyTRE EM, oQc KY HUONG

Td duEc vua d0 1 vi6n DAN st] DUNG TRudc KHI DUNG.

Chi dinh, ch6ng chi dinh, liAu dtng - cSch dirng:
Xem don hudng d6n sr) dr,rng b6n trong hQp.

Bio quin: Noi kh6, nhiet dO dudi 3&, rann enn sang

Ti6u chuAn ap dvng: TCCS SDK(Visa No):

coNG ry cp DUOC HAflNH Ngay SX(Mfg Date):
167 Ha Huy Tap, Tp. Ha rmh L6 SX(Lot No):
Tel: 039 3855906'Fax: 039 3856821

Email: htp@hariphar6.@m.vn HD(Exp Date):
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Racecadotril 1Omg

CONG TY

HATLin dAu:'I 9"t "9""'t'Ar.K' .o i.

https://nhathuocngocanh.com/



UBND TINH nR rirun
cOnc rY cP Duqc nR riNn' 167 Hd Huy Tap, Tp. Hd TTnh

T.el: 1 900636058*Fax: 0393.8 56821

Rx Thuiic bin theo don
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1 67 Hd Huy T6p TP Hi Tinh
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167 Hd Huy Tip TP Hd Tinh

Vi 10 vi6n hQp 2 vi
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2 Blisters x10 Tablets

GMP,WHO

SOK(Visa No):

Ng?ry SX(Mfg Date):

L6 SX(Lot No):

HD(Exp Date):
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Racecadotril 'l0mg
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Racecadotril 1omg

RaceSec
Racecadotril 1omg
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Compositions
Racecadotril ......... 1 Omg

Excipents q.s.1

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

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

Specifications: Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.

Rx drug prescription sales
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RaceSec
Racecadotril 'l0mg
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Ti6u chu5n 6p dung: TCCS

coNG TY cP Duqc HA TINH

167 Ha Huy Tap, Tp. Ha TTnh

Tel: 039 3855906-Faxr 039 3856821
Email: htp@hatipharco.com.vn

TIAI' TI'HAN

RaceSec
Racecadotril 1omg

RaceSec
Racecadotril 1omgThinh phAn: cho 'l vi6n n6n phin tdn

Racecadotril .........'lOmg DE XATAM TAyTRE EM, Dec KY HUONG
T6 duEc vua drl 1 vi6n oAN su DUNG rRLroc KHI DUNG.

Chi allnh, ch6ng chi ttinh, liAu dr)ng - c6ch dtng:
Xem don hu6ng d5n sD dyng b6n trong hQp.

Bio quin: Noi kh6, nhiet dO dwi SdC, trenn 6nn seng

Mfr by HADIPHAR
CONG TY CP DIJ'CJC HA TINH i

Hd TTnh, ngay 05 th6ng 02 nim 2017
M TONG GIAM DOC
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RaceSec
Racecadotril 1Omg
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UBND TINH ne rirun
c6ttc rY cP Dt.rqc ne rTrun

167 Hd Huy Tap, Tp. Hd TTnh
Tel: 1 900636058*Fax: 0393.856821
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c6rc w cP Dugc xA rixx
167 Hd Huy Tdp TP Hi Tinh

GMP,WHO
HAIlIPIfAR

Compositions
Racecadotril ......... 1 Omg

Excipents q.s.1

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

Storage:ln dry place, protected from light,store below 3dC

Specifications : Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.

Rx drug prescription sales 3 Blisters x10 Tablets

C c6Nc rv cP Dugc xn rinx
167 Hd Huy TQp TP Hi TInh

GMP,WHO

Thinh phAn: cho 'l vi6n n6n phin t6n
Racecadotril .........10m9 DE XATAM TAY TRE EM, oQc KY HUONG

T6 duqc vua drj 1 vi€n DAN su DUNG TRUOC KHI DUNG'

Chi d!nh, ch6ng chi dinh, li6u dirng - c6ch dtng:
Xem don hudng d5n sr) dr;ng b6n trong hop.

Bio quin: Noi kho, nhiCt dO dudi 3dC, trenh 6nh s6ng

Ti6u chuin 5p dgng: TCCS SDK(Visa No):

coNG w cp DLrgc HA riNH Ngdy sX(Mfg Date):
167 Ha Huy Tap, Tp. Ha Tinh L6 SX(Lot No);
Tel: 039 3855906-Fax: 039 3856821

Emait: htp@hatipharm.com.vn HD(Exp Date):
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UBND TINH Ha rTrun
cOnc rY cP Dugc ne rlrun

167 HA Huy Tap, Tp. Ha TTnh
Tel: 1 900636058*Fax: 0393.856821

Rx Thuaic bin theo don
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e c6xc ry cP Dugc xl rirx
167 Hd Huy Tip TP HA Tinh
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Compositions
Racecadotril .......

Excipents q.s.1
1Omg

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

Storage:ln dry place, protected from light, $ore below 3dC

Specifications: Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.

Rx drug prescrifiion sales
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CMP,WHO

RaceSec
Racecadotril 1omg

TY cP Duoc HA TINH

RaceSec
Racecadotril 1omg
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e c6rc rv cP Dugc xl rinx
167 Hd Huy Tip TP Hi Tinh

e
HAOIPHAR

RaceSec RaceSec
Racecadotril 10mg Racecadotril 10mg

c,i{|,-\vHo Mfr by HAOIPHAR
coNG TY cP Duoc HA TINH

ay 05 th6ng 02 ndm 2017
GIAM DOG

pno roho erAru s6b
V5 Dfc Nhtn

llAO I PHAR

Thinh phAn: cho 1 vi6n nen phan t6n
Racecadotril .........'l0mg oE xArAM rAy rRE EM, Dec Kf HUONG

T6 duEc vua di 1 vi€n DAN su DUNG TRUOC KHI DUNG.

Chi dinh, ch6ng chi ltinh, li6u dirng - c6ch dirng:
Xem don huong d6n str dqng b6n trong hop.

Bio quin: Noi kh6, nhiet dO duti 3dC, tr6nh anh s6ng

Ti€u chuin 6p dung: TCCS SDK(Visa No):

coNG ry cp ouqc HA riNH Ngdy SX(Mfg Date):
167 Ha Huy TAp, Tp. He Tinh L6 SX(Lot No):
Tel: 039 3855906'Fax:039 3856821
Email: hlp@haliphar@.com.vn HD(Exp Date):
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HIIONC NAN StINUNC IANH CHO NGT,Id BENH
1. TGn thuiic: RACESEC
2. "Egc lfi huong ddn s* dung tru6c khi dimg,'
"D€ xa tdm my ffti em"
"Thdng bdo ngay cho bdc sT ho(c duqc st nhfing tdc damg kh6ng mong muiin g(p phdi khi
s* dltng thu6c"
Thu6c bdn theo don.
3. Thinh phAn, him lugng cria thu6c:
Cdng thric cho I vi6n ndn phdn t6n
Racecadotril lOmg

Td dug'c T6 dugc: cellactose 80, Primojel, Talc, Hucrng d6u vira dt 1 vi€n
4. Mo ti sin phAm: Vi6n n6n phdn t6n mdu tring, c4nh vd thdnh vi€n ldnh l{n
5. Qui crlch tl6ng g6i: vi PVC/AI, vi 10 viOn, hQp I vi, hQp 2vi, hQp 3 vi, hQp 5 vi
6. Thuiic niy dtng cho bQnh gi:
RACESEC dugc chi dinh bd sung iti6u tr! triQu chring ti€u chiy c6p 6 trd em (tren 3

tu6i) khi cric biQn ph6p th6ng thuong (bao g6m bir nudc bing ducrng uting) ld kh6ng
ki6rn so6t c6c triOu chring.

Y

1 048

CONG T

cd Pger
DUqC
Hi rint

7. NOn dtrng thu6c niry nhu th6 niro vi [du lugng?
RACESEC (Racecadotril 10mg) chi dirng cho tr€ du6i13 kg
Li€u dirng khuyiSn c6o dugc x6c dinh theo trong lugng co thO l,5mglkg thtl trgng,
lAn 1 ngdy.

Trd em <9 kg :1 viOn x 3 lAn/ ngdy

1 .\AH

Trd em ttr 9-13 kg:2 vi€n x 3 lAr/ ngdy '
ThoigianiIi6utr!trongc6cthringhiQml6msdngv6itr6emld5ngdy.Di6utrin6ndugc
tii5p tpc cho dtin khi phdn binh thudng. EiAu trikh6ng qu67 ngay.

C6ch dtng: Nutit nguy6n vi6n vdi nudc hofc cho vi0n vdo c6c nu6c/ sta tru6c, l6c ct€u r6i
i-

cho tre uong. I

N6u cAn th€m thdng tin hdy h6y h6i lli khuy€n cta b5c s! hoflc dugc s!.
8. Khi niro khdng n6n dirng thuiic niy? '
BQnh nhdn nh4y cim vdi racecadotril hoic b6t ct thdnh phAn ndo cria thu6c.

9. Tric dqng khdng mong mu5n:
- NhiSm trirng vd ky sinh trring
it Sqp,Vi0m Amidan
- ROi lo4n da vd mO dudi da.

it gqp,Ban ph6t, ban d6.

Khdng biiSt: CO nhiOu tuyp ban d6 bao giim: ban d6 nhi6u d4ng, ban do nhi6u u c1tc, ban
).,1 '

ph6t sdn, ngria sdn, mdy day: stmg tay Oht n€) luOi, m[t, m6i vd mi mdt, cflng nhu sung

mflt vd rnfii, ngfta

T6c dqng cta racecadotril tr6n ti€u chiy m4n tinh chua dugc nghidn ct?u ddy dti.

10. NOn tr6nh dtng nhilng thuSc ho{c thgc ph6m gi khi dang sfr dgng thu6c niry:

Chua c6 tuong t6c ndo dugc mO ti 0 ngudi cho d6n nay. C6 Loperamide vi nifuroxazide

kh6ng ldm thay d0i cacn thric hoat dQng cria racecadotril trong co thO khi c6c thu6c ndy

dugc dtng ddng thoi.

https://nhathuocngocanh.com/



11. CAn ihm gi khi mQt tdn quOn khdng dtng thu5c: Kh6ng thay d6i liOu dtng cho lAn
ti6p theo, ti6p tpc dung thu6c cho h6t d$ dieu tri.
12. CAn bio quin thu6c niy nhu th5 nho: 86o quin 6 kh6 m6t, nhiQt d0 dudi 300C, tr6nh
6nh siing

13. Nhii'ng diu hiQu vh triQu chrfrng khi dirng thu6c qur[ li6u:
Kh6ng c6 trudng hqp qu6 li6u ndo dugc b6o c6o. O ngudi l6n c6c li6u dcrn tr€n 2gtucrng
duong v1i 20 lAn diOu tri dE dugc dtng md kh6ng gdy ra ctrc tdc dUng c6 hai.
15. Nhiing tli6u cAn thfn trgng khi dirng thu6c niry:
ViQc dung RACESEC kh6ng thay th6 nhu cAu ui5ng nudc cta tr6, cAn cho tr6 u6ng dri nudc
trong ngay.

N6u bi ti6u ch6y nflng valhoflc k6o ddi kdm theo ndn vilhoflc k6m [n, hAy h6i j kitin b6c

s!, liQu ph6p truy6n dich c6 th€ cAn thitit trong trudng hqp ndy.

Hay h6i y kitin bric s! ntiu th6y c6 m6u vd rnir trong phdn cta ngudi bQnh valhoic bi stit vi
d6u hiQu ndy c6 thi5 cho th6y c6 sg nhi6m khu6n (hoac mQt bQnh nghi0m trgng kh6c) ld
nguyOn nhdn gdy ti6u chiy. Vdi nhffng tru]ng hqp ndy RACESEC c6 th€ kh6ng phii ld
thu6c OC Oieu tri triQu chfng
Khdng dung RACESEC cho trd dudi 3 th6ng tu6i. fh6ng dtng RACESEC cho b6t ty
nhdn ndo bi bQnh gan ho{c th4n.

Ph7 ntr co thai:
Kh6ng co d[ liQu diy dri cho viQc sri dqng c6c racecadotril 0 php nt mang thai. N
criu tr6n dQng v4t kh6ng cho th6y t6c hai trpc ti6p hoflc gi6n ti6p liOn quan d6n viQc

thai, sinh s6n, ph6t tri6n cria ph6i thai, sinh d6 hoflc ph6t triiSn sau sinh. Tuy nhien, vi
c6 c6c nghiCn criu l6m sdng cq thi5, RACESEC khdng n6n dtng cho phg nti mang thai.

Phu nfi'cho con bil :
Do thi6u th6ng tin li6n quan dtin bdi ti6t racecadotril trong sira m9, RACESEC khdng nOn

dung cho php n[ cho con bri.

Tric clQng cfra thu5c khi l6i xe vi v$n hhnh mrly m6c: Chua c6 thdng tin

16. Khi nao .an tham v6n b6c si, dugc si: Tham v6n b6c s!, dugc si ntlu gflp phii t6c

dgng khdng mong mu6n khi sri dung thu6c.

17. Hqn dtng cfra thu6c: 36 th6ng te ttr ngdy s6n xuAt

18. Ton/biOu tuq'ng cfra nhh sin xu6t/nhi nhflp khAu/chfr s0 hiiu gi6y ph6p illng kf
sin phAm:

.I

{

:t
it

.t

HADIPHAR Sin xu6t boi
c6Nc rY cP DUoc HA riNH

167 HA Huy T4p, TP Hd Tinh

19. Ngny xem x6t sfra tl6i l?i td'th6ng tin cho bQnh nhfln.: Ngdy 06

tp

oho erAr'rr o6'c

Dr?c Ntrtn

HA TI

CONG T

'Nr-r 1
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co,

t

pHO r
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102 120t7

TONG GIAM DOC
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To HUONC nAN Sr/ ogNc DANH CHO CAN BQ y rE
1. TOn thuiSc: RACESEC

2. Thdrnh phAn, him luqng cfra thu6c:
Cdng thric cho 1 vi6n n6n phdn trin
Racecadotril l0mg

Tri dugc Tii dugc: cellactose 80, primojel, Talc, Hucrng d6u vira dt I vi6n
3. Dpng biro ch6: Vi0n n6n ph6n t6n
4. Cic il{c tfnh dugc lpc hgc, dugc rlQng hgc
Dwqc lyc hgc:

Racecadotril ld mQt ti6n ch6t ma cAn duoc thriy phdn thdnh ch6t chuy6n h6a hopt
thiorphan, ld ch6t ric ch6 enkephalinase, mQt peptidase mdng t6 bao 6 trong c6c m6
nhau, chri ytSu ld bi6u ur6 cta ru6t non. Enzyme ndy tham gia vdo c6c qudtrinh thriy

A,

D
HI

tinh cc
CO

I,

a

r
peptide ngo?i sinh vd ph6 hty peptide nhu c6c enkephalinase d6 ld ho4t dQng sinh l;i o 6ng
ti6u h6a, k6o ddi t6c dpng kich thfch bdi titit c0a chring.

Racecadotril ld mQt ch6t chdng tit5t, md hopt dQng cta n6 dugc gidi h4n d ruQt non. N6 ldm
gi6rn tlng ti6t nu6c vd diQn gi6i o ruQt non, g6ry raboi dQc tinh ta ho{c vi6m, vd kh6ng c6

6nh huong tdi ho4t clQng bdi titit co bin racecadotril t6c dgng nhanh ho4t tinh ch6ng ti6u
chiy md khdng ldm thay OOi ttrOi gian chuytin vfln & ru6t non.

Racecadotril kh6ng gay dAy bUng.

I(hi dung duong u6ng, thu6c chi t6c dQng d ngo4i biOn, md khdng 6nh hu&ng trOn hC thin
kinh trung uong.

Duqc tlQng hgc:

- Hap thu: Racecadotril dugc h6p thu nhanh ch6ng bdng dudng uting. SU ric ch6 men

enkephalinase huy6t tuong Uat OAu sau khoing 30 phrit.

Sinh khi dung cria Racecadotril kh6ng bi thay tl6i bOi thric 6n, nhtmg nting dO dinh bi

ch4m lai khoing I gio 30 phrit.

- Phdn b6: Chi khoAng 1% li6u dung duoc phdn b6 vdo c6c m6 90Yo chSt chuyOn h6a hopt

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

Ii0n k6t v6i protein huytit tuong, chri y6u vdi albumin. C6c tinh ch6t dugc dQng hgc cria

Raoecadotril khdng bi thay O6i Oo dung li6u l{p lai hopc dtng cho ngudi gid.

Khoing thoi gian vd ph4m vi 6nh huOng c0a Racecadotril php thuQc vdo li6u dung. Thoi

gian irc ch6 enkephalinase dpt dinh trong huyi5t tuong x6p xi 2 gio vd tuong duong 75o/otrc

chi5 vdi li6u 100mg. Vdi 1i0u 100mg thdi gian ric ch6 enkephalinase khoing 8 gicr.

- Chuy6n h6a: Thdi gian b6n th6i sinh hgc cria Racecadotril dugc tinh theo sg frc ch6 cria

enkephalinase huy6t tucrng, x6p xi 3 gio.

Racecadotril bi thriy phdn nhanh ch6ng thdnh ch6t chuyi5n hoa c6a ho4t tinh (RS)-N-I1-

oxo-2-(mercaptomethyl)-3-phenylpropyll glycine, ch6t ma dugc bitin d6i tro l4i thdnh c6c

,o

:
:a

4
,t

a

I
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ch6t chuyen h6a kh6ng cdn ho4t tinh. ViQc dirng lap l4i Racecadotril kh6ng gdy tich lty
thudc trong co thi5. Racecadotril kh6ng d6ng vai trd nhu ld t6c nhdn gdy cdm img hay ric
ch6 rnen cytochrome P - 450.

Racecadotril kh6ng ldm thay e6i Wra nlng gin k6t protein c0a c6c ho4t chdt gin kiit manh

v6i protein nhu tolbutamide, warfarin, niflumic acid, digoxin or phenytoin.

O benh nhdn suy gan [xo gan dQ B cria thang phdn lopi Child - Pugh], titit diQn dQng hgc

cria ch6t chuy6n h6a c6 ho4t tinh cria Racecadotril dE cho th6y sW tuong <t6ng gita T,nu* va.-
Trn vd lugng th6p hon C,,u* (-65910) vd AUC (-2g%) khi dugc so siinh vdi c6c OOi tuon$$
kh6e rn4nh llorv\
O bEnh nh6n suy thpn n4ng (he s6 thanh thai l1-39m1/phirt) titit dien ilQng hsc cria ,h611H
chuy,5n h6a cria Racecadotril dd cho th6y th6p hon C*u* (- 4g%)vd luqng cao hon AUC 1+,'rill9
16%) virTy2 khi so s6nh vdi ngudi tinh nguyQn khde mAnh,( h€ sO thanh thai > 70ml/phtit)G&
- Thai trir: Racecadotril dugc thai tru & d4ng chuy6n h6a kh6ng c6 ho4t tinh, chfi ydu quu-
ducrng nudc tii5u, vd c6 mric d0 it nhi€u hon qua duong phdn. Thii trt qua duong ptrOi ta

khdng c6 y nghia.

5. Qui crlch d6ng g6i: Vi PVC/AI, vi l0 vi€n, hQp 1 vi, hQp 2 vi, hQp 3 vi, hQp 5 vi
6. Chi dinh, Iiiiu ding, c6ch dtng, ch6ng chi tllnh
Chi tlinh: RACESEC dugc chi <linh b6 sung di0u tri triQu chimg ti6u chiy c6p 6 tr6 em

(tr6n 3 th6ng tu6i) khi c6c biQn ph6p thOng thuong (bao gdm bi nudc b[ng cluong u6ng) ln

kh6ng dt de kiOm so6t c6c triQu chring.

7. NOn dtng thu6c nhy nhu thii nio vir liOu lugng?
RACESEC (Racecadotril lOmg) chi dung cho tr6 dudi l3 kg
LiAu dung khuytin c6o dugc x6c dinh theo trong lugng co thi5 l,5mg/kg thi5 trgng, ui5rg 3 :

lAn I ngiy. I

T16 em <9 kg:l vi6n x 3 lAr/ ngdy ;

T16 ern tU 9- 13 kg: Zvi€nx 3 lAn/ ngdy (

Thoi gian diOu tri trong cdc thri nghiQm l6m sdng vdi tr6 em ld 5 ngdy. EiAu tri n6n dugc ,

titip tpc cho d(ln khi phdn binh thuong. Ei6u tri kh6ng qu67 ngay.

C6ch dung: NuOt nguy6n vi6n vdi nu6c hoflc cho viOn vdo c6c nudc/ sfra trudc, lac dOu r6i
i

cno tre uong.

Ntiu cAn th6m th6ng tin h6y h6y h6i loi khuyOn cria b6c s! ho{c dugc s!.

Chting chi ttinh:
BQnh nhdn nh4y cim vdi racecadotril ho[c UAt cti thdnh phAn ndo cta thu5c.

7. Chc thfln trgng khi dtng thu6c:
ViQc dung RACESEC khdng thay th6 nhu cAu u6ng nudc cta tr6, cAn cho tr6 u6ng dri nudc

trong ngay.

NQu bi ti6u chiy nflng valhoic k6o ddi kdrn theo nOn vd/troflc k6m 6n, hay h6i y kiiin b6c

s!, liQu ph6p truy0n dich c6 thO cAn thitit trong trudng hqp niy.
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Hay h6i y kitln b6c s! n6u th6y c6 m5u vd mri trong phdn cria nguoi bQnh valhoac bi s6t vi

dAu hiQu ndy c6 th6 cho th6y c6 sg nhi6m khuAn (ho[c mQt bQnh nghiOm trong kh6c) ld

nguyOn nhdn g6y ti6u chiy. V6i nhirng trudng hqp ndy RACESEC c6 th6 kh6ng ph6i ld

thu6c OC AiAu tri trieu chring

Kh6ng dtng RACESEC cho trd dudi 3 th6ng tu5i. Kh6ng dung RACESEC cho b6t k! bQnh

nh6n ndro bi bQnh gan hoflc th4n.

Tro'ng tdc vdi ctic tttuilc khtic, cdc dgng tuong ttic khtic: Chua c6 tucrng t6c ndo dugc m6

ta o nguoi cho dtin nay. Cd Loperamide vd nifuro xazide kh6ng ldrn thay dOi cach thr?c ho4t l
dQng cria racecadotril trong co thtl khi c6c thu6c ndy dugc dung d6ng thoi. \

Tdc ttyng kh\ng mong mudn cfia thuilc:

- NhiSm trtng vd ky sinh trirng i

it g4p: Vi6m Amidan

- ROi lo4n da vd m6 du6i da:

it gAp: Ban ph6t, ban d6.

Kh6ng bi6t: Co nhi€u tuyp ban d6 bao gdm: ban d6 nhiOu dAng, ban d6 nhiOu u cuc, ban
l,x,

phat sdn, ngfra sdn, may day: sung tdy (phu n0) lu0i, rn[t, urdi vd mi mdt, ctng nhu sung

mdt vdr mfri, ngfta.

T6c dpng cta racecadotril tr€n ti6u chiy m4n tinh chua dugc nghiOn cuu dAy dri.

Sri'dqtng clto phq.t nfi'cd thsi vit clto con bfi:

Phu nttc6 thai:

I(hdng co dir liQu dAy dri cho vi€c sir dpng cdc racecadotril 6 phu nfr mang thai. Nghi0n

crlu tr0n dQng vdt kh6ng cho th6y t6c hpi trgc ti6p hopc gi6n tiiip 1i6n quan d6n viQc mang

thai, sinh s6n, ph6t tritln cria phdi thai, sinh dd ho4c ph6t tritin sau sinh. Tuy nhi6n, vi kh6ng

c6 c6c nghiCn cr?u l6rn sdng cp th6, RACESEC kh6ng nOn dung cho phg nir mang thai.
Phy nir cho con bil :

Do thiOu th6ng tin liCn quan d5n bdi tiOt racecadotril trong sira me, RACESEC kh6ng n€n
dung cho php nir cho con bri.

Ttic itQrtg cfia thudc khi ldi xe vd v\n ltrinh mdy mdc: RACESEC cho th6y kh6ng 6nh
huong d6n su m6t tinh t6o.

Tu'o'ng tfc vdi cr{c thu6c khic, cric dpng tucrng t6c kh6c:
Chua c6 tuong tiic ndo dugc m6 tA o nguoi cho dt5n nay. Ci Loperamide vd nifuroxazide
kh6ng ldm thay d6i cach thric ho4t dQng cia racecadotril trong co thti khi cric thu6c ndy
duoc dtng d6ng thoi.

9. T6c dlrng kh6ng mong mu5n:
- Nhi6m trirng vd ky sinh trirng:
it g6p: Vi6rn Arnidan
- ROi loan da vd m6 du6i da:

{
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,'? it g6p: Ban ph6t, ban d6.

Kh0ng biiit: C6 nhi6u tulip ban il6 bao gti,n: ban d6 nhi€u dang, ban il6 nhi6u u cgc, ban

ph6t sAn, ngria sAn, mdy clay: srmg t6y $ht ne; luOi, m{t, m6i vd mi m6t, cflng nhu stmg

mpt vd mfri, ngfta.

T6c dgng cfia racecadotril tr6n ti0u chiy m4n tinh chua ctugc nghiCn cuu dAy chi.

10. Qui liOu vi cich xfr tri:
Kh6ng c6 trudng hqp qu6 li6u ndo dugc b6o c6o. 6 ngudi l6n c6c 1i6u ilcrn tr€n 29 tuong

duong voi 20lAn di6u tri dd clugc dtrng mi khdng gdy ra cdc tirc dung c6 h4i.

11. Didu kiQn bio quin vh h4n dtng cfia thu6c: Noi kh6 m6t, nhiQt d0 dudi 300C, tr6nh

6nh s6ng

H4n dtrng: 36 th6ng t<C ttl ngdy sin xu6t.

12. TOn vir vir tlia chi cfra nhir sin xu6t

Sin xu6t boi
COng ty CP Dugc Hd finh

167 -HitHuy Tap - Thdnh ptrO Ha finfr
ET:0393 854617 - 0393 855906 Fax:0393 3856821

HAO T PHAR

13. Ngny xem x6t sfra d6i l.1i td'thdng tin cho bQnh nhdn Ngdy 06 102 
_12017

b TONG GIAM DOC

pHo rOhs o

V6 Duc nd

;ftr#.ffi-

CONG TY

HA TINH

10.,

(/)

*
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