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THONG TIN SAN PHAM

Hidrasec®

Hidrasec® 10mg Infants

Hidrasec* 30mg Children

Hidrasec® dang bt com ding daé uong, bot mau tn’mg va 6 huong

trdi mo.

Mon g01 Hidrasec® Infants chira 10 mg racecadotril.

M3i gdi Hidrasec® Children chira 30 mg racecadotril

T4 duge (thanh phin khdng phai 12 thuoc):

Sucrose, keo silica khan, 30% polyacrylate dang phén tin, vi mo.

CHI BINH

Hidrasec® dugc chi dmh bd sung, diéu tri triéu chung tiéu chay cép a

tré nho (trén 3 théngtuon)vétnéemctmgvé: viée bil nuée bang

dudmg uong. Trong truong hop diéu trj duge nguyén nhén gdy tiéu

chay, cd thé str dung racecadotril nhw mgt li¢u phap diéu tri bo sung.

LIEU LUONG VA CACH DUNG

Luon ding Hidrasec* chinh xdc nhu béc sy da ké don. Néu ban ¢6

thic méc, hdy hoi béc sy hogc duge §y. Neéu ban quén cho tré dung

thude khong cho tré dung gap ddi liéu dé bu vao liéu da quén. Néu

ban can thém thong tin, hy hoi 16i khuyén cia béc sy hodc dugc sy.

Uong Hidrasec® cung vdi viée bu nuoc vé dién giai (xem Canh bdo

va than trong ddc blct khi dung thudc). Lleu dung du'qc xédc dinh theo

trong lugng co thé cia tré: 53 mg/ kg thé trong / lieu (twong duong
1 dén 2 gbi), ngdy uong 3 lin céch déu nhau.

Tré nho dudi 9 kg: 1 goi 10 mg x 3 lan/ngay

Tré nho tir 9 kg - 13 kg: 2 g6i 10 mg x 3 lan/ngdy

Tré em tir 13 kg - 27 kg: 1 gi 30 mg x 3 lan/ngdy

Tré em trén 27 kg' 26130 mgx 3 lan/ngay

Nén tiép tyc diéu trj cho dén khi phan tré tr&r vé binh thu'dng Thoi

gian diéu trj khong kéo dai qué 7 ngay. Khéng nén diéu tri dai ngay

bang racecadotril. Khong cd céc nghién ciru lam sang ddi v6i tré nhd

dudi 3 thang tudi.

Céc ddi tugng dac blct

Khdng c6 nghién ciru ndo duge thyre hién d6i véi tré em bi suy gan

hodc suy thén.

CHthé cho thude com vio thire dn ho§c tron vao mat it nude (khodng
| thia ca phé). Trén déu va cho tré udng ngay lap tirc.

CHONG CHI BINH

Khong ding Hidrasec® cho tré néu tré b di img (mén cam) véi hoat

chat hodc bat ki thanh phan néo cla ta duqc (xem Ta duge). Do ¢6

chua sucrose, Hidrasec® chong chi dinh véi nhimg bénh nhén ¢

van dé di truyen hiém gap vé viéc khong dung nap fructose héi

chimg kém hidp thu glucose-galactose hodc thiéu huyt

sucrase-isomaltase.

CANH BAO VA THAN TRONG DAC BIET KHI DUNG THUOC

Vwc dung Hidrasec* khong thay thé duge nhu ciu udng nude ciia

Bu nude |3 rit quan trong trong viéc kiém soét tiéu chay mp 0 tré so
sinh va tré nho. Vl(:c bu nude can phu hop vdi do tuoi, cén niing clia
tré va giai doan, mirc dj nghiém trong cta tinh trang ndy, dic biét
trong trudng hop nghiém trong hodc tiéu chy kéo dai kém theo tré
bj non hofic kém n. Ngodi ra, lién tuc cho an thudmg xuyén (bao
gom ca bl me) va gidm sat viéc uong nude déy du la rat L quan trong.
Su Xudt hncn mau hoac mi trong phén cua tré va tré bi sot ¢4 thé cho
thay syr nhiém khuan hodic c6 mot bénh nghiém trong khéc, bao dam
tri hc;u nguyén nhan (vd: sir dung khang sinh) hodc xdc dinh thém
nguyén nhan. Do d6, racecadotril khong duge dung trong nhimg
trudng hop ndy. Racecadotril ¢6 the duge ding ddng thosi véi thude
khing sinh trong trudng hop tiéu chiy cap do vi khuin nhu mt bién
phép diéu trj bo sung. Khong nén sir dung racecadotril trong trudng
hop tiéu chy c6 lién quan dén ding khang sinh va tiéu chay mén
tinh do khong co du dir h¢u

Néu tré b tiéu duong, can chii y mdi goi

+ Hidrasec® Infants 10 mg chira 0.966 g sucrose

* Hidrasec® Children 30 mg chira 2.899 g sucrose

Néu luqn&sucrose (nguon glucose va fructose) dugce dua vao vugt
qua 5 g moi ngay, thi sau d6 phai tinh todn ty I¢ dwong ding hing
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Tai liéu thong tin cho cin b y té

ngay cho tré. Khong khuyén nghi ding san pham nay cho tré so sinh
du613thﬁngn161vikhongcoﬂmngh1émlamsingnaodlmdzuc
hi¢n trén 61 tugng nay. Khong khuyén nghi diing san phdm nay cho
bét ky tré nho ndo bj bégnh gan hofic thin khéng ké mic do nghiém
trong ciia bénh nhur thé nao, vi khong c6 du thong tin trén cdc doi
twgng bénh nhin nay. Hidrasec® ciing c6 thé khong c6 tic dung!
(glém sinh kha dung) néu tré bj non kéo dai hodc non khong kiém
soat dugc.

TUONG TAC THUOC

Khang c6 tuong tic thude no duge md ta & ngudi cho dén nay. Ca
loperamlde va nifuroxazide khong lam thay d61 cach thirc hoat dong
ciia racecadotril trong co thé khi cac thude ndy duge diing dong thai.
Hay théng bio, cho béc sy hodc duge sy néu tré dang uong hodc gan
déy c6 uong bt ki thudc nao khac ké ca céc thude khong ké don.
MANG THAI VA CHO CON BU

° Mang thai: Khong c6 du dir liéu vé viée sir dung racecadotril & phu
nir mang thai. Nghién ciru trén dong vat khéng thay téc hai tryc tiép
hoacgnanuép lién quan dén mang thai hoécsuphéttncnbﬁothm
sinh san hodc sau khi sinh. Tuy nhién, do khong cé céc nghién ciru

14m sing cu thé, khong nén ding Hidrasec* néu ban dang mang thai.

e Cho con bi: Do thiéu thong tin lién quan Hidrasec* dén viéc tiét
sira & ngudi, ban khong nén ding Hidrasec® néu ban dang cho con
bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC ,
Racecadotril khong dnh huong hofc dnh hudng khong ding ké dén
kha ning ldi xe va van hanh mdy méc.

TAC DUNG KHONG MONG MUON

Ciing nhur céc thude khac, Hidrasec® c6 thé giy ra cac tic dung phy,
mic du khong phai bénh nhin nag cling gip phai. Néu ban thay bat
ki tac dung phy nao khong dugc de cdp trong t& hudng din ndy, hoic
batkltécdungphundotmnentramu'ong,hay thong béo cho bic sy
hodc duge sy. Cic phan (mg khong mong muon sau ddy véi
racecadotril thurdng xay ra nhiéu hon so véi gia duge hodc duge bao
céo trong khi gidm sat hdu marketing. Tan suat cia cic pian g
khong mong muon duge xéc dinh theo quy ude sau: rat thuong gip
(> 1/10), thuong gip (> 1/100 dén <1/10), it gap > 1/1.000 den
<1/100), hiém gap (> 1/10.000 dén < 1/1 .000), rt hiém gip (<
1/10. 000), khong blet (khdng thé udc tinh dya trén dit liéu hién cd)

{\Ihlmmgmﬁmkysmh“?
Pl;oglalpoa‘rlll gmo dudi da: /V 7&'/ r/ Z()/é

ft gip: phat ban, ban do.
Khdng bleL ¢ nhiéu tuyp ban d6 bao gom ban do nhiéu dang, ban

e

do co nhiéu u cuc, phatban san, ngia sin, may day, sung tay (phu

A\

né) ludi, mat, moi va mi mat, cling nhu sung mét va mii, ngira.
QUA LIEU

Khéng c6 trudmg hop qua liéu ndo da dugc béo céo. O ngudi lém, cic;
lidu don trén 2 g tuong dwong véi 20 lan liu diéu trj 33 duge ding”
ma khong gdy ra cic tacdungcohal

TUONG K1 Khong c0.

BAO QUAN HAN DUNG

Béo quan: Bio quan thudc & nhiét 43 phong. Khdng ding thude qua
han str dung da ghi trén vo hdp. Han diing: 24 thang ké tir ngdy san

QUY CACH PONG GOI
Hidrasec® 10mg Infants: Hop gom 16 gbi
Hidrasec* 30mg Children: Hop gom 30 géi=Gi
duge han nhi¢nhém/polyethylene.
NHA SAN XUAT
Laboratoires SOPHARTEX,
VERNOUILLET — FRANCE (Pl
NHA PHAN PHOI
Vimedimex Binh Duong, 18 L1-
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Hidrasec® Children,
30 mg bjt com diing dé uong

30 mg racecadotril.

Thudc niy chi diing theo don ciia thiy thude.

Poc ki hwdmg dén sir dyng trde khi ding, Hay giir
t& huéng din. Ban cb thé cin dung lai khi cin thiét. Néu
ban c6 nhimg thic méc khong dugc gidi dép trong t
hudng din ndy, hiy héi bic sy hodic dugc s, Thudc nay
chi dugc ke don cho riéng ban, ban khong nén chuyén
don nay cho ngudi khéc. Viée d6 c6 thé 1am hai ho ngay
¢ khi ho ¢6 trigu chimg gidng ban.
Bélhuécxatﬂmtayv&tgz nhin ciia tré em.

Hidrasec Children 30 mg dang b{t cém ding d& uéng bt
mdu tring va c6 hwong tréi mo.

M3bi g6i Hidrasec Children chira 30 mg racecadotril.

roc (thinh phin khong phai thuac):
Sucrose, keo silica khan, 30% polyacrylate dang phén tén,
vi mo.

Chi djnh .
Hidrasec Children dwgc chi dinh bd sung, didu trj triéu
chimg tidu chay cdp & tré nhé (trén 3 théng tudi) va tré em
cling véi vigc bii nudc bing duong ubng.

Trong tnrémg hop diéu trj duge nguyén nhén giy tiéu chéy;.
cb the sir dung racecadotril nhu mét liéu phap diéu trj bo
sung

Liéu lwgmg va céch ding
Ludn ding Hidrasec chinh xéc nhu bic s§ i ké don. Néu
ban ¢6 thic mac, hdy héi bac s¥ hodc dugce s¥.

Néu ban guén cho tré ding thude, khong cho tré ding gip
d6i lidu dé bl vio lidu 4% quén. Néu ban cin thém théng tin,
hiy hoi 1 khuyén ciia bac s§ hodc dugc sy.

Ubng Hidrasec Children clng véi viée bi nuée va dign gidi
(xem Céanh bdo va thin trong djc bigt khi diing thuéc).

Liéu ding dugc xdc dinh theo trong lugng co thé cia wé:
1,5 mg/ kg the trong / lidu (trong duong 1 dén 2 goi), ngay
udng 3 lin céch déu phau,

Tré em tir 13 kg —27 kg : 1 g6i 30 mg x 3 ln/ngay

Tré em trén 27 kg :2 g6i 30 mg x 3 lan/ngdy

Nén tiép tyc didu trj cho dén khi phén tré trd vé binh
thudmg.

Thoi gian diéu trj khong kéo dai qua 7 ngay.

Khéng nén diéu trj dai ngiy bing racecadotril.

Khéng cb cAc nghién ciru lam sang d5i véi tré nhé duéi
3 théng tudi.

Cac @5 twong dic biét:
Khéng c6 nghién ciru ndo duge thyc hién d6i véi tré em bj

suy gan hodc suy than (xem Cdnk bdo vd thin trong dic
bigt khi sir dung). :

C6 thé cho thubc cbm vao thirc in hofc trin vio mot it
nuée (khoang 1 thia ca phé). Tron déu va cho tré udng ngay
lap tirc.

Chéng chi djnh _
Khéng dimg Hidrasec cho tré néu tré bj dj img (mfn cim)
véi hoat chit hodic bét ki thanh phén nao cia ta dugc (xem
T4 duwge).

Do ¢é chira sucrose, Hidrasec Children chéng chi djnh véi
nhing bénh nhén ¢6 van d& di truyén hiém gap vé vidc
khéng dung nap fructose, hji chimg kém hép thu glucose-
galactose hoiic thiéu hyt sucrase-isomaltase.

Cénh béo va thin trong djc biét khi ding thudc
Viéc ding Hidrasec khong thay thé duge nhu cin ubng
nirde cia tré.

B nuée 14 rt quan trong trong viée kiém soét tiéu chay
cap ¢ tré so sinh va tré nhod. Vic bi nuéc can phi hop
voi d§ tudi, cin ning cla tré va giai dogn, mirc d§ nghiém
trong cila tinh trang ndy, diic biét trong truémg hop nghiém
trong hodic tiéu chay kéo dai kém theo tré bj nén hoiic kém
&n. Ngoi ra, lién tyo-cho &n thudmg xuyén (bao gdm cé ba
me) w;a gidm sét viée ubng mréc diy 4 12 rit quan trong

xuft hién méu hojc mi trong phn cia tré va tré bj

¢b thé cho sy nhiém khudn hojic c6 mjt bénh
nghiém trong khéc, bdo dim trj liéu nguyén nhén (vd: sir
dyung khéng sinh) hoic xic djnh thém nguyén nhin. Do d6,
racecadotril khéng dugc ding trong nhilmg trudmg hop ndy.
Racecadotril c6 thé dugc ding ddng thdi véi thubc khing
smhmngwm&pﬁeuchaycipdmdkmﬁnnhum@t
bién phap diéu trj bd sung.

Khéng nén sir dyng racecadotril trong trudmg hgp tiéu chay
¢6 lién quan dén ding khéng sinh va tiéu chiy min tinh do
khéng cb i dir ligu

Néu tré bj tiéu dudmg, cén chi ¥ mdi goéi

¢ Hidrasec children 30mg chita 2.899 g sucrose

Néu lugng sucrose (ngudn glucose va fructose) duge dua
vdo virgt qué 5 g moi ngay, thi sau d6 phai tinh todn ty 1§
duomg ding hang ngay cho tré.

Khong khuyén. nghj ding sin phim nay cho tré so sinh
du6i 3 thang tudi vi khéng cb thir nghiém 1im sing nio
dugc thyc hién trén d6i tugng nay.

Khong khuyén nghj ding sin phim ndy cho bét ky tré nho
ndo bj bénh gan hofic thin khong ké mirc ) nghiém trong
ciia bénh nhu thé nio, vi khdng c6 di thong tin trén céc dbi
tuong bénh nhin nay

Hidrasec ciing c6 thé khéng cé tic dung (gidm sinh kha
dung) néu tré bj ndn kéo dai hofic non khéng kiém soét
dugrec.

Tuwong tic thube
Epﬁngcamgmthuécmmmﬁwnguﬁcho
€n nay.
Ci loperamide va nifuroxazide khong 1am thay ddi céch
thitc hoat ddng ciia racecadotril trong co thé khi cic thude
ndy dugc ding ddng théi. )
Hiy théng bio cho béc s§ hoic dwgc s§ néu tré dang udng
hoc gin ddy cb ubng bit ki thudc ndo khéc ké ca cc thude
khong ké don.

Mang thai va cho con bi

o Mang thai: Khéng c6 da dir lidu vé vige sir dung
racecadotril & phy nir mang thai. Nghién ctru trén djng
vat khéng thiy téc hai tryc tiép hoc gin tiép lién quan
d8n mang thai hoic sy phét trién bao thai, sinh sin hodic
sau khi sinh.
Tuy nhién, do khong c6 céc ién ciru ldm sang cy
thé{khéngnén Hidrasec néu ban dang mang thai.

o Cho con bii: Do thiéu théng tin lién quan Hidrasec dén
viéc tiét sira & ngudi, ban khdng nén ding Hidrasec néu
ban dang cho con bi.

Anh hiréng trén khi nlng I4i xe va vin hanh miy mée
Racecadotril khong anh huong ho3c anh hwong khéng
déng ké dén kha ning 14i xe va vin hanh méy moéc.

T#c dyng khéng mong mubn

Ciing nhu céc thudc khc, Hidrasec ¢6 thé gdy ra céc tic
dung phy, mic dit khong phai bénh nhin nio ciing gﬁg
phai. Néu ban théy bt ki tac dyng phy ndo khong dugc dé
cip tmx;g_a: huéng din nay, hofic bét ki tac dyng phy ndo
tré nén trong, hiy thong béo cho bac sy hodc dugc s¥.

Céc phan (mg khéng mong mudn sau diy véi racecadotril
thudmg x4y ra nhiéu hon so véi gia dugc hojic duge béo cio
trong khi gidm sét hn marketing.
Tén suét ciia cic phan img khéng mong mudn dugc xic
dinh theo quy wéc sau: rét thudmg géip (= 1/10), thwdmg gip
(> 1/100 dén 1<10), it gip (> 1/1.000 dén <1/100), hi
g2p (= 1/10.000 dén < 1/1.000), rit hiém gip (< 1/10.000,
khéng biét (khong thé udc tinh dya trén dif lisu hién c6)

[y i v Y n]n' s .
5: gdp: viém amidan,
Réi loan da va mb dudi da;
t.gdp: phat ban, do.

Khéng biét: c6 nhiéu tuyp ban do bao. gdm ban @6 nhidu
dang, ban d6 c6 nhiéu u cuc, pht ban san, ngira sin, may
day; sung tiy (phi né) ludi, mit, méi va mi mét, ciing nhu
sung miit va mii; ngira. : i

Qué litn

Khéng c6 truéng hop qua lidu nio d& duge bio cio. O
i 16m, céc lifu dom trén 2 g twong dwong véi 20 tn litu

diéu trj 48 dugc ding ma khéng giy ra céc tic dung cd hai.
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Duge lue hoc

Nhém duge didu tri: cic thudc diéu tri tiéu chéy khiéc.
Mi ATC: AOTXA04
Racecadotril 12 mot tidn chét mi cin duge ﬂ'lﬁy phén
thanh chit chuyén héa hoat tinh thio tghan, 14 chét frc ché
enkephalinase, mét peptidase méng bdo & trong cic mb
“khéc nhau, chi yeu 14 bigu mé cia rudt non, Enzyme nay
tham gia vio cic qui trinh thity phin peptide ngoai sinh
va phé hiy peptide ndi sinh nhur céc enkephaline. Do do,
racecadom] béo vé enksphalms ndi sinh cd hoat dong sinh
1y & bng tiéu héa, kéo dai tac dung khéng tiét clia ching.
Racecadotril 14 mjt chit chéng tidt, ma hoat dgfg clia nd
dugce gidi han & rudt non. No lam giam sy tiét nude va
dién giai ¢ rudt non, gdy ra bdi djc tinh ta hoﬁc viém,
va khong c6 anh huéng téi hoat dong bai tiét co ban.
Racecadotril tic dyng nhanh hoat tmh chong tiéu chay ma
khéng 1am thay dbi thoi gian chuyén vin & rudt non.

Trong 2 nghién ciru 1am sang & tré em, racecadotril lim
giam 40% va 46% khbi lm;rng phin tromg 48 gidr diu.
Ngudi ta ciing nhin thﬁy rang thoi gian tiéu chay va viéc
bl nurde giam déng ké.

Mot nghién ciru phin tich tdng hop dix llgu (9 thir nghiém
lam sfmg ngéu nhién ciia racecadotril so véi gid duge, cling
voi viée bl mrdc dlrémg uong) da thu thap di liéu c4 nhan
tir 1384 bé trai va bé gai bi tiéu chay cép & mirc 4 nghiém
trong va dléu tri ngi hodc ngoai tri. B tufn trung binh Ia
12 thang tudi (khoang tir 6-39 thang tudi). Téng cong c6
714 bénh nhan dudi 1 tudi va 670 bénh nhan trén 1 tudi.
Trqng lugng trung binh trong khodng tir 7.4 kg t6i 12.2kg.
Téng thoi gian tidu chiy la 2,81 ngay dbi yoi nhém gia
duge va 1,75 ngay d6i véi nhom ding racecadotril. Ty 16
bénh n.ha"m phuc hoi & nhém racecadotril cao hon so v
gia duge [Ty lg rii ro (HR): 2,04; 95% CI: 1,85 - 2,32;
p < 0,001; md hinh héi quy Cox] Két qué teong ty vén
nhém tré nhi nhi (dusi 1 tudi) (HR: 2.01; 95%CT: 1.71 -
2.36; p <0.001) va nhém tré em (trén 1 tuéu) (HR: 2.16;
95%ClL: 1.83 - 2.57; p < 0.001). Ddi v6i nghién ciru trén
bénh nhén ndi tra (rr637 bénh nhén), ty 1¢ trung binh
lrgng phin ciia nhém diing racecadotril so véi gia dugc la
0,59 (95%Cl: 0,51 - 0,74); p < 0.001). D6i vi nghién cim

trén bénh nhén didu trj ngom tri (n = 695 bénh nhén), ty 1§
trung binh lugng phin cia nhém diing racecadotril so véi
gia dugc 12 0,63 (95% CI: 0,47-0,85; p <0.001).
Racecadotril khéng gy diy bl.mg Trong thdi gian nghién
ciru ldm sang, racecadotril giy tdo bon thir phat & ty 1€
twong duong véi gia duge.

Khi diing dwomg uéng, thude chi tic d9ng & ngoai bién, ma
khéng c6 4nh huémg trén hé thin kinh trung wong.

Durge ding hoc

Hip thu: Racecadotril dugc hip thu nhanh chéng sau khi
udng. Su itc ché men enkephalinase huyét twong bit diu
sau khodng 30 phut.

Sinh kha dung cua racecadotril khéng bj thay dbi bai thirc
in, nhung nong db dinh bj cham lai khodng 1 gidr 30 phat.

Phin bb:

Sau khi ubng 1 liéu racecadotril duge dinh diu bing
C-14, do lugng phoi nhjsm cun carbon pht’mg xa trong
huyét tuong cao hon nhiéu l4n so véi cic té bao méu va
cao hon gip 3 14n so v&i méu toin phin. Vi viy, thubc
khéng gén véi bét ki té bao méu ndo. Sy phin bo Carbon
phong xa trong cic mé khic cia co thé 14 vira phai, dugc
thé hién bing thé tich phan bé biéu kién trung binh trong
huyét twong ciia 66,4 kg.

90% chét chuyén hda hoat tinh ciia racecadotril, thiorphan
(=(RS)-N-(1-ox0-2-(mercaptomethyl)-3- phenylpnzfl)

glycine), duge lién ket vai protein huyet tuwong, chi

vdi albumin. Céc tinh chét dugc dong hoc cﬂamcecadoml

khéng bj thay d6i do ding liéu I3p lai hodc ding cho ngudi

gia.

Khoang thdi gian va pham vi anh hudng ciia racecadotril
phu thuoc héu dﬂng

PRPTT i
G:rém,th andé&cchémkephalmased@‘ldinhtrong
:hzettuong xi 2 gi¥ va tuong duong vai 90% sir (rc
véi lidu 1,5 mg/kg.

O ngudi 16n, Thoi glandéucchéenkephalmased&tdmh
trong huyét twong xép xi 2 gitr va twong duong véi 75%
sy e ché véi liéu 100 mg,

Theni gian trc ché enkepl;a[i.nasc 12 khoang 8 gid.

Chuyén hoa: Thii glan bén thai sinh hoc ciia race:cadol:nl
dugc tinh theo su trc ché enkephalinase huyét tuong, 13
xap xi 3 gidr.

Racccadotnl bi thily phén nhanh chéng thianh thiorphan
chit chuyén héa cé hoat tinh, dwge bién dbi tr laj thanh
chc chét chuyén hoa khong cdn hoat tinh. Viéc ding lap lai
racecadotril khong gay tich liy thudc trong co thé,

D liéu in vitro cho thiy racecadotr!lfﬂnarphan vi 4 chéz
chinh chuyén héa khéng hoat tinh khéng trc ché enzyme
CYP cac dang 3A4, 2D6, 2C9, 1A2 va 2C19 &é ¢ thc
dung ldm sang

Dit li¢u in vitro cho théy racecadotril/thiorphan va 4 chét
chinh chuyén héa khdng hoat tinh khng hoat héa enzyme
CYP céc dang (ho 3A, 2A6, 2B6, 2C9/2C19, ho 1A, 2E1)
va enzyme két hop UGTs dé ¢6 the dung lam sing

Racecadotril khﬁng lim thay dcn kha ning gin két
protein cia céc hoat chét gin két manh véi protein
nhur: tolbutamide, warfarin, niflumic acid, digoxin hodc
phenytoin.

& bénh nhan suy gan [xo gan, d§ B ciia thang phan loai
Child- Pugh], tiét dién dng hoc cia ohé.t chuyén héa cb
hoat tinh cia racecadotril dd cho thdy sy trong ddng
gilra Tmax va Ty va hrong thip hon Cmax (-65%) va AUC
(-29%) khi dugc so sinh vdi céc déi ‘.'l.rqng khoe manh.

o] 'bénh nhin suy thin nang (hé s0 thanh thai 11-39 mUphut)
tiét dién dong hoc cua chat chuyén héa clia racecadotril da
cho thiy lugng thap hon Cmax (-49%) va lugng cao hon
AUC (+16%) va Ty, khi so sdnh v&i ngudi tinh nguyén
khoe manh (hé sb thanh thai >70 mb/phit).

O tré em, két qua dugc dong hoc tuong ty nhu clia ngudi
trudmg thanh, dat n()ing 4% 2 gi¢ 30 phit sau khi udng.
Khong co tich lity sau khi ding 8 gitvlieu trong 7 ngay.

Thai trir: Racecadotril dugc thai trir & dang chuyén héa c6
hoat tmh va khéng c6 hoat tinh, chii yéu qua dudng nudc
tiéu, va co mirc d§ it hon nhiéu qua dudmg phan. Thai trix
qua dudmg phoi Ia khong c6 § nghia.

Twong ki : Khong cé.

Béo quén, han ding .
Bdo quin: Bio quin thudc & nhiét do phong.
Khéng diing thuoc qué han sir dung da ghi trén vo hdp.

Han diing: 24 thang ké tir ngay san xudt

Quy cich déng gbi
Hop gdm 30 gbi
Goi duge  1am bing glay dugc hén nhiét/nhém/

polyethylene.

Thﬁng tm thém
Bétki ché phim khong duge sir dung hogc nguyén ligu réc
nén dugc tidu hity theo yéu céu ciia dja phuong.

Théng tin trong t& huémg din nay con han ché, Dé biét
thém théng tin, hay héi béc sy hodc dugce s§.

Ngay phat hanh théng tin

Théng 9 nim 2013
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