Hidrasec® Children,
30 mg bjt com disng dé uong

30 mg racecadotril.

Thuéc niy chi ding theo dom ciia thiy thude.

Poc ki hwémg din sir dyng trude khi dung. Hiy gii
tr huéng din. Ban cb thé cén ding lai khi cén thiét. Néu
ban c6 nhimg thic mic khing duge giai dép trong to
huéng din ndy, hiy hoéi bic sy hogc dugc sy. Thude nay
chi duge ké don cho riéng ban, ban khéng nén chuyén
dom ndy cho ngudi khac. Viéc d6 c6 thé 1am hai ho ngay
cﬁkhihp:éu'iéuchthgtglﬁngban,

Pé thudc xa thm tay va tim nhin cia tré em.

Hidrasec Children 30 mg dang bdt cém ding & udng bt
mau tring va cb hwong trai mo.

Méi g6i Hidrasec Children chira 30 mg racecadotril.

non 0

Sucrose, keo silica khan, 30% polyacrylate dang phén tén,

Chi djnh .

Hidrasec Children dugc chi dinh b sung, diéu trj triéu
chimg tiéu chay cdp & tré nho (trén 3 thang tudi) va tré em
cling véi viéc bl nuée bing dudmg ubng.

Troug trudmg hop diéu trj dugc nguyén nhéan giy ticu ch&:,;.
c6 thé sir dung racecadotril nhu mét liéu phap diéu trj bo
sung

Liéu hrgmg va cich diing
Luén ding Hidrasec chinh xéc nhu bic s§ d4 ké don. Néu
ban co thac mic, hdy héi bac s§ hodc dugc s§.

Néubangwénchﬂu'éd&ngﬂméc khéng cho tré ding gip
d6i litu dé b vﬁuliéudﬁquen.ﬂéum thém théng tin,
hily hoi 1& khuyén cia béc sy hodc duge sy.

Uéng Hidrasec Children cling véi viéc bl nuée va dign giai
(xem Cdnh bdo va thin trong dic bi¢t khi ditng thuéc).

Liéu dung dugc xac dinh theo trong lugng co thé cia tré:
1,5 mg/ kg the trong / liéu (trong duong 1 dén 2 gbi), ngdy
uong 3 lan c4ch déu nhau,

Tré em tir 13 kg — 27 kg : 1 goi 30 mg x 3 lan/ngay

Tré em trén 27 kg : 2 gbi 30 mg x 3 lan/ngay

Nén tiép tuc didu trji cho dén khi phan tré tré vé binh
thudmg.

Thoi gian diu tri khong kéo dai qué 7 ngay.

Khéng nén diéu trj di ngay bing racecadotril.

Khéng 6 céc nghién ciru 1am sang d6i véi tré nhod dudi
3 théng tudi.

Ciéc d6i twong dic biét:
Khéng ¢6 nghién ciru ndo dugc thyc hién doi vdi tré em bj

suy gan hodc suy thdn (xem Cdnk bdo va thin trong dic
bi¢t khi sir dung).

C6 thé cho thubc cdm vao thirc dn hodc trin vdo mét it
nuée (khoang 1 thia ca phé). Tron déu va cho tré udng ngay
lap tire.

Chiéng chi dinh

Khéng diing Hidrasec cho tré néu tré bj dj img (min cim)
véi hoat chit hoge bat ki thanh phan néo ciia th duge (xem
Td dwgc).

Do ¢6 chira sucrose, Hidrasec Children chong chi dinh véi
nhitng bénh nhén cé vén d& di truyén hiém gip vé viée
khéng dung nap fructose, hdi chimg kém hép thu glucose-
galactose hofic thiéu hyt sucrase-isomaltase.

Cinh bdo va thén trong dic biét khi ding thube
Viéc dung Hidrasec khong thay thé dugc nhu ciu ubng
nuwdc cia tré.

Bl nuéc 13 rit quan trong trong viée kiém soét tiéu chay
cap ¢ tré so sinh va tré nhd, Viéc bi nudc cdn phi hop
v6i 4§ tudi, cin ning ca tré va giai doan, mirc 4§ nghiém
trong ciia tinh trang ndy, dic biét trong trudmg hop nghiém
trong hodc tiéu chay kéo dai kém theo tré bj nén hodic kém
an. Ngodi ra, lién tyc cho &n thudmg xuyén (bao gbm ca b
me) 1.;& gidm sat viéc ubng nuéc diy di 14 rit quan trong
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xuét hién méu hofic mi trong phan cia tré va tré b
ggicﬁthéchnthﬁym,rnhﬁnkhuﬁnh@ccﬁmﬁtb&uh
nghiém trong khic, bio dim trj lifu nguyén nhén (vd: sir
dyng khing sinh) hojc xic dinh thém nguyén nhin. Do d6,
racecadotril khéng dwgc dimg trong nhimg trudng hep nay.
Racecadotril c6 thé dugc ding ddng théi véi thude
sinh trong trudmg hop tiéu chay cép
bién phép diéu tri bd sung. .
Khéng nén sit dung racecadotril trong trudmg hop tiéu chay
c6 lién quan dén dimg khing sinh v tiéu chiy mén tinh do
khéng c6 di dir lidu

Néu tré bj tiéu dudng, cin chii ¥ mdi goi
e Hidrasec children 30mg chira 2.899 g sucrose

Néu lugng sucrose (ngudn glucose vi fructose) duge dua
vao vurgt qué 5 g moi ngay, thi sau d6 phdi tinh toén ty 1§
dudmg ding hang ngay cho tré.

Khong khuyén nghj ding sin phim ndy cho tré so sinh
diri 3 thang tudi vi khéng c6 thir nghiém 1am sing nao
durgre thyc hién trén d6i tugng nay.

Khong khuyén nghj diing sin phim ndy cho bét ky tré nhé
ndo bj bénh gan hojc thin khong ké mirc 49 nghiém trong
cia bénh nhir thé no, vi khéng c i théng tin trén céc d6i
twong bénh nhén nay

Hidrasec ciing c6 thé khong c6 tic dung (gidm sinh kha
dung) néu tré bj nén kéo dai bojic non kbong kidm sodt
dugc.

Twong tic thude
Khong cé twong tac
dén nay.

Cal ide va nifuroxazide khéng 1am thay ddi céch
thirc hoat ddng ciia racecadotril trong co thé khi cc thude
niy dugc ding dong thivi. ,
Hay thong béo cho bac sy hodc dugc s§ néu tré dang ubng
hodic gin day c6 udng bit ki thudc ndo khac ké cd cic thude
khong ké don.

Mang thai va cho con b

o Mang thai: Kbhong c6 di dir ligu vé viéc sir dung
racecadotril & phy nif mang thai. Nghién ctru trén dfng
vét khéng théy tic hai trye tiép hodc gidn tiép lién quan
a mangﬂlaihcicsﬁphﬁthcignbéothai,sinhsénhoac

thubc nio duge md td & ngudi cho

sau khi sinh.
T? nhién, do khéng cé cac ién ciru lam sang cy
thé, khong nén Hidrasec ncu ban dang mang thai.

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

Anh hwéng trén khd niing 14i xe va vin hanh miy méc
Racecadotril khong énh huémg hodc 4nh huéng khong
ding ké dén kha ning 14i xe va vin hanh miy méc.

Téc dyng khéng mong mudn

Ciing nhur céc thudc khic, Hidrasec c6 thé giy ra céc téc
dung phy, méc di khéng phai bénh nhin nao ciing gi
phai. Néu ban thay bat ki tic dung phy n&ukhﬁngduchs
cép trm:;lgﬁ hudémg din ndy, hodic bat ki tic dung phy ndo
tr& nén trong, hdy thong bao cho bac s§ hodc duge s¥.

Céc phan (mg khéng mong mudn sau d4y véi racecadotril
thuémg xdy ra nhidu hon so véi gid duge hojc duge béo cio
trong khi gidm st hu marketing.
Tén suft ciia cac phan img khéng mong mudn dugc xéc
dinh theo quy udc sau: rﬁtthubng gip (= 1/10), thudmg gip
(> 1/100 dén 1<10), it gip (> 1/1.000 dén <1/100), hi
g#p (= 1/10.000 dén < 1/1.000), riit hiém gép (< 1/10.000,
khéng biét (khong thé udc tinh dya trén dif liéu hién c6)

. : 4
va

t g@p: viém amidan.

%éi loan da va mé dudi da:
t.gap: phat ban, do. N -
Khong biét: c6 nhiéu tufp ban do bao gbm: ban @6 nhiéu
dang, ban d6 c6 nhiéu u cyc, phat ban sén, ngira sin, may
day; sung thy (phi né) lui, mit, méi va mi mat, ciing nhu
sung mit va mii;, ngira, :

Qui lidu

Khong c6 truong hop qué licu nio di duge bio cio:. O
i 16m, c4c Jiéu don trén 2 g twong dwong véi 20 lin lidu

diéu trj 43 dugc ding ma khong gy ra céc tic dung c6 hai.




Dirgre Iure hoe

Nhém duge diéu tri: cic thude diéu tri tigu chi}r khic.

Mi ATC: AOTXA04

Racecadotril 13 mdt tién chit ma cin dugc L’hﬁy phén
thinh chét chuyén héa hoat tinh thiorphan, 12 chit trc ché
enkephalinase, mét peptidase méng tgpbﬂo & trong cdc mb
'khéc nhau, chi yeu 14 biéu mo cua rujt non. Enzyme ndy
tham gia vao céc qué trinh thiy phin peptide ngoai sinh
va pha hay pﬂ]}hdﬂ ngi sinh nhu cic enkephaline. Do dé,
racecadotril bao v§ enkephalins ni sinh c6 hoat dong sinh
Iy & dng tiéu hoa, kéo dai tic dung khang tiét clia chiing.
Racecadotril 14 mét chét chong tiét, ma hoat dgl:g cua no
dugc gu:n han & rugt non. No lm giam sy tiet nude va
dién giai & rm;:t non, gdy ra bdi djc tinh ta hoiﬂ viém,
va khong c6 anh huéng téi hoat dong bai tiét co ban.
Racecadotril tac d}lng nhanh hoat tmh uhung tiéu chay ma
khéng 1am thay d6i théri gian chuyén vén & rudt non.

Trong 2 nghién ciru 1am sang & tré em, racecadotril lim
giam 40% va 46% khoi h:qng phin trong 48 gid dau.
Ngudi ta cling nhin thiy ring thoi gian tiéu chy v viée
bu nudc giam dang keé.

Mgt nghién ctru phin tich tong hop dit liéu (9 thir nghiém
Jam sing ngéu nhién cia racecadotril so vdi gia duge, cling
val viée bl nudc dm:tng uung) da thu :hép dir liéu c4 nhin
tir 1384 bé trai va bé gai bi tiéu chay c&p & mirc d§ nghiém
trong vi dléu tr} néi hodc ngoai tri. B§ 11:&1 trung binh 14
12 thang tudi (khoing tlI 6-39 thing tudi). Tung cOng co
714 bénh nhén dudi 1 tudi va 670 bénh nhan trén 1 tudi,
Trong lm;mg trung binh trong khoang tir 7. 4 kgtdi12.2 kg
Tong thoi gian tiu chay la 2,81 ngay dbi v&i nhom gia
duge va 1,75 ngy d6i véi nhom ding racecadotril. Ty 18
bénh nhan phuc héi & nhém racecadotril cao hon so v
gid duge [Ty l¢ rai ro (HR): 2,04; 95% CI: 1,85 - 2,32;
p < 0,001; mé hinh hdi quy Cox]. Két qua twong tir v{n
nhém tré nhil nhi (dwéi 1 tudi) (HR: 2.01; 95%CI: 1.71 -
2.36; p < 0.001) va nhom tré em (trén 1 ruéi) (HR: 2.16;
95%CI: 1.83 - 2.57; p < 0.001). Bdi véi nghién ciru trén
bgénh nhin ngi tri (n=637 bénh nhén), ty 1€ trung binh
lwgng phén cia nhém ding racecadotril so véi gia dwgce 1a
0,59 (95%CI: 0, 51 0,74); p <0.001). Pbi voi nghién ciru
trén bénh nhin diéu tri ngnal trii (n = 695 bénh nhin), ty 1é
trung binh lugng phan ciia nhém ding racecadotril so vin
gia dugc 1a 0,63 (95% CI: 0,47-0,85; p <0.001).
Racecadnm] khong gy day hung Trong théi gian nghién

ciru lam sang, racecadotril gy tdo bén thir phat & ty 1€
twong duong véi gia duge.

Khi diing duomg udng, thubc chi tic dong & ngoai bién, ma
khéng c6 anh huémg trén hé thin kinh trung wong.

Dirge djng hoc

Hip thu: Racecadotril duge hap thu nhanh chéng sau khi
Ef?g' Sir trc ché men enkephalinase huyét twong bét diu
sau khodng 30 phit.

Sinh kha dung cua racecadotril khéng bj thay dbi bai thirc
an, nhung nfmg 46 dinh bi chim lai khoang 1 giér 30 phnt.

Phin bd: ,
Saukhjuﬁnglliéuramadatrildwcdénhdﬁubang
C-14, do lugng phoi l:ua carbon phbng xa trong
huyét twong cao hon nhiéu 14n so véi c4C t¢ bao méu ya
cao hon gap 3 ldn so v&i méu todn phan. Vi vay, thudc
khong gin véi bt ky té bao méu ndo. Sy phin bgyC
phéng xa trong cic mé khic ciia co thé Ia vira phai, dugc
thé hién béing thé tich phén bé biéu kién trung binh trong
huyét twong ciia 66,4 kg.

90% chét chuycn héa hoat tinh cia racecadotril, thiorphan
(=(RS)-N-(1-ox0-2- Ememptnmathyl -3-phenylpropyl)
glycine), duge lién két vai protein huyét twong, chi yeu la
v albumin. Céc tinh chét duge duge déng hoc ctia mcecadnmi
khéng bi thay d6i do diing liéu lip lai hodc ding cho ngudi
gid.

Khodang théi gian va pham vi anh huéng ci'ta racecadotril
phy thuje lléu ding.

O tré em, théi md&ﬁcchémkephahuaseda‘tdinhtmng
dé'ettunngxgxi 2 gidr va tuong duong vai 90% sy frc
véi liéu 1,5 mg/kg,

Gnguﬁlﬁm%mmdéﬁcchémk&phﬂm&sedﬂdinh
trong huyét twong xdp xi 2 gid v& twong dwong véi 75%
sy trc ché vai lidu 100 mg.
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Thoi gian irc ché enkephalinase ié khodng 8 gid.

Chuyén hoa: Thii gian ban thai sinh hoc ciia mc&cadnu':l
dugc tinh theo sy e ché enkephalinase huyét tweng, 14
xap xi 3 gid.

Racecadotril bi thity phin nhanh chong thanh thiorphan
chét chuyén héa c6 hoat tinh, dwgc bién ddi trd laj thanh
cc chat chuyén héa khong con hnat tinh. Viéc dung I3p lai
racecadotril khéng gdy tich Iy thube trong co thé.

Dit liu in vitro cho thay racecadotril/thiorphan va 4 chét
chinh chuyén héa khéng hoat tinh khéng e ché enzyme
CYP céc dang 3A4, 2D6, 2C9, 1A2 vA 2C19 &8 co tic
dung ldm sang

Dit liéu in vitro cho thiy racecadotril/thiorphan va 4 chét
chinh chuyén hoa khong hoat tinh khéng hoat hoa enzyme
CYP céic dang (ho 3A, 2A6, 2B6, 2C9/2C19; ho 1A, 2E1)
va enzyme két hop UGTS d& ¢6 t.ic dyng lim sang

Racecadotril khéng lam thay dm kh& nang gan két
protein cia cac hoat chit gin két manh véi protein
nhur: tolbutamide, warfarin, niflumic acid, digoxin hodc
phenytoin.

O bénh nhén suy gan [xo gan, 40 B cia thang phén loai
Child- Pugh] tiet dién dfng hoc cia chat chuyén héa cb
hoat tinh ciia racecadotril di cho thiy sy twong dbng
gitra Trmax va Ty; va luomg thip hon Cmax (-65%) va AUC
(-29%) khi dugc so sanh véi cac ddi hrqng khde manh.

o] ' bénh nhén suy than nang (hé s6 thanh thai 11-39 ml/phit)
tiét dién déng hoc cua chat chuyén héa ciia racecadotril da
cho thiy luong thip hon Cmax (-49%) va lugng cao hon
AUC (+16%} va Ty, khi so sdnh v6i ngudi tinh nguyén
khée manh (hé s6 thanh thai >70 ml/phat).

O tré em, két qua dugc ddng hoc tuong ty nhu cia nguin
trudmg thén]]1 dat nong 45 2 gi& 30 phat sau khi udng.
Khong co tich liy sau khi ding 8 gio/liéu trong 7 ngay.

',l_h&l__ﬁll_ﬂacecndnmi dugc thai trir & dang chuyén héa c6
hoat tinh vé khong cé hoat tinh, chii yéu qua dudmg nudc
tiéu, v c6 mirc 4§ it hon nhiéu qua duéng phan. Thai trir
qua dudmg phoi Ia khong c6 ¥ nghia.

Twong ki : Khong co.

Bio quédn, han ding -
Bdo quan: Bio quan thubc & nhiét dé phong.
Khong ding thuodc qua han sir dung d3 ghi trén vo hjp.

Han diing: 24 thang ké tir ngay san xuit

Quy cach dong goi
Hop gém 30 gbi
Got dupc lam bﬁng g:a'_v dugc hin nhiét/nhém/

polyethylene.

Tllﬁng m: thém
Bétki ché phém khong duoc sir dung hojic nguyén ligu ric
nén duge tidu huy theo yéu céu cua dija phuong.

Théng tin trong t& huéng din nay con han ché. Dé biét
thém théng tin, hdy hdi bac sy hodc duge sy.

Ngay phit hanh théng tin
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