Hidrasec® 10 mg Infants

Racecadotril 10 mg
Thuoc bot dung de uong

Thuoc nity chi dun'; (hco dom cum bac sy.

Doc ki htriVing dan sir dung 1ruov khi dung. Neu can them thong tin xin
hoi y kien bac sv.

i>v thuoc xa tarn tav va tain nhin ciia tre cm.

Hidrasec 10 mg Infants dang hot dung de ubng, bot mau trang va co
huemg trai mo.
Mbi gbi Hidrasec IOmg Infants chua 10 mg racecadotril.

Ta diroc:
Sucrose, keo silica khan. 30% poly aery late dang phan tan. vj mo.

Chi djnh

Hidrasec 10mg Infants dupe chi djnh bo sung, dibu trj tribu chung tieu
chay cap b tre nho (tren 3 thang tubi) vatre em cung vbi vijc bu nubc bing
dubng ubng.

Trong trubng hop dieu trj duoc nguyen nhan gby tieu chay, co thb sir dung
racecadotril nhu mot lieu phap dieu trj bb sung

Lieu luring va each dung

Uong Hidrasec 10mg Infants ciing vbi viec bit nude va dien giai (xem
Cdnh bdo vii than trpng dpc hift khi dung thude).

Lieu dimg dupe xac djnh theo trong lupng co the cua tre: 1,5 mgi kg the
trpng / libu (tuong duong 1dbn 2 gbi), ngay uong 3 lan each dbu nhau.

Trb nho dubi 9 kg : 1gbi 10 mg x 3 lan/ngay

Tre nho tir 9 kg den dubi 13 kg : 2 goi 10 mg x 3 lan/ngay

Nbn tiep tuc dieu trj cho dbn khi phhn tre trb vb binh thubng.

Thbi gian dieu trj khong keo dai qua 7 ngay

Khong nbn dieu trj dai ngay bang racecadotril.

Khong cb cac nghien ciru lam sing doi vbi tre nho dubi 3 thang tubi.

Cac din tuong d3c biet:
Khong cb nghien ciru nao dupe thgc hibn doi vbi tre em bj suy gan hoac
suy thhn (xem Cdnh bdo vd than trpng d$c bi#t khi sir dung)

Cb the cho thuoc vao thtre an hohe trbn vio mot it nubc (khoang 1 thia ca
phe), Trpn deu va cho tre ubng ngay lap tire.

Chong chi dinh

Khong dimg Hidrasec cho trb neu tre bj dj itng (man cam) vbi hoat chit
hoac bat kl thanh phin nho cua ta duoc.

NhONg benh nhan cb bieu hibn phu mach khi ditng cac thubc ire che men
chuybn angiotensin (nhu captopril, enalapril, lisinopril. perindopril.
ramipril) khong nen sir dung racecadotril

Do co chua sucrose, Hidrasec 10mg Infants chong chi djnh vbi nhung benh
nhan co vin de di truyen hibm gap vb vibe khi'mg dung nap fructose, hoi
chung kem hap thu glucose-galactose hoSc thieu hut sucrase-isomaltase.

Canh bao vii than trong dac biet khi diing thubc
Viyc dung Hidrasec khong thay thb dupe nhu cau ubng nubc cua tre.

Bit nubc la rat quan trpng trong vibe kiem soat tieu chay cdp a trb so sinh
vh trb nhb. Vipc bit nubc din phu horp vbi dO tubi, cSn n3ng cua tre va giai
doan, mire do nghiem trong cua tinh trang nay, dac biet trong trubng hop
nghiem trpng ho3c tieu chay kbo dai kbm theo trb bi non lioSc kem 3n.
Ngoai ra, lien tuc cho an thubng xuyen (bao gbm ca bu me) va giam sat
viec ubng nubc dby dii la rdt quan trong.

Su xudt hibn mhu hoac mu trong phan ciia trb va trb bj sot co thb cho thhy
su nhibm khuln hohe cb mbt benh nghiem trpng khac, bao dam dieu trj
nguyen nhhn (vd: sir dung khhng sinh) hohe xac djnh them nguyen nhhn.
Do do, racecadotril khbng duoc dung trong nhung trubng hpp nay.
Racecadotril co the duoc dimg dong thbi vbi thuoc khang sinh trong
trubng hpp tieu chay cap do vi khuhn nhu mbt bien phhp dieu trj bo sung.

Khbng nbn sir dung racecadotril trong trubng hpp tieu chay co lien quan
dbn dimg khang sinh va tieu chhy man tinh do khbng cb du do lieu

Nbu trb bj tieu dubng, can chu y moi goi Hidrasec 10mg Infants chua
0,966 g sucrose.

Neu lupng sucrose (ngubn glucose va fructose) co trong libu hang ngay
ciia Hidrasec 10 mg Infants vupt qua 5 g mbi ngay. thi sau do phai tinh
toan ty le dubng dung hang ngay cho trb.

Khbng khuybn nghj dimg san phim nhy cho trb so sinh dubi 3 thang tubi

vi Wrong co thu nghiem lam sang nao
tupng nav

Khbng khuybn nghj dung san pham nav
benh gan hoac than khong kb mire do ngl
the nao, vi khong co du thong tin tren
nay

Hidrasec c6 the giam sink kha dung b nhirn
keo dai hoac non khong kiem soat duae

Phan img b da duoc bao cao khi su dung san pham nhy.
Chu yeu la cac trubng hop nhe va khong can dieu trj nhtrng trong
mbt so trudng Inyp, chung co the nang, tham chi de doa tinh
mang. Khong the loai trir hoan toan kha n3ng cb lien quan den
racecadotril. Khi gap phan ring da nghibm trong. viec dieu trj
phai diroc dimg lai ngay lap tuc. ! ff

Tuong tac thuoc

Cac thuoc ire che men chuyen angiotensin (nhu captopril,
enalapril, lisinopril, fosinopril, perindopril. ramipril) gay phii
mach. Nguy co ndy cb the tang len khi dung cung racecadotril.

Loperamide va nifuroxazide khong lhm thay doi each thiic hoat
dong cua racecadotril trong co thi khi cac thubc nay dupe dung
dong thbi

Hay thong bao cho bac sy hoac duoc sy neu tre dang uong hoac gin
day co uong bat ki thubc nho khac ke ca cac thuoc khong ke don

Mang thai va cho con bu

0 Mang thai: Khbng co du do lieu ve vi?c su dung racecadotril b
phu nu mang thai Nghibn citu tren dpng vpt khbng thay tac hai
true tiep hoac gian tiep lien quan den mang thai hoac su phbt
trien bao thai, sinh san hoic sau khi sinh.
Tuy nhibn, do khbng cb cac nghien ciru lam sang cu the. khbng
nen dung Hidrasec b phu nu mang thai.

0 Cho con bu: Do thieu thong tin lien quan dbn Hidrasec trong
vibe tibt sua b ngubi, khbng nen dimg Hidrasec b phu nO cho
con bit.

Anil hirimg tren kha nang lai xe va van hithh may moe
Racecadotril khbng anh hubng ho3c anh hubng khbng dang ke den
kha n3ng lai xe va van hanh may moc

Tdc dung khong mong muon

Cung nhu cac thubc khac, Hidrasec cb the gay ra cac tac dung phu,
mac du khbng phhi bbnh nhan nao cung gSp phai. Neu ban thby bat
ki tbc dung phu nho khbng dupe de cap trong to hubng dan nay,
hoac bbt ki tac dung phu nao trb nen trim trong, hay thbng bao cho
bac sy hoSc dupe sy.

Che phan img khbng mong mubn sau day vbi racecadotril thubng
xay ra nhibu hem so vbi gib dupe hohc dupe bao cao trong khi giam
sat hau marketing.

Tin suat cua cac phan ling khbng mong mubn dupe xac dinh thee
quy ubc sau: rlt thubng gap (> 1/10), thuimg gjp (> 1/100 dbn
<1/10), it gap (> 1/1.000 dbn <1/100). hibm £$p (> 210,000 den <
1/1000), rlt hibm gap (< 2/10.000), khbng biet (khbng the ubc tinh
dua trbn do libu hibn co)

Nhiem khuan va nhilm kv sinh mine:
It gap. viem amidan.

Roi loan da va mb dubi da:

Itgap', phat ban, ban db.

Khong biit: hong ban da dang, phu IuOi, phu mat, phii mbi, phu mi
mlt, phii mach, me day, ban db cb nhiSu u cue, phat ban san, ngita
sin, ngua.

Da eo bao cao vb phan ling da nghiem trpng (bao gbm ca phii mach)
b nhOng benh nhan dang dibu trj bang racecadotril.

Chua ro tuan suat cua cac phan img nay nhung nbu chung xay ra,
phai dimg dieu trj blng racecadotril va thay thb bang lieu phap thich
hpp. Bpnh nhan cln phai dupe bibt db khbng dimg lai racecadotril
trong nhung trubng hpp nay.

Tltdng bdo cho bac rf nhfmg tuc ditng khong mong muon
gap phai khi sir dtfng thuoc

Quii lieu

Cho dbn nay mot vai trubng hpp qua libu ma khbng cb the dung phu
da dupe bao cao b tre so sinh va tre em; lieu su dung gap 7 lin libu
lupng chtnh xac.



Duoc lire hoc

Nhom diroc dieu tri: ede thuoc dieu tri tieu chay khac.
Ma ATC: AO7XA04

Racecadotril la mgt tier chat duoc thuy phan thanh chat chuyen hda co
ho?t tinh thiorphan. Thiorphan la chat ire chd enkephalinase, nipt peptidase
mang te bao hien dieu d nhieu mb khac nhau, chu ydu la bieu mo cua ruol
non. Enzyme nay tham gia vdo ca qua trinh thuy phan peptide ngoai sinh
va pha huy peptide noi sinh nhu cac enkephaline. Do do. racecadotril bao
ve duoc enkephalins noi sinh co hoat dong sinh ly a ong tieu hoa. keo dai
tac dung khang tiet ciia chung d ong tieu hoa.

Racecadotril la mot thude khang tiet dubng ruot. ma hoat dong cua no
duoc gidi ban b rubt non. No lam giam su ti& nude va dien giai d rubt non,
gay ra bdi doe to vi khuan ta hohe viem, va khong cd anh hudng tori hoat
dong bai tiet cor bdn. Racecadotril tac dung nhanh hoat tinh chong tieu chay
ma khong lam thay ddi thai gian chuyen van d rubt non.

Trong 2 nghidn ciru lam sang d tre em, racecadotril lam giam 40% va 46%
khoi luong phan trong 48 gid dau. Ngudi ta cung nhan thay rang thdi gian
tieu chay va vide bit nude giam dang ke.

Mot nghien cuu phan tich tdng hop dir lieu (9 thir nghibm lam sang ngau
nhien cua racecadotril so vdi gid duoc, cung vdi viec bu nude dudng uong)
da thu thap du lieu ca nhan tir 1384 be trai va be gai bj tieu ch4y cap d mire
do nghiem trpng va dieu trj noi hogc ngoai tru. Db tudi trung binh la 12
thang tuoi (khoang tir 6-39 thang tuoi). Tong c8ng cd 714 benh nhan ducri
1 luoi va 670 benh nhan tren | tuoi. Trong luong trung binh trong khoang
tir 7.4 kg tdi 12.2 kg. Tong thdi gian tieu chay la 2,81 ngay ddi vdi nhom
gia duoc va 1,75 ngay ddi vdi nhdm dung racecadotril. Ty Id benh nhan
phuc hoi d nhdm racecadotril cao hem so vdi gia duoc [Ty le rui ro (HR):
2.04; 95% CI: 1,85 - 2,32; p < 0,001; md hinh hoi quy Cox]. Ket qua tuong
tu vdi nhdm tre nhu nhi (dudi 1 tubi) (HR: 2.01: 95%ClI: 1.71 - 2.36; p <
0.001) vd nhdm trb em (tren 1 tudi) (HR: 2.16; 95%CIl: 1.83 - 2.57; p <
0.001). Ddi vdi nghien cuu tren benh nhan noi tru (n=637 benh nhan). ty le
trung binh luong phSn ciia nhdm dung racecadotril so vdi gia duoc la 0,59
(95%Cl: 0,51 - 0,74); p < 0.001). Ddi vdi nghien ciru tren benh nhan didu
trj ngoai tru (n = 695 benh nhan), ty Id trung binh luong phan ciia nhdm
dung racecadotril so vdi gia duoc la 0,63 (95% ClI: 0,47-0,85; p <0.001).

Racecadotril khdng gay day bung. Trong thdi gian nghien ciru 1dm sdng,
racecadotril gay tao bon thir phat d ty Id tuong duemg vdi gia dupe.

Khi dimg dudng uong, thuoc chi tac dgng d ngoai bien, ma khdng cd anh
hudng tren he than kinh trung uong.

Diroc dong hoc

Hap thu: Racecadotril duoc hap thu nhanh chong sau khi ubng. Su ire che
enzym enkephalinase huydt tuong bat dlu sau khoang 30 phut.

Sinh kha dung cua racecadotril khdng bi thay ddi bdi thirc an, nhung ndng
do dinh bi chdm lai khoang 1gid 30 phut.

Phan bo:

Sau khi udng 1 lieu racecadotril duoc danh diu bang C-14, lucmg phoi
nhidm cua carbon phong xa do duoc trong huydt tuong cao hon nhibu lbn
so vdi cac te bao mau va cao hon gip 3 lan so vdi mau toan phan. Vi vay,
thude khdng g3n vdi bat ky te bdo mau nao. Su phan bb Carbon phong xa
trong cac mo khac cua co the Id vita phai, dupe thd hibn bang the tich phan
bo bieu kien trung binh trong huyet tuong cua 66,4 kg

90% chat chuyen hoa boat tinh ciia racecadotril, thiorphan (=(RS)-N-(1-
oxo-2-(mercaptomethyl)-3-phenylpropyl) glycine), duoc lien kbt wvdi
protein huydt tuong, chu yeu la vdi albumin. Cac tinh chat duoc dong hoc
cua racecadotril khdng bj thay ddi do dung lieu lap lai hoac dung cho
ngudi cao tudi.

Khoang thdi gian va pham vi anh hudng cua racecadotril phu thuoc libu
dimg

C tre em, thdi gian dd uc che enkephalinase dat dinh trong huydt tuong xSp

tinh. Viec dimg lap lai racecadotril khdng gay tich luy thude trong
co the.

D& lieu in vitro cho thay racecadotril/thiorphan va 4 chat chuyen
hoa khong hoat tinh chinh khdng ire chd cac enzyme CYP nhu 3A4,
2D6. 2C9. 1A2 va 2C19 den mite do gay ra cac tac dung lam sang
lien quan.

Du lieu in vitro cho thay racecadotril/thiorphan va 4 chat chinh
chuyen hda khdng hoat tinh khdng hoat hda enzyme CYP cac dang
(ho 3A 2A6. 2136, 2C9/2C19. ho 1A 2E1) va enzyme kbt hpp
UGTSs dd cd tac dung lam sang.

Racecadotril khdng lam thay ddi kha nang gin ket protein cua cac
hoat chat gin ket manh vdi protein nhu: tolbutamide, warfarin,
niflumic acid, digoxin ho3c phenytoin.

(3 benh nhan suy gan [xo gan, do B ciia thang phan loai Child-
Pugh], tinh chat ddng hoc ciia chit chuvbn hda cd hoat tinh cua
racecadotril da cho thay su tuong ddng giua T™, va Ty, va luong
thap hon C,m (-65%) va ADC (-29%) khi duoc so sanh vdi cac ddi
tuong khoe manh.

d benh nhan suy than ndng (he so thanh thdi 11-39 ml/phut) tinh
chat dong hoc ciia chat chuyen hda ciia racecadotril da cho thay
thap hon C,mx (-49%) va cao hon AUC (+16%) va Ty. khi so sanh
vdi ngudi tinh nguven khoe manh (he sd thanh thdi >70 ml/phiit).

(3 tre em. ket qua duoc ddng hoc tuong tu nhu cua ngudi trudng
thanh, dat ndng do dinh sau khi uong 2 gid 30 phut. Khdng tich luy
thuoc khi dung lieu 13p lai moi 8 gid trong 7 ngdy.

Thai tru: Racecadotril duoc thai tru d dang chuyen hoa cd hoat tinh
va khdng cd boat tinh, chu yeu qua dudng nude tieu, va co muc do
it hon nhieu qua dudng phan. Thai trir qua dudng phoi la khdng cd
y nghta.

Tirong ki: Khdng co.

Ban quan. han dimg
Bao quan Bao quan thuoc 6 nhiet do dudi 30°C
Khdng dimg thuoc qua han sir dung da ghi tren vd hdp.

Han diing: 24 thang ke tu ngay san xuat

Quy each ddng gbi
Mot hop gom 16 ghi
Gbi duoc lam bang giay duoc han nhiet/nhom/polyethylene.

Ngdy phat hanli thong tin
17 thdng 6 nSm 2016

Nha san xuat:
SOPHARTEX
21me du Pressoir, 28500 VERNOULLLET - FRANCE (Phap)

xi 2 gid va tuong duong vdi 90% sir uc che vdi lieu 1,5 mg/kg.

TOQCYCTRUSN(r
ptruChg phbnc

tyfoatm Van MwA

O ngudi lon. thdi gian dd (rc che enkephalinase dat dinh trong huyet tuong
xap xi 2 gid va tuong duong vdi 75% su ire chd vdi lidu 100 mg.

Thdi gian ire chd enkephalinase la khoang 8 gid.

Chuyen hoa: Thdi gian bdn thdi sinh hoc cua racecadotril duoc tinh theo su
ire che enkephalinase huyet tuong, Ib xdp xi 3 gid.

Racecadotril bj thuy phan nhanh chong thanh thiorphan chat chuyen hda co

hoat tinh, duoc bibn ddi trb lai thanh cac cbSt chuyen hda khdng con hoat 3 Abbott



