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1. Thanh phén cong thirc thude

M®3i goi bot pha hdn dich uéng RACABIPHA chiia:

Thanh phan duoc chit: Racecadotril............o...ovrveeveeieeereeereeieeessseeees 10 mg

Thanh phan ta dugc: Sucrose, povidone K30, colloidal silicon dioxide, huwong dau bot.

2. Dang bao ché

B6t pha hdn dich udng

M ta hinh thirc: Bot thude mau trang hodc gan tring, ddng nhat, kho déu, mui du, vi ngot.

3. Chidinh

RACABIPHA duoc chi dinh dé diéu tri bd sung tridu chimg tiéu chay cAp & tré nho (trén 3 thang
tudi) va tré em cling v6i b nuée bang dudng ubng va céc bién phéap hd tro thong thudng, khi cac
bién phap nay khong du dé kiém soat tinh trang lam sang va khi khong thé diu tri nguyén nhan
ti€u chay.

Trong trudng hop ¢ thé diéu tri nguyén nhan tiéu chay, ¢ thé sir dung raceccadotril nhu mot
liéu phép diéu tri bd sung.

4. Cach ding - liéu ding

Udng thude cung véi viée bu nude va dién giai.

Cdch diing

Thube ding dudng ubng.

C6 thé cho thude vao thirc &n hodc tron ciing mot it nude trong cde hodc binh sita. Tron déu va
cho tré udng ngay lap tic.

Liéu ding

Lidu ding dugc xac dinh theo thé trong cua tré: 1,5 mg/kg/lidu (tuong duong 1 — 2 gbi), ngay
udng 3 1an cach déu nhau.

Tré dudi 9 kg: 1 g6i 10 mg x 3 lan/ngay

Tré tir 9 kg dén dudi 13 kg: 2 g6i 10 mg x 3 lan/ngay

Thoi gian diéu tri trong cac nghién ciru 1dm sang trén tré em 1a 5 ngay. Nén tiép tuc diéu tri cho

dén khi hai 1an di ngoai ¢6 phan trd vé binh thudng. Thoi gian diéu tri khong kéo dai qua 7 ngay
Chua c6 nghién ciru 1am sang doi voi tré nhé dudi 3 thang tudi.

Déi tirong dic biét

Chua c6 nghién ciru dugc thuc hién trén tré em bi suy gan hodc suy than. Can than trong khi sir

dung trén nhom dbi tugng nay.

5. Chéng chi dinh

Qua man véi racecadotril hodc bat ky thanh phan nao cua thude.

Do ¢6 chia sucrose, thude nay chdng chi dinh v6i nhiing bénh nhén ¢6 véan dé di truyén hiép gip
v& khong dung nap frutose, hdi chimg kém hép thu glucose — galactose hodc thiéu hut sucrase —

isomaltase.
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6. Cinh bdo va than trong khi dang thudc

Viée ding RACABIPHA khéng thay thé dugc ché d bu nude thdng thuong.

Bu nudce rt quan trong trong viéc kiém soét tiéu chay cip & tré em. Mic do bu nudc va dudng
diing can phi hop vei do tudi, can nang cla tré, ciing nhu giai doan va mirc do nghiém trong cua
tinh trang tiéu chay, ddc biét trong truong hop ti€u chay nghiém trong hodc kéo dai kém theo nén
hoédc kém an. Trong truong hop tiéu chay nghiém trong hodc kéo dai, kém theo nén hodc kém an,
can cén nhic bu nudc bang dudng tinh mach.

Su xudt hién mau hodc mu trong phan, cing tinh trang sot 1a chi ddu cho thay su nhiém khuén 1a
nguyén nhédn gay tiéu chay, hodc mgt bénh ly nghiém trong khac. Bén canh do, chua c¢6 nghién
ctru sir dung racecadotril trong trudng hop tiéu chay lién quan dén khéng sinh. Do d6, khong nén
st dung racecadotril trong céac truong hgp nay.

Tiéu chay man chua dugc nghién ciru ddy du véi thude nay.

Néu tré bi tiéu dudng, cin luu y mdi géi thube chira 0,965 g sucrose.

Néu luong sucrose (ngudn glucose va fructose) c6 trong lidu ding hang ngay ciia RACABIPHA
vuot qua 5 g mdi ngay, can tinh toan luong dudng con lai trong khdu phan dudng hang ngay cia
tré.

Khéng dung thudc nay cho tré dudi 3 thang tudi vi chua ¢6 nghién ctu 14m sang duoc thuc hién
trén nhom dbi tuong nay.

Khéng dung thude ndy cho tré mic bénh gan hodc than, bit ké mic do nghiém trong cua bénh, vi
khong c¢6 di thong tin trén nhém ddi tugng nay.

Do ¢6 thé bi giam sinh kha dung, khong dung thudc nay ¢ nhitng bénh nhén bi non kéo dai hoic
non khong kiém soat dugc.

Phan (g da da dugc béo céo khi sir dung thude nay. Chu yéu 1a céc trudng hop nhe va khong cin
diéu tri, nhung trong mot s6 truong hop c6 thé ning, tham chi de doa tinh mang. Khong thé loai
trir hoan toan kha nang c6 lién quan dén racecadotril. Khi gip phan (g da nghiém trong, phai

ngimg thudc lai ngay 14p tic.

7. Sir dung thude cho phu nir ¢6 thai va cho con bi

Phu nir ¢d thai

Khoéng c6 du dir lidu vé viée sir dung racecadotril & phu nit mang thai. Cac nghién ciru trén dong
vat khong cho thay tac hai truc tiép hodc gian tiép dén viéc mang thai hodc sy phaét trién cia bao
thai, sinh san hodc sau khi sinh. Tuy nhién, do chua cé cac nghién ciru 1dm sang cu thé, khong
nén dung thude nay cho phu nit mang thai.

Phu nit cho con b

Do thiéu théng tin vé viée bai tiét racecadotril vao sita me, khong nén diing thudc nay cho phu nir
cho con ba.

Kha nang sinh san

Céc nghién ciru trén chudt cho thiy racecadotril khong anh hudng dén kha nang sinh san
8. Anh huéng ciia thude 1én khi ning 14i xe va vin hanh may méc
Racecadotril khong anh hudng hodc anh huéng khong dang ké 1én kha ning lai xe va van hanh

may mac.



https://trungtamthuoc.com/

9. Twong tac, twong ky ciia thude

Khéng co tuong tic véi hoat chit nao duge md ta & ngudi cho dén nay.

Trén ngudi, sit dung dong thoi racecadotril voi loperamide hodc nifuroxazide khong 1am anh
hudng dén cach thic hoat dong cia racecadotril trong co thé.

10. Tac dung khéng mong mudn cia thude

Dit liéu c6 duoc tir cdc nghién ciru 1am sang vé tiéu chay cap trén 860 bénh nhan didu tri v6i
racecadotril va 441 bénh nhéan sir dung gia duogc.

Tén sudt cac téc dung khéng mong mudn dugc dinh nghia nhu sau: Rét thuong gap (= 1/10),
thuong gap (> 1/100 dén < 1/10), it gip (> 1/1.000 dén < 1/100), hiém gip (> 1/10.000 dén <
1/1.000), rat hiém gap (< 1/10.000) va khéng dugc biét dén (khong thé uée tinh tir dit liéu hién
co)

Nhiém khudn va nhiém ky sinh triung

It gap: Viém amidan.

Roi loan da va mo dwdi da

It géip: Phét ban, ban do.

Khong dieoe biét dén: Hong ban da dang, phii ludi, phit mat, phit méi, phit mi mat, phit mach, mé
day, ban dé c¢6 nhiéu u cuc, phat ban sdn, sdn ngira, nglia.

11. Qua lieu va cach xir tri
Chua c6 truong hop qua lidu duge béo cdo.

O ngudi 16n, da ¢6 truong hop dang liéu don ddc trén 2 g — gép 20 1an liéu diéu tri va khong c6

tac dung c6 hai nao.

12. Cac dic tinh dwge lue hoe

Nhém diroe 1y: Cac thube diéu tri tiéu chay khac.

MaATC: A0TXA04.

Racecadotril 1a mot tién chét, duoc thay phan thanh chat chuyén héa cé hoat tinh thiorphan.
Thiorphan la chét Grc ché enkephalinase, mot peptidase mang té bao hién dién & nhiéu m6 khac
nhau, cht yéu 1a biéu mé cia rudt non. Enzyme nay tham gia vao ca qué trinh thily phan peptide
ngoai sinh va phd hiy peptide ndi sinh nhu cac enkephalin. Do d6, racecadotril bao vé
enkephalin khoi su phan hay boi enzyme, lam kéo dai tac dung cia chiing ¢ rudt non va giam qua
trinh bai tiét qua mirc

Racecadotril 12 mot chat khéng tiét dudng rudt, ma hoat dong ctia né dugce gidi han ¢ rudt non.
Racecadotril lam giam su tiét nude va dién giai ¢ rudt non, giy ra boi doc td vi khuan ta hodc sy
viém, va khong lam anh hudng t6i hoat dong bai tiét co ban. Racecadotril tao ra tac dung cim
ti€u chay nhanh chong ma khong lam thay dbi thoi gian chuyén van & ru6t non.

Trong 2 nghién ctru ldm sang & tré em, racecadotril lam giam 40% va 46% khéi lwgng phan trong
48 gi dAu. Thoi gian tiéu chay va nhu ciu bl nuée giam dang ké da dugc quan sat thiy.

Mot nghién ciru phén tich téng hop dir ligu (9 thir nghiém 1am sang ngau nhién cua racecadotril
so sanh véi gia duoc, ciing voi viée bl nuée duong udng) da thu thap dir ligu tir 1384 bé trai va bé
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gai bi tiéu chay cAp & cac mirc do nghiém trong khac nhau va dugc diéu tri ndi hodic ngoai tri. Do
tudi trung binh 14 12 thang tudi (khoang tir 6 — 39 thang tudi). Téng cong c6 714 bénh nhan dudi
| tudi va 670 bénh nhén trén 1 tudi. Can nang trung binh trong khoang tir 7,4 kg t6i 12,2 kg. Téng
thoi gian tiéu chay la 2,81 ngay doi véi nhém gia duge va 1,75 ngay ddi v6i nhom ding
racecadotril. Ty 1& bénh nhan phuc héi & nhém racecadotril cao hon so véi gia duge (Ty s6 riii ro
(HR): 2,04; 95% CI: 1,85 -2,32; p<0,001; md hinh héi quy Cox). Két qua twong ty véi nhom tré
nhii nhi (duéi 1 tudi) (HR: 2.01; 95%C1: 1.71 - 2.36; p < 0.001) va nhom tré em (trén 1 tudi)
(HR: 2.16; 95%CI: 1.83 - 2.57; p < 0.001). D6i v6i nghién ciru trén bénh nhan ndi tri (n = 637
bénh nhan), ty Ié trung binh lugng phén cua nhém dung racecadotril so v6i gia duoc la 0,59
(95%Cl: 0,51 - 0,74); p <0.001). Pa&i véi nghién ciru trén bénh nhén diéu tri ngoai tra (n = 695
bénh nhén), ty 1€ trung binh luong phin ciia nhém dung racecadotril so véi gia duoc la 0,63 (95%
Cl: 0,47-0,85; p <0.001).

Racecadotril khéng gay day bung. Trong qué trinh nghién ctru 1am sang, racecadotril gy téo bon
thir phét & ty 1€ tvong duong véi gia duge. Khi ding dudng udng, thude chi téc dong & ngoai bién
ma khong ¢é anh hudng dén hé than kinh trung uong.

M6t nghién ctru bit chéo, ngiu nhién di chimg minh ring vién nang racecadotril 100 mg & liéu
diéu tri (1 vién) hodc & liéu cao hon liéu diéu tri (4 vién) khong gay kéo dai khoang QT/QTc & 56
ngudi tinh nguyén khoe manh (tréi nguge voi moxifloxacin, duge sir dung nhu mdt bién phap
kiém soat tich cuc).

13. Cac dac tinh dwge dong hoc

Hdp thu

Racecadotril duge hdp thu nhanh chong sau khi udng.

Phoi nhiém thudc & trang théi cin bang twong duong v6i sau khi diing mot lidu don ddc.

Phdn bo

Sau khi uéng 1 lidu racecadotril dugc danh dau bang C-14, lugng phai nhiém cua carbon phong
xa do duoc trong huyét tuong cao hon nhiéu lan so véi cac té bao méau va cao gp 3 lén so véi
méu toan phan. Vi vy, thudc khong gan vai bat ky té bao méu nao. Sy phan bd carbon phong xa
trong cdc md khac ctia co thé la trung binh, dugc thé hién bang thé tich phan bd biéu kién trung
binh trong huyét tuong 1a 66,4 kg. 90% chat chuyén héa hoat tinh cua racecadotril, thiorphan
((RS)-N-(1- oxo-2-(mercaptomethyl)-3-phenylpropyl) glycine), duoc lién két véi protein huyét
tuong, chi yéu 13 v6i albumin.

Khoang thoi gian va pham vi anh huong cta racecadotril phy thude lidu dung. O tré em, thoi gian
d& tic ché enkephalinase trong huyét twong dat dinh 1 xép xi 2 gid va tuong (img véi sur trc ché
90% khi dung lidu 1,5 mg/kg. Thoi gian tic ché enkephalinase 1a khoang 8 gio.

Chuyén héa

Thai gian ban thai cla racecadotril, dugc tinh theo sy Gic ché enkephalinase huyét twong, 1a xap
xi 3 gio. Racecadotril bi thuy phan nhanh chong thanh chét chuyén héa c6 hoat tinh thiorphan,
sau d6 tiép tuc chuyén héa thanh cac chit chuyén hoa khéng co hoat tinh nhu sulfoxide ciia
S-methylthiorphan, ~ S-methylthiorphan,  2-methanesulfinylmethyl  propionic ~ acid  va
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2-methylsulfanylmethyl propionic acid, tit ca duoc hinh thanh véi lugng I6n hon 10% so véi
phoi nhidm thudc ban dau.

Céc chét chuyén héa nho khéc ciling duge phat hién va dinh lugng trong nuée tiéu va phan.

Dir liéu in vitro cho thdy racecadotril/thiorphan va 4 chit chuyén hoa khéng hoat tinh chinh
khong (rc ché céc enzyme CYP nhu 3A4, 2D6, 2C9, 1A2 va 2C19 dén mirc gy ra cac tac dung
lam sang lién quan. Dir lidu in vitro cho thdy racccadotril/thiorphan va 4 chit chuyén hoa khong
hoat tinh chinh khong hoat hoa enzyme CYP cic dang (ho 3A, 2A6, 2B6, 2C9/2C19, ho 1A,
2E1) va enzyme két hgp UGTs dé c6 téc dung |am sang.

Duoc dong hoc ciia racecadotril ¢ tré em tuong tu nhu & ngudi 16n, dat Cmax sau 2 gio 30 phat ké
tir khi sir dung thude. Khéng co su tich lily thude sau khi sir dung 1ap lai mdi 8 gio trong vong 7
ngay

Thai trir

Racecadotril duoc thai trir dudi dang céc chét chuyén héa c6 hoat tinh va khong cé hoat tinh.
Thai trir chu yéu qua than (81,4%), va mirc dd thip hon nhiéu I qua phan. Thai trir qua dudng
phdi khong dang ké (dudi 1% liéu dung)

14. Quy ciach dong goi

- Hopl10goixlg

- Hop24goixlg

- Hop30gdixlg

15. Piéu kién bio quan

Noi khd, dugi 30°C, tranh anh sang.

16. Han dung ciia thube

36 thang ké tir ngay san xuat.

17. Tiéu chuén chit lvgng

Tiéu chuan co so.

18. Tén, dia chi ciia co s& san xuat

ABIPHA. -CNC

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA
L& CN-2, KCN Phii Nghfa, X& Phit Nghia, Huyén Chuong M§, Thanh phé Ha Noi

Website: www.abipha.com.vn
Dién thoai: 024 6262 7788




