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“Racedagin® 30 GMP-WHO 

Thuéc nay chi ding theo don thuéc 
Doc ky huéng dan str dung truéc khi ding 
Dé xa tam tay tré em 

Thanh phan céng thie: Cho 1 géi. 
Thanh phan hoat chat: 
Méi goi Racedagim 30 chtra 30 mg Racecadotril 
Thanh phan ta duge: i 
Aspartam, Indion 204, Bothuwong mo, Xanthan gum, Duong trang, Magnesi stearat. 

Dang bao ché: Thuéc cém mau trang, thom mui mo va cé vi ngot. 
Chi dinh: 

B6 sung, diéu tri trigu ching tiéu chay cp 6 tré nhé (trén 3 thang tudi) va tré em cing voi viéc bu nudc 
bang dong uéng. 
Trong trvéng hop diéu tri duoc nguyén nhan gay tiéu chay, ¢6 thé st dyng racecadotril nhu mot liéu 
phap diéu tri bd sung. 

Cach dung, liéu eng; 
Cach dung: Cothé cho thudc vao therc an hoac tron vao motit nuéc (khoang 1 thia ca phé). Tr6n déu 

va cho tré udng ngay lap tirc. 
Liéu ding: 
Uéng Racedagim 30 cling voi viéc bu nud va dién giai (xem Canh bao va than trong khi ding thudc). 
Liéu ding duoc xde dinh theo trong Iugng co thé tré: 
1,5 mg/kg thé trong/liéu (tong dwong 1 dén 2 gdi), ngay udng 3 lan cach déu nhau. 
Tré em tlr 13 kg - 27 kg: 1 gdi 30 mg x 3 lan/ngay. 
Tré em trén 27 kg: 2 gdi 30 mg x 3 lan/ngay. 
Nén tiép tuc diéu tri cho dén khi phan tré tre vé binh thudng. 
Thoi gian diéu tri khéng kéo dai qua 7 ngay. 
Khéng nén diéu tri dai ngay bang racecadotril. 
Kh6ng cé cac nghién ciru [am sang déi voi tré nhd durdi 3 thang tudi. 
Cac déitwong dacbi 
Khéng co nghién ctu nao dug thyc hién déi vi tré em bi suy gan hoac suy than (xem Canh bao va 
than trong khi ding thuéc). 
Méts6 Iwu y dac biét vé xtr ly thuéc truéc va sau khi str dung thuéc: 
Khéng 6 yéu cau dac biét vé xi? ly thudc sau khi str dung. 

Chéng chi dinh: 
Khéng dung Racedagim cho tré em bi di tng voi hoat chat hoac bat ky thanh phan nao ctia ta duge. 
Nh@ng bénh nhan cé biéu hién phi mach khi ding cac thuéc tre ché men chuyén angiotensin (nhu 
captopril, enalapril, lisinopril, perindopril, ramipril) khong nén st? dung racecadotril. 
Do c6 chtra duréng trang: Khéng nén diing thudc nay cho bénh nhan cé cac van dé di truyén hiém gap vé 
kh6éng dung nap fructose, hi chteng kém hap thu glucose, galactose hoc thiéu sucrase-isomaltase. 
Thanh phan ta dugc cila thuéc nay co aspartam: La mét ngudn cla phenylalanin, chat nay c6 thé gay 
nguy hiém cho nhirng ngudi bi phenylceton - niéu. 

Canh bao va than trong khi ding thudc: 
Viéc ding Racedagim khong thay thé. duoc. nhu.cauudéng nudccuatrd. 
Bu nuéc la rat quan trong trong viéc kiém soat tiu chay cap & tré so sinh va tré nho. Viéc bu nuéc can 
phi hgp véi dé tudi, can nang cla tré va giai doan, mtrc dé nghiém trong cia tinh trang nay, dac biét 
trong truéng hgp nghiém trong hoac tiéu chay kéo dai kém theo tré bi nén hoac kém an. Ngoai ra, lién 
tuc cho &n thong xuyén (bao gdm ca bt me) va giém sat viéc udng nuéc day du la rat quan trong. 
Sy xuat hién mau hoac mt trong phan ciia tré va tré bj sét co thé cho thay sy nhiém khuan hoac co mét 
bénh nghiém trong khac, bao dam tri liéu nguyén nhan (VD: St dung khang sinh) hoac xac dinh thém 
nguyén nhan. Do dé, racecadotril khong dugc dung trong nhing trong hop nay. Racecadotril co thé 
dug ding déng thoi voi thuéc khang sinh trong truvéng hap tiéu chay do vi khuan nhu mét liéu phap 
diéu tri bé sung. 
Khéng nén st? dung racecadotril trong trvéng hop tiéu chay cé lién quan dén ding khang sinh va tiéu 
chay man tinh do khéng cé du dé@ liéu. 
Néutré bj tiéu dung, can chi y méi gi Racedagim 30 chtra 2,8105 g dong trang. 
Néu won dung trang (ngudn glucose va fructose) cé trong liéu hang ngay ctia Racedagim 30 vuct 
qua 5 g mdi ngay, thi sau dé phaitinh toan ty 16 duong diing hang ngay cho tré. 
Khéng khuyén nghi ding san pham nay cho tré so’ sinh dui 3 thang tudi vi khong c6 thir nghiém lam 
sang nao dugc thc hién trén déi tung nay. 
Kh6ng khuyén nghi ding san pham nay cho bat ky tré nhé nao bj bénh gan hoac than khéng ké mirc d6 
nghiém trong ctia bénh nhu thé nao, vi khong co dui th6ng tin trén cdc d6i twong bénh nhan nay. 
Racedagim cé thé gidm sinh kha dyng & nhirng bénh nhan bi nén kéo dai hoadc nén khéng kiém 
soat dugc. 

Phan teng & da dugc bao cao khi st dung san pham nay. Chi yéu la cac trvéng hop nhe va khéng can 
diéu tri nhung trong mét sé truéng hep, chting cé thé nang, tham chi de doa tinh mang. Khéng thé loai trir 
hoan toan kha nang cé lién quan dén racecadotril. Khi gap phan teng da nghiém trong, viéc diéu tri phai 
duge ding lai ngay lap ttrc. 

Str dung thuéc cho phunircé thai va chocon bu: 
Thoi ky mang thai: 
Khong cO du dé ligu vé viéc str eyng racecadotril & phu nt mang thai. Nghién ciru trén dong vat khong 
iney tas ia tryc tiép hoac gidn tiép lién quan dén mang thai hodc sy phat trién bao thai, sinh san hodc 
sau HSsinn. 

Tuy nhién, do khéng.cé cac nghién ctru lam sang cy thé, khdng nén dung racecadotril & phu n& mang thai. 

Thoi ky cho con bu: 
Do thiéu théng tin lién quan dén racecadotril trong viéc tiét stra & ngudi, khong nén dung racecadotril& 
phu ni cho con bu. 

Anh hwéng cila thuéc lén kha nang lai xe, van hanh may méc: 
Racecadotril khong co hoadc anh huéng khong dang ké dén kha nang lai xe va van hanh may méc. 

Tuong tac, twong ky, cia thuéc: 
Twong tac cua thuéc véi cac thuéc khac va cac loai twong tac khac: 
Cac thuéc tre ché men chuyén angiotensin (nhu captopril, enalapril, lisinopril, fosinopril, perindopril, 
ramipril) gay ph mach. Nguy co’ nay cé thé tang lén khi ding cung racecadotril. 
Loperamid va nifuroxazid khéng lam thay ddi cach thtec hoat d6éng clia racecadotril trong co’ thé khi cac 
thuéc nay dugc diing dng thoi. 

Tén, dia chi cla co s& san xuat thuéc: 

Théng bao cho bac sy hodc dug sy néu tré dang udng hodc gan day 6 udng bat ky thudc nao khac ké 
ca cacthuéckhéng ké don. : : ‘i 
Twong ky, cia thuée: Do khong cé céc nghién ciru vé tinh tuong ky cla thudc, kh6ng tr6n lan thudéc 
nay voi cdc thuéc khac. 

Tac dung khéng mong muén: 
Ciing nhu cac thuéc kha, racecadotril c6 thé gay ra cdc tac dung phy, mac du khéng phai bénh nhan 
nao cling gap phai. Néu ban thay bat ky tac dung phy nao khong dug dé cap trong to hung dan nay, 
hoac batky tac dung phu nao trénén tram trong, hay th6ng bao cho bac sy hoac duoc sy. 
TAn suét clia cac phan teng khong mong mu6n dug xac dinh theo quy wdc sau: Rat thudng gap (ADR 
21/10), thuong gap (1/100 <ADR < 1/10), itgap (1/1.000 <ADR < 1/100), hiém gap (1/10.000 ADR < 
1/1.000), rat hiém gap (ADR < 1/10.000); chua ré tan suat (khong thé wéc tinh dy trén dé ligu hién co. 
Nhiém khuan va nhiém ky sinh tring: 
Itg&p: Viém amidan. 
Roi loan da va mé dudi da: 
Itgap: Phat ban, ban do. f 
Chua ré tan suat: Hong ban da dang, phu lwéi, phu mat, ph: mdi, phi mi mat, phi mach, mé day, ban 

~ d6.co nhiéu ucuc, phat ban san, ngiva sn, ngwa. 
x 

DA cé bao cao vé phan tng da nghiém trong (bao gdm ca pht mach) & nhirng bénh nhan dang diéu tri 
bang racecadotril. R ‘ 
Chua ré tan suat cia cac phan tng nay nhung néu ching xay ra, phai dleng diéu tri bang racecadotril 
va thay thé bang liéu phap thich hop. Bénh nhan can phai dug biét dé khong diing lai racecadotril 
trong nhirng truéng hop. nay. A 
Th6ng bao cho bac s¥ nhGng tac dung khéng mong muén gap phai khi strdung thuéc. 

Qua ligu va cach x tri: 
Qua liéu: 
Cho dén nay m6t vai trvong hop qua ligu ma khéng cé tac dung phy da duc bao cao 6 tré so’ sinh va 

tré em; liéu sir dung gAp 7 lan liéu lugng chinh xac. 
Xt tri: Khi co hién tung qua lidu xay ra, nén didu tri hé tro’ va trigu chUng. 

Dac tinh duoc Ic hoc: 
Nhém dug ly: Thudc tri tiéu chay khac. 
MaATC: A07XA04 
Racecadotril la mét tién chat ma can dugc thiy phan thanh chat chuyén héa co hoat tinh thiorphan. 
Thiorphan la chat tre ché enkephalinase, mt peptidase mang té bao hién dién & nhiéu mé khac nhau, 

chil yéu la biéu mé cia ruét non. Enzym nay tham gia vao cac qua trinh thiy phan peptid ngoai sinh va 
pha hay peptid ndi sinh nhu cac enkephalin. Do d6, racecadotril bao vé duoc enkephalin ndi sinh co 
hoat d6ng sinh ly 6 dng tiéu héa, kéo dai tac dung khang tiét cia chung 6 6ng tiéu hoa. 
Racecadotril 4 mét thuéc khang tiét dudng rudt, ma hoat déng cua nd dec gidi han & rudt non. NO 
lam gidm sy tiétnu@c va dién gidi & ruét non, gay ra bdi déc t6 vi khuan ta hoe viém, va khong 6 anh 
hudng téi hoat déng bai tiét co ban. Racecadotril tac dung nhanh hoat tinh chéng tiéu chay ma khong 
lam thay déi thoi gian chuyén van & ruét non. 
Trong 2 nghién ctru lam sang 6 tré em, racecadotril lam giam 40% va 46% khéi Ae phan trong 48 
gid’ dau. Ngudi ta cing nhan thay rang thoi gian tiéu chay va viéc bu nuéc giam dang ké. 
Racecadotril khong gay day bung. Trong thoi giannghién cirutamsangyracecadotril gay tao’bon thir 
phat é ty lé trong duorng voi gid dug. 
Khi diing dwong uGng, thudc chi tac déng & ngoai bién, ma khéng cé Anh hvéng trén hé than kinh 
trung uong. 

Dac tinh dwgc dong hoc: 
Hap thu: 
Racecadotril duoc hap thu nhanh chong sau khi uéng. Sy trc ché enzym enkephalinase huyét tuong bat 
dau sau khoang 30 phit. 
Sinh kha dung clia racecadotril khong bj thay di béi thirc 4n, nhung ndng dé dinh bj cham lai khoang 
1 gid 30 phut. 
Phan bé: 
Sau khi uéng 1 liéu racecadotril duoc danh dau bang C-14, lvong pho’ nhiém cilia carbon phéng xa do 
dug trong huyét tvong cao hon nhiéu lan so voi cac té bao mau va cao hon gap 3 lan so véi mau toan 
phan. Vi vay, thuéc khéng gan voi bat ky té bao mau nao. Sy phan bé carbon phéng xa trong cac m6 
khac clia co thé la vira phai, duoc thé hién bang thé tich phan bé bidu kién trung binh trong huyét 
tuong clia 66,4 kg. 
90% chat chuyén héa hoat tinh clia racecadotril, thiorphan (=(RS)-N-(1-oxo-2-(mercaptomethyl)-3- 
phenylpropyl) glycin), duoc lién két voi protein huyét twong, chi yéu la voi albumin. Cac tinh chat 
duoc d6ng hoc clia racecadotril khéng bi thay déi do ding |liéu lap lai hoa ding cho ngudi gia. 
Khoang thoi gian va pham vianh huéng cla racecadotril phu thu6c liéu dung. 
O'tré em, thdi gian dé trc ché enkephalinase dat dinh trong huyét twong xp xi 2 gid va twong duong 
voi 90% su trc ché voiliéu 1,5 mg/kg. 
© ngwéi lon, thei gian dé tre ché enkephalinase dat dinh trong huyét twong xp xi 2 gid’ va tong 
duong voi 75% su tc ché voi liéu 100 mg. 
Thdi gian tee ché enkephalinase la khoang 8 gid. 
Chuyén hoa: 
ave gian ban thai sinh hoc cla racecadotril dugc tinh theo sy tc ché enkephalinase huyéttong la 

xap xi 3 gio. 
Racecadotel bi fly phan nhanh chong thanh thiorphan chat chuyén héa cé hoat tinh, dug bién déi 
tré lai thanh cdc chat chuyén héa khéng cén hoat tinh. Viéc diing lap lai racecadotril knéng gay tich lay 
thudc trong co thé. 
O tré em, két qua duoc déng hoc tuong ty cla ngudi trvéng thanh, dat ndng dé dinh sau khi uéng 2 
gio’ 30 phut. Khéng tich ly thudc khi ding liéu lap lai mdi 8 gid trong 7 ngay. 
Thai tree: 
Racecadotril dug thai trir & dang chuyén héa cé hoat tinh va khéng cé hoat tinh, cht yéu qua duéng 
nuéctiéu, va co mirc dé ithon nhiéu qua duong phan. Thai trv qua dwdng phdila khéng c6 y nghia. 

Qui cach déng géi: Hop 25 géi x3 g thuédc cém. 
Diéu kién bao quan, han dung, tiéu chuan chat lwgng cla thuéc: 

Diéu kién bao quan: Dé & nhiét d6 dudi 30°C, tranh Am va anh sang. 
Han pang cia thuéc: 24 thang ké tly ngay san xuat. 
Tiéu chuan chat lwgng: TCCS. 

San xuat tai: Chi nhanh Céng ty CP Dwgc pham Agimexpharm - Nha may san xuat Dug pham Agimexpharm 

Céng ty CP Dug pham Agimexpharm 
A 27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang 

Dudng VG Trong Phung, Khom Thanh An, P. My Théi, TP. Long Xuyén, An Giang 
AGIMEXPHARM Tel: 0296.3857300 Fax: 0296.3857301 A1207002402 

https://vnras.com/drug/


