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CEDOKIDS 30

Racecadotril 30 mg

Thude ké don
Doc ky hudng din sic dung trude khi ding
Dé xa tim tay tré em
Thong bdo ngay cho bdc sy hogc dwgc sy nhitng tic dung khéng mong mudén gap phai Hu sir dung thudc

A. THONG TIN THUOC CHO BENH NHAN

1. Thanh phan, ham lrgng cia thudc:
M&i géi bot pha hdn dich udng 3,0 g chira:
Racecadotril...vvviiriie s escee e ee s e e 30,00 mg
T4 dugce: Sucrose, Dextrose khan, Aspartam, Kollidon CL-M, Mui dau bét, Polyvinyl pyrrolidon
K30, Gom xanthz}n, Aerosil, Magnesi Stearat.
2. M6 ta san phadm: Ché phdm c6 dang bot mau tring, mai dau, vi ngot.
3. Quy cach dong goi:

- Hop 10 goi x 3,0 g; Hop 14 goi x 3.0 g; Hop 20 gbi x 3,0 g.
4. Thudc dung cho bénh gi:
Diéu trj triéu ching tidu chay cdp & tré trén 3 thang tudi khi cac bién phép thong thudong (bao

= gdm bl nuée bang dudng udng) la khong du dé kiém soat cac triéu chimg.
5. Nén diing thuée nay nhuw thé nao va liéu lugng:
Co thé cho thudc vao thirc an hodc tron vao mot coc nudce hodic binh sira. Tron déu va cho tré
uong, ngay lap tuc.
Liéu dau tién ¢6 thé dugc dung bét ki thoi diém nao trong ngay, udng 3 liéu mot ngay, ding hang
ngay cho dén khi két thic dot diéu trj. Thoi gian diéu tr1 khong kéo dai qua 7 ngay
CEDOKIDS 30 dugc dung cho tré em trén 3 thang tudi va cé can nang > 13
Liéu dung duge xéc dinh theo trong [m;mg co thé cua tré: 1,5 mgz’ kg thé tro g, cu thé nhu sau:
Tré ¢ can nang 13-27kg: 30 mg (1 gm CEDOKIDS 30)x 3 law’ngﬁy
Tré ¢6 can ning > 27kg: 60 mg (2 g6i CEDOKIDS 30) x 3 lan/ngay.
D&i v6i nhitng tré trén 3 thang ¢6 can ning < 13 kg nén sir dung dang bao ché c6 phén lidu phu
hop.
Ciac dbi twong dic biét
Khong ¢6 thong tin doi vai tré dudi 3 thang tudi va tré em bi suy gan, suy than.
Can than trong khi diing thude cho tré bi suy gan hodc suy théan.
6. Khi nao khong nén dung thude nay
— Khéng dung thube cho tré néu tré man cam véi hoat chat hodc bat ki thanh phan nao cta té duge.

Khéng dung CEDOKIDS 30 ddng thoi véi cac thude (re ché men chuyén (ACE) vi tang nguy co
phu mach.

Thudc ¢6 chira ta duge sucrose nén nhirng tré ¢é tinh trang khong dung nap fructose, hdi chirng
kém hép thu glucose hodc thléu hut saccharase — isomaltase khong dugc dung.

7. Téac dung khong mong mu6n (ADR):

Racecadotril ¢6 thé gy ra cac tac dung phu, mac du khong phai bénh nhan nao cling gap phai.
Nhiém tring va nhiém ky sinh tring:

It gdp, ADR < 1/100: viém amidan.

RoOi loan da va md dudi da:

It gap, ADR < 1/100: phét ban, ban do.

Khong biét (khong thé woc tinh dya trén dit ligu hién c6): ¢o nhiéu tuyp ban do bao gom: ban do
nhiéu dang, ban do c6 nhiéu u cuc, phat ban sin, nglra san, may day, sung tay (phu né) ludi,
mdt, moi, mi mét, ciing nhu sung mat va miii, ngua

8. Nén tranh dung nhirng thude hodc thye pham gi khi dang sir dung thube nay:

Khong ¢6 twong tic thude ndo duge md ta & ngudi cho dén nay.
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Ca loperamid va nifuroxamid khong lam thay dbi cac thirc hoat dong cua racecadotril trong co
thé khi cac thude nay duge dung dong thoi.

9. Can lam gi khi mjt lan quen khéng dung thube:

Neu ban quén cho tré dung thudc, khong cho tré dung gip doi liéu dé bu cho liéu da quén. Néu
can thém thong tin, hay hoi 1oi khuyen cua bac sy hodc dugc sy.

10. Cén bao quan thudc nay nhw thé nao:

Bao quan thubc & noi kho, thoang, nhiét d§ dudi 30°C, tranh &nh sang.

11. Nhirng ddu hi¢u va triéu chirng khi dung thube qua lidu:

Khong c6 truong hop qua liéu ndo da dugc bdo cdo. & ngudi 16n, cac litu don trén 2g tuong
ducmg v6i 20 lan lidu dicu tri da duge dung ma khong gdy ra cac tac dung c6 hai.

12. Cén phiilam gi khi dung thude qua lidu khuyén cdo:

Néu tré ding thudc qua liéu khuyén cdo thi hdy lién hé ngay véi bac sy hodc dugce s§.

13. Nhirng diéu cén than trong khi ding thudc nay:

Viée dung CEDOKIDS 30 khong thay thé duge nhu cdu ubng nude caa tré. Can cho tré udng du
nudc trong ngay.

Néu tré bi tiéu chay nang va/ hodc kéo dai kém theo tré bi non va/ hoac kém an, hay hoi y kién
bac si, li¢u phép truyén dich c6 thé cén thiét trong nhimg truong hop nay.

Hay hoi y kién béc si néu ban théy ¢6 mau hodc mu trong phén cia tré va/ hodc tré bi sét, vi du
hiéu nay ¢6 thé cho thdy ¢6 sy nhiém khuén (hoiic mot bénh nghiém trong khac) la nguyén nhén
gdy tiéu chay. Vi nhirng truong hop nay, CEDOKIDS 30 c6 thé khéng phai la thude dé diéu tri
triéu chimg.

Tiéu chay kéo dai (man tinh) khong duoc nghién ciru ddy du véi thude nay. Ciing nhu vy,
CEDOKIDS 30 khong duge thir trén nhirng bénh nhan dung khang sinh duge két hop véi tiéu
chay.

CEDOKIDS 30 ciing ¢6 thé khong tac dung néu tré bi nén (giam sinh kha dung). Hay bao cho
bac sy néu tré gap tri¢u ching nay.

Néu tré bj tiéu dudng hay thong bao véi béc sy trude khi cho tré ding CEDOKIDS 30 do thude
¢6 chira 580 mg sucrose mdi goi 1g.

Néu tré cin dung lieu cao CEDOKIDS 30, lugng sucrose (ngudn glucose va fructose) duoc

Va0 vugt qua 5g moi ngay, thi sau d6 phai tinh toan ty 1¢ duong dung hang ngay cho tre.

Khong dung CEDOKIDS 30 cho tré dudi 3 thang tudi vi khong c6 thir nghiém 1am sang nao
dugc thuc hién trén dbi tuong nay.

Khong dung CEDOKIDS 30 cho bit ky tré nho nao bi bénh gan hodc than khong ké mirc do
nghiém trong cia bénh nhu thé nao, vi khong c6 du thong tin trén cac déi tugng bénh nhdn nay
voi viée dung CEDOKIDS 30.

ba ¢6 nhimg bao cao vé céc phan tng trén da khi sir dung thude, hdu hét déu 12 truong hop nhe
va khong can diéu tri, nhung trong mot sé trudng hop, chiing ¢6 thé nang thdm chi de doa tinh
mang. Khi gip nhitng phan tmg nang trén da, phai 1ap tirc nglig dung thudc.

Ta duge:

Aspartam 12 mot ngudn phenylalanin. N6 ¢6 thé gdy hai néu ban bi bénh phenylceton niéu
(PKU), 1a mot roi loan di truyeén hiém gap, do co thé khong thé loai bo phenylalanin mot cach
thich dang gay tich Ity phenylalanin.

Dextrose (glucose) : Nhung bénh nhén bj chimg kém hép thu glucose — galactose hiém gap
khong nén sir dung thudc nay.

Phu nir mang thai va cho con bu

Thude nay khdng ¢6 muc dich duge dung cho phuy nir ¢6 kha nang mang thai, phu nit c6 thai
hodc phu nir cho con bu.

Anh hwéng khi ldi xe va van hanh mdy moc

Khong c6 vi thude chi danh cho tré em.
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14. Khi nao cin tham véin bac sy, dwge si:
Khi gdp phai nhiing tic dung khéng mong mudn khi sir dung thudce va khi ding qué liéu quy
dinh.
“Néu can thém thong tin xin hoi v kién bac sy hodc dugce st
15. Han dung cia thude: 36 thang ké tir ngay san xudt
16. Ngay xem xét sira ddi, cip nhat lai ndi dung hwéng din sir dung thube: 04-01-2017

B. THONG TIN THUOC CHO CAN BQ Y TE
1. Cac dac tinh dwge lye hoe, dwge dong hoc
Duwoc lwe hoc:
Racecadotril 14 mgt tién chit ma can dugc thuy phan thanh chét chuyén hoa hoat tinh thiorphan,
la chit e ché enkephalinase, mot peptidase mang té bao & trong cdc md khac nhau, chu yéu la
biéu mé ctia rudt non. Enzym nay tham gia vao cac qua trmh thiy phan peptid ngoai sinh va pha
huy peptid nhu céc enkephalin d6 14 hoat dong sinh Iy & dng tiéu hoa, kéo dai tac dung kich thich
bai tiét cua ching.
Racecadotril [a mgt chét chdng tiét, ma hoat dong cuia n6 dugc giéi han & rudt non. N6 lam giam
tang tiét nudc va dién giai ¢ rudt non, gy ra boi dfc tinh ta hodc viém, va khong cé anh hudng
toi hoat dong bai tiét co ban. Racecadotril tac dung nhanh hoat tinh chdng tiéu chay ma khong
lam thay dbi thoi glan chuyen vén ¢ rudt non.
Khi dung dudng udng, thude chi téc dong & ngoai bién, ma khong ¢é anh huéng trén hé thin
kinh trung uvong.

Duoc dong hoc:

Hap thu: Racecadotril dugc hip thu nhanh chéng sau khi udng. Su trc ché mey enkephalinase
huyét tuong bit dau sau khoang 30 phat. Sinh kha dung cua racecadotril g bi thay dbi boi
thire an, nhung nong d dinh bi cham lai khoang 1 glo’ 30 phut

Phén bd: Chi khoang 1% liéu ding duge phan b vao cac md. 90% chét chuyén héa hoat tinh
cua racecadotril, (RS)-N-(1-oxo0-2-(mercaptomethyl)-3-phenylpropyl) glycin, duge lién két voi
protein huyet twong, chu yéu 1a véi albumin. Céc tinh chat duge dong hoc cua racecadotril khong
bi thay ddi do dung liéu 1ap lai hodc dung cho ngum gia. Khoang thoi gian va pham vi anh
huong cua racecadotril phy thude liéu dung Thoi gian dé (e ché enkephalinase dat dinh trong
huyét tuong xap xi 2 gio va tuong duong v6i 75% sur (re ché véi liéu 100 mg.

Chuyen héa: thoi glan ban thai sinh hoc cta racecadotril dugc tinh theo su tc ché enkephallnase
huyét tuong, 1a xdp xi 3 gid. Racecadotril bi thiy phan nhanh chéng thanh chét chuyén hoa ¢6
hoat tinh (RS)-N (1-0x0-2-(mercaptomethyl)-3-phenylpropyl) glycin, chat ma dugc bién doi tro
lai thanh céc chét chuyen héa khong con hoat tinh. Viéc dung lép lai racecadotril khong gay tich
lily thudc trong co thé. Racecadotril khong déng vai tro nhu 1a tac nhan gdy cam (mg hay trc ché
men cytochrome P — 450. .

Thai trir: Racecadotril duge thai trir cha yéu & dang chuyén hoa khong hoat tinh, chu yéu qua
duong nude tiéu, va c6 mic do it hon nhiéu qua duong phan. Thai trir qua dudng phdi la khong
¢ y nghia.

2. Chi dinh:

Dleu tri triéu ching ti€u chay cap & tré trén 3 thang tudi khi céc bién phap thong thudng (bao
gbm bu nude bang dudng udng) 12 khong du dé kiém sodt céc triéu chimg.

3. Liéu lwong va cdch dung:

Lidu dau tién co thé dugc dung bét ki thoi diém nao trong ngdy, udng 3 liéu mét ngdy, ding hang
ngay cho dén khi két thic dot didu tri. Thoi gian diéu tr1 khong kéo dai qua 7 ngay.

CEDOKIDS 30 duge dung cho tré em trén 3 théng tudi va cé can nang > 13 kg.

Liéu ding duge xéc dinh theo trong ILrorng co thé cta tré: 1,5 mg/ kg thé trong, cu thé nhur sau:
Tré ¢6 can nang 13-27kg: 30 mg (1 g6i CEDOKIDS 30) x 3 lan/ngay.
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Tré c6 cén nang > 27kg: 60 mg (2 g6i CEDOKIDS 30) x 3 lan/ngay.

PGi véi nhimg tré trén 3 thang ¢6 can niing < 13 kg nén sir dung dang bao ché ¢4 phéan liéu ph
hop.

Cac dbi twgng diic biét

Khéng ¢6 thong tin déi vai tré dudi 3 thang tudi va tré em bi suy gan, suy thén.

Can than trong khi ding thudc cho tré bi suy gan hogc suy than.

Cach dung:

Co thé cho thudc véao thirc an hodc trdn vao mot coc nude hodc binh sira. Tron déu va cho tré
udng ngay lp tic.

4. Chong chi dinh:

Khong ding thude cho tré néu tré man cam véi hoat chét hodc bét ki thanh phan nao cta ta duoc.
Khong dung CEDOKIDS 30 déng thdi véi céc thube e ché men chuyén (ACE) vi ting nguy co
phu mach.

Thudc ¢6 chira ta duge sucrose nén nhiing tré ¢6 tinh trang khong dung nap fructose, hgi chimg
kém hap thu glucose hoic thiéu hut saccharase — isomaltase khong duoc ding.

5. Canh bdo va than trong:

Viée ding CEDOKIDS 30 khong thay thé duge nhu ciu ubng nude cia tré. Can cho tré udng du
nudc trong ngay.

Néu tré bi tiéu chay nang va/ hodc kéo dai kem theo tré bi nén va/ hogc kém an, hdy hoi y kién
bac si, liéu phap truyén dich c6 thé cén thiét trong nhimg trudng hop nay.

Hay hoi y kién bac si néu ban théy c6 mau hodic mu trong phan cua tré va/ hodc tré bj sot, vi dau
hiéu nay c6 thé cho thiy c6 sy nhiém khuan (hodc mot bénh nghiém trong khac) la nguyén nhan
gdy tiéu chay. Vi nhimg truong hop nay, CEDOKIDS 30 ¢6 thé khong phai la thude dé dicu tri
triéu chung.

Tiéu chay kéo dai (man tinh) khong duogc nghién ciru ddy du véi thude nay. Cling nhu vay,
CEDOKIDS 30 khéng dugc thir trén nhiing bénh nhan ding khéng sinh duogc két hop véi tié
chay.

CEDOKIDS 30 ciing ¢6 thé khong tac dung néu tré bi noén (giam sinh kha dung). Hay b&j
béc sy néu tré gp triéu ching nay.

Néu tré bj tidu dudong hay thong bdo vai bic sy trude khi cho tré ding CEDOKIDS 30 do thude
¢6 chira 580 mg sucrose moi géi 1g.

Néu tré cdn ding liéu cao CEDOKIDS 30, lugng sucrose (ngudn glucose va fructose) duoc dua
vao vugt qua 5g mdi ngay, thi sau dé phai tinh toan ty 1¢ duong ding hang ngay cho tré.

Khéng ding CEDOKIDS 30 cho tré dudi 3 thang tudi vi khéng c6 thir nghiém 1am sang nao
duoc thuc hién trén ddi tuong nay.

Khéng dung CEDOKIDS 30 cho bt ky tré nho nao bi bénh gan hodc than khong ké mirc do
ngluem trong ctia bénh nhu thé nao, vi khong c6 du thong tin trén cac dbi tuong bénh nhén nay
voi viée dung CEDOKIDS 30.

Da ¢6 nhing bao cao vé céc phan (ng trén da khi stir dung thude, hau hét déu 1a truong hop nhe
va khong can diéu tri, nhung trong mot sé truong hop, chiing ¢6 thé nang tham chi de doa tinh
mang. Khi gdp nhirng phan (ng nang trén da, phai 1ap tirc ngirg dung thudc.

Ta duoec:

Aspartam la mot ngudn phenylalanin. N6 ¢6 thé gay hai néu ban bj bénh phenylceton niéu
(PKU), la mot roi loan di truygn hiém gp, do co thé khong thé loai bo phenylalanin mét cach
thich dang gy tich liiy phenylalanin.

Dextrose (glucose) : Nhimg bénh nhan bi chimg kém hép thu glucose — galactose hiém gip
khong nén str dung thude nay.

6. Phu nir c6 thai:

Thube nay khong c¢6 muc dich duge dung cho phu nit ¢6 kha nang mang thai, phu nir ¢6 thai.
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7. Thoi ky cho con bi:
Thude nay khong c6 muc dich duge dung cho phy nir cho con ba.
8. Anh hwong khi lai xe va van hanh may moc:
Khong 6 vi thude chi danh cho tré em.
9. Twong tac cia thudce:
Khong c6 twong tac thude nao duge mé ta & ngudi cho dén nay.
Ca loperamld va nifuroxamid khong lam thay ddi cac thirc hoat dong cua racecadotril trong co
thé khi cac thube nay dugc dung dong thoi.
10. Téc dung khéng mong mudn (ADR):
Racecadotril c6 thé gdy ra cac tac dung phy, mic dii khong phai bénh nhan nao ciing gip phai.
Nhiém trung va nhiém kv sinh trung:
It gap, ADR < 1/100: viém amidan.
Réi loan da v mb duéi da:
It gap, ADR < 1/100: phat ban, ban do.
Ahong biét (khong thé woc tinh dwa trén dir heu hién co): co nhiéu tuyp ban do bao gOm ban do
nhiéu dang, ban do ¢ nhiéu u cyc, phat ban sin, nglra sin, may day, sung tay (phu né) ludi,
mat, moi, mi mﬁt cling nhu sung mét va mii, ngla.
~ 11. Qua liéu va cdch xir tri: ‘
Khéng ¢6 truong hop qué liéu ndo di dugc béo cdo. & ngudi 16n, cic lidu don trén 2g tuong
duong véi 20 1an lidu diéu tri d dugc dung ma khong gay ra cic tic dung c6 hai. V

Tén, dia chi ciia co' sé sdan xuat:
CONG TY TNHH US PHARMA USA
Lo B1 — 10, Budng D2, Khu cdng nghiép Ty Bic Cti Chi — TP. H6 Chi Minh — Viét Nam.
Moi thidc mdc va thong tin chi tiét, xin lién hé sé dién thogi 028-37908860

P US PHARMA USA

TUQ CUC TRUJNG
P.TRUONG PHONG

Wuyin i Fhe By
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