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HAN GOI CARETRIL 30

Kich thuoc:
Dai : 50mm
Cao : 75mm

_______________ ~2

& Thuic bén theo dan - Prescription only

Caretrilzo

‘a..__/ Racecadotril 30 mg

Sachet of 3g of
powder for oeal use
GOI 3G THUOC BOT BE UONG

Mai gdi chifal Fach sachet contains:

Racecadotril 0mg
cHl DINH, LIEU LUQNG, CACH DONG, CHONG il
DINH VA CACTHONG TIN KHACVE SAN PHEM:
Xem & heidng ddn st dung.

INDICATIONS, ~ DOSAGE,  ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the packoge insert.

TIEU CHUAN: TCCs

SPECIFICATION: Manufacturer’s

SDK/ REG. No.:

BA0 QUAN KHO, MAT. OF XA TAM TAY TRE EM.
DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG.
Store in o dry and coo! place. Keep out of reach of children.
Read carefully the leaffet before use.

518 SX / Baich No..
NSX / Mig. Date .
HD / Exp. Date
S nudt bén / Manufactured by
CONG TY €6 PHAN DUOC PHAM GLOMED
GLOMED PHARMACEUTICAL COMPANY., Inc,
35 D L T Dia, WK Vidt Mam + Singapeare. Thudn An, Binh Duong
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HUONG DAN SU DUNG THUOC
CARETRIL 30
Racecadotril
1- Thanh phin
Md3i géi chira:
Hoat chdt: Racecadotril 30 mg.

Td durgc: Dutmg tring, sucralose, polyacrylat dang phén tdn 30%, bt mui tutti frutti, silic dioxyd.
2- Mo té sin phim

Racecadotril 12 mdt chét te ché enzym enkephalinase dugc ding trong diéu trj tidu chay cép. Racecadotril ¢6 tén héa hoc 1 (&)-N-{2-
[(Acetylthio)methyl]-1-ox0-3-phenylpropyl} glycin phenylmethyl ester.

Coéng thirc cdu tao:
1 \Q
0.
OOy
s

A

07 "CHy

Cong thirc phén tir: CH3NO,S. Phén tir [wgng: 385,5.

CARETRIL 30 cd dang thubc bot ding dé udng chira 30 mg racecadotril.

3- Duge lyc hoe va duge dng hoc

Durgee lye hoc

Racecadotril Ia mt tién chét cin dugc thiy phén thanh chét chuyén héa c6 hoat tinh 14 thiorphan, chét nay c6 tic dyng trc ché enkephalinase, mot

enzym phin giai peptid mang té bao c6 & trong nhiéu mo khéc nhau, dic biét 1a biéu md cua rugt non. Enzym ndy vira gop phén vao sy tiéu héa
peptid ngogi sinh vira gop phin ph4 hiy c4c peptid ndi sinh nhur c4c enkephalin. 4

Racecadotril bdo v§ céic enkephalin khdi sy pha huy bdi enzym do d6 kéo dai téc dung ciia ching tai c4c synap enkephalinergic & rudt non va lany'™]

ting xudt tiét, =
Racecadotril [4 mgt thudc c6 téc dung chéng xuét tiét don thudn & rugt. N6 lam gidm sy ting bai tiét nude va chét dién gidi & rudt do doc tb *
bénh dich ta hay tinh trang viém gdy ra, va khong c6 tac dung trén sir tiét xuéit co ban. =
Racecadotril cho tic ddng chdng tidu chay nhanh ma khong Iam thay ddi thdi gian vin chuyén qua rudt. X
Durge djng hoc

Hdp thu: Racecadotril dugc hip thu nhanh sau khi ubng.

Phdn bo: Thudc khdng gin két v6i céc té bao méau véi bt ky mirc do dang ké ndo. 90% chit chuyén héa c6 hoat tinh cia racecadotril
(thiorphan=(RS)-N-(1-ox0-2-(mercaptomethyl)-3-phenylpropyl) glycin) dugc gén két véi protein huyét twong, cha yéu 12 véi albumin. Thei gian
va mirc d téc dyung cua racecadotril phy thudc vao lidu dang. Thoi gian dat dugc sy trc chg t8i da enkephalinase trong huyét twong 13 khoang 2
gitr va tuong tmg véi ty 18 ire ché 90% cia lidu 1,5 mg/kg.

Chuyén héa: Nira dbi thii trir ciza racecadotril, do dugc dya trén sy (r ché enkephalinase trong huyét twong, 14 khodng 3 git. Racecadotril bj thiy
phén nhanh chéng thanh cht chuyén héa ¢6 hogt tinh 12 thiorphan (RS)-N-(1-0x0-2-(mercaptomethyl)-3-phenylpropyl) glycin, sau d6 chét nay
tiép tyc chuyén thanh nhimg chét chuyén héa khong hoat tinh duge x4c dinh 12 sulfoxyd cia S-methylthiorphan, S-methyl thiorphan, acid 2-
methanesulfinylmethyl propionic va acid 2-methylsulfanylmethyl propionic. Céc chit chuyén héa phu ndy ciing dugc phét hién va dinh lugng
trong nudc ticu va phin.

Thdi trir. Racecadotril bj thai trir dudi dang chit chuyén héa c6 hoat tinh va khéng hoat tinh. Sy thai trir chil yéu 13 qua dudmg thén (81,4%), mot ti
18 thdp hon nhiéu b thai trir qua phén (khoang 8%). Sy théi trir qua dudng phdi khong déng ké (dudi 1% cua lidu ding).
4- Chi djnh
Ditu trj trigu chimg hd trg trong bénh tiéu chay cfip tinh & tré nho va tré em két hop v6i li¢u phép bd nudc qua dudmg ubng va céc bién phap hd
trg théng thudng.
5- Litu ding va céch ding
Céch ding
CARETRIL 30 dugc ding qua dudng ubng, cing véi viéc cho udng bul nuéc.
Khudly ky toan b lugng bt thubc trong m&i g6i v6i 10-20 ml (24 thia ca phe) nuéc, ubng ngay sau khi #n.
Litu ding
CARETRIL 30 danh cho tré em va tré nho trén 3 théng tudi.
- Tré tir 13-27 kg: 30 mg x 3 ldn/ngay.
- Tré trén 27 kg: 60 mg x 3 l4n/ngay.
Khéng nén didu trj qué 7 ngay.
6- Chéng chi djnh
Bénh nhan qué mén cam véi racecadotril hay bt ky t4 duge ndo cia CARETRIL 30.
7- Luu ¥ va thin trong
Neén ding CARETRIL 30 cling véi liéu phép bd nudc qua dudng ubng. Trong trudmg hop tiéu chdy ning holic kéo dai cé kém theo ndn 6i nhidu
hay mét cam giéc ngon miéng, nén bl nuéc theo dudmg tinh mach.
Khong nén ding CARETRIL 30 trong trudmg hp tidu chdy do nhim khuén,

Sir gcuug trén phy nfr c6 thai: Chura c6 c4c nghién ciru ddy di v& vigc ding racecadotril & phy nit ¢6 thai. Vi vdy, phy ni c6 thai khdng nén ding
thudc nay.

Sir dyng trén phy nr cho con bi: Do chua c6 thong tin v& bai tiét racecadotril trong sita me, khdng nén dung thudc ndy cho phy nir dang cho con
bd,

Sir dyng trén tré em: Khng dugc ding thubc ndy cho tré duéi 3 théng tubi do chua c6 thir nghiém 14m sang & nhém bénh nhén ndy. Khong
dung thudc ndy cho tré suy gan hay suy thin & bit ky mirc @ ndo do cdn thiéu théng tin trén nhimg d8i tuong ndy.

Anh huéng Ién khi niing I4i xe vA vin hainh miy méc: Racecadotril khong anh huémg hofic dnh huéng khong dang ké dén kha n#ing l4i xe va
viin hinh méy.




8- Tuong tdc cia thudc véi cdc thubc khic va cdc dang twong tc khic
Cho dén nay khdng c6 tuong téc ndo gilta racecadotril véi cde duge chit khc duge néi rd.
9- Téc dyng khéng mong mufn
C6 thé xay ra nhimg tac dung phy sau ddy:
- Thuong gip: S&t, budn ngt, ndn, budn ndn.
- Hiém giip: Ban d6, da ndi myn, may day.
Ngung sir dung va héi y kién béc sT néu ban c6 bdt ky ddu hi¢u méi bdt thucng nao xdy ra hodc cdc idc dung ngogi y tré nén nding hon.
Théng bio cho béc sT nhimg téc dyng khéng mong mubn g¥p phii khi sir dyng thube.
10- Qué lidu va xir trf
Chura ¢6 trudmg hop qué lidu ndo & tré em dugc ghi nhdn. G ngudi 16n, thir nghiém déi v6i mot lidu don 2 g, glp 20 I4n lidu didu trj, chua ghi nhn
duge téc dung c6 hai nao.
11- Dang bao ché va déng g6i
Hop 10 gbi, g6i 3 g.
Hop 20 gdi, goi 3 g.
Hop 30 goi, gbi 3 g.
12- Biio quin: B&o quén noi kho réo, tranh énh séng, nhi¢t d khong qué 30°C.
13- Tiéu chufin chit lrgng: TCCS.
14- Han ding: 60 thang ké tir ngdy sin xuét.
THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

. Sén xuét bi: CONG TY CO PHAN DUGC PHAM GLOMED -
Dija chi: S6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj x4 Thudin An, tinh Binh Duong. ﬁ%‘
DT: 0650.3768823  Fax: 0650.3769094 D
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