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'DOCATRIL

Dé -‘n‘lrufc;l'a feim fay tré enn.
Boc k§ Incimg din ste dung triede khi dimeg,
g &

Thanh phiin cdu tao cia thube:

M&i goi 1,0 g chira:

Hoat chéi: Racecadotril 10mg

Té duge: Sucrose, Dextrose khan, Aspartam, Kollidon CL-M, Mai tutti fruni, Polyvinyl
pyrrolidon K30, Xanthan gum, Acrosil.

Dang bio ché: Thude bit pha hén dich uéng

Chi djnh

Diéu trf trigu chimg tiéu chay cdp & tré so sinh va tré em (rén 3 thing woi) khi cde bign phdp
théng thuémg (bao gm bit nude bling dirdng udng) [ khong di dé kiém sodt cdic tri¢u chimg
Licu diing: .

Liéu diu tién ¢6 thé duge ding bit ki thii diém ndo trong ngay, udng 3 lidu mt ngay, ding hing
ngiy cho dén khi két thic dot didu 1. Thei gian_diéu trj khéng kéo di qua 7 ngay.

Licu ding duge xde dinh theo trong lugng co thé eda tré: 1,5 mg/ kg thé trong, cu thé nhur sau:
Tré 1-9 thing (cin ndng <9 kg): 10 mg x 3 Kin/ngay

Tré 9-30 thing (cin niing 9-13kg): 20 mg x 3 lin/ngay

Tré 30 thing-9 twdi (cdn ning 13-27kg): 30 mg x 3 Kningiy

Tré > 9wabi (edn ndng > 2Tkg): 60 mg x 3 lin/ngiy.

Cic dibi trgng dic bigt )

Khong ¢6 théng tin dbi véi tré duéi 3 thing tudi v tré em bj suy gan, suy thin.

Cich dimng: - 'M

Co thé cho thuoe vio thire in hofic trin vao mit coe nurde hogi, inh sira. Trdn déu va cho wré
udng ngay 13p tirc.

Chéng chi djnh:

Khong ding thudc cho tré néu tré mén cam véi hoat chét hofe bt ki thnh phin nio cia 1 duge
Thude ¢6 chira t4 duge sucrose nén nhimg tré 6 tinh trang khong dung nap fructose, hii chimg
kém hdp thu glucose hojic thidu hyt saccharase — isomaltase khong durge diing,

Cic trudmg hgp thin trong khi ding thudc: )

Vige dimg DOCATRIL khong thay thé duge nhu ciu udng nuée cia ré. Cin cho ré uéng du
nuae trong ngdy. )
Néu tré b tiéu chay niing v/ hodic kéo dai kém theo tré bi non v/ hode kém &in, hiy hoi ¥ kien
bde si, ligu phdp truyen dich ¢é thé cn thiét trong nhimg trudng hep nay. )

Hay hoi ¥ kién bic si néu ban thiy e6 mau hodic mi trong phin cia tré vA/ hoic tré bi sét, vi ddu
higu ndy c6 thé cho thiy ¢ sy nhiém khudn (hofic mét bénh nghiém trong khic) 1 nguyén nhin
gdy ticu chdy. Vai nhimg trudng hop nay, DOCATRIL ¢6 thé khang phai 1a thube d& didu tri
trigu chimg.

Titu chiy kéo dai (man tinh) khing dwge nghién ciu diy dii véi thude ndy. Ciing nhur viy,
DOCATRIL khéng duge thir trén nhimg bénh nhén ding khing sinh duge két hgp vi tiéu chay.
DOCATRIL ciing ¢6 thé khong tdc dung néu tré b non (giam sinh kha dyng). Hay bdo cho bic
sy néu tré gdp tri¢u chimg nay.

Néu tré bj tidu duimg hay thdng bio véi bic s§ trude khi cho tré ding DOCATRIL do thude ¢6
chira 580 mg sucrose mai géi lg.

Trang I.’J/
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Néu tré cin ding liéu cao DOCATRIL, hrgng sucrose (nguon glucose va fructose) durge dva vio
virgt quéd 5g mdi ngdy, thi sau dé phai tinh wan 1y 1§ dutmg ding hang ngay cho wré.

Khing dimg DOCATRIL cho tré dudi 3 thang twdi vi khing ¢6 thir nghi¢m lam sang nio duge
thye hign trén déi tong nay.

Khéng ding DOCATRIL cho bit ky tré nhé nao b bénh gan hojic thin khéng ké mic dg nghiém
trong cia bénh nhur thé ndo, vi khing ¢é du théng tin trén edc dbi tegng bénh nhin nay vai vige
dimg DOCATRIL.

DA ¢6 nhimg béo cdo vé cde phan img trén da khi sir dyng thude, hiu hét déu 1a tnrimg hop nhe
va khong ¢in didu tri, nhimg trong mét sb tnrdng hop, chfmg co thé ning thiim chi de dopa tinh
mang. Khi gap nh-.mg phan tmg ning trén da, phdi [3p tire ngimg ding thuoc,

Phy niv mang thai va che con bit

Thude ndy khing ¢é6 myc dich dwge ding cho phy nir c6 kha niing mang thai, phy nir 6 thai
hofic phy nir cho con b,

Anh ficcing Khi ldi xe vi van hdnh mdy mic

Khdng cd vi thude chi danh cho tré em.

Twong tic cia thude v(’n cie thude khae va edc loai tuong tic khie:

Khong co twong tdc thude nao duge mé 14 & ngudi cho dén nay.

Ca Iopcmmld vil nifuroxamid kilong lam thay déi cde thire hogt djng cia racecadotril trong co
thé khi cde thube nay duge ding dong thin.

Tic dyng khong mong mudn (ADR):

Racecadotril ¢d thé gdy ra cdc e dung khing mong mudn, mic dit khéng phai bénh nhin nio
ciing gip phai.

i gap, 17100 > ADR > 1/1000

Nhiém trimg va nhiém k¥ sinh tring: Viém amidan.

R6i logn da va mé duéi da: Phét ban, ban dé.

.‘.Jmug hiét (khang thé weic tinh diea trén di liéw hién c): ) .
Réi logn da vi mo dudi da: Hong ban da dang, ban do c6 nhnﬂ\f/uc phdt ban san, ngira san,
may day, sumg tay (phit né) ludi, mat, méi, mi mét, ciing nhu sung mit vi mii, ngira

Huwéng diin eich xir tri ADR:

Nhin chung cdc phin irng ADR ciia racecadotril thudng nhe va thoang qua, cdc phian (mg ndy
thutmg mit di sau khi ngimg diing thudic, Thing bdo cho bic s hode duge s7cde tae dung khang
mong mudn gdp phai khi ding thude.

Qué liéu vii cich xir tri:

Khing 6 trémg hop qué lidu néo duge bio cio.

Trong truémg hop ding thude qud lidu, hily lién hé ngay v6i bic sThay trung tim y 1¢ gin nhit dé
duge t vin kip thdi.

Cic dic tinh dwrge lye hoe, durge ding hoc

Durgre lire hoe: }

Racecadotril 1d mjt tién chit ma cin duge thiy phin thanh chit chuyén héa hoat tinh thiorphan,
la chat dre ché enkephalinase, mgt peptidase ming 1¢ bio & trong cée mé khie nhau, chi yéu 14
biéu mb ea ruft non, Enzym nay tham gia vio céc qui 'trlnh thily phiin peptid ngoai sinh va pha
hity peptid nhur cdc enkephalin d6 14 hoat dgng sinh 1y & dng tidu hda, kéo dai tic dyung kich thich
béi tiét ctia ching.

Raoccadolﬂl la mt;:t chit chon;, tiét, mi Imm dong cua nd duge gidi Imn o ruot non. Né lam giam
ting tiét nude va dign gidi & rugt non, giy ra boi dée tinh th hojc viém, va khéng c6 dnh hudng
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161 hogt dgng bai tiél co ban. Racecadotril tie dyng nhanh hoat tink chéng tiéu chay ma khong
lam thay d6i thér gian chuyén vin & rudt non.

Khi ding dudmg udng, thude chi tac dong & ngogi bitn, mi khong ed anh hudng trén hé thén
kinh trung wong.

Durge ding hoe: )

Hép thu: Racecadotril duge héip thu nhanh chéng sau khi uong. Sy e ché men enkephalinase
huyét twong biit diu sau khoang 30 phit. Sinh khi dung cua racecadotril khong bi thay ddi boi
thirc in, nhumg ndng o dinh bi chijm lai khodng 1 gid 30 phit,

Phin bé: Chi khoang 1% lidu dimg duge phin bo viio ede mo. 90% chit chuyén héa hoat tinh
ciia racecadotril, tRS)-N-[l-D.'i0-2-—{!110mapIOmr:.‘lhyl:l-?p-phcllylpropj'i] alycin, duge lién két véi
protein huyét tuong, chi yéu la vai albumin. Céc tinh chit duge ddng hoc cia racecadotril khong
bi thay déi do ding liéu Kp lai hofie ding cho ngudi gid. Khoang thoi gian vi pham vi dnh
huémg cia racecadotril phy thue litu ding. Théi gian dé irc ché enkephalinase dat dinh trong
huyét tuong xdp xi 2 gitr vi tomg duong voi 75% sy e ché véi liku 100 me.

Chu?én héa: Thii gian ban thai sinh hge cia racecadotril duge tinh theo sy e ché enkephalinase
huyet twong, ki xép xi 3 gid. Racecadotril bj thiy phin nhanh chéng thanh chit chuyeén héa ¢
hoat tinh (RS)-N-(1-0x0-2-(mercaptomethyl)-3-phenylpropyl) glycin. chat ma duge bién doi trir
lai thinh cde chdt chuyén hoa khong con hoat tinh, Vige dung 13p lai racecadotril khong giy tich
liiy thudc trong co thé, Racecadotril khéng déng vai trd nhu 13 tic nhan gy cam {mg hay irc ché
men cytochrome P —450. ) ;

Thai trir: Racecadotril duge thai trlr chi yéu & dang chuyén hoa khong hogt tinh, chi yéu qug
duing nuée titu, va ¢6 mire dj it hon nhiéu qua dwdmg phin. Thai trir qua dwimg phoi 1 khéng
¢6 ¥ nghia. o
Quy cach ddng gbi: Hop 10 ghix 1,0g. Ly
Ditu kign bio quin: ) p
Bio quan thudc & noi kho, thodng, nhigt dd duéi 30°C, teinh zqmﬂ&g.

Han ding cia thude: 36 thang ke tir ngdy sin Kuit

Tiéu chuin: Tidu chudn co sd,

Tén, dja chi ciia o si sin xuft:

CONG TY CO PHAN US PHARMA USA.

La Bl — 10, DBuimg D2, Khu cdng nghiép Tay Bac Ca Chi - TP Hé Chi Minh — Vigt Nam,
Moi thic mic va thong tin chi 1ié, xin lién hi s dign thogi 028-37905860
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