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GMP-WHO

Thudc nay chi diing theo don thuéc
Doc ky hwéng dan sirdung trwére khi diing
Dé xa tam tay tré em

Thanh phén céng thirc: Cho 1 goi.
Thanh phan hoat chat:
Mbi goi Racedagim 30 chira 30 mg Racecadotril
Thanh phan ta dwoc: |
Aspartam, Indion 204, Bfthwong mo, Xanthan gum, Budng trang, Magnesi stearat.

Dang bao ché: Thube cém mau tréng, thom mui mo va cb vingot.

Chidijnh:
B0 sung, didu trj triéu chizng tiéu chay cAp & tré nhé (trén 3 thang tudi) va tré em cling véi viéc bl nuée
bang dwdng udng.
Trong trudmg hop diéu tri dug'c nguyén nhan gay tiéu chay, c6 thé sir dung racecadotril nhu mét liéu
phap diéu trj bd sung.

Cach dung, lidu ding:
Cachdung: Co th% cho thude vae thire @n hoac tron vao métit nuoc (khoang 1 thia ca phé). Tron déu
va cho tré uéng ngay lap trc.
Lidu dung:
Uéng Racedagim 30 cung véi viéc bl nwérc va dién gidi (xem Canh bao va than trong khi ding thuée).
Liéu dung dugrc xée dinh theo trong Igng co thé tré:
1,5 mg/kg thé trong/liéu (twong dwong 1 dén 2 géi), ngay udng 3 14n cach déu nhau.
Tré em tir 13 kg - 27 kg: 1 g6i 30 mg x 31an/ngay.
Tré em trén 27 kg: 2 g6i 30 mg x 3 Ian/ngay.
Nén tiép tuc diéu tri cho dén khi phan tré tré v& binh thuong.
Thei gian diéu tri khéng kéo dai qua 7 ngay.
Khéng nén diéu trj dai ngay bing racecadatril.
Khéng c6 cac nghién cieu lam sang déi véi tré nhé dudi 3 thang tudi.
Cac doi tvong dac biét:
Khéng c6 nghién ctru ndo dwoc thyc hién déi véi tré em bj suy gan hoéc suy than (xem Canh béo va
than trong khi dung thuéc).
Métsd lru y diic biét vé xir ly thubc trieée va sau khi sir dung thuée:
Khéng cé yéu cau dc bigt vé xir Iy thude sau khi st dung.

Chéng chi dinh:
Khéng duing Racedagim cho tré em bj dj (rng véi hoat chét hozc bétky thanh phin nao ciia ta dugc.
Nheng bénh nhan c6 bidu hién phu mach khi dung cac thuéc trc ché men chuyén angiotensin (nhuw
captopril, enalapril, lisinopril, perindopril, ramipril) khdng nén str dung racecadotril.
Do c6 chira duwdng tréng: Khong nén diing thudc nay cho bénh nhan co cac van dé ditruyén hiém gap vé
khdng dung nap fructose, hdi chirng kém hap thu glucose, galactose hoic thiéu sucrase-isomaltase.
Thanh phan ta dwgc cta thubc nay co aspartam: La mt nguén cia phenylalanin, chét nay co thé gay
nguy hiém cho nhi*ng ngudi bj phenylceton - nigu.

Canh bao va than trong khi dung thubc:
Viéc dung Racedagim khong thay thé dwec ahu.cu ubng pudc cla tré.
BU nurérc Ia rét quan trong trong viéc kiém soéat tidu chay cép & tré so sinh va tré nhé. Viéc bu nuéc cn
phu hep véi d6 tudi, can nang clia tré va giai doan, mirc d6 nghiém trong clia tinh trang nay, dac bigt
trong trudng hep nghiém trong hodc tiéu chay kéo dai kem theo tré bi ndn hodc kém an. Ngoai ra, lién
tuc cho an thirang xuyén (bao gdm ca b me) va giam sat viéc ubng nwdc day dd 14 rat quan trong.
Sw xuét hién mau hodc mui trong phan clia tré va tré bj sbt 6 thé cho thay sy nhiém khuén hodc co mot
bénh nghiém trong khac, bao dam triliéu nguyén nhan (VD: St dung khang sinh) ho&c xac dinh thém
nguyén nhan, Do d6, racecadotril khdng dugc diing trong nhi¥ng trrérng hop nay. Racecadotril co thé
duoc ding ddng théi véi thube khang sinh trong trwéng ho'p tiéu chay do vi khuan nhw mét liéu phap
didu tribd sung.
Khéng nén st dyng racecadotril trong triréng horp tiéu chay cé lién quan dén diing khang sinh va tiéu
chay man tinh do khdng c6 da di liéu.
Néu tré bj tiéu durdng, can chii y mbi goi Racedagim 30 chira 2,8105 g dureng trang.
Néu qung dwirng trang (ngudn glucose va fructose) c6 trong lidu hang ngay ciia Racedagim 30 vuot
qua 5 g mai ngay, thi sau d6 phai tinh toan ty I& dwdrng duing hang ngay chotré.
Khéng khuyén nghj diing san ph&m nay cho tré so sinh dwéi 3 thang tudi vi khong c6 thir nghiém Iam
sang nao duwoc thwe hién trén dbi twong nay.
Khéng khuyén nghij diing san phAm nay cho bAt ky tré nhé nao bjbénh gan hozc than khong ké mirc do
nghiém trong clia bénh nhur thé nao, vi khéng cé dti théng tin trén cac dbi trong bénh nhan nay.
Racedagim c6 thé giam sinh kha dung & nhi¥ng bé&nh nhan bj nén keo dai hosic nén khéng kiém
soatdugc.
Phan (rng & da dugc béo cao khi sir dung san pham nay. Chti yéu Ia cac triémg hop nhe va khdng cin
diéu tri nhung trong mdt sé trdng hop, chiing ¢6 thé nang, tham chi de doa tinh mang. Khang thé loai trir
hoan toan kha naing c6 lién quan dén racecadotril. Khi gép phan trng da nghiém trong, viéc diéu tri phai
dugcdirng lai ngay |&p tirc.

Stir dung thudc cho phyu nir cé thai va cho con ba:
Thai ky mang thai:
Khong c6 di di ligu Vvé viéc str dgng racecadotril & phu n&r mang thai. Nghién c(u trén dong vat khong
thayktre]'ip h‘a"ll trirc tiép hodc gian tiép lién quan dén mang thai hodc sy phat trién bao thai, sinh san hodc
sau Isinn,
Tuy nhién, do khdng co cac nghién clru lam sang cu thé, khdng nén dung racecadotril & phy ni mang thai.
Thoi ky cho con bd:
Do thiéu théng tin lién quan dén racecadotril trong viéc tiét sira & ngudi, khdng nén diing racecadotril &
phu nt cho con bu.

Anh hwéng ciia thube 1én kha nang lai xe, vin hanh may méc:
Racecadotril khéng c6 hodc anh hwéng khng dang ké dén kha nang lai xe va van hanh may moc.

Twong tac, twong ky ctia thude:
Twong tac cta thube véi cac thude khac va cac loal twong tac khac:
Cégc thuéde (rc ché men chuyén angiotensin (nhw captopril, enalapril, lisinopril, fosinopril, perindopril,
ramipril) géy phi mach. Nguy co nay c6 thé tang lén khi ding cung racecadotril.
Loperamid va nifuroxazid khéng lam thay d&i cach thirc hoat déng clia racecadotril trong co thé khi cac
thuée naly duoc dung ddng thei.

Tén, dia chi cia co s& san xuat thube:

Théng b4o cho bac sy hoc dwoc s§ néu tré dang udng hodc gan day cé udng bét ky thubc nao khac ké
ca cac thubc khéng ké don. < =
Twong ky cia thube: Do khong c6 cAc nghién ctru vé tinh tuong ky ctia thubc, khéng trgn 18n thude

nay vaicac thubc khac.

Tac dung khdng mong muén:

Ciing nhur cac thubc khac, racecadotril ¢ thé gay ra cac tac dung phy, méc di khdng phai bénh nhéan
nao ciing gap phai. N&u ban thy bt ky tac dung phu nao khong durgc dé cap trong t& hudng dan nay,
hoac bAtky tac dung phu ndo tré nén tram trong, hay thong bao cho bac sy hodic duwgc sy.

Tan suét ctia cac phan ting khéng mong muén dworc xéc dinh theo quy wérc sau: Rét thirdng gap (ADR
21/10), thudng gép (1/100<ADR < 1/10), itgap (1/1.000 <ADR <1/100), hiém g&p (1/10.000 S ADR <
1/1.000), rAt hiém g&p (ADR < 1/10.000); chwra rd tan suét (khong thé wec tinh dya trén dirliéu hién co.
Nhiém khudn va nhidm ky sinh triing:

ftqép:Viémamidan‘

Roi loan dava mé dudida:

Itgép: Phatban, ban do. ;

Chtra ré tAn suét: Hong ban da dang, phu lu@i, phu mat, phit mai, phii mi mét, phu mach, mé day, ban

* @6 o nhidu u cyc, phat ban sin, ngtra s3in, ngtra.

B3 c6 bao cao vé phan (g da nghiém trong (bao gdm ca phit mach) & nhirng bénh nhan dang didu trj
bang racecadotril. : A

Chua rd tAn suét ctia cac phan trng ndy nhwng néu ching xay ra, phai disng didu tri bang racecadotril
va thay thé bang ligu phap thich hgp. Bénh nhan can phai duoc biét dé khéng dung lai racecadotril
trong nhikng treéng hep nay. 2

Théng béo cho béc sy nhiing téc dung khéng mong muén gép phéikhi strdung thuéc.

Quié liéu va cach xurtri:

Qua lidu:

Cho dén nay mot vai tmc‘yng hgp qua lidu ma khang co tac dung phy da dwgc bao cao & tré so' sinh va
tré em; liéu st dung gap 7 Ian liéu legng chinh x4c.

Xde tri: Khi cé hién trong qué lidu xay ra, nén didu tr h tro va triéu chirng.

Péc tinh dwoc lwc hoc:

Nhém dwoc 1y: Thubc tri tiéu chay khac.

MaATC: A0O7XA04

Racecadotril la mét tién chat ma can dwoc thiy phan thanh chét chuyén hoa co hoat tinh thiorphan.
Thiorphan 1a chét trc ché enkephalinase, mét peptidase mang té bao hién dién & nhidéu mé khac nhau,
chii yéu 1a biéu mé cda rudt non. Enzym nay tham gia vao céc qua trinh thdy phan peptid ngoai sinh va
pha hay peptid ndi sinh nhw cac enkephalin. Do d6, racecadotril bao vé dwgc enkephalin ndi sinh co
hoat dang sinh Iy & 6ng tiéu héa, kéo dai tac dung khang tiét clia ching & éng tiéu hoa.

Racecadotril |a mét thudc khang tiét dwéng rudt, ma hoat dong clia né dworc gidi han & ruét non. N6
1am gidm sy tiét nwdre va dién gidi & rudt non, gay ra béi ddc té vi khuln ta hodc viém, va khéng 6 anh
huwéng téi hoat déng bai tiét co ban. Racecadotril tac dung nhanh hoat tinh chéng tiéu chdy ma khéng
lam thay déi théi gian chuyén van & rudt non.

Trong 2 nghién clru |am sang & tré em, racecadotril lam giam 40% va 46% khéi Iu'ang phan trong 48
gidr dau. Ngudita cting nhan thay rdng thoi gian tiéu chay va viéc bl nuée gidm dang ké.

Racecadotril khéng gay day bung. Trong théi gian-nghién ciru lamsang; racecadotril gay tao bon th(r
phat & ty 16 trong dwong vai gia dwgc.

Khi diing dwérng uéng, thude chi tac ddng & ngoai bién, ma khéng c6 anh hwéng trén hé than kinh
trung vong.

BDactinh dwere déng hoc:

Hép thu:

Racecadotril dugc hap thu nhanh chéng sau khi uéng. Sw (rc ché enzym enkephalinase huyét twong bat
d4u sau khoang 30 phut.

Sinh kha dung ciia racecadotril khng bj thay déi béi thirc &n, nhung néng d¢ dinh bj cham lai khoang
1 gior 30 phut.

Phén b6:

Sau khi uéng 1 lidu racecadotril dwoc danh dau béng C-14, lvong phei nhiém cla carbon phéng xa do
duorc trong huyét twong cao hon nhidu 1an so véi cac té bao mau va cao hon gép 3 14n so véi mau toan
phén. Vi vay, thuéc khdng gén véi bat ky té bao mau ndo. Sy phan bd carbon phéng xa trong cac mo
khéac clia co thé 1a vira phai, dwgc thé hién bing thé tich phan bé bidu kién trung binh trong huyét
twong clia 66,4 kg.

90% chét chuyén héa hoat tinh cla racecadotril, thiorphan (=(RS)-N-(1-ox0-2-(mercaptomethyl)-3-
phenylpropyl) glycin), dwec lién két véi protein huyét twong, chi yéu 1a véi albumin. Céc tinh chéat
dwocdong hoc clia racecadotril khéng bi thay déi do dung lidu 1ap lai hodc ding cho ngudi gia.

Khoang th&i gian va pham vi &nh huéng clia racecadotril phy thudc lidu dung.

@' tré em, thei gian dé trc ché enkephalinase dat dinh trong huyét tirong xAp xi 2 gié va twong dwrong
v61i90% si (rc ché vérilidu 1,5 mg/kg.

O nguoi 1o, thoi gian dé (rc ché enkephalinase dat dinh trong huyét twong xap xi 2 gi&r va twong
dwong véi 75% s trc ché v6i lidu 100 mg.

Thei gian tre ché enkephalinase 1a khodng 8 gio.

Chuyén héa:

Tgb'i gian ban thai sinh hoc ctia racecadotril duorc tinh theo sir tre ché enkephalinase huyéttirong 12
xap xi 3 gi&.

Racecadotril bj thily phan nhanh chéng thanh thiorphan chét chuyén héa cé hoat tinh, duoc bién dbi
tr& lai thanh cac chgt chuyén hoa khang can hoat tinh. Viéc diing |&p lai racecadotril khéng gay tich Idy
thudc trong co'thé.

O tré em, két qua dugc dong hoc twong ty clia ngudi tredng thanh, dat néng do dinh sau khi udng 2
gi» 30 phat. Khang tich Iy thudc khi diing liéu lap lai méi 8 gior trong 7 ngay.

Thai trce:

Racecadotril dwgc thai trir & dgngchuyén hoa co hoat tinh va khéng cé hoat tinh, chil yéu qua dudng
nudetidu, va co mirc 46 ithon nhidu qua dwéng phan. Thai trir qua dudng phéila khéng co v nghia.

Qui cach déng géi: Hop 25 g6i x 3 g thubc cbm.
Didu kign bao quan, han dung, tiéu chuin chit lwgng cia thuée:

Diéu kién bao quan: D& & nhiét do dwdi 30°C, tranh &m va 4nh séng.
Handu ng ctiathudc: 24 thang ké tir ngay san xuét.
Tiéu chuan chét ligng: TCCS.

Sén xuét tai: Chi nhanh Céng ty CP Dwgc phdm Agimexpharm - Nha may san xuit Dwee phdm Agimexpharm
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