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2.

3.
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SOSHYDRA®

Racecadotril 100 mg
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Thubc ké don
Doc kit hwong din sie dung trieée khi diong
Pé xa tam tay tre em
Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tic dung khéng mong muon gdp phdi khi sir dung thuoc

A. HUONG DAN SU DUNG THUOC CHO BENH NHAN

Thanh phin: M3i vién nang cimg chira:

Racecadotril
Ta dwpc: Lactose, Pregelatinised starch, Tinh bt ngo,
Povidon, Colloidal anhydrous silica, Magnesi stearat,
Microcrystalline cellulose.

100 mg

Vién nang cimg s6 2, nip mau vang ¢6 in chit AMPHARCO
U.S.A mau den, than mau tring c6 in logo MM va 4 vach
mau den, bot thube trong nang mau tring.
uy cich dong goi:
Vi bdm nhém- PVC, 10 vién/ vi. Hop 1 vi, 3 viva 10 vi.
Thube diing cho bénh gi?
SOSHYDRA® c6 chira racecadotril la thube diing trong
diéu tri tiéu chay.
Racecadotril dugc dung dé diéu tri c,ac tri¢u chirng tiéu
chay cép & ngudi 16n khi khong thé diéu tri can nguyen
Néu co thé diéu tri can nguyén, racecadotril cd thé duge
dung nhu diéu trj b sung.

Nén dung thudc nay nhw thé nao va lidu hrong?

Luén ding thube theo ding chi dan cla cia bac sy. Kiém
tra vOi bac sy hodc duge sy cia ban néu ban khong chic
chin.

Liéu dung thong thuong 1a 1 vién x 3 ldn/ ngay va duge
ubng cing véi mét ly nude. Tét hon la nén udbng
SOSHYDRA® trude bira an chinh, nhung dé bit diu diéu
tri thi ban c6 thé ubng 1 vién SOSHYDRA® bit ky thoi
diém nao trong ngay.

Bac sy sé& cho ban biét thoi gian diéu trj voi SOSHYDRA®
s& kéo dai trong bao 1au. Nén tiép tuc diéu trj cho dén khi
ghi nhédn 2 13n di phan binh thuomg. Khéng nén diéu tri qua
7 ngay.

Dé bu lugng nude bi méit di do tiéu chay, chi nén dung
SOSHYDRA® cling vai céc bién phép bd sung nude va mubi
(cac chét dién giai). Cach bii nudc va chit dién giai tét nhat la
ding mdt dung dich goi la dung dich bu nuge duong ubng
(hdy hoi bac sy hoac duge sy néu ban khong chéc chin).
Khong can diéu chinh liéu & nguoi gia.

Tré em

C6 sin cae dang bao ché khac cia racecadotril dé sir dung
cho tré em va tré so sinh.

Khi nio khong nén ding thude nay?

Khéng dung SOSHYDRA® neu ban bi di tng (qud mén
cam) vdi racecadotril hodc bt ky thanh phan khac cia
thube.

Téc dung khdng mong mudn (ADR):

Giong nhu tat ca cac thude khac, thuﬁc nay c6 thé giy ra
tdc dung phy, tuy nhién khong phai tat ca moi ngudi déu
gap phai.

Tdc dung phu thwéng gdp (anh huong trén 1-10/ 100
nguoi): Pau dau.

Tdc dung phu it gip (anh hudng rén 1-10/ 1.000 nguedi):
Phét ban va ban do ¢ da.
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10.

11.

12.

13.

Tdc dung phu chwa ré ty I¢ gap: Hong ban da dang (céc
thuong ton c6 mau hong ¢ cic chi va trong miéng), viém
ludi, mat, moi, mi mét, phu mach (viém dudi da & céc bo
phan khéc nhau cta co thé), mé day, hong ban nét (1a viém
biéu hién & dang nét dudi da), phat ban dang sén, ngira sin,
ngira, phat ban da gay dgc.
Ban nén ngung dung SOSHYDRA® va d: kham béc sy
ngay lap tirc néu gip phai cdc tri¢u ching cua phi mach,
ching han nhu:

- Sung mat, ludi hodc hong

- Khé nubt

- Phat ban va kho thé.
Néu gap bat ky tac dung phy nghiém trong ndo hofic bat ky
tdc dung phu nao khong dugc liét ké trong t& hudng din sir
dung nay thi hiy bao cho béc sy hodc duge s¥.

Nén tranh diung nhimg thuéc hoiic thue phaim gi khi dan
sir dun thug; nay?

Hay cho bac s§ biét néu ban dang ding, da sir dung gin day

da sir dung céc loai thude nao khéc.

Dic biét 1a khi ban ding céc thube (e ché ACE (captopril,

enalapril, lisinopril, perindopril, ramipril) duge ding dé ha

huyét ap hoac ting cudng hoat dong ciia tim.

Ciin lAm gi khi mdt lin quén khéng ding thudc?

Khéng dung lieu gap d6i dé bu lai lieu da quén. Pon gian chi

cén tiép tuc diéu tri.

CAn bao quin thude nay nhu thé nao?

Bao quan ¢ nhiét dj dudi 30°C. Tranh anh sang truc tiép

va noi 4m w6t.

Nhiimg déiu hiéu va triéu chimg khi ding thudc qua liéu?

Hién khéng ghi nhan truomg hep qua liéu. O ngudi 16n, da

¢ ngudsi udng trén 2 g, trong dwong véi 20 lan liéu didu tri,

va khong co tac dong gay nguy hai.

Lién hé ngay vdi bac s§ hodc duge sy .

Nhiimg diéu céin thin trong khi ding thudc nay?

N6i véi bac s§ hodc duge s? trude khi ding SOSHYDRA®,

Ban nén béo véi bac sy néu:

- C6 mau hogec mu ¢ trong phan va kém theo co %01
Nguyén nhén cuia tiéu chay c6 thé la do nhiém khuén cén
duge bac sy diéu tri.

- Ban bj tiéu chay man tinh hodc tiéu chay do khéng sinh.

- Ban bj bénh than hodc chirc nang gan bi suy giam.

- Ban dang bj nén mira kéo dai hoac khong kiém soat dugc.

- Néu ban khong dung nap lactose.

Sy xut hién cia céc phan img da da dugc bdo cdo vdi vige

sir dung cdc san pham nay. Cac phan (rng nay phan lom la

nhe va vira. Khi gdp phan img ning ¢ da, thi cin phai
ngung dung thude ngay.

Anh hieong tdi kha ning ldi xe va van hanh mdy méc
Racecadotril khéng anh hudng hodc anh huong khong dang ké
téi kha nang lai xe va véin hanh may moc.

Stk dung thudc cho phu nit ¢é thai va phu nir cho con bu
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Khong khuyén céo sir dung SOSHYDRA® néu ban dang ¢
thai, hodc nghi ban dang mang thai ho#c ban dang cho con
bu.

Hay hoi y kién bac sv hodc duge sy cho 1oi khuyén trude
khi dung thude.

. Khi nao cin tham vin bic sy, duoe sv?

- Théng bdo cho béc s, duoc sy nhimg tic dung bt loi khi

diing thude.

- Néu can biét thém thong tin xin hoi y kién bac sy hoiic

dugce s¥.

15. Han dung cia thude: 36 théang ké tir ngay san xud.
16. Ngay xem xét sira dol, cip nhit lai ndi dung huéng din si

dung thube:

B. HUONG DAN SU DUNG THUOC CHO BENH NHAN

Tinh chit
Ma ATC: AOTXA04

Dugc luc hoc

Racecadotril, con duge goi la acetorphan, 1a mot thude diéu
tri tiéu chay c6 tac dung nhu chat irc ché ngoai bién enzym
enkephalinase.

Racecadotril 1a mot tién thube, cin dwoc thay phin dé
chuyen thanh chét chuyén héa c6 hoat tinh cia n6 la
thiorphan. Thiorphan 14 mt chdt wc ché enzym
enkephalinase, mot loai enzym peptidase mang té bao cé
trong nhiéu mé khac nhau, nhét 1a trong biéu mé cua rudt
non. Enzym nay gép phan thuy phan cic peptid ngoai sinh
va phan tich cac peptid ndi sinh nhu enkephalin.
Racecadotril bao vé céc enkephalin khoi sy thoai gidng
dudi tic djng cua enzym, do do kéo dai tac dung cua ching
tai cac xi-nap enkephalinergic ¢ rugt non va giam tiang tiét.
Racecadotril 1a chét tic dong chéng bai tiét thuan tay &
rudt. Nd lam giam su ting tiét nude va dién giai & ruft non
do doc to ta hodc do viém, va khéng co tic dong trén hoat
dong bai tiét co ban. Racecadotril tao tic dong chéng tiéu
chay nhanh, khong diéu chinh thi gian di qua rudt.
Racecadotril khong gdy truéng bung. Khi ding qua dudng
udng, hoat tinh cia né chi tic dong & ngoai bién, khong c6
tac dong trén hé than kinh trung vong.

Dugc dpng hoc

Hap thu: racecadotril dugc hip thu nhanh chéng sau khi
uong. Thuce an khong lam thay déi sinh kha dung cua
racecadotril, nhung tac dung t6i da chdm lai khoang 1 gitr
30 phut.

Phén bé: Sau khi cho nhu'ng ngudi tinh nguyén khoe manh
udng racecadotril c6 gén dong v; 14C ndng do racecadotril
trong huyét twong cao hon 200 lan ndng d trong cac té bao
méu va cao hon 3 14n so v('ri trong mau toan phfan. Nhur vy,
thu6e khong gin vao cac té bao mau dén mirc do ding ké
ndo. Su phan bd carbon phéng xa trong cac md khic cia co
thé & mirc vira phai, dugc chi ra qua thé tich phan bd biéu
kién trung binh 1a 66,4 kg. 90% chat chuyén hoa c6 hoat
tinh coa racecadotril, thiorphan = (RS)-N-(1-oxo- 2-
(mercaptomethyl)-3- phenvlpropyl) glycme, duge gin két
véi protein trong huyét trong, chu yéu vai albumin.

Khoang théi gian va mire d§ tac djng cua racecadotril phy
thude liéu ding. Thoi gian dat duge (e ché enkephalmase
trong huyél tuong tdi da khoang 2 gi&r va tuong tng trc ché
75% véi liéu dung 100 mg. Véi liéu diing 100 mg, thixi gian
trc ché enkephalinase trong huyét trong khoang 8 gidn.

Chuyén héa: Thoi gian ban huy sinh hoc cua racecadotril,
duge do qua sy G ché enkephalinase trong huyét twong,
khoang 3 gid. Racecadotril dugc thiy phén nhanh chéng
thanh thiorphan = (RS)-N-(1-ox0-2-(mercaptomethyl)-3-
phenylprnpy]) glycin, chat chuyén héa c6 hoat tinh, sau dé
chét nay s& chuyén dang thanh céc chét chuyén héa khong
¢6 hoat tinh da duge xdc dinh nhu dang sulfoxyd cua S-
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methyl thiorphan, S-methyl thiorphan, acid 2-methan-
sulfinylmethyl propionic va acid 2-methylsulfanylmethyl
propionic.

Dung liéu 1ap lai racecadotril khéng gay tich liy thude
trong co thé.

O nhimg bénh nhan suy gan [xo gan, mirc d B theo phan
loai ChildPugh], céc thong s6 dong hoc cua chit chuyén
hoéa c6 hoat tinh cua racecadotril cho thiy Timax va Ty tuong
duong va Cpmax it hon (65%) va AUC it hon (29%) khi so
sanh v&i nhirng ngudi khoe manh.

O nhirng bénh nhan suy than ning (do thanh thai creatinin
11-39 ml/phut), cac théng sb dong hoc cua chét chuyén hoa
co hoat tinh cua racecadotril cho théy Cmax it hon (49%) va
AUC nhiéu hon (+16%), T dai hon khi so sanh vdi nhirng
ngudi tinh nguyén khoe manh (d thanh tha: creatinin >70
ml/phut).

Trong nhém bénh nhi, céc két qua duge dong hoc twong ty
nhur cia nguoi truong thanh, dat duge Cra 2 gitr 30 phit
sau khi ubng. Khong c6 tich liiy thudc sau khi ding nhiéu
liéu mdi 8 gio, trong 7 ngay.

Thai trie: Racecadotril dugce thai ra dudi dang céc cht chuyén
héa c6 hoat tinh va khong c¢6 hoat tinh. Thai trir chu yéu qua
thdn (81,4%), va lugng it hon qua phan (khoang 8%). Thai trir
qua phdi khong dang ké (it hon 1% liéu ding).

Chi dinh

Racccgdotrii dugce chi dinh cho di%u u:i triéu chirng cua tiéu
chay cap & ngudi 1én khi khong thé diéu tri can nguyén.
Néu c6 thé diéu tri cin nguyén, racecadotril c6 thé duge
dung nhu diéu tri b sung.

Liéu lugng-cich din
Dung dudémg uong.
Ngudi lon:

Diing khai dau 1 vién nang bat ky lic nao trong ngay. Sau
do, 1 vién nang, 3 1n mdi ngay, tot nhit la trude cic bira an
chinh. Nén diéu tri lién tuc cho dén khi ghi nhan 2 lin di
phan binh thuong.

Khdng nén diéu tri qua 7 ngay.

Khong khuyén céo diéu tri kéo dai véi racecadotril.

Nhom bénh nhan dic biét:

Tré em: c6 cong thirc riéng biét cho tré nhi nhi, tré nho va
thanh thiéu nién.

Nguoi gia: Khong can chinh lidu & bénh nhan 16n tudi.

Can than trong & nhitng bénh nhin suy gan hay suy than.
Chéng chi dinh :

Qué man cam vai bét el thanh phan nao cua thude,

Canh bio va thin trong:

Dung racecadotril khéng lam thay déi phac d diéu tri bu
nudc théng thudng.

Su xudt hién méau hodc mi trong phan va sbt c6 thé goi y ¢6
vi khudn xam lan gdy tiéu chay, hodc c6 bénh ning khdc.
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Racecadotril khong dugc kiém ching cho diéu tri tiéu chay
do khang sinh. Vi vy, khong nén dung racecadotril cho cic
tinh trang nay.

Tiéu chay man tinh khong dugc nghién ciru ddy du voi
thuoc nay. Co it dir liu ¢ nhirng bénh nhan suy than hay
suy gan. Nén than trong khi diéu tri cho nhirng bénh nhan
nay.

Hiéu lire ¢6 thé giam & nhitng bénh nhan bi nén 6i kéo dai.
Thube c6 chira lactose. Do d6, bénh nhin ¢6 bénh di truyén
hiem gip khong dung nap galactose, thiéu enzym lactase
hodc kém hép thu glucose-galactose khong nén dung thube
nay.

Su xudt hién cac phan {mg da da dugc bao céo khi sir dung
thuéc nay. Hau hét cac truong hop déu nhe va khong cin
diéu tri nhung trong mot so truong hop thi cac phan (ng
nay 6 thé nghiém trong, tham chi la de doa t6i tinh mang.
Khong thé loai trir hoan toan méi lién hé cua cac phan umg
nay vdi racecadotril. Khi gip céc phan img da ning thi dieu
tri phai dugc ngirmg ngay 1ap tirc.

Phan {mg qua min/ phit mach thin kinh da dwoc bio céo &
nhimg bénh nhan dung racecadotril. Phan ng nay c6 thé
xay ra bét k¥ lic nao trong thoi gian diéu tri.

Phi mach c6 thé xay ra & mat, cac chi, méi, niém mac.
Nhirng truong hop phit mach gay tic dudng thdy trén, nhu &
lu@i, thanh mén va/ hodc thanh quan thi phai diéu tri khan
cap.

Nén ngirng diung racecadotril va bénh nhén can duge giam
sat y té chit ché cung voi sy theo doi thich hgp duge bat
dau va duy tri cho dén khi cdc trigu chimg dugc giai quyét
hoan toan va on dinh.

Nhitng bénh nhén co tién sir phu mach khong lién quan dén
diéu tri vdi racecadotril c6 thé ting nguy co véi phit mach.

Viée sir dung dong thdi racecadotril véi céc chit e ché
ACE c6 thé lam tang nguy co phit mach. Do d6, cin phai
danh gid nguy co — lgi ich cin than trude khi bit dau diéu
tri racecadotril & nhitng bénh nhan dang ding céc chit (e
ché ACE.

10.

11.

. Sir dung thudc cho phu nir ¢6 thai

Khong c6 dir liéu diy du vé sir dung racecadotril cho phu
nir c6 thai. Cac nghién ciru trén dong vt khong cho thay ¢
anh hudng truc tiép hodc gian tiép dén thai ky. sy sinh san,
sir phat trién cta phoi thai, qua trinh sinh con hay su phat
trién sau sinh. Tuy nhién, do khéng ¢6 cac nghién ciru lam
sang cu thé nén khéng nén ding thude nay cho phu nir cé
thai.

. Sir dung thudce cho phu nir cho con bi

Khéng c6 dy du théng tin vé sy bai tiét racecadotril trong
sita me; khong nén ding thude nay cho phu nir dang cho
con bu.

Anh hudng téi kha ning lii xe va vin hanh may mée
Racecadotril khéng anh hudng hodc anh huong khong dang
ké t&i kha nang lai xe va van hanh may maéc.

Tuong tic thude:

Cac chét irc ché ACE: Ding dbng thai racecadotril va céc
chdt c ché ACE (nhu captopril, enalapril, lisinopril,
perindopril, ramipril) c6 thé lam tang nguy co phit mach.

O ngudi, khi ding chung racecadotril va loperamid hojc
nifuroxazid khong thay déi dong hoc ctia racecadotril

Tac dung khong mong mudn (ADR):
Thuong gdp, ADR = 1/100

H¢ than kinh: nhirc dau

It gdp, 1/1.000 < ADR < 1/100
Da va mé dudi da: phat ban, héng

Chua rd: :
Da va mé dudi da: hong ban da d;
phit méi, phit mi mat, phu mach,;
phat ban dang sn, ngira sén, ngir:
doc da.

Qui liéu va xir tri J
Khong ¢ ca qué liéu nao dugce b L 'ao (6] nguai Ion, liéu
don trén 2 g, tuong duong vai 20 1an' lidu diéu tri, da duge
dung va khong co tac dong c6 hai nao duge mo ta.
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