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HUONG DAN SU DUNG THUOC

;x}’k: Racecadotril MDS I‘?Smg
'U Cac au ‘hiéu can luu ¥ va khuyen cdo khi diing thube
“‘Tﬁuﬂc ndy chi dung theo don thudce”
“Pé xa tim tay tré em”
“Doc ki hudng dan sir dung trude khi ding”
3. Thanh phén céng thite thude: M?3i vién nén bao phim chia:
Thanh phan duge chdt: Racecadotril 175 mg
Thanh phc?n t1d dwgc: Lactose monohydrat, Pregelatinized Starch, Natri croscarmellose,
Hydroxypropyl Cellulose, Lauroyl polyoxylglycerides, Magnesi stearat, Silic dioxyd keo khan,
Opadry white (Hypromellose, Talc, Macrogol, Titan dioxyd).
4. Dang bao ché: Vién nén bao phim.
M& ta: Vién nén bao phim mau tring, hinh tron, canh va thanh vién lanh lin.
5. Chi dijnh
Diéu trj tridu chimg cua tiéu chay cdp & ngudi 16n khi khong thé trj li¢u thong thudng hogic
diéu trj b sung cho trj liéu théng thuomg.
6. Cich ding, liéu diing
Cich diing: Thudc ding duong ubng.
Liéu ding:
Nguoi lon:
Ngay dau tién: udng mot vién ngay lap tirc bat ké thoi gian ndo trong ngay, sau dé, tiry thude
vao thoi diém ubng 14n diu tién, tdi da 14 2 vién trai déu trong ngay, tinh ca vién diu tién. Nén
ubng trudc bita an.
Nhitng ngay tiép theo: ubng mét vién vao budi séng va mdt vién vao budi téi, tirc 14 2 vién/ngay,
tot nhat 12 udng truée bira an.
Nén tiép tuc diéu tri cho dén khi di ngoai binh thudng 2 1an.
Didu trj khong qué 7 ngay.,
Tré em:
An toan va hiéu qua cta thube & tré em chua duge thiét 1ap. Nén dung dang bao ché khac véi
ham luwgng phu hop.
Nguwai cao tudi:
Khong can diéu chinh liéu & nguoi cao tudi.
Bénh nhdn suy gan, suy thdn: Thin trong khi sir dung.
7. Chéng chi dinh
Min cam véi racecadotril hodic v6i bat ky thanh phin nao ciia thube.
8. Canh b#o va thén trong khi ding thude
Sir dung racecadotril khong 1am thay ddi cac bién phap b nuée va ché d6 &n udng théng
thudng.
Tiéu chay kém phén c6 méu hodc c6 mii va sbt c6 thé 12 ddu hiéu ctia nhidm khuén hodc bénh

nang khac.
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| Rac_ecadotrll chua duqc danh gla trong tiéu chay lién quan dén khang sinh, do dé khéng nén

an tinh chua duge nghién ctru day 0 vdi racecadotril.
giam sinh kha dyng & nhirng bénh nhén bi non kéo dai.

":l $ép \QQ_d.L(/}iﬁ;u han ché & bénh nhén suy thin hodc gan. Thén trong khi st dung racecadotril cho
\qufqnh nhén nay.

Qud mén;

Phan g da da dugc bdo cédo khi sir dung racecadotril, trong hiu hét cac trudmg hop 14 nhe va
khéng cén diéu tri. Tuy nhién, mot sb trudng hgp phan ing da ¢d thé nghiém trong, thim chi
de doa dén tinh mang. Khi giip phan (ng da nghiém trong, ngimg didu tri ngay lap tic.

Qué min / phit mach di duge bao cao & nhitng bénh nhén sir dung racecadotril. Diéu nay

c6 thé xay ra bit cit lic nio trong qud trinh trj ligu.

Phit mach c6 thé xay ra & mit, tir chi, mdi, niém mac.

Khi ¢6 phit mach lién quan dén tic nghén dudng hd hép trén, nhur lu@i, thanh quén, cin tién
hanh diéu tri khin cip ngay lap tirc.

Chn ngimg ding racecadotril va bénh nhén cin duge gidm sat y té chiit ché vai viée theo ddi
thich hop dugc bét ddu va tiép tuc cho dén khi céc triéu chimg dugce giai quyét hoan toan va
lién tyc. Khong nén dung lai racecadofril.

Phu mach bradykinin:

Racecadotril hodc mdt s6 nhém thude didu tri c6 kha ning gy ra phén Gmg mach méu nhu phi
mach & mit va ¢d, do tre ché qua trinh phan hity bradykinin.

D6i khi, hfu qua ctia phit mach c6 thé gay tit vong do tic nghén dudng thé.

Phi mach c6 thé xay ra doc lap v6i sy két hgp dong thoi gitta cac loai thudc nay néu bénh nhén
d4 timg phoi nhim véi mdt trong hai tac nhan chinh. Can phai tim hiéu tién st xay ra phan
{ng ndy va x4c dinh nhu cdu vé loai két hop nay.

Sy két hop giita racecadotril vdi mot s6 san phém thudc 1am ting ndng d6 bradykinin, dic biét
la thudc trc ché enzym chuyén angiotensin (ACE) (vi dy perindopril va ramipril) 1am ting nguy
co gy phl mach bradykinin.

Do d6, cin danh gia cdn than rii ro/lgi ich trrde khi bét dau diéu tri bing racecadotril & nhitng
bénh nhén dang ding thudc e ché enzym chuyén angiotensin (ACE).

Phan tng c6 hai nghiém trong trén da (SCAR):

Céc phan rng ¢6 hai nghiém trong trén da (SCAR) bao gbm phan g do thudc dic trung boi
tinh trang ting bach cAu 4i toan va cdc tridu chitng toan than (DRESS), ¢6 thé de doa tinh mang
hodc tir vong, dd duge bdo cdo lién quan dén didu trj biing racecadotril. Bénh nhan cén dugc
thong béo vé cic ddu hidu va triéu chitng va theo ddi chit ché cac phan tng trén da. Néu xuét
hién cdc ddu hiéu va triéu chimg goi y DRESS, can ngimg ding racecadotril ngay lép tic va
cAn nhiic phuong phép didu trj thay thé. Néu bénh nhan bj hdi ching DRESS khi sit dung
racecadotril, khong dwgc bit ddu lai viée didu tri bing racecadotril & nhitng bénh nhén ndy bét
ctr lic nao.



https://trungtamthuoc.com/

“l‘}ﬁ&q@@ Eﬂ dir lidu ddy du vé sir dung racecadotril & phu nit ¢é thai. Cac nghién ciru trén dong
“VAt khong cho thdy tdc dung c6 hai tric tiép hoic gian tiép 1én kha niing sinh san, qué trinh
mang thai, sy phat trién ctia phoi — thai, qua trinh sinh va sy phat trién sau sinh, Tuy nhién, do
chwra ¢6 nghién ctru 1am sang day du, khong nén ding racecadotril & phy ni¥ ¢6 thai.

* Thoi ky cho con bu:

Chua o thube c6 duoc bai tiét vao sita me hay khong. Khéng dung thuée cho phy nit cho con
bu.

10. Anh hwéng ciia thude 1én kha ning 14i xe va vén hanh may méc

Racecadotril khong anh hudng hodc dnh huéng khong déng ké& dén kha ning 1ai xe va van hanh
may mac.

11. Twong tie, twong ky cia thude

* Twong tac clia thude

Thube, Bradykinin va phii mach

M6t s loai thudc hoic nhém thude nhét dinh ¢ thé gy ra phan (ng mach mau nhu phit mach
& mit va ¢b, do tre ché qué trinh phn hily bradykinin. Céc loai thudc thudng gip nhét 13 thube
trc ché enzym chuyén (vi dy: perindopril, ramipril) va & mic d¢ thdp hen la: thude ddi khang
angiotensin II (vi du: candesartan, irbesartan), thudc ttc ché mién dich mTORI, thude chéng
d4i théo dudmg nhém gliptin, racecadotril, estramustine, sacubitril va alteplase téi t& hop.

Héu qua ciia phit mach d6i khi ¢é thé gdy t vong do tic nghén dudng thé.

Phit mach c¢6 thé xay ra doc lap voi vige két hop dong thdi céc loai thude nay, néu bénh nhan
da timg tiép xuc véi mot trong hai loai thude ndy. Cén tim hiéu tién sir vé tic dung ndy va danh
gi4 nhu cu két hgp nhu viy.

Cac phéi hop khéng duge khuyén céo

Céc thude khac c6 nguy co gdy phi mach do bradykinin,

Céc thude khac

O ngudi, didu tri ddng thai béng racecadotril va loperamide hogdc nifuroxazide khong lam thay
ddi duge dong hoc cilia racecadotril,

* Twong ky cfia thuc: Do khéng c6 cdc nghién ciru vé tinh twong ky, cia thube, khong trdn
14n thubc ndy véi cac thube khac.

12. Tdc dung khéng mong mudn ciia thubc (ADR)

ADR duge sip xép theo hé co quan va tin suét trong tmg: rit thuong gip (> 1/10), thudng gip
(= 1/100 dén < 1/10), it gip (= 1/1.000 dén < 1/100), hiém gip (> 1/10.000 dén < 1/1.000), rat
hiém gip (< 1/10.000), tin suét chua biét (khong thé xdc dinh trén dit liéu hién ¢6). Trong méi
nhom hé co quan, cac ADR duge sip xép theo tAn sudt. Trong mdi nhém tin sudt, cac ADR
duge sp xép theo thi ty mue d nghiém trong gidm din,
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D@{c{ﬁ\*ma dz:m da:

TH

“[t-gap: phat ban, ban do.

Tén sudt chua biét: ban dé da dang, phd & ludi, mit, mdi, mi mit, phit mach, may day, hdng
ban nut, phat ban sén, ngira, phét ban da nhiém ddc, phan ng do thude diic trung béi tinh trang
ting bach cdu 4i toan va céc triéu chimg toan thin (DRESS).

HE mién dich:

Tén sufit chua biét: sbc phan vé,

13. Qua lidu va cdch xiv tri

- Qud lidu: O ngudi 16n, lidu don trén 2g, gép 20 14n 1idu diéu tri khong gy ra tic dung c6 hai,
- Cdch xik tri: Tich cuc theo doi dé c6 bién phép xir tri kip thoi.

14. Dic tinh dwge e hoe:

Nhém duge 1y: Thude diéu trj tiéu chay khac. Ma ATC: A07XA04.

Racecadotril 1a mdt tién thude, thity phan thanh chét chuyén hoa hoat dong thiorphan, mgt chét
trc ché enkephalinase, mot peptidase mang t& bao nim trong cic md khéc nhau, déng cha y 1a
& biéu md ctia rudt non. Enzyme nay tham gia vao qua trinh thity phan peptid ngoai sinh va noi
sinh nhu enkephalin.

Racecadotril irc ché enkephalinase, do d6 kéo dai tic dung cia ching tai cdc nut thin kinh
enkephalinergic trong rudt non va lam gidm tiéu chay.

Racecadotril 1a m6t hoat chit chdng non dudng rudt. N6 1am giam mét nuée va chét dién giai
0 dudng rudt, gay ra bdi doc t djch ta hodc viém, va khong c¢6 tc dung ddi véi hoat dong bai
tiét co ban. Racecadotril chéng tiéu chdy nhanh, ma khong lam thay déi thoi gian thire an di
chuyén trong dudng rudt.

Racecadotril khéng gy ra chuéng bung. Trong qua trinh nghién ctru 1dm sang, racecadotril tao
ra tdo bon thi phat véi ty 1€ twong duong véi gid dugce.

Khi udng, tic dung ciia racecadotril chi 1a ngoai vi, khdng ¢6 bit ky &nh huéng nao dén hé thin
kinh trung wong.

Mot nghién ciru chéo ngiu nhién da chirng minh ring racecadotril 100mg & lidu didu tri hodic
& lidu cao hon (gép 4 13n) khong gdy ra kéo dai QT / QTc & 56 tinh nguyén vién khoe manh
(nguoce lai véi moxifloxacin, duge sir dung nhu ching duong).

15, Dic tinh dwge dong hoc

Hidp thu: Racecadotril hip thu nhanh. Phoi nhidm thudc & trang thai 6n dinh tvong duong véi
khi ding don liéu. Sinh kha dung khong thay dbi béi thirc an nhung dat ndng do dinh bj cham
khoang 1 git 30 pht,

Phén bé: Sau khi ubng racecadotril ¢6 gén C & ngudi tinh nguyén khoe manh, ndng do
racecadotril & huyét twong cao gip 200 14n & t€ bao mau va cao gép 3 14n & m4u toan phin. Do
do, thude lién két khong déang ké véi té bao méau. Racecadotril phén bd trong cic md khac &
mure d¢ trung binh, thé hién & thé tich phén b trong huyét twong khoang 66,4L/kg. 90% chét
chuyén héa ¢ hoat tinh — thiorphan, lién két vdi protein huyét trong, chi yéu 14 albumin. Dic

4



https://trungtamthuoc.com/

“ 0 Slj ctia racecadotril khong thay ddi khi udng nhiéu liéu hodc dung cho ngl{éri cao tudi.
' E&% gi‘a Q.r muc d tac [:ll,mg cua rflcccadntril phu thuge vao lidu. :l“hc':fi gian dat nong do dinh
edlcephalingdp trong huyét twong xép xi 2 gid, twong dwong e ché 75% véi liéu 100mg, Véi
v 4 'f{}gn #thoi gian enkephalinase trong huyét trong 12 khoang 8 gid.

Chuyen ﬁéaj Thoi gian ban thai sinh hoc ciia Racecadotril, duge xéc dinh bing kha niing tre
i& enkephalinase trong huyét twong, la khoang 3 gidr. Racecadotril nhanh chéng bi thity phan
thanh thiorphan (RS)-N-(1-0x0-2-(mercaptomethyl)-3-phenylpropyl) glycine, ch it chuyén hoa
hoat ddng ctia nd, sau d6 duge chuyén héa thanh cac chét chuyén héa khéng hoat dong nhu S-
methylthiorphan sulfoxyd, S-methyl thiorphan, acid 2-methanesulfinylmethyl propionic va
acid 2-methylsulfanylmethyl propionic, dugc chuyén héa tir hon 10% racecadotril duge hip
thu.,

Céc chit chuyén héa nho khéc cing dwge phat hién va dinh lugng trong nuée tiéu va phén.
Sir dung 14p lai racecadotril khong gdy ra bit ky sy tich liiy nao trong co thé.

Dit lidu in vitro chi ra ring racecadotril / thiorphan va bon chét chuyén héa khéng 6 hoat tinh
chinh khéng e ché cac enzym CYP 3Ad4, 2D6, 2C9, 1A2 va 2C19 & mirc @ dang ké c6 lién
quan dén lam sang.

Dit liéu in vitro chi ra ring racecadotril / thiorphan va bdn chit chuyén héa khéng c¢é hoat tinh
chinh khong cam (ng céac enzym CYP 2A, 2A6, 2B6, 2C9 / 2C19, 1A, 2E1 va céc enzym lién
hop UGT & mire do déng ké ¢6 lién quan dén 1am sang,

Racecadotril khong thay ddi mie d6 lién két protein ciia cdc hoat chét lign két manh véi protein,
nhu tolbutamid, warfarin, acid niflumic, digoxin hodc phenytoin,

Thai trir: Racecadotril thai trir dudi dang cdc chét chuyén héa c6 hoat tinh va khong ¢6 hoat
tinh. Thai trir chi yéu qua than (81,4%), qua phén (khodng 8%), thai trir khong dang ké qua
dudmg hd hép (dudi 1% lidu).

O nhitng b&nh nhén bi suy gan (xo gan, suy gan nhém B ciia phén logi Child-Pugh), hé so dong
hoc cila chét chuyén hoa cé hoat tinh cia racecadotril cho thidy Tmax va thoi gian ban thai
twong tw, Cmax thiip hon (-65%) va AUC thip hon (- 29%) so v&i dbi tugng khde manh.

O nhitng bénh nhén bi suy thin niing (46 thanh thai creatinin tir 11-39 ml/ phut), hd so dong
hoc ciia chét chuyén hoa c6 hoat tinh ciia racecadotril cho thdy Cmax thép hon (-49%), AUC
cao hon (+ 16%) va thoi gian ban thai dai hon so voi nhiing ngudi tinh nguyén khde manh (dd
thanh thai creatinin > 70 ml / phut).

O tré em, thong s6 duge dong hoc trong ty nhu ngudi 16n, dat Cmax sau 2 gid 30 phut sau khi
ding udng. Khong c6 sy tich I{iy sau khi ding nhiéu lidu mbi 8 gio, trong 7 ngdy.

16. Quy cach déng géi

Hop 6 vi x 10 vién. Kém theo t& huéng din st dung bén trong hdp.

17. Piéu kién bao quan, han ding, tiéu chuén chit lwgng thube

- Piéu kién bdo qudn: Noi khd, nhiét d6 khong qua 30°C.

- Han dimg: 36 thang k& tir ngdy san xudt.

- Tiéu chudn chat luong thuoe: TCCS.

18. Tén, dia chi ciia co s& sdn xuit:

Tén co so san xudt : CONG TY CO PHAN DUGC PHAM ME DI SUN

Dja chi: 86 521, khu phé An Loi, phuong Hoa Loi, thi x4 Bén Cat, tinh Binh Duong.
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