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1. THANH PHAN CONG THU'C THUOC

M3i vién nang cimg chira:

Thanh phdn hoat chét: Loperamide hydrochloride 2 mg

Thanh phdn ta duge: Sodium starch glycolate, Magnesium stearate, Purified tale, Citric acid,
Microcrystalline cellulose 112, V6 nang cimg gelatin 56 3.

(Thanh phdn vé namg citng gelatin 56 3: Gelatin, Silicon dioxide, Sodium lauryl sulfate,
Methylparaben, Propylparaben, Glycerin, Acid acetic, Titan dioxide/ Candurin® silver fine,
Polyethylen glycol 4000, Acetylated monoglycerides, Sucrose fatty acid esters, Brilliant blue,
Allura red, Carmoisine, Tartrazine, Quinoline yellow, Erythrosine, Sunset yellow, Green S,
Amaranth, Patent blue V, Ponceau, nuéc tinh khiéy).

2. DANG BAO CHE CUA THUOC

Vién nang cimg.

M6 ta dang bao ché: Vién nang cling sé 3, than mau xdm, ndp mau xanh, bén trong chira bot
thude mau tring dén triing nga.

3. CHI PINH

Dimg dé diéu tri triéu chimg tiéu chay cdp & ngudi 16n va tré em tir 12 tudi tré 1én.

Dimng dé diéu tri triéu chimg cdc dot tiéu chay cip tinh lién quan d&én Hoi chimg rudt kich thich
& ngudi 16n tir 18 tudi trdr 1én sau khi duge béc sTchdn dodn ban diu.

4. CACH DUNG, LIEU DUNG

Cich ding: Thubc dung dudmg udng.

Liéu lugng:

Tré em trén 12 tudi va nguoi I6n: Lidu khoi ddu: 2 vién (4 mg) va ubng | vién (2 mg) sau mdi
lan di ngoai phan long. Liéu thong thuong 3 —4 vién (6 — 8 mg)/ngay. Tdng lidu dung hang ngay
khéng ubng qua 6 vién (12 mg) trong 24 gid.

Piéu tri triéu chimg cdc dot tiéu chay cép tinh lién quan dén hoi ching rudt kich thich & ngudi
16m tir 18 tudi trd 1én: Ban ddu udng 2 vién (4 mg) va uéng 1 vién (2 mg) sau mdi lan di ngoai
phén léng hodc theo chi dinh ctia béc si. Lidu tdi da hang ngay khéng duge qua 6 vién (12 mg).
Tré em: Loperamide hydrochloride chng chi dinh & tré em dudi 12 tudi

Ngueovi cao tuéi: Khong cin didu chinh liéu cho ngudi cao tudi.

Suy thén: Khong cin diéu chinh liéu cho bénh nhén suy than.

Suy gan: Mic du khéng c6 dir liéu duge dong hoc nao & nhitng bénh nhan suy gan, nhung van
nén than trong khi sir dung loperamide hydrochloride & nhitng bénh nhin nay do giam chuyén
héa qua gan 1an dau.
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= pud ém.m I loperamlde hydrochloride va bat ky thanh phan nao cla thude

C'FMG;'lg e sir dung loperamide hydrochlonde khi cAn tranh (e ché nhu déng rudt (vi dy nhu
o-Bon, bénh thi thira va viém loét dai trang) do nguy co ¢o thé gay ra cac di chitng déng ké bao
gdm tic rudt, phinh to dai trang va phinh to dai tring nhidm dde. Phai ngimg dimg loperamide

hydrochloride ngay khi tdo ban, chuéng byng hodc tic rudt phat trién.

Bénh ly cﬁp (ddu hiéu béri phéin ¢6 méu, sOt cao).

Viém loét dai trang cap.

Viém rudt do nhiém vi sinh vat (bao gém Salmonella, Shigella va Campylobacter).

Tré em duéi 12 tudi.

6. CANT BAO VA THAN TRONG KHI DUNG THUOC

Mét nuée va chét dién giai thudmg xdy ra & ngudi bi tiéu chay, viée bd sung cac chét dién giai
la quan trong, st dung loperamide hydrochloride khong thay thé duoc liéu phép b sung murde
va chit dién giai.

Vi tiéu chay dai déng c6 thé la dAu hiéu cia nhimg tinh trang bénh nghiém trong hon nén khong
nén dimg thude ndy trong thoi glan dai cho dén khi tim ra dwge nguysn nhin co ban gdy tiéu
chay. Tmng trweemg hop tiéu chay cép, nédu khing thiy cai thién vé& mit 1dm sang trong vong 48
gidy, can nglmg dung loperamide hydrochloride va khuyén bénh nhéan tham khao y kién bac si.

Thén trong véi nhitng ngudi bénh giam chirc nang gan do thubc giam chuyén héa budc diu &
gan, gdy doc than kinh trung wvong (TKTW).

Bénh nhéan AIDS dugc diéu tri bing thude nay dé diéu trj tiéu chay nén dung didu tri ngay khi
6 déu hiéu som nhat ciia chimng chudng bung. DA ¢6 bdo cdo rieng le vé tinh trang tdo bon co
nguy co tang cao mic chimg phinh dai trang nhiém ddc & bénh nhén AIDS bi viém dai trang
nhiém tring do ca tic nhén gy bénh la virus va vi khudn duoc didu tr bang loperamide
hydrochloride.

Néu bénh nhan dang dung thudc nay dé kiém sodt cdc dot tiéu chay lién quan dén Hoi chitg
rubt kich thich d& duoc bac st chn doén trude do va khong thiy cai thidn 1dm sang trong vong
48 gidy, nén ngimg ding ]0peram1de hydrochloride va nén tham khao y klen bac si. Bénh nhin
cfing nén quay lai gﬁp béc si néu céc tridu chimg clia ho thay d6i hodc néu cée dot tiéu chay lap
lai kéo dai hon hai tudn.

Céc bién ¢d tim mach nghiém trong (nhu kéo dai khoang QT, xodn dinh, ngimg tim), bao gbm
tl vong, dd duoc bdo cdo khi ding qua lidu cua loperamide hydrochloride. Bénh nhan khéng
duge vuot qua liéu khuyén cdo vi/hodc thoi gian diéu tri khuyén céo.

Chi dung loperamide h}rdmchlorlde @& didu tri cac dot tidu chay cép tinh lién quan dén Hoi
chimg rudt kich thich (IBS) néu béc s @3 chdn doan ban méac IBS trude do.
Néu bénh nhan gip phai bét ky truomg hop nao sau déy, khdng sir dung san phdm ma khong
tham khao ¥ kién béc si trude, ngay ca khi biét minh bi IBS:

o Tir40 tudi tré 1én va d 1au ké tir 1An cudi b IBS

o Tir 40 tudi trd 1&n va céc tridu chimg IBS 14n nay khac v6i lan bi bénh trwée do.



https://trungtamthuoc.com/

pixpal ra mau tir rudt
36, bhon ning; budn n6n hodic nén mia; mét cam gidc thém an hodc sut cin
DUG® PHEED )&1 khiin hodic dau khi di tiéu
LA TERRE Fﬁ@gg/
'\ 6'
{, "~
N ‘“'0:" 1M
“Tham khao v kién béc sT néu ban xudt hién céc triéu chimg mdi, néu céc tridu chimg trér nén
trim trong hon hodc cdc triéu chimg khéng cai thién trong vong hai tudn.
Canh béo ta duge

Thudc nay chia it hon | mmol natri (23 mg) trong moi vién, nghia la v& co bin 13 “khong chira

» 1 du lich nude ngoai

natri”.

Thube nay c6 chita methylparaben va propylparaben co thé géy ra phan tmg di img (co thé xay
ra chdm).

Thube ndy c6 chira tartrazine, sunset yellow, carmoisine, ponceau ¢6 thé gay cac phan tmg di
ng.

7. SU DUNG THUOC CHO PHY NU' €O THAI VA CHO CON BU

Thoi ky mang thai

Tinh an toan & phuy nit mang thai chua duge xéc dinh, mic du tir cée nghién ciru trén dong vat
khang c6 déu hidu ndo cho théy loperamide hydrochlonde ¢t biit k¥ dic tinh gdy quai thai hogic
dde vai phdi thai nao. Cling nhir céc loai thubdc khac, khong nén ding loperamide hydrochloride
trong thai k¥, dic bigt la trong 3 thang ddu thai kY.

Thoi ky cho con b

Mot luong nho loperamide hydrochloride ¢o thé xudit hién trong sita me. Do d6, khong khuyén
céo ding loperamide hydrochloride trong thoi ky cho con ba. Do dé, phu nft dang mang thai
hodic cho con bit nén tham khéo ¥ kién bac sT dé duge diéu trj phu hop.

Khi ning sinh san

Tac dong dén kha ning sinh san & ngudi chua duge danh gia.

8. AN HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé& anh hudng cia thude 1&n kha ning 14i xe, van hanh may moc.

Tuy nhién céc tinh trang hay gép nhw chdng mit, nhirc dAu, mét moi, hoa mét hoac budn ng ¢

thé xay ra khi d‘leu tri tiéu chay béng thudc nay. Bénh nhan nén duge canh bdo v& cdc tac dyng
khong mong mudn cla thude trude khi 14i xe hodc van hanh mdy méc.

9, TUONG TAC, TUONG KY CUA THUOC

Twong tac

Dit liéu tién 14m sang @i chi ra rang loperamide hydrochloride la chét nén cta P-glycoprotein.
Ding déng thoi loperamlde hydrochloride (lidu duy nhat 16 mg) voi qmmdme hodc ritonavir,
¢ hai ddu 1a chit ttc ché P-glycoprotein, din dén ting gAp 2 dén 3 lan ndng 46 loperamide
hydrochloride trong huyét tLrtmg Tinh lién quan 14m sang ctia twong tac duge dong hoc nay voi
chét tic ché P glycoprotein vén chua duoc biét khi loperamide hydrochloride duge ding ¢ lidu
khuyén cdo.
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f/c;‘-x/ ; Cdﬂiﬁmﬁ*{;ﬁg‘ ddng thai loperamide hydroch.lorlcle (lidu duy nhét 4 mgj va 1L|aconazole mdt chit
'P3A4 va P-glycoprotein, din dén 3 dén 4 ting gip doi nc:mg dd loperamide
ide trong huyét twong. Trong cung mot nghién cim, chét wc ché CYP2C8,
lam Lcmg loperamlde hydmchloride khoéng 2 gép. Su l{ét hop cua itraconamle va

hych ochloride va tang gép 13 lan tong lugng phm nhiém lrcmg huyét twong. Nhiing su gia ting
nay khéng lién quan dén tac déng 1én h¢ thin kinh trung wong (TKTW) khi do bing céc x&t
nghiém tim than van dong.

Viéc ding dbng thiri loperamide hydrochjande (hcu duy nhét 16 mg) va ketoconazole, mot chit
ftc ché CYP3A4 va P-glycoprotein, ddn dén ndng d6 loperamide hydrochloride trong huyét
twong tang glp 5 lan. Sy gia ting ndy khong lién quan dén viée tang tac dung duge dong hoc
duoc do bang phép do dong 1.
Diéu trj dong thoi vai deqmopressm dudmg ubng din dén ndng do desmopressin trong hu}fet
twong tang gép 3 1an, cb thé 12 do nhu dong dudmng tiéu hoa cham hon. Cac thubc c6 tinh chét
duge ly twong ty c6 thé lam tang tac dung cua loperamide hydrochloude va cac thude 1am tang
tbc @0 van chuyén dudmg tiéu hoa co thé lam giam tac dyung clia thude nay.

Twong ky,

Do khong cé céic nghién ciru vé tinh twong ky clia thude, khong trén 14n thude nay véi céc thude
khiéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Negwoilénva tré em 2 12 tudi

« D6 an toan khi sir dung loperamide hydrochloride da dugce danh gia trén 2.755 nguoi 16m va

tré em > 12 tudi tham gia vao 26 thir nghiém 14m sang c6 dbi chu‘ng va khong ddi chimg trong
viée str dung loperamide hydrochloride & didu tri tiéu chay cap.

Céc phan mg c6 hai thuomg gap nhét (tirc 12 c6 ty 16 >1%) duorc ghi nhan trong céc thir ngh1em
14m sang v&i loperamide hydrochlonde & bénh nhan tiéu chay cp bao gdm: tao bon (2,7%), day
hoi (1.7%), dau dau (1,2%) va budn nén (1,1%).

Danh sdch cde tée dung khéng mong mudn

Béng 1 trinh bay céc tdc dung khéng mong mudin cta thude (ADR) di duogc bdo cao khi st
dung loperamide hydrochloride, tir ca cac thir nghiém lam sang (trong didu tri tiéu chay Lép) va
dit liéu sau khi thube luu hinh trén thi trwong.

Céc mite tin sudt dugce phén loai theo quy wde sau: Rt thuong gip (>1/10); Thudng gap
(>1/100 dén < 1/10); it giip (>1/1.000 dén <1/100); Hiém gip (>1/10.000 dén <1/1.000); Rét
hiém gép (<1/10.000); Khong rd tin suét (khéng thé udc tinh tir dir liéu hién co).

Bang 1: Céc tac dung khong mong mubdn cia thube

Tén sudt
H¢ co quan = =
Thuong gip It gép Hiém gap Khong 16
R&i loan hé mién Phan tmg qué
dich mans
Phan fimg phén
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vé (bao gf)m soc
phan vg)*
Phan tmg gidng
phan vé*

Pau dau

Chéng mat
Budn ngé

Mat y thite*

Lo mo®

Giam murc do
tinh tao®

Téang trwong luc
co®

Réi loan phdi
hop vén dong?

R&i loan mét

Co déng tue

Réi loan hé tiéu
hoa

Tdao bon
Budn non

DAy hoi

Pau bung

Khé chiu ving
bung

Khd miéng
Bau viing bung

Téc rudt® (bao
gdm ca tie rudt
ligt)

Dai trang gidn®
(bao gbm ca dai

Viém tyuy cép

mo dudi da

trén trang nhiém

Noén doc®)

Kho tiéu® Chudng bung
R6i loan da va Phét ban Phat ban dang

bong nudcer (bao
obm héi chimg
Stevens-

Johnson, hoai tir

biéu bi nhiém
déc, va hdng
ban da dang)
Phu mach?
May day®
Ngra*

Roi loan thdn va
tiét niéu

Bi tigwn

R&i loan toan
thdn va cac tinh
trang tai vi trf
ding thube

Mét moi?

a: Viée dua thudt nglt nay vao dua trén cdc bao cao vé loperamide hydrochlmlde sau khi thudc
luu hanh trén thi trudmg. Do quy trinh xé4c dinh cdc téc dung khong mong mudn sau khi thude
liu hanh trén thi truong khong phén biét gitta chi dinh man tinh va chp tinh, cling nhur gifta
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s em, hén tAn suét duoe ude tinh b tAt ca céc thir nghiém lam sang vdi loperamide
A ofip va man), bao gdm céc thir nghidm & tré em < 12 tdi (N=3683).

an trong khi dung thude.

hang cho bac st hodic dwoce sT khi gdp cdc de dung khong mong mudn nhw trén khi
“Qﬁwg rh_‘“ hodc bdo cdo cde phan g c6 hai cua thude ve Trung tdm Thong tin thube vé

Thea doi phan tmg €6 hai ciia thude (ADR) Qudc gia.

(&2

11. QUA LIEU VA CACH XU TRi

Tri¢u ching:

Trong trudmg hop qua liéu (bao gdm ca qué liéu tuong d6i do suy giam chiic nng gan), 6 thé
xuét hién tic ché hé thin kinh trung vong (lo ma, rdi loan phm hop van dong, budn ngi, co dong

tur, ting truong lue co va (e ché ho hip), tao bon, bi tiéu va tic rudt. Tré em va bénh nhdn suy
gan ¢ thé nhay cam hon véi cée tac dong 1én hé than kinh trung wong.

O nhitng ngudi ding qué lleu loperamide, d& ghi nhén cc bién ¢6 tim mach nhur kéo dai khoang
QT va phire hop QRS, xodn dinh, cdc loan nhip thét nghlem trong khéc, nglmg tim va ngét. DA
co cac trudomg hop tir vong duge bao cdo. Qua lidu ¢6 thé lam boc 10 hoi chimg Brugada tiém

'dll.

Khi nglmg thuéc, di ghi nhén céc trrdmg hop hdi chimg cai thudc & nhitng ngudi lam dung, st
dung sai muc dich hogc ¢6 y ding liéu rft cao loperamide.

Xir tri:

Trong cée trudmg hop qué liéu, cAn tién hanh theo dai dién tAm db (ECG) dé phat hién tinh trang
kéo dai khoang QT.

Néu xuét hién céc triéu chimg qué Jidu trén hé than kinh trung wong, co thé sir dung naloxone
nhur mdt thude giai doe. Do thoi gian tée dung cia loperamide dai hon naloxone (1 dén 3 gio),
c6 thé cin lip lai didu trj v6i naloxone. Vi vdy, bénh nhin cin dugce theo doi chit ch& trong it
nhét 48 gier tham phét hién kip thoi tinh trang tre ché hé than kinh trung wong,
12. PAC TINH DUQC LUC HQC
Nhom duoe 1y: Thube e ché nhu dong rudt (Thude didu tri tidu chay).
Ma ATC: AO7DAO3
13. QUY CACH PONG GO1

— Hop 3 vi Alw/PVC x 10 vién, kém & huémg dén sir dung.

— Hop 5 vi Alw/PVC x 10 vién, kém t& huéng dén st dung,

— Hop 10 vi AlwPVC x 10 vién, kém t& huéng din sit dung.
14. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA
THUOC
Didu kién bao quan: P& & noi khd réo, tranh anh séng, nhiét dd khong qua 30 °C.
Han dung: 24 thang ké tir ngdy san Xudt
Tiéu chudn chét lrong: DDVN
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