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HUONG DAN SU DUNG
IBILIUM
Loperamide hydrochloride 2 mg

Vién nang cing

Doc kj hwong dan siv dung triede khi ding

THANH PHAN

MGéi vién nang ciing chira:

Thanh phdan hoat chdt: 1operamide hydrochloride 2 mg.

Thanh phc?‘n la dwpe: Maize starch, lactose monohydrate 200, lactose monohydrate, sodium starch
glycolate A, colloidal silicon dioxide, talc, magnesium stearate, nang rong s6 4, mét ddu mau xanh
14 dam, mot ddu mau xanh 14 nhat.

Thanh phin nang rong:

Nguon nang Cong ty TNHH Suheung Viét Nam

Thanh phin than nang: Titanium dioxide, brilliant blue FCF, tartrazine, gelatin.

Thanh phén ndp nang: Titanium dioxide, sunset yellow, quinoline yellow, brilliant blue FCF,

gelatin,

Nguon nang ACG Associated Capsules Pvt. Ltd,

Thanh phén thin nang: Brilliant blue FCF, tartrazine, titanium dioxide, gelatin,
Thanh phin néip nang: Brilliant blue FCF, tartrazine, titanium dioxide, gelatin.

DANG BAO CHE
Vién nang ciing s6 4, mot diu mau xanh 14 dam, mot ddu mau xanh 14 nhat, bén trong chira bdt
thude mau ll‘éng dén tl'éng nga.

CHI BPINH
Diéu trj tricu chimg tiéu chay cap & ngudi 16n va tré em trén 12 tudi.
Diéu tri tridu chimg cdc dot tiéu chay cép lién quan dén hai chime rudt kich thich & nguot lén tir 18

tubi trer 1én sau chan dodn ban dau cua bac s,

LIEU DUNG, CACH DUNG

Liéu dung

Tiéu chiy cip

Ngurdi In vér iré em trén 12 tudi

Liéu khei déu 1a 2 vién (4 mg), sau do dung 1 vién (2 mg) mdi lan di phan léng. Lidu thong thuong
1d3 -4 vién (6 - 8 mg) mdi ngay. Tong liéu hang ngay khéng nén vuet qué 6 vién (12 mg).

Diéu tri triéu cliing cic dot tiéu chiy cdp lién quan dén héi ehitng rudt kich thich ¢ nguwoi lén

tiv 18 tuoi tré lén.
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Lidu khoi dau 14 2 vien (4 mg), sau dé ding 1 vién (2 mg) méi lan di phan l6ng, hodc theo chi din
cua bac si. Lieu toi da hing ngay khong nén vugt qua 6 vién (12 mg).

Tré em: Chéng chi dinh & tré em dudi 12 tudi.

Nguoi lon tuoi: Khong yéu cdu didu chinh lidu & ngudi lon tubi.

Suy thdn: Khong yéu ciu diéu chinh lidu & bénh nhan suy than.

Suy gan: Mic du khéng cé dir liéu duge dong hoc & bénh nhén suy gan, nhung nén thén trong khi
str dung loperamide & nhimg bénh nhan nay vi giam chuyén hoa lin diu qua gan.

Cach dung

Ding dudng udng. Nén udng thude véi nude.

CHONG CHI PINH

- Qud mén véi loperamide hydrochloride hoic v6i bét ky thanh phan ndo cua thube.

- Tré em dudi 12 tudi.

- Bénh nhén bi kiét ly cap tinh, dic trung boi médu trong phin va sot cao.

- Bénh nhan viém loét dai trang cAp tinh.

- Bénh nhén bj viém rudt do vi khudn giy bao gbm Salmoneila, Shigella va Campylobacter.

- Bénh nhén bi viém dai trang gia mac lién quan dén viéc sir dung khéng sinh pho rong.

Khong sir dung loperamide hydrochloride khi can trénh (re ché nhu dong rudt dé tranh nguy co dé
lai cac di chimg nhu ching tic rudt, phinh dai trang va phinh dai trang nhiém déc. Phai ngung si
dung loperamide hydrochloride ngay 1ap tirc khi co tic rudt, tao bon hodc trudng bung.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Loperamide chi diéu tri duge triéu chimg. Khi xdc dinh duoc nguyén nhén gy tiéu chay, can dua ra
phuong phap diéu tr thich hop. Uu tién trong tiéu chay c']p la ngan 111,1ra tinh trang mat nude va
chét dién giai, dgc bigt & tré nho, ngudi 6 thé trang yéu va nguoi 1én tudi bi tiéu chay cép. Diing
loperamide khong lam thay déi céc ché do bi nude va dién giai thong thudng.

Tiéu chay kéo dai c6 thé 1a mot ddu hiéu cta cac bénh nghiém trong hon, do d6 khong nén sir dung
loperamide hydrochloride trong thoi gian dai cho dén khi tim duoc nguyén nhén gy tiéu chay.
Trong tiéu chay cz"ip, néu khong thdy cai thién lam sang trong vong 48 gid, bénh nhan nén ngimg st
dung loperamide hydrochloride va gdp bac si dé dugc tu vén,

Bénh nhan méc bénh AIDS diéu tri tiéu chay bing loperamide lnydmahloude nén ngung diéu tri khi
bét ddu c6 dau hiéu tr uéng bung. P c6 nhimg bdo céo chuyén biét vé tinh trang tdo bon kém theo
taing nguy co phinh dai trang nhiém doc & bénh nhan AIDS bi viém dai trang nhidm tring do ca
virus va vi khuén khi duoc diéu tri bang loperamide hydrochloride.

Mac du khéng ¢6 dir li¢u duge déng hoc & bénh nhin suy gan, nén st dung thude than trong &
nhém bénh nhan nay do thude bi giam chuyén hoa lan dau qua gan nén cd thé dan dén qua lidu, gay
doc 1én hé than kinh trung wong.

Néu bénh nhan dang dung loperamide hydrochloride dé kiém soét cac dot tidu chay lién quan dén
hgi chimg rudt kich thich da duoc béc si chdn dodn trude dé va khong thay cai thién 1am sang trong
vong 48 gid, nén ngung sir dung loperamide hydrochloride va tham khao ¥ kién bac si. Bénh nhan
cling nén giip bac si néu triéu chimg thay déi hodic néu cac dot tidu chay lap lai kéo dai hon hai tudn.
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Cac bién ¢b tim mach bao gom kéo dai khoang QT va phitc b) QRS, va xodn dinh da duge béo cdo

lién quan dén qua lidu. Mét s6 truomg hop din t6i tir vong. Qua lidu 6 thé lam boc 16 céc

bi€u hién cua hoi ching Brugada. Bénh nhén khong duge ding qua liéu va/hodc thoi gian didu tri

khuyén cao.

Thén trong dbi véi bénh nhén bj hji chimg rudt kich thich

Chi dung loperamide dé diéu tri tiéu chay cép lién quan dén hai chimg rudt kich thich da duwoc bac

st chéan dodn trudce do.

Khong tu y ding thudc ma khong hoi ¥ kién béc si trude, ngay ca khi bénh nhan biét minh bj héi

chimg ruft kich thich, trong nhiing truomg hop sau déy:

- Bénh nhan tir 40 tudi tr¢r 1én va da tirng bi h¢i chirng rudt kich thich trude day.

- Bénh nhén tir 40 tudi tr¢r 18n va b cée triéu chimg ctia hoi chirg rudt kich thich lan nay khac voi
trude day.

- Bénh nhén bj chdy mau rudt gan day.

- Bénh nhéan bi tdo bon nang.

- Bénh nhéin cam théy ém yéu hodc bl nén miia.

- Bénh nhan mét cam gidc ngon miéng hogc sut can.

- Bénh nhan b khé tiéu hogie dau khi di tidu.

- Bénh nhén bi sét.

- Bénh nhan gan day da di du lich nuée ngoai.

Tham khao y kién béc st néu c6 triéu chimg mai tién trién, céc tricu chimg tré nén trim trong hon

hodc khéng cai thién trong vong hai tudn.

Thén trong lién quan dén ta duoe

San phim c¢6 chira lactose. Bénh nhan ¢ vén dé di truyén hiém gip vé khong dung nap galaclose,

thiéu hut lactase toan phin hodc kém héip thu glucose-galactose khong nén ding thudc nay.

Trong mdi vién Ibilium chta it hon 1 mmol natri va co ban duoe xem 14 khéng ¢6 natri.

Ibilium ¢6 chia tartrazine va sunset vellow cé thé gay di g,

TUONG TAC, TUONG KY CUA THUOC

Twong tic

Dit ligu phi 1am sang cho théy loperamide la chét nén cua P-glycoprotein. Hon nira, loperamide
duoc chuyén hoa chii yéu boi CYP3A4 and CYP2CS, Ding déng, thoi loperamide (lidu don 16 mg)
vGi cac chét e ché P-glycoprotein nhur quinidine hoge ritonavir, 1am néng dé loperamide trong
huyét tuong tang gap 2 - 3 lan.

Két qua tir mot nghién ctu duge dong hoc da cong hé cho thiy rang viée ding dong thoi
loperamide véi desmopressin dudng uéng ¢6 thé din dén ndng do desmopressin trong huyét tuong
tang gap 3 14n mic du khong co tac dung lam sang nao dugce bdo cdo.

C6 thé xay ra tuwong tac v6i cae thude lam giam nhu dong rugt (nhu thude khang cholinergic) vi tac
dung ctia loperamide c6 thé duoc ting cudng,

Diing déng théi loperamide (liéu don 4 mg) va itraconazole, din dén tang ndng do loperamide trong
huyét turong 1én 3 - 4 1an. Trong ctng mdt nghién ctru, mt chét tre ché CYP2CS, gemfibrozil, lam
ting AUC ctia loperamide Ién 2 lin. Dung ddng thoi itraconazole va gemfibrozil voi loperamide
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lam tang Cpax trung binh cta loperamide 18n 2 1dn va tang AUC cua loperamide Ién 13 lan. Sy gia
tdng nay khéng lién quan dén cic tac dung trén hé than kinh trung uong.

Ding dong thoi loperamide (lidu don 16 mg) va ketoconazole, mdt chat ¢ ché CYP3A4 va P-
glycoprotein, 1am ting néng dd loperamide trong huyét tuong 1én 5 lan. Su gia tang ndy khong lién
quan dén tang tac dung dugce lue duge do béng phép do dong tir.

Méi lién quan 1am sang cua nhiing tuong tac duoc ddng hoc nay, khi loperamide dugc dung & lidu
khuyén cdo (2 mg, lidu t6i da hang ngay 1én dén 12 mg), vin chua duoc biét ré.

Céc thude ¢6 dic tinh dugc 1y tuong tr duge du doan ca thé lam tang tac dung cua loperamide va
céc thude lam tang tbe dd van chuyén qua dudng tiéu hoa cb thé lam giam téc dung ctia loperamide.
Twong ky

Do khéng ¢6 céc nghién ciru vé tinh twong ky cla thube, khdng trén 13n thude ndy véi cac thude

khac.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON B

Phu nir ¢6 thai

Tinh an toan trén phy nit ¢6 thai chua duoc thiét [dp, mde du cde nghién ciru trén dong vit khong
cho thay loperamide hydrochloride giy qudi thai hodic djc tinh phdi thai. Nhu cic thube khac,
khong nén dang thude nay cho phu nit ¢é thai, dic bigt trong ba thang dau thai ky.

Phu nir cho con b

Mét lugng nhé loperamide c6 thé thdy & stra me nén khdng dugc khuyén cdo dung thude nay khi
dang cho con bu.

Do dé, phu nir ¢6 thai hodc dang cho con bt nén tham khao y kién béc st dé ¢o tri ligu phu hop.
Khé ning sinh sin

Anh huéng 1én kha nang sinh san & nguoi van chua duge déanh gid.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Loperamide hydrochloride ¢6 dnh hudng vira phai dén kha nang lai xe va sir dung may maoc. Mat ¥
thire, chan nan, mét maoi, budn ngt va chong mit c6 thé xay ra khi diéu tri tiéu chay bﬁng
loperamide hydrochloride.

Do do, nén than trong khi 14i xe hodic van hanh may mac.

TAC DUNG KHONG MONG MUON CUA THUOC

Ngudi 16n va tré em > 12 tudi

Tinh an toan cta loperamide hydrochloride diroc danh gid trén 2755 ngudi 1ém va tré em > 12 tudi,
tham gia vao 26 thi nghiém lam sang c6 dbi chimg va khéng ddi chimg, sir dung loperamide
hydrochloride dé diéu trj tiéu chay cép.

Céc tde dung khong mong muén (ADR) thudng gap nhét (ti 1¢ méc > 1%) trong cac thir nghiém lam
sang str dung loperamide hydrochloride dé diéu tri tiu chay cé‘ip la: tdo bon (2,7%). ddy hoi (1.7%),
dau dau (1.2%) va budn non (1,1%).
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Tén sudt cdc tic dung khong mong mubn duoe quy uGe: rat thuomg gip (= 1/10), thudng gap (>
1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén < 1/1.000), rt hiém
gap (< 1/10.000), khéng 1o (khéng wée tinh duoe tir cae dit lidu sén cé).

Bang duéi day trinh bay cdac ADR da duge bdo cédo khi st dung loperamide hydrochloride tir thir
nghiém 1dm sang (tiéu chiy cap) hoic kinh nghiém hau mai:

Téc dung khéng mong mudn
Elon qoas Thli’{l'ng it gap Hiém gip Khéng rd
! gap
Roi loan hé Phan {mg qua man®
mién dich Phan (mg phan vé (bao gf“ml
soc phan vé)®
Phan (mg dang phan vé*
Rioi loan hé | Daudéu | Chéng mit Miat y thire®
than kinh Ngi ga? Sitng so”
Giam nhén thic®
Téang treong lyc co®
Bét thutng diéu phéi véan
dong®
Réi loan | Co dong tur®
miit
Réi loan hé¢ | Tdo bon Pau bung Tac rudt* (bao gém tic do Viém tuy cap
tiéu hoa Buén nén | Khé chiu & bung liét rudt)
Déy hoi Khé miéng Phinh to dai trang® (bao gdm
Dau bung trén phinh to dai trang do nhiém
Non dac?)
Khé tieu® Céng chudng bung
Réi loan da Min ngira N&i bong rop? (bao gom héi
va mé dwdi chimg Stevens-Johnson,
da hoai tir biéu bi nhidm doc va
hong ban da dang)
Phii mach®
May day"
Ngtra®
Réi loan Bi tiéu®
thén va tiét
ni¢u
Toan thin Mét moi*

“Bao gom céc béo cdo trong qua trinh hiu mai déi voi loperamide hydrochloride. Vi-zyrinh xac
dinh ADR trong qué trinh hdu mai khong phan biét gitta cdc chi dinh man tinh va &p tinh hoic
nguoi 16m va tré em, nén tan sudt duoge ude tinh tir tit ¢ cde thir nghiém 1am sing véi loperamide
hydrochloride (¢Ap tinh va man tinh), bao gOm céc thir nghiém ¢ tré em < 12 (uéi (N = 3683).

® Xem phén Cinh bdo va thin trong khi ding thudc.

Béo cdo céc phan tng cé hai nghi ngér sau khi thude duoc cép phép luu hanh 14 rét quan trong. No
cho phép tiép tuc theo déi cAn bing loi ich/mguy co cta thude. Cée cén bo y 1€ duge yéu ciu béo
cdo bat k¥ phan tmg c6 hai nghi ngd ndo théng qua Trung tam qudc gia vé Thong tin thude va Theo
ddi phan tmg ¢6 hai ctia thube.

Théng bdo ngay cho bdc st hodc dwoe st nhiiing phin ing ed hai gip phai kli sie dung thuéc.
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QUA LIEU VA CACH XU TRi

Tri¢u ching

Triéu chimg (bao gdm qua lidu twong déi do rdi loan chirc néing gan), suy nhuge hé thin kinh trung
wong (chodng véang, rdi loan phéi hop, ngii ga, co df“mg ur, ting truong lue co va suy hd hz‘ip), bi
tiéu, tic rugt 6 thé xay ra. Tré em cé thé nhay cam hon ngudi 16n vii cdc tic dung trén hé thin
kinh trung wong.

O nhing nguoi da ding qué lidu loperamide hydrochloride, quan sat thdy cde bién ¢é tim mach nhu
kéo dai khoang QT va phirc bd QRS, xodn dinh, rdi loan nhip that nghiém trong khéc, ngimg tim va
bét tinh. Céc truomg hop tr vong cling di duge bio cdo. Qua lidu co thé lam boc 16 cac
biéu hi¢n clia hoi chiing Brugada.

Sau khi ngimg thube, da quan sat thiy cac trudmg hop hdi chimg cai thuée ¢ nhiing ¢4 nhan lam
dung hoc c6 y ding loperamide véi lidu qua lén.

X tri

Trong trudng hop qua liéu, cin theo doi ECG dé phét hién kéo dai khoang QT. Néu xuét hién céc
tri¢u ching qua lidu trén hé thédn kinh trung wong, cé thé dung naloxone lam thudc giai doc.
Loperamide c6 thoi gian téc dung dai hon naloxone (1 dén 3 gid), ¢é thé chi dinh didu tri lap lai voi
naloxone. Do dé, bénh nhan nén duoc theo doi it nhit 48 gid dé phat hién bat ky su suy nhuoe nio

trén hé thén kinh trung wong.
NHOM DUQC LY: Thube tri tidu chay.
MA ATC: A07DAO3.

QUI CACH PONG GOI
HOp 5 hodc 10 vi x 10 vién (Alu - PVC/PVC).

BAO QUAN: Giir thube noi khé réo, nhiét do khong qua 30°C.

HAN DUNG: 36 thang ké tir ngay san xudt.
TIEU CHUAN CHAT LUOQNG: BP hién hanh.
Nha mdy sin xuit: CONG TY CO PHAN DUQC PHAM FREMED

Bia chi: Lé E9-3a, Dudmg sb 1, KCN Hiép Phude, Xa Hiép Phuéce, Huyén Nha Be, TP, Ho Chi
Minh, Viét Nam.
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