Loperamlde STELLA

1. © Tén thu6c
Loperamide STELLA
2.  Cac dau hiéu lwru y va khuyén cao khi dung thuéc
PE xa tam tay tré em
Boc k§ huwéng dan str dung triedre khi dung -
3.” Thanh phan cong thive thude’ viasge
‘Thanh phan hoat chét: : ;
L SRR ERINRI RN, . - o oo 512 s5087 saunssopepie sogmnnd s tbatll n adnt care ke R b oe ot B s carinses 2 mg
Thanh phén ta duoc:
Lactose monohydrat, tinh bdt ngd, talc, magnesi stearat.
4. Dang bao ché
Vién nang cung
Vién nang cing s6 4, dau nang mau xanh luc in Iogo 2 u " mau trang, than nang mau
xam, chira bot thudc mau trang.
5. Chi dinh
- .. - Loperamide dugc chi dinh trong viéc kiém soat va lam glém tneu chirng tiéu chay cap
khéng dac trrng va tiéu chay man do bénh viém rudt.
- Loperamide cling dugc Chl dinh dé lam glém thé tich chét thai sau thi thuat mé thong
c ¥ ‘hb‘tramg‘muangh Soid el BT ol
6.  Cach dung, liéu dtmg B 5% 10.6ng 9
Cach dung }:
Loperamide STELLA dugc dung b&ng duérng u6ng Bénh nhan nén dugc bu nuéc va
chét dién giai thich hgp khi can.
Liéu dang
Tiéu chay cap
— " Nguwi I6n: Lidu khuyén c&o khéi dau 12 4 mg tiép theo 2 ntg sau mdi 1an di tiéu 1ong.
Liu hang ngay khdng dugc qua 16 mg. Thudng thdy cd tién trién lam sang trong vong

48 gio. !
- Tré em: !
+ Li€u khuyén cao ngay dau tién: |
Tubi (Cén néng) .+ - Lidu lwong (24 gior dau)
6 - 8 tudi (20 - 30 kg) 2 mg x 2 lan/ngay
8 - 12 tudi (> 30 kg) 2 mg x 3 lan/ngay

+ Liéu khuyén cao hang ngay ti€ép theo:
1 mg/10 kg, chi dung sau khi di tiéu 16ng. Tong IIEU hang ngay khéng nén vurot quéa
lieu khuyén céo cho ngay dau tién.

Tiéu chay man '

- Nguwdi Iom: Lieu khuyén cao khdi dau la 4 mg tsép theo 2 mg sau mdi 1an dl tiéu Iéng cho

dén khi kiém soat dugc tiéu chay, sau d6 nén giam liéu loperamide tly nhu cau ctia moi
ca nhan. Khi da xac dinh dugc lieu tdi Lru hang ngay, c6 thé dung Iiéu nay mot Ian hoac
chia nhiéu lan.
Lidu duy tri hang ngay trung binh trong cac nghién ctru 1am sang 1a 4 - 8 mg. Hiém khi
vurot qué lieu 16 mg. Hau nhu khéng kiém soat dugc cac triéu chitng & liBu cao hon
, néu khong cai thién vé mat lam sang sau khi diéu tri voi ligu 16 mg/ngay trong it nhat
10 ngéy C6 thé ti€p tuc dung loperam e néu tiéu chay khdng dugc kiém soat thoa
dang bang ché do an ubng hoic diéu tri dac hiéu.

- Tré em: Liéu chua dugc xac dinh.

7.  Chéng chi dinh . , L

- Qua man v@i bat ky thanh phan nao cua thuéc. il

- Bénh nhan dau bung ma khdng co tiéu chéy L 1

~ = Tré em du6i 2 tudi. - ¥

- Trweéng bung. i

- Loperamide tranh dung dau tién & bénh nhén ly cap, viém loét dai trang chay mau giai
doan'cép, viém dai trang gia mac, viém dai trang do vi khuén nhu' Salmonella, Shigella
va Campylobacter.

- Viém loét dai trang cép tinh, viém dal tréng glé mac (cé the gay phlnh to dai trang nhiém
dﬁc) 'do str dung Id1§ng sinh.’

8. - Canh bao va than trong khi dtlng thudc '

| Piéu tri tiéu chay béng loperamide la diéu tri triéu ching. Cﬁn tim nguyén nhan (neu co)
~va xtr tri thich hop.

- Mat dich va chat dién giai thurng xay ra & nhirng bénh nhan bi tiéu chay. Trong nhirng
trerdng hop nay, viéc bu nurdce va chét dién giai rdt quan trong. Viéc ding loperamide
khong gay can tré nhu cau bu nwéce va chat dién giai.

- O mot s6 bénh nhan viém loét dai trang cap va viém dai trang gia mac lién quan dén
viéc dung cac thudc khang sinh phd rong, cac thuée trc ché nhu dong rudt hoac tri hoan
theri gian lwu thdng qua rudt da dugc bao céo la gay phinh to dai trang nhiém doc.

- Nén ngung dung loperamide ngay néu xay ra treéng bung, tdo bén hodc tic rudt.

= Nén diung loperamide dac biét than trong & tré em do ¢6 sw.thay d&i dap (rng nhiéu hon

~ @ nhoém tudi nay. Sy mét nwdc, dac biét & tré nho, cé thé anh hué'ng honmnira sy thay
doi dap rng d6i véi loperamide.

- Trong tiéu chay cdp, néu khdng cai thién vé méat 1am sang trong 48 glb’ nén ngung dung
loperamide.

— 7' Khéng nén dung kéo dai. Chi ding dé dnéu tri triéu chu'ng trong cac dot cap cla tiéu
‘chay do hdi chirng rudt kich thich.

- Nhirng bénh nhan suy chirc ndng gan nén duwoc theo ddi chit ché cac déu hiéu doc
than kinh trung wong do chuyen héa lan dau qua gan cao rd rét.

- Bénh nhan nén tham khao y ki€n ctia bac sT néu tiéu chay khdng cai thién sau 2 ngay
dung thu6c hodc néu bénh nhan thdy c6 mau trong phan hodc sét. "

- Loperamide STELLA cé chira lactose. Khong nén dung thudc nay cho bénh nhan cé
cac vén dé vé di truyén hiém gap khong dung nap galactose, thiéu f tenzym lactase
toan phan hay kém hép thu glucose-galactose. ; . . TN e

9. Str dung thudc cho phu ni¥ c6 thai va cho con hq; Sl
Phu ni c6 thai
Chua c6 du céac nghién ciru trén phu ni¥ ¢é thai. Khdng nén dung cho phu nik cé-thai.
Phu ni¥ cho con bu |
Khéng nén dung cho phu ni¥ cho con b. : i g

10. Anh hwéng caa thudc Ién kha ning lai xe, van hanh méy méc ik
Mét méi, chéng mét hay dau dau cé thé xay ra khi dung thudc nay dé diéu tri tiéu chay.
Do dé, nén than trong khi dung thudc trong khi'dang 1ai xe hoéc van hinh ‘may mac.-

11. Twong tac, tu'o'ng ky cta thudc
Twong tac caa thuée ‘ ¥

- Tang déc tinh: Nhitng thudc tc ché‘ hé than kmh trung wong, cac phenothlazm cac
thu6c chéng trdm cém loai 3 vong cé thé gay téng tac dung khéng mong mu6n cua
loperamide. . , AR




4

Loperamide la mot chat nén P- glycoproteln Dung dong thoi loperamide (lleu duy nhat
16 mg) véiquinidin ho#c ritonavir, hai chét trc ché P-glycoprotein, lam tdng ndng do cuia
loperamide trong huyét twong 2 - 3 lan. Sy lién quan l1am sang cla twong tac dwoc
ddng nay véi cac thudc (rc ché P-glycoprotein, khi loperamide duwoc.ding & lieéu khuyén
cao, khéng dugc biét.

Dung dong thoi loperamlde (lieu duy nhat 4 mg) va itraconazol, chéat uc ché, CYP3A4
va P-glycoprotein, didn dén ting ndng do cutia loperamide trong huyét tweng 3 - 4 lan.
M6t nghién clru twong tw véi gemfibrozil, chat r¢c ché CYP2C8, lam tang néng d6
Ioperamlde xap xi 2 lan. Dung dong thoi itraconazol va gemfibrozil dan qpn,;aqg nong
do dinh cua loperamide trong huyét twong 4 [an va tang téng néng ﬁQIoperarmde trong
huyét twong 13 lan.

Dung déng thoi Ioperamlde (liu duy nhét 16 mg) va ketoconazol chét (rc ché CYP3A4
va P-glycoprotein, dan dén tang ndng do cla Ioperamlde trong huyét twang 5 lan.
Dung ddng thei véi desmopressin dudng uéng dan dén ting ndng do desmopressin
trong huyét twong 2 lan, do nhu dong rudt cham lai.

Céc thudc c6 tinh chat dugc ly tuong tuw cd thé lam tang tac dung clia loperamide va
cac thudc chuyén héa nhanh qua duwong tiéu hdéa cé thé lam gidm tac dung cua
loperamide. ;
Twong ky.cua thubc :

Do khong c6 cac nghlen clru Ve tinh twong ky cta thudc, khong tron lan thuoc nay voi
céc thudc khéc.

Tac dung khéng mong mudn cta thudc

Téac dung khéng mong mudn duoc bao céo khi ding loperamide hydrochloride trong
thir nghiém I1am sang (bénh tiéu chay cép tinh, man tinh va sau khi luu hanh).
Thwong gédp (1/100 s ADR < 1/10) .

Théan kinh: Pau dau, chong mat.

Tiéu héa: Tao bén, budn nén, day hoi.

it gdp (1/1000 < ADR < 1/100)

Than kinh; Budn ngu.

Tiéu héa: Pau bung, khé chiu & bung, khé miéng, dau vung thugng vi, nén, kho tiéu.
Da va mé dudi da: Ban.

Hiém gdp (1/10000 s ADR < 1/1000)

Mién djch: Phan (rng qua man, phan trng phan vé (bao gdm sdc phan vé), phan (rng
dang phan vé.

Than kinh: Mat y thirc, strng s&, giam y thire, tang trrong Iuc co, m&t phdi hep van
dong.

Mat: Co dong tir.

Tiéu héa: Téc rudt (bao gom liét ruot) phinh to dai trang (bao gdm phinh to dai trang
nhiém doc), day bung.

Da va mé duéi da: Béng nuéc (bao gdm hdi chizng Stevens-Johnson, hoal tlr biéu bi
nhiém doc va hong ban da dang) phu mach, may day, ngtra.

Thén va tiét niéu: Bi tiéu.

Toan than: Mét méi. -

Qua lidu va céach XUP tri

Trong cac trudng hop qué lidu, cé thé xay ra Ilét rudt va (rc ché than kinh trung vong.
Anh huwéng trén than kinh trung wong & tré em nhay cdm hon & ngudi lén. Cac nghlen
clru l1am sang d4 chirng minh viéc ding hén dich than hoat tinh ngay sau khi uéng

~ loperamide hydrochloride c6 thé lam giam 9 1an lwgng thude dugc hédp thu vao hé tuan

14.

hoan. Néunodn xay ra ty phat trong lGe ubng thude, nén udng hén dich cn(ra'khoang
100 gam than hoat tinh ngay khi'con c6 thé duy tri dich.

Néu khdng bi nén, nén tién hanh rira da 'day sau khi uéng 100 gam hdn dich than hoat
tinh qua 6ng thdng da day. Trong trwedng hop qué liéu, bénh nhan nén duoc theo doi
cac dau hiéu (rc ché than kinh trung wong trong it nhat 24 gidr. Néu quan sat thay co sy
(rc ché than kinh trung wong, c6 thé dung naloxon. Néu déap (rng t6t vé&i naloxon, phai
theo ddi cén than cac dau hiéu sdng trong it nhét 24 gi¢ sau khi ding liéu naloxon cudi
do c6 s tai phat cac tneu chirng qué lieu thudc.

Do tac dong kéo dai cha loperamide va khodng théi gian tAc ddng ngén ctia naloxon
(1 - 3 gi®), nén theo ddi chat ché& bénh nhan va diéu tri 1&p lai véi naloxon nhuw chi dinh.
Vi ¢6 mdt lwgng thudc kha nhé dugc bai tiét vao nwéc tiéu, viéc tang bai niéu guong

- €p khong mang lai hiéu qua doéi véi treérng hop qua liéu loperamide.

Trong cac nghién ctru lam sang, ngudi I6n udng lieu 20 mg x 3 lan trong vong 24 gid
s€ bi buon ndn sau khi ding liéu thir2 va nén sau khidiing liéu thir'3. Trong cacnghién
ctru nh&m muc dich khao sét nguy co v@ tac dung khéng ' mong mudn, chi ¥ dung lidu
duy nhét |én dén 60 mg loperamide hydrochloride cho nhirng nguei khde manh két qua
khéng c6 tac dung khdng mong mu6n dang ké nao.

Péc tinh dwoe Iwc hoc

Nhém-dwoe ly: Thude e ché nhu dng rudt.

M&aATC: AO7DAO3.

Loperamide lam tri ho&n nhu dgng rudt thﬁng qua tac dong tryec ti€p trén cac dau mut
day than kinh va/hodc céc hach trong vach cha thanh rudt. Thudc tac ddong bang cach
can tré co ché cholinergic va noncholinergic lién quan dén phan xa nhu'dong, lam giam
hoat déng ctla cac co vong va co doc & thanh rudt. Tuy nhién, mdt s6 théng tin cho rang
thude c6 thé tac dong, gidng nhw diphenoxylat va morphin, béng cachlam tang sv co

. b6p ctia hé théng cor vong & rudt, vi vay lam g|a téng su phﬁn doan va Iémrcham nhu

15.

16.
17.
17.1
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17.3.

18.

dong day46Girudt. - W

Loperamide kéo dai théi gian ltu théng cac chét qua rudt va do do lam glém thé tich
phan, lam tang do nhat va ty trong khoi clla phan, gidm bét sy mat dich va chét dién
gidi. La thudc chéng tiéu chay, loperamide dwgc ghi nhan la thudc dac hiéu hon, tac
dong dai hon va co6 hiéu lic manh hon 2 - 3 lan dura trén can nang so véi diphenoxylat.
Chua ghi-nhan cé s .dung nap déi-véi tdc ddng chdng tiéu chéy cha loperamnde

Pac tinh dwoc dong hoc

Khoang 40% liéu dung cutia loperamide duoc hap thu qua dubrng tiéu héa chiu sy
chuyén héa lan dau & gan va bai tiét ra phan theo duwdrng mat dwréi-dang lién hop khong
cé hoat tinh; sy bai tiét qua nuéc ti€u khong dang ké: Mot Igng nhé thuée nguyén ven

+vao:hé tuan hoan. Thei gian ban thai dwoc ghi nhan khoang 10 glCr

Quy cach déng g6i 2

Vi 10 vién. Hop 5 vi. roisiosl BRS
Piéu kién bao quan, han dung, tiéu chuén chét lwgng caa thuﬁc BN
Piéu kién bao quan

Bao quan trong bao bi kin, noi khd. Nhiét dd khdng qua 30°C.

Han dung

60 thang ké tir ngay san xuat.

Tiéu chuén chat lwong

TCCS.

Tén, dia chi cia co s& san xuét thudc
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