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TG' HUONG DAN SU DUNG THUOC

1. Ten thuoc LOPRAN
2. Céc déu hi¢u luu y va khuyén cdo khi ding thudc
Doc ky hieomg dan sii dung truéce k& dung
Néu can thém thong tin, xin hoi y kién ciia bdc st hodc dugc si
Théng bdo cho bdc st nhitng tdc dung khong mong muon gap phai khi si dung thuéc
Dé thubc xa tam tay tré em
Khéng dung thuoc qua han in tren bao bi
3. Thanh phén céng thirc thubc: Mdi vién nang cimg c6 chira
Loperamide hydrochloride 2,0 mg
Ta dugc vira du 1 vién nang
(T4 duoc gdm: Collo:dal Anhydrous Silica, Lactose, Purified talc)
4. Dang bao ché: vién nang cimg
5. Chi dinh /
Dleu tri hang dau trong ia chay cap la dy phong hoic diéu tri tinh trang mét nudc va dién giai,
diéu nay dic biét quan trong (101 vai tré nho va ngm‘n cao tudi suy nhugc. Loperamid chi dugc
chi dinh dimg hang thir 2 dé diéu tri chimg ia chay cap khong c6 bién chimg & ngudi 16n hodc
lam giam thé tich chét thai sau thi thuat mé thong hdi trang hoic dai trang.
Loperamld khong c6 1 vai trd nao trong diéu tri thuong quy ia chay cap ¢ tré em va khong
dugc coi 1a mot thuoc thay thé liéu phap bl nudc va dién giai bing duong udng.
6. Céch dung, liéu dung
Ngwoi lon:
Ia chay cap: Ban dau 4 mg, sau do m01 lan di long, uéng 2 mg, t6i da 5 ngay. Liéu
thong thuong: 6 — 8 mg/ngay. Liéu t01 da: 16 mg/ngay.
fa chay man: Ubng 4 mg, sau d6 m01 lan di 16ng, uong 2mg cho téi khi cAm ia. Liéu
duy tri: Uong 4-8 mg/ngay chia thanh liéu nhé (2 14n).
Téi da: 16 mg/ngay.
Tré em: Loperamid khong dugc khuyén cdo ding cho tré em mot cach thuong quy trong ia
chay cép.
Tré em dudi 6 tu01 Khong duge khuyen cao dung
Tré tir 6-8 tu01 Uong 2mg, 2 lan moi ngay
Tré tir 8-12 tu01 Ubng 2 mg, 3 lan moi ngay
Lleu duy tri: ubng 1mg/10 kg thé trong, chi uéng sau 1 14n di ngoai
T Chong chi dinh
Min cam v¢i Loperamid.
Khi can tranh trc ché nhu dong rudt.
Khi c6 ton thuong gan.
Khi c6 viém dai trang niang, viém dai trang mang gia (c6 thé gdy dai tring to nhiém ddc)
Hoi ching ly.
Bung truéng
8. Canh bdo va thian trqng khi dung thudc
Théan trQng vai nhung ngudi bénh glam chirc nang gan hodc viém loét dai trang.
Ngumg thudc néu khong thay c6 ket qua trong 48 tieng.
Theo ddi nhu dong rudt va lugng phan, nhiét d§ co thé. Theo ddi truéng bung.
9. Sir dung cho phu nir c6 thai va cho con bu
Thoi ky mang thai: Chua c6 du cac nghién ciru trén phu nir c6 thai. Khong nén dung cho phy
nir ¢ thai
Thoi ky cho con bu: Vi Loperamid tiét ra sira rit it, co thé ding thudc cho ba me dang cho con
bl nhung chi véi liéu tha
10. Anh huéng ciia thuoc 1&én kha ning l4i xe va vin hanh may méc: Nén than trong do
thudc c6 tic dung phu mét moi, chong mit va nhirc dau.
11. Tu'oig tac, twong ky cua thuoc
- Tan déc tinh: Nhu’ng thude trc che hé than kinh trung wong, cac phenothlazm céc thube
chéng ‘trdm cam loai 3 vbng c6 thé gy tang tic dung khong mong mubn clia loperamld
Loperamid 14 mét co chét cta P- -glycoprotein, do d6 st dung dong thoi loperamid véi
quinidin, ritonavir 1a cac cht vrc che P-glycoprotein lam tdng nong d¢ loperamid 1én 2-3 lan.
Ketoconazol, Itraconazol: Cac thuoc nay c6 kha nang rc ché P- glycoprotem do d6 s€ lam
tang nong d6 cuia loperamid va chét chuyén héa khi ding cling véi cac thude nay.
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12. Téc dyng khong mong mudn cia thudc

Héu hét cac tac dung phu thudng gap 12 phan (mg & duong tiéu héa

Thuong gap ADR>1/100

Tleu héa: Tiéu bon, dau bung, budn nén, nén

It gap: 1/1000< ADR < 1/100

Toan than: Mét méi, chéng mét, nhirc dau; Tiéu hoa: Truéng bung, kh6 miéng, nén. -

Hiém gap: ADR<1/1000

Tiéu hoa: Téc rudt do liét; Da: Dj tmg.

Chu y: Cac dung phu trén hé than kinh trung wong nhu ngu gét, tram cam, hon mé, thuong
hay gap véi tré em dudi 6 thang tubi. Vi vy loperamid khong dugc ding trong diéu tri ia
chay cho tré nho.

Thong bao cho bdc si nhitng tic dung khong mong muén gdp phdi khi sir dung thubc

13. Qué lidu va cach xir tri

Tri¢u chimg: Suy hé hép va hé than kinh trung uong, co cung bung, tac bon, kich tng dudng
tiéu h6a, bon ndn va nén. Tinh trang qué liéu thuomg xay ra khi liéu ding hang ngay khoang
60 mg loperamid.

Piéu tri: Rira da day sau d6 cho ubng khoang lOOmg than hoat qua 6ng x0ng da day. Theo doi
cac déu hiéu suy glam than kinh trung uong, néu co thi cho tiém tinh mach 2mg naloxon (0,01
mg/kg cho tré em), c6 thé ding nhic lai néu can, tong liu c6 thé téi 10 mg.

14. Dic tinh dwgrc lyc hoc:

Nhém dugc 1y: Thudc chdng tiéu chay

Ma ATC: AO7DA03

Loperamld 13 mét thude ia chay dugc dung dé chira tridu chimg cac truong hop 1a tiéu chay
cap khong rd nguyén nhén va mot so tinh trang ia chay man tinh. Co ché tae dung cua thude
la do gan két V@i cac thy thé opiat tai thanh rubt, 1am giam tinh kich img niém mac va kich
thich géy co thit 6 ong tiéu hoa. Py 1a mét dang opiat tong hgp ma & liéu binh thuong ¢6 rét it
tac dung 1én hé than kinh trung wong. Loperamld lam giam nhu dong rudt, giam tiét dich
dub‘ng tiéu hoa va ting truong luc co that hau mon. Thudc con c6 tac dung kéo dai thodi gian
van chuyen qua rudt, tang vén chuyen dich va chit dién gidi qua niém mac rudt, do d6 lam
giam sy mat nude va dién giai, giam luong phan. Tac dung c6 I& lién quan dén giam giai
phéng acetylcholin va prostaglandin

15. Dic tinh du'qc dong hqc

Hép thu: Xap xi 40% li€u uong loperamid duge hép thu qua duong ti€u hoa.

Phén bb: Nong dd cua thude trong huyét trong dat dwoc cao nhat trong khoang 5 gid sau khi
ubng thuoc lién két véi protein khoang 97%.

Chuyen hoéa: Thube duoc chuyén hoa & gan thanh dang khong hoat dong (trén 50%) va bai
tlet qua phan va nudce tiéu ca dudi dang khong dbi va chuyén hoa (30-40%). Nong do thube
tiét qua sira rét thép.

Thai trir: Sy thai trir ctia loperamxd chu yéu xay ra boi oxidative N-demethylation, thoi gian
bén thai cia thudc khoang 7-14 gid, thai trir chu yéu 1a qua phan

16. Quy cdch déng goéi: Hop 10 vi x 10 vién, Hop 1 vix 10 vién

17. Diéu kié¢n bao quan: Bao quan noi kho, mat ¢ nhiét d6 dudi 30°C, tranh anh sang

Han dung: 24 thang ké tir ngay san xuét.

Tiéu chuin chat lu’q’ng BP 2009

18. Tén, dia chi ciia co sé sin xudt
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