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Kiém soat triéu chung tiéu chay 

THANH PHAN 

Hogt chat trong m6i vien 
Loperamid hydroclorid, 2mg 

Dang bao ché: vien nén phan tan trong miéng. 
Chi djnh, each ding, chéng chi dinh va cdc théng tin khde: 
xem trong ta hurdng dan str dung thudc kém theo. 
Thude kh6ng ké don. 
Thong bao ngay cho bade si hoe duge si nhtng phan Ung 
06 hai gp phai khi str dyng thudc. 

LSX: 

HD: 

| PHAN 

Ra nhanh n; én tuoi 

Kiém soat triéu chung tiéu chay 

Luu ¥ 
DE XA TAM TAY TRE EM 
DOC KY HUONG DAN SU'DUNG TRUOC KHI DUNG 
Bao quan: noi khé, tranh anh sang, didi 30°C. 
Tiéu chuan: TCCS, 
San xuat tai: 

CONG TY CO PHAN DUOC PHAM THANH PHAT 
Lé ON1-6, khu céng nghiép Phu Nghia, xa Phi 

Pen Nghia, huyén Chuong Mj, thanh phé Ha N6i. 
‘SOT: 0243,200.9142. 

| ocabis 

ma vach 

20240816
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g miéng 

THANH PHAN 
‘Hoat chat trong mél vién 
Loperarnid hydride omens 
Dong bio ehét vién nén phan tin trong miéng. 
‘Bio quan: not kh6, trénh Snh séng. dui 30°C. 
‘Tidu chudin: TCCS, 
SDK: 

umy 
Chi inh, cach disng, chéing chi dinh va ede. 
‘théng tin khdcr xem trong tt hung dan sir 

CcONG TY'66 PHAN DUC PHAM THANH PHAT| 
LO CNT-6, khu cdg nghiép Phi Nobia, x8 Pho 

"hia, hayn Chong Wt ps HA NL 
(0243.200.9142 

NSK: 
HD 

Locabis 
Dosage form: oredispersible 
Storage: at a dry place, protect from light. 
below a0"c, 
‘Spoeifications: in-house. 

jotes: 
indications, usage, contraindcatians 
‘and other information: see the enclosed 
instruction for use: 
Keep aut of teach of children 
mend the Instruction carefully before 

Manufactured by: 

‘THANH PHAT PHARMACEUTICAL JSC 
Lot CN1-6, Phu Nghia Industrial 

Zone, Phu Nghia Commune, 
‘Chuong My District, Henol. 

02432009142 

20240816 
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HUONG DAN SU DUNG 

LOCABIS 

mén phan tan trong miéng Loperamid hydroclorid 2 mg) 

Doc kf hwong din siv dung trwdc khi ding 

THANH PHAN CONG THUC: 
Méi vién chia: 

Thanh phan duge chat: Loperamid hydroclorid 2 mg 

Thanh phan té dugc: Manitol, sucralose, natri starch glycolat, huong tutti fruti, magnesi stearat, 

silic dioxyd dang keo khan, celulose vi tinh thé PH 102. 

DANG BAO CHE: Vién nén phan tan trong miéng. 

M6 ta: Vién nén hinh try, mau tring, hai mat nhan, thanh va canh vién lanh Jan. 

CHi DINH 

- Diéu tri triéu ching tiéu chay cap va man tinh. 

- G nhiing bénh nhan da cat hdi trang, thuéc nay c6 thé duge sit dung dé gidm sé luong phan, 

thé tich phan cfing nhu diéu chinh mt d6 cha phan. 

LIEU DUNG, CACH DUNG 
Liéu ding 

Ngwoi lon 

Tiéu chay cdp tinh: Khdi dau 2 vién, tiép theo 1a 1 vién sau m6i 1an di tiéu phan long tiép theo. 

Thoi gian diéu tri: 2 ngay. 

Bénh nhdn tiéu chay man tinh va cat hdi trang: Khoi dau 2 vién. Nén diéu chinh cdc lidu tiép 

theo cho dén khi di tigu phan ran 1 dén 2 14n mdi ngay (thudng dat duge voi liéu tir 1 dén 6 

vién méi ngay). Khong vuot qua lidu hang ngay 1a 8 vién. 

Tré em 

Tré em trén 6 tudi va thanh thiéu nién 

Tiéu chay cdp: Khoi du 1 vién, tiép theo 1a 1 vién sau m6i lan di tiéu long. 

Thoi gian diéu tri: 2 ngay. 

Bénh nhdn tiéu chay man tinh va cdt héi trang: Khoi dau 1 vién. Cac liéu tiép theo nén duge 

diéu chinh cho dén khi di tigu phan ran 1 dén 2 lan m6i ngay (thudng dat duge véi liéu duy tri 

tir 1 vién dén 6 vién mdi ngay). 

Liéu ti da hang ngay 6 thanh thiéu nién va tré em trén 6 tudi duoc xdc dinh dua trén trong 

luong co thé (6 mg loperamid hydroclorid/20 kg trong lugng co thé). Khéng vuot qua liéu hang 

ngay 1a 8 vién.
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Trong lung co thé cia tré Liéu téi da loperamid hydroclorid méi ngay 

14 dén <20 kg Khéng qua 2 vién 

20dén<27 kg Khéng qua 3 vién 

27 dén <34 kg Khong qua 4 vién 

34 dén <40 kg Khéng qua 5 vién 

40 dén <47 kg Khong qua 6 vién 

47 dén <54 kg Khong qua 7 vién 

> 54kg Khong qua 8 vién 
= Tiere. T 

Tré em dw6i 6 tudi 

Khong nén sir dung thuéc cho tré dudi 6 tudi. 

Déi twgng dic biét 

Neuodi cao tudi: Khong can diéu chinh liéu & bénh nhan cao tuéi. 

Suy thin: Khéng can diéu chinh liéu 6 bénh nhén suy than. 

Suy gan: Mac di khéng cé dé ligu duge dong hoc 6 bénh nhan suy gan, nén than trong khi sir 

dung thudc & nhiing bénh nhén nay do chuyén héa lan dau qua gan giam. 

Cach ding i A01 
Dat vién thudc trén IwGi, vién sé 14 nhanh nhd nude bot, sau dé nudt. Khéng can udng cling = 
chat long. font 

Néu tiéu chay kéo dai sau hai ngay diéu tri, bénh nhan nén tham khao ¥ kién bac si, Néu can omy 
thiét, cn cé chin dodn chinh xdc hon dé didu tri. oa 

Sue 
CHONG CHi DINH 

- Qua man véi hoat chat hoac bat ky ta dugc nao ctia thudc. 

- Tré em dudi 6 tudi. 
- Chéng chi dinh 6 cdc trudng hop can tranh wc ché nhu dong rudt do cé nguy co dé lai cdc di 

ching bao gdm tic rudt, phinh dai trang va phinh dai trang nhiém dc. Nén nging str dung 
thuéc ngay lap tire néu xay ra tao bén, chuéng bung hod tac ruét. 

- Ly cp tinh, d&c trung béi tigu chay kém theo sét cao va/hoac di ngoai ra mau. 

- Tiéu chay xay ra trong hodc sau khi sir dung khang sinh (viém dai trang gia mac lién quan 

dén str dung khang sinh) 

- Viém rudt do vi khuan do cdc tac nhan x4m nhap vao thanh rudt (vi du Salmonella, Shigella 

va Campylobacter) 

- Dot cdp cia viém loét dai trang 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Didu tri tiéu chay bang loperamid hydroclorid chi 1a diéu tri triéu ching. 

Khi cé thé xde dinh duge nguyén nhan co ban, can diéu tri nguyén nhan néu cé thé. 

Néu cé sét hoe c6 mau trong phan, nén ngung sir dung loperamid hydroclorid cho dén khi x4c 

dinh dugc mam bénh gay bénh.
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Tiéu chay c6 thé gay mat nude va chat dién gidi dang ké. Vi vay, bién phdp diéu tri chinh duge 

ap dung trong trudng hop tiéu chay 1a bu nude va chat dién giai. Diéu nay dac biét quan trong 

6 tré em va ngudi gia. 

Trong trudéng hop tiéu chay cap, néu khéng thay cai thién lam sang trong vong 48 gid, nén 

ngimg str dung loperamid hydroclorid va bénh nhan nén tham khao y kién bac si. 

Bénh nhan AIDS dang diéu tri tiéu chay bang loperamid hydroclorid nén nging diéu tri khi cé 

dau hiéu chudéng bung dau tién. Cac trudng hgp tao bén riéng 1é lién quan dén viéc tang nguy 

co phinh dai trang nhiém d6éc da duoc bdo cdo 6 nhting bénh nhaén AIDS duge diéu tri bang 

loperamid hydroclorid sau viém dai trang nhiém khuan gay ra boi cd mam bénh virus va vi 

khudn. 

Mac du dé liu duoc déng hoc khong cd san 6 bénh nhan suy gan, nén than trong khi sir dung 

loperamid hydroclorid 6 nhting bénh nhan nay do chuyén héa lan dau qua gan gidm. Bénh nhan 

réi loan chitc nang gan nén than trong khi sir dung loperamid hydroclorid va duge theo déi chat 

ché cdc d4u hiéu nhiém dc than kinh trung uong. 

Céc anh hudng vé tim, bao gdm kéo dai khoang QT va mé rng phite b6 QRS, cting nhu xoan 

dinh, di duge bao cdo lién quan dén qua liéu. Mot sé trudng hop nay da din dén tir vong (xem 

phan Qud liéu va cach xit tri). Qua lidu cé thé tiét 16 hoi ching Brugada da tin tai ti trude. 
Bénh nhan khong nén vuot qua liéu khuyén cdo va/hodc thoi gian diéu tri. 

Canh bdo taé duge: 

Manitol 6 thé gay ra nhuan trang nhe. 

Thudc nay chia ft hon 1 mmo! natri (23 mg) mdi vién, vé co ban duge xem nhu “khong chira 

natri”, 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Phu nit cé thai 

Kinh nghiém diéu tri thu duge tir khoang 800 phu nit mang thai cho dén nay van chua phat 

hién bat ky ddu hiéu r6 rang nao vé kha nang gay quai thai cia loperamid hydroclorid, Cac 

nghién ctru trén déng vat khéng cho thay bat ky déc tinh nao déi voi kha nang sinh san. 

Khéng khuyén cao sir dung thuéc nay trong thdi ky mang thai. Do dé, phy nit mang thai nén 

tham khao ¥ kién bac si dé duoc diéu tri phu hop. 

Phu nt cho con bi 

Loperamid hydroclorid duge bai tiét v6i lugng nhé vao stta me. Do do, khéng khuyén cdo str 

dung thuéc trong thdi ky cho con bi. Do dé, phy nit dang cho con bu nén tham khao y kién 

bac si dé dugc diéu tri phi hgp. 

Kha nang sinh sén 

Chua phat hién ra bat ky tac dong nao cé lién quan dén déc tinh trong cdc nghién ctu vé kha 

nang sinh san & déng vat str dung liéu lugng khéng gay déc cho me. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Mét méi, chong mt hoc budn ngu cd thé xudt hién trong qua trinh diéu tri bang loperamid 

hydroclorid. Vi vay, than trong khi lai xe hodc van hanh may moc. 

TUONG TAC, TUONG KY CUA THUOC 

ft Tuong tac thuée: 

Dit liéu phi lam sang cho thay loperamid 14 co chat P-glycoprotein. Ding déng thoi loperamid 

(liéu don 16 mg) va quinidin hodc ritonavir (ca hai déu 1a thudéc tre ché P-glycoprotein) lam 

ting ndng 46 loperamid trong huyét tuong lén gép 2 dén 3 lan. 

Dung dong thdi loperamid (liéu duy nhat 4 mg) va itraconazol (mét chat tre ché CYP3A4 va 

P-glycoprotein) lam tang ndng d6 loperamid trong huyét tuong lén gap 3 dén 4 lan. Trong cing 

mot nghién ciru, gemfibrozil, mot chat tre ché CYP2C8 lam ting gdp ddi néng dd loperamid. 

Su két hop gitta itraconazol va gemfibrozil lam ting néng dé dinh trong huyét tuong cua 

loperamid 1én gdp 4 lan va téng long thuéc trong huyét tuong 1én gap 13 lan. Nhiing sw gia 

ting nay khdng lién quan dén cdc tac déng lén hé than kinh trung wong (CNS), duge do bang 

cdc xét nghiém tam than van déng. 

Ding déng thdi loperamid (liéu don 16 mg) va ketoconazol (chat tte ché CYP3A4 va P- 

glycoprotein) lam tang néng dé loperamid trong huyét twong lén gdp 5 1an. 

Diéu tri ding thoi voi desmopressin dudng udng 1am tang ndng dé desmopressin trong huyét 

tuong lén gap 3 1an, c6 thé 1a do gidm nhu déng dudng tiéu héa. 

Cac thuéc c6 dac tinh duge ly trong duong duge cho 1a sé ting cudng tac dung cia loperamid 

va cdc thuéc lam ting téc dé van chuyén qua dwong tiéu héa duge cho 1a sé lam gidm tac dung 

ctia loperamid. 

Twong ky thuéc: 

Do khéng cé cde nghién ctru vé tinh tong ky cia thudc, khéng trdn Ian thudc nay véi cdc 

thudc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 

Tac dung khéng mong muén dui day duge phan loai theo tin suat gap voi quy uée nhu sau: 

RAt phd bién (= 1/10), phd bién ( 1/100 dén < 1/10), it gap (> 1/1000 dén < 1/100), hiém gap 

(= 1/10 000 dén < 1/1000), rat hiém gap (< 1/10 000) va khong 16 tan suat (khong thé uéc tinh 

duoc tir nhting dit ligu cé sin). 

Bang dudi day trinh bay cdc tac dung khéng mong muén duge bdo cdo trong cdc thir nghiém 

lam sang hoac sau khi dua ra thi truong.
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nhiém déc va ban dé da dang) 

Pht mach *, may day *, ngtra * 

Tac dung khéng mong muén Chi dinh 

cna Tiéu chay cap 

Tiéu chay c4p Anes chy va man tinh sau 

(n=2755) ago | 1d aera tht 
(n=312) ; 

truong 

Réi loan hé mién dich 

Phan img qua man 2, phan tng phan vé 

(bao gdm ca séc phan vé)* | Hiém 

Phan ting dang phan vé * 

Réi loan hé than kinh 

Dau dau Phé bién ft gap Pho bién 

Chéng mat ft gap Pho bién Phé bién 

Buon ngu ? It gap 

Mat y thire * 

Chodng vang *, thay déi ¥ thie ®, tang Hiém 

truong lye co *, r6i loan phéi hop * 

Réi loan mat 

Déng tir nhd hodc co lai # Hiém 

Réi Joan tiéu héa 

Téo bén, buén non, day hoi Pho bién Phé bién Pho bién 

Dau bung va kho chiu, khé miéng it gap it gap “Tt gap 

Dau bung trén, non mwa it gap it gap 

Khé tiéu ft gap it gap 

Tac rudt * (bao gdm tac rudt liét) 

Dai trang to * (bao gdm ca phinh dai a 

trang nhiém déc °) Sipe 

Dau ludi 

Chuong bung Hiém Hiém 

. p Khong 16 tan 
Viém tuy cap L 

suat 

MRéi loan da va mé dwéi da 

Phat ban it gap It gap 

Phat ban bong nude * (bao gdm hdi | 

chitng Stevens-Johnson, hoai tir biéu bi - 
Hiem 

Réi loan thin va dung tiét niu 
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gta +k 
Bi tiéu * Hiém 

Réi loan chung va tai ché sir dung 

Mét mdi * Hiém 

*Viéc dua thuat ngtr nay vao dua trén cac bao cao sau khi dua thudc ra thi trrong. Do qua trinh 

xdc dinh tac dung khéng mong mudn sau khi dua thuéc ra thi trang khong phan biét gitta chi 

dinh man tinh va cap tinh hodc gitta ngudi Ién va tré em nén tan sudt duoc wéc tinh dia trén 

tAt ca cdc thir nghiém 14m sang vé loperamid hydroclorid (chi dinh cAp tinh va man tinh), bao 

gdm cdc thir nghiém lam sang 6 tré em < 12 tudi (n = 3683). 

> Xem phan “Canh bao va than trong khi ding thuéc” 

Trong trudng hgp tac dung khéng mong mu6n duge quan sat thay trong cdc nghién ctu 1am 

sang ma khéng dé cp dén dit liéu vé tan suat, tac dung khong mong mudn do khéng duge quan 

sat thay hoc khéng duge coi 1a tac dung phu ctia chi dinh nay. 

Tré em 

Tinh an toan cia loperamid hydroclorid da duge danh gia trén 607 bénh nhan tir 10 ngay tudi 

dén 13 tudi, nhting ngudi tham gia vao 13 thir nghiém ldm sang c6 déi ching va khong déi 

ching nham danh gid loperamid hydroclorid trong diéu tri tigu chay cdp. Nhin chung, hd so 

ADR duge quan sat thay & nhém bénh nhan nay tuong duong véi hd so duge thay trong cdc 

thir nghiém lam sang danh gid loperamid hydroclorid & ngudi Ién va tré em tt 12 tudi tré én. 

. Tac dung khéng mong Chi dinh: tiéu chay cap 
Hé co quan , 

muon (n=607) 

Budén ngtt ‘it gap 

Réi loan hé than kinh Nhire dau it gap 

Chong mat it gap 

Nén Phé bién 
Buon nén it 9% 

Réi loan tiéu héa : st 
Dau bung It gap 

Tao bén It gap 

Roi loan da va mé duéida | Phat ban ft gap 

Luu y: Mot ty 1é 16n cdc tac dung khéng mong mudn duge bdo cdo trong cdc tht nghiém lam 

sang va sau khi bat dau diéu tri bang loperamid hydroclorid bao gdm cdc trigu ching tiéu chay 

tiém An (dau va khé chiu 6 bung, budn nén, nén, budn ngi, mét mdi, chéng mit, tao bén vA 

day hoi), Nhitng trigu ching nay thudng kho phan biét véi tac dung khong mong muén cua 

thudc. 

Ngay sau khi ding udng, c6 thé cam gidc néng rat hoc cham chich tam thoi 6 luGi. 

Thong bdo ngay cho bac sf hodc duge si khi gp cdc tac dung khong mong muon nhw trén 

khi ste dung thuéc hogc bdo edo céc phan tng cé hai cia thudc vé Ti rung tim Thong tin 

thudc va Theo déi phan trng cé hai ctta thudc (ADR) Quoc Gia.



https: //trungtamthuoc.com/ 

QUA LIEU VA CACH XU TRI 
Triéu ching qua liéu: 

Trong trudng hop qua liéu (bao gdm ca qua lidu thir phat do suy gan), cé thé xay ra tre ché hé 

than kinh trung wong (chodng vang, suy giam kha nang phéi hop, budn ngi, co ding tir, tang 

truong lye co va ue ché hé hap), tao bon, tic rudt va bi tiéu. Tré em cé thé nhay cam hon ngudi 

lon véi cdc tac déng 1én hé than kinh trung vong vi hang rao mau ndo chwa hoat déng day da 

& nhém déi tugng nay. 

Da ghi nhan cdc bién cé vé tim mach, chang han nhw kéo dai khoang QT va phic b6 QRS mé 

réng, xoan dinh, r6i loan nhip that nghiém trong khdc, nging tim va ngat 6 nhfing ngudi ding 

qua liéu loperamid hydroclorid. Mét sé trudng hop tir vong cting da dugc bdo cdo. Qua liéu cé 

thé tiét 16 hdi ching Brugada da ton tai ttr truéc. 

Cach xiv tri: 

Trong trudng hop qua liéu, can theo doi dién tam dé dé phat hién bat ky su kéo dai khoang QT 

nao. 

Néu quan sat thay cdc trigu chimg than kinh trung wong sau khi ding qué liéu, cé thé dung 

nalaxon (thudc déi khang opioid) nhu thuéc gidi déc. Vi thoi gian tac dung ctia loperamid dai 

hon naloxon (1 dén 3 gid), nén cé thé cdn phai ding naloxon nhiéu lan. 

Vi vay, bénh nhan can duge theo déi chat ché it nhat 48 gid dé phat hién kha nang tre ché than 

kinh trung uong (tai phat). 

G tré em, liéu naloxon 1a 0,01 mg/kg, véi tong liéu téi da 1a 10 mg. 

DUOC LUC HOC 

Ma ATC: : AO7DA03 

Nhoém duge ly: Thudc diéu tri tiéu chay 

QUY CACH DONG GOI 
H6p 3 vi x 10 vién. 

H6p 10 vix 10 vién. 

DIEU KIEN BAO QUAN: Noi khé, tranh anh sang, dudi 30°C. 

HAN DUNG; 24 thang ké tir ngay san xuat. 

TILU CHUAN CHAT LUQNG: TCCS. 

San xuit tai: 

CONG TY CO PHAN DUQC PHAM THANH PHAT 
Lé CN1-6, khu céng nghiép Phu Nghia, x4 Phi Nghia, huyén Chuong Mf, thanh phé Ha Ndi. 

Sé dién thoai: 0243.200.9142 

ie
 
d
y


