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CONG THUC

MBivion chiza 2 mg Loperamide Hydrochloride  Khdng dugc diing cho trd em dudl 24

ot théng; bdnh nhin b] vidm lodt dal tréing clp

Unh hay vidm ;,I rdng gid mac. Khéng

. ding LORMIDE trong difu tr| khitl ddu
I.OFIM:[OEUGH'Irf Urigu ehidng Udu chiy cfp banh s -
5 7 A y € XA TAM TAY TRE EM
N |
LIEU LUGNG VA CACH DUNG . e o
Ngued idn wd iré em trén 8 tudl BAC QUAN NOI KHO RAQ

(Tidu chiy clip & min tinh). Ddng duang udng NHIET DO KHONG QUA 30C

LLidu khdi adu: 2 viin nang

Sau dd: 1 vidn nang sau m&i in di teu ;

T& da: B vidn nang / ngdy San xult gl Sw

Trd om: CONG TY TNHH UNITED PHARMA VIET NAM

1 vidn nang sau m& Idn di tdu IS0 9001:2008, WHO-GMP, GLP, GSP

T6i do; 3 vidn nang / 20 kg thé lrang /ngdy £p 2, Binh Chanh, TP, H Chi Minh, Vit Nam
®pang ki nhin hidu: United Laboratories, Inc,

SBK Reg.

CHONG CHI B|NH :
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LORMIDE®

Loperamide Hydrochloride 2 mg
Capsule
FOR SYMPTOMATIC CONTROL OF DIARRHEA
COMPOSITION
Each capsule contains:
Loperamide Hydrochloride 2mg
Excipients: Laclose Monchydrate, Starch, Talc, Magnesium Stearate

PROPERTIES

Pharmacodynamics

Loperamide binds to the opiate receptor in the gut wall. Consequently, it inhibits the release of acetylcholine
and prostaglandins, thereby reducing propulsive peristalsis, increasing intestinal transit time. Loperamide
increases the tone of the anal sphincter, thereby reducing incontinence and urgency.

Due fo its high affinity for the gut wall and its high first-pass metabolism, LORMIDE® hardly reaches the
systemic circulation.

Pharmacokinetics

Loperamide is easily absorbed from the gut, but it is extensively metabolized by the liver, where it is
conjugated and excreted via the bile.

The half-life of LORMIDE® in man is 10.8 hours with a range of 9-14 hours. Excretion mainly occurs through
the faeces.

INDICATIONS
LORMIDE® is indicated for the symptomatic control of acute and chronic diarrhea. In patients with an
ileostomy, it can be used to reduce the number and volume of stools and to harden their consistency.

DOSAGE AND INSTRUCTION FOR USE S, <L
Adults and children over 6 years of age (acute and chronic diarrhea). For oral use _ ey
Adults: . 3
Initial dose: 2 capsules e

Followed by 1 capsule after every subsequent loose stool
Maximum dose: 8 capsules daily.

Children: 3 .
1 capsule after every subsequent loose stool .
Maximum dose: 3 capsules/ 20 kg per day. !

CONTRAINDICATIONS .
LORMIDE® is not recommended in infants below 24 months of age. Since treatment of diarrhea with
LORMIDE®is only symptomatic, diarrhea should be treated causally, whenever causal treatment is available.
LORMIDE® should not be used as the primary therapy in acute dysentery which is characterized by blood in
stools and high fever.

LORMIDE® must not be used in patients with acute ulcerative colitis or pseudomembrancus colitis
associated with broad-spectrum antibiotics. In general, LORMIDE® should not be used when inhibition of
peristaisis is to be avoided and must be discontinued promptly when constipation, abdominal distension or
subileus develop.

-

WARNINGS AND PRECAUTIONS e
In patients with diarrhea, especially in infants, fluid and electrolyte depletion may occur. In such cases;
administration of appropriate fluid and electrolyte replacement therapy is the most important measure. =,

In acute diarrhea, if clinical improvement is not observed within 48 hours, the administration of LORMIDE®
should be discontinued and patients should be advised to consult their physician.

Patients with hepatic dysfunction should be monitored closely for signs of CNS toxicity because of the high
first-pass metabolism.

Pregnancy and Lactation

Although there are no indications that LORMIDE® possesses teratogenic or embryotoxic properties, the
anticipated therapeutic benefits should be weighed against potential hazards before LORMIDE® is given
during pregnancy, especially during the first trimester. There is little information on the excretion of
LORMIDE® in human milk, but as small amounts of the drug were detectable in the milk of a nursing mother,
the use of LORMIDE® is not recommended in breast-feeding subjects.

Effects on driving ability and use of machinery
LORMIDE® does not affect your alertness, but if tiredness, dizziness or drowsiness is present, it is preferable
not to drive a car or operate machinery.

SIDE-EFFECTS

In no case in which the dose recommendations and contraindications were respected have any major
adverse reactions been observed, even after prolonged administration.

The following adverse reactions have been reported:

- Hypersensitivity reactions (e.g. skin rash);

- Constipation and-or abdominal distension, in very rare cases associated with ileus, particularly in
cases in which the prescribing information had not been respected (see dosage, duration of
treatment, contraindications);

Several complaints that are usually difficult to distinguish from symptoms associated with the diarrheal
syndrome, namely:

= abdominal pain or discomfort,

- nausea and vomiting,

= tiredness,

- drowsiness or dizziness,

- dry mouth.

Please inform your doctor of all undesirable effects upon drug administration.

OVERDOSE AND TREATMENT 3

Symptoms: In case of overdosage (including relative overdosage due to hepatic dysfunction), central
nervous system depression (stupor, coordination abnormality, somnolence, miosis, muscular hypertonia,
respiratory depression) and ileus may occur. Children may be more sensitive to CNS effects than adults.
Treatment: If symptoms of overdosage occur, naloxone can be given as an antidote. Since the duration of
action of LORMIDE® is longer than that of naloxone (1 to 3 hours), repeated treatment with naloxone may be
indicated. Therefore, the patient should be monitored closely for at least 48 hours in order to detect possible
CNS depression. 2

INTERACTIONS : =
Except for drugs with similar.pharmacological properties, no drug interactions have been reported.

PRESENTATION
Box of 25 strips x 4 capsules, catch cover of 4 capsules.

STORAGE :
In a dry place at temperatures not exceeding 30°C.

SHELF-LIFE
48 months from manufacturing date.

KEEP OUT OF REACH OF CHILDREN
READ THE PAGKAGE INSERT CAREFULLY BEFORE USE
FOR MORE INFORMATION, PLEASE ASK FOR DOCTOR'S ADVICE

Manufactured by UNITED PHARMA VIETNAM, INC.
I1ISO 9001:2008, WHO-GMP, GLP, GSP
Commune 2, Binh Chanh, HCMC, Vietnam
Tel: 08-38100800
®Registered trademark of United Laboratories, Inc.

INVIE0BS0000FLO1
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LORMIDE®

Loperamide Hydrochloride 2 mg
= Vién nang
GIAI PHAP KIEM SOAT TRIEU CHUNG TIEU CHAY

THANH PHAN
M&i vién chua:
Loperamide Hydrochloride
Ta dugc: Lactose Monohydrate, Tinh bdt, Talc, Magnesium Stearate.

PAC TiNH

Dugc ly hoc

Loperamide gin vao thy thé opiate & thanh rudt. Do dé, thude ngdn chan sy phéng thich acetylcholine va
prostaglandin, 1am gidm cédc nhu ddng ddy tdi clia rudt va 1am tang thdi gian Iuu cda nudc va cac chit dién
gidi trong rudt. Loperamide Iam ting trudng lyc co thdt hau mén, vi vay 1Am gidm sy g&p gdp va khéng kiém
ché& dugc khi tiéu chay.

Do c6 &i lyc cao vdi thanh rudt va bj chuyén héa qua gan 1&n ddu manh, LORMIDE® khé di vao hé théng
tudn hoan trong cd thé.

Dugc déng h

Loperamide dé dang hap thu qua rudt, nhung phén 16n chuyén héa bdi gan, tai gan thugc tham gia liéri hgp
va bai tiét qua mat. Thdi gian ban hly clia thuSc & ngudi 14 10,8 gid vdi thay ddi trong khoadng ti 9-14 gid.
Thudc dugc thai trlf chl y&u qua phan. :

CHI BINH

LORMIDE® didu tg’ triéu chiing tiéu chay cdp tinh va man tinh. B&i vdi bénh nhan c6 thii thuat md théng héi-

trang, thudc cé thé dugc dung dé gidm s& 1an va lugng phan thai ra, déng thdi lam cing phan.

LIEU LUGNG VA CACH SU DUNG

Ngudi I6n va tré em trén 6 tudi (tiéu chay cdp va man tinh). Diing dudng udng.
Ngudi lén:

Liéu khdi ddu: 2 vién nang.

Sau dé: 1 vién nang sau mdi l4n di tiéu.

T&i da: 8 vién nang/ ngay.

Tré em:

1 vién nang sau mdi I&n di tiéu.

Té&i da: 3 vién nang/ 20 kg thé trong/ ngy.

CHONG CHI DINH :
LORMIDE® khéng duge ding cho tré em dudi 24 thang. T4c dung diéu trj clia LORMIDE® chl 12 diéu tr triéu
chiing, do d6 cén phai diéu trj nguyén nhan clia bénh tiéu chay khi cé thé. Khéng ding LORMIDE® trong
diéu tri khdi ddu bénh ly CE%D tinh. Bénh ndy c tridu chiing dic trung 1a cé mau trong phan va sét cao.
Khéng sif dung LORMIDE™ cho bé&nh nhan bj viém loét dai trang cdp tinh hodc viém dai trang gid mac do
st dung khéng sinh c6 ph8 khang khuin réng. Néi chung, khéng diing LORMIDE® khi cén tranh tc ché nhu
dong rudt va phai ngung thudc ngay khi bj tdo bén, céing byung.

LUU Y VA THAN TRQNG ;

D3i vdi cdc bénh nhan bj tieu chay, dic biét 12 & tré em, sy mat nudc va ch4t dién gidi c6 thé xay ra. Trong
truéing hgp nay, liéu phap quan trong nhét 1 phai bl nudc va chét dién giai.

Trong trudng hgp tiéu chay cép tinh, néu céc triéu chitng Iam sang khéng cai thién trong 48 giés, phai ngung
sif dung LORMIDE® ngay va hdi y kién bac si.

Céc bé&nh nhan réi loan chic n&ng gan phai dugc theo dai cdn than khi diing thudc nay dd ngifa céc diu
hiéu déc tinh d8i vdi hé thén kinh trung udng do thudc dugc chuyén héa qua gan 1an ddu manh.

Diing thudc trong thdi ky mang thai va cho con bu

Mac dii khéng c6 b&ng ching nao cho thdy Lo§|M|DE° gay quai thai hay nhiém ddc thai, cin can nhic gida
Igi [ch didu trj va nguy cd tiém tang trude khi sif dung thudc nay cho phy nil mang thai, dac biét la trong ba
thdng dAu clia thai ky. Cé mét s& théng tin cho réng LORMIDE® bai tiét qua sia véi mét Iugng rét nhd, do
d6 khang nén sif dung thudc nay trong thdi gian cho con bd.

Téc déng cdia thudc a6l véi kha naing dléu khién céc phuang tién giao théng va sit dung mdy méc
LORMIDE® khéng &nh huding dén sy nhanh nhen clia ngudi sif dung nhung néu bj mét mai, chéng mat,
buén ngli,cdc bénh nhan khéng nén [4i xe hay diéu khién cdc phudng tién mdy méc.

TAC DUNG PHY
Khéng cé tru‘dng hdp ndo cé tac dyng phy trdm trong khi ton trong liéu dé nghj va chéng chl dinh, ngay ca
khi st dung thubc trong thdi gian dai. Cdc phan dng phy sau day cé thé xay ra:
- Phan ung nhay cdm (ndi man & d:).
Tdo bén, va/ hodc cang byng, rat hi€ém khi xay ra tac rudt, ngay ca khi khéng luu y dén céc
huéng dan trong toa (xem liéu dlng, thdi gian diéu tri, chdng chl djnh).
M&t vai than phién thudng rdt khé phan biét véi cdc triéu chiing di kém vdi tiéu chay, ¢é thé ké ra nhu sau:
- Bay bung hodc khé chiju,
- Budn ndn va ndn mifa,
- Métmadi,
- Chéng mat hay budn ngd,
- Khé miéng.
Xin théng béo cho béc sinhing tdc dung khdng mong mudn gap phai khi ding thudc.

QUA LIEU VA CACH XU TRI

Trigu chiing: Trong trudng hgp qué liéu (ké ca qua liéu tudng di do rdi loan chidc ndng gan), diu hiéu Uc
ché hé thén kinh trung udng (sling s, bat thudng diéu phéi van déng, Id md, co déng td, tang truong lyc cd,
suy hd hap), va tic rudt c6 thé xay ra. Tré em c6 thé nhay cdm vdi céc tdc dong trén hé thdn kinh trung
udng hdn ngudi Idn.

Biéu trj: Néu cdc triéu chiing qud liéu xay ra, cé thé ding naloxone dé gidi ddc. Do thdi gian tac dung clia
LORMIDE® dai hon clia naloxone (1- 3 gid) nén cé thé ding Iap lai naloxone. V1 vay bénh nhan nén dugc
theo dbi sét [t nhat 14 48 gids d& phat hién cac d&u hiéu dUc ché hé than kinh trung uong cé thé xay ra.

TUONG TAC THUSC
Ngoai trif cdc thudc cé dic tinh dugc hoc tuang ty, khdng cé sy tudng téc ndo xay ra d&i véi LORMIDE®.

TRINH BAY
Hop 25 vl x 4 vién nang, bla kep 4 vién nang.

BE XA TAM TAY TRE EM :
0QC KY HUGNG-DAN SU DUNG TRUGC KHI DUNG _
NEU-CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xu#t tal CONG TY TNHH UNITED PHARMA VIET NAM
ISO 9001:2008, WHO-GMP, GLP, GSP
Ap 2, Binh Chanh, TP HCM, Vi&t Nam

PHO CUC TRUON% ky nhar? L&a'ﬁﬂgge Loai::ofaturles. Inc,

Nyayion Vi Thand




