l] ” |r| |. Capsule 120mg

Orlistat Pellets 50% as 120mg Orlistat

QUALITATIVE AND QUANTITATIVE COMPOSITION

Each capsule contains:

Active ingredient:

Orlistat Pellets 50% as 120mg Orlistat

Inactive ingredient: Talcum powder, Empty gelatin capsule size # 1

MECHANISM OF ACTION

Orlistat is a non-systemically acting drug that works locally to inhibit

GI lipases and block or prevent the absorption of dietary fat. It binds

to lipase, preventing it from breaking down triglycerides. Triglycerides

are the major fat in food. The intact triglycerides cannot be absorbed
and are subsequently excreted in the feces. Orlistat has been shown
to prevent the absorption of about 30% of dietary fat.

PHARMACOKINETICS

Orlistat is a non-systemically acting drug that works locally. About

2% of orlistat is absorbed and this is mostly metabolized within the

gastrointestinal wall. Most of the drug is excreted unchanged in the

feces.

THERAPEUTIC INDICATIONS

ORLIFIT (Orlistat) is indicated for the long-term obesity management

including weight loss, weight maintenance together with a reduced

calorie diet and for reducing the risk of weight regain after weight

loss in patients N

with initial BMI of 30kg/m” or greater.

with initial BMI of 28kg/m” or more in the presence of other risk

factors (e.g., hypertension, diabetes, dyslipidemia).

DOSAGE & ADMINISTRATION

The usual dose of ORLIFIT (Orlistat) is 120mg three times daily,

immediately before, during or up to 1 hour after meals.

If a meal is missed or contains no fat, the dose can be omitted.

ORLIFIT (Orlistat) should be taken with a low-calorie diet containing

less than 30% of calories from fat.

ADVERSE REACTIONS

Gastrointestinal disturbances, including faecal urgency and

incontinence, flatulence, and fatty stools or discharge are the most

frequently reported adverse effects during treatment with orlistat.

They may be minimised by limiting the amount of fat in the diet.

Other reported effects are headache, anxiety, fatigue and menstrual

irregularities.

Inform doctors with side effects when using medicine

CONTRAINDICATIONS

Orlistat is contraindicated in:

- Patients with known hypersensitivity to orlistat or any of the other
components contained in the medicinal product.

- Patients with chronic malabsorption syndrome, cholestasis.

- Pregnant women and nursing mothers.

PRECAUTIONS

- Organic causes of obesity, such as hypothyroidism, should be
excluded before prescribing orlistat.

- Orlistat should be stopped after 3 months if the patient has not lost
5% of body weight and stopped at 6 months if the patient has not
lost 10% of body weight.

- The daily intake of fat should be distributed over three main meals.
If orlistat is taken with any one meal very high in fat, the possibility
of gastrointestinal effects may increase.

- Weight loss induced by orlistat accompanied by improved metabolic
control in type 2 diabetics might require reduction in the dose of
hypoglycaemic medication (e.g. sulfonylureas).

PEDIATRIC PATIENTS

The safety and efficacy of orlistat has not been studied in pediatric

patients.

PREGNANCY & LACTATION:

For orlistat no clinical data on exposed pregnancies are available.

Caution should be exercised when prescribing to pregnant women.

As it is not known whether orlistat is secreted into human milk, orlistat

is contra-indicated during breast-feeding.

DRUG INTERACTIONS

Cyclosporine

A decrease in cyclosporine plasma levels has been observed, when

orlistat was administered concomitantly. Therefore the combination

is not recommended. However, if such concomitant use is unavoidable,
to reduce the chance of drug-drug interaction cyclosporine should be
taken 2 hours after or before orlistat. In addition more frequent
monitoring of cyclosporine blood levels should be performed both

after addition of orlistat and upon discontinuation of orlistat in
cyclosporine treated patients. Cyclosporine blood levels should be
monitored until stabilised.

Fat-soluble vitamins

Decrease in the absorption of fat-soluble vitamins and beta-carotene
have been observed when co-administered with orlistat.
In order to ensure adequate nutrition, patients on a weight control
diet should be advised to have a diet rich in fruit and vegetables and
use of a multivitamin supplement could be considered. If a multivitamin
supplement is recommended, it should be taken at least two hours
after the administration of orlistat or at bedtime.

Oral Anticoagulants

When warfarin or other anticoagulants are given in combination with
orlistat, international normalized ratio (INR) values should be
monitored.

Acarbose

In the absence of pharmacokinetic interaction studies, the concomitant
administration of orlistat with acarbose should be avoided.
Oral contraceptives

Orlistat may indirectly reduce the availability of oral contraceptives
and lead to unexpected pregnancies in some individual cases. An
additional contraceptive method is recommended.

Amiodarone

In-patient receiving concomitant amiodarone treatment, reinforcement
of clinical ECG monitoring is warranted.

OVERDOSAGE:

Single doses of 800 mg orlistat and multiple doses of up to 400 mg
three times daily for 15 days have been studied in normal weight and
obese subjects without significant adverse findings. In addition, doses
of 240 mg tid have been administered to obese patients for 6 months.
The majority of orlistat overdose cases received during post-marketing
reported either no adverse events or adverse events that are similar
to those reported with recommended dose.

Should a significant overdose of orlistat occur, it is recommended
that the patient be observed for 24 hours. Based on human and animal
studies, any systemic effects attributable to the lipase-inhibiting
properties of orlistat should be rapidly reversible.

STORAGE: Store below 25°C. Protect from sunlight and moisture.
SPECIFICATION: Manufacturer

SHELF-LIFE:3 years since the manufacturing date
HOW SUPPLIED: 10 capsules / blister, 1 blister / box
WARNING

Read carefully the leaflet before use.

For further information, please contact your doctor

Keep out of reach of children.
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Vién nang [l["f r 120mg
Orlistat dang vi hat 50% twong dwong Orlistat 120mg

THANH PHAN

M3i vién nang chira:

Hoat chit: Orlistat dang vi hat 50% tuong dwong Orlistat 120mg

Ta dwoe:

Phan hoat thach, Vién nang gelatin rong - 1

COCHETACDONG

Orlistat 13 thudc téc dong khong toan than, ¢ tic dong tai chd e ché
lipase & rudt va tie ché hodc ngin can su hip thu chit béo. Gin kérveoi
lipase, ngan can phan hay nwlyaend«: Triglyceride1a chitbéo chinh
trong thtee dn. Triglycerid nguyén ven khéng hép thu va duge thai trir
qua phan, Orlistatngan eén sy hdp thu chit béo khoang 30%.
DUGCBONGHOQC

Orlistat 13 thudc tac dong khéng toan than, 6 tic ddng tai Lh()
Khoang 2% Orlistat duge hap thu va chuyén héa chi yéu & thanh Sng
tiéu hoa. Bai tiétchi yéu dudi dang khong ddi qua phan.

CHIDPINH

Orlifit (Olllb[dt) duge chi dinh dé kiém sodt bénh béo phi dai han bao
gom gidm ¢dn, duy o can ndng cing véi chéddan kiéng giam calo aé
gidm nguy co ting can trg lai sau khi di giam cin:

Bénhnhin ¢ chi sé khdi co thé ban ddu ( (BMI) 230kg/m’

Bénh nhdn ¢ chi 6 khéi co thé ban dau QBMI) >28kg/m’ cokémtheo
whitng yéu tdnguy cokhac (nhwr cao huyét dp, téu dudmg, i logn ma
miu )

LIEU LUGNG VA CACH DUNG

Lidu thudng ding Orlifit (Orlistat) 13 120mg x 3 14n mdi ngdy, ngay
truére bitadn, trong hodc saubita an 1 gicr.

Néu bo bita an hay bita &n khong ¢ cht béo, c6 thé bd qua khéong
dung thude.

Bénh nhin dung Oclitit (Orlistat) nén theo mot ¢ché db an it calo, ¢6
chifa it hon 30% calo tir chit béo.

TAC DUNG PHU

Réi loan tiéu hda, bao ngm dai tign glp va khfmg kidm ché duge, diy
hoi va phin hode bai xudt ¢ mé thudng xuyen xay ra khi didutr] véi
Orlistat. C6 thé giam dén mic t6i thiu bang cich han ché chit béo
trong thie in. Cc tic dung phu khéc 43 duge bio cao nhu dau du, lo
4u, mét moi va kinh nguyét khong du.

Thong bdo cho bdc sinhitng tic dung phu khi dimmg thuéc.
CHONG CHIDINH

Orlistat chong chi dinh ¢

Bénh nhin qui min cam véi Orlistat hodc bt it thanh phan ndo cia
thude.

Bénhnhdn ¢ héi chimgkém hép thuman tinh, tmit.

Phy nit mang thai va cho con bil.

THANTRONG

Nén loai trit cic nguyén nhan do céc té chire trong co thé gay ra béo
phi, nhur giam néng tuyén giap, trude khi kétoa Orlistat.

Khéng nén ding Orlistat sau 3 thang ncu bénh nhin khing gldm
duoc 5% cAn ning co thé va sau 6 thang néu bénh nhin khong giam
duge 10% can ning co thé,

Lugng &.hd[ béo dua vio hang ngdy nén duge phan ra tmng 3 bira dn
chinh. Néu Onlistat udng cling véi bt ¢t bita an ndo ¢6 chit béo cao,
cothé giyra nhidutic dung phutrén tiduhda.

Giam cin do Orlistat 6 thé di kém cai thién vé Lhuyen hoéa & bénh
nhén dai thao dudng typ 2, do d6 cin giam lidu thudc ha dwdng huyét
(nhu sulfonylurea)

TRE EM

D9 an toan va hiu clia cta Orlistat chua duoe nghién et trén tré em
PHU NU MANG THATVA CHO CONBU

Chua 650 lidu1dm sang cta Orlistat trén phunt mang thai. Nén thin
trong khi ké toa cho phy nit mang thai

Kh(‘mg nén st dung cho phu nit dang cho con bt vi khong biét thude
c6 bai tiét quasitame hay khéng.

TUONG TAC THUOC

Cyslosporin

Giam nong d¢ Cyslospoun trong huyd truong da duge quan st khi
dung dun" thoi voi Orlistat. Vi thé khuyén khéng nén ket hop. Tuy
whién, néu ding dung thoi la khong thé tréanh, dé gidmnguy co wong
the thude ciia Cyslosporin, thinén dimg 2 gid trudic hoje sau khi udng
Onlistat.

Phai theo d5i thudng xuyén ndng d Cyslosporin trong mau, sau khi
dimg thém Orlistat va khi ngung diing Orlistat & bénh nhén didu 1
Cyslaspprin. Ndng 49 Cyslosporin trong mau nén duge theo d3i cho
dénkhidndinh.

Vitamin tan trong diu

Gidm sy hap thu vitamin tan trong dau va beta-carotenc khi ding
dung 7 thoi véi Orlistat.

bé dam bao day du lwong dinh dudng, khuyén bénh nhin nén in ché
a6 nhidu o cdy va rau va bd sung multivitamin, nén dung it nhét 2
gid nude hode sau khi dung Orlistathode trude gids dingu.

Khing dong dwing udng

Ding két hop warfatin hodc thube khang déng khac véi Orlistat nén
theo ddi chi s5 INR (international normalized ratio)

Acarbose

Khéng ¢6 sw nghién ctu twong tac duoe dong hoc, ding dong thai
Orlistat véi Acarbose nén duoc tranh.

Thuden, gua thai dud ong uong,

Orlistat 6 thé gidn tiép giam higu qua thuun ngira thai bing dudmg
ubng va din dén ¢6 thai khéng mong mudn ¢ vai rwdmg hop. Khuyén
nén dung thém phuong phap ngtra thai.

Amiodarone

Bénh nhin dang dung Amiodarone, ting cudng theo ddi ldm sing
ECG.

QUALIEU

Nghién cru lidu don 800111;, » Orlistat va li¢u da lén dén 4()0111;> x3 lan
mdi ngdy trong 15 ngdy & ngudi ¢in ning binh thudng va béo phl
chua tim thiy ¢6 tic dung phu. Ngodira, dimg lidu 240mg x 3 1in mdi
ngay &bénhnhanbéo phi trong 6 thdng

Trong bao cdo luu hanh thude, cac trudng hop qua lidu chi ycu cua
Orlistat khéng ¢ trudng hop nao ¢6 tac dung phu hodc oo trudng hop
cb tac dung phu tuong te véi lidu khuyén ding.

Néu qua liéu 15 rang xay ra, khuyén nén theo ddi bénh nhan trong 24
2id. Dya trén nghién ctu trén ngudi va dong vit, tic dung toan thin
dotie ché lipase ctia Orlistat duoe i phuc nhanh chong.

BAO QUAN Bao quan dum 25°C. Tranh dnh sang va tranh 4m
TIEU CHUAN: Nha sén xudt

HANDUNG: 3 nam ké ti ngay san xudt

DPONG GOI: 10vién nang/ vi, 1 vi/hép

- Déxatimtaytré em,

- Docky hiéng din sir dung trieée khi dimg.

- Néucanthém thong tin, xin hoiy kién bacsi.
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