LANTASIM

D4 xa tAm tay tré em.
Doc ky hirémg din sir dyng trirére khi ding.

Thanh phin céng thirc thudc: cho 1 vién
* Thanh phén hoat chét: Nhdm hydroxyd gel kho twong duong nhém hydroxyd.......400mg
Magnesi hydroxyd 400mg
SIMBUCON......ucuireerrrenscrssrarsssssnsnnins 30mg

* Thanh phén t4 dupc: mau tartrazin, mau quinolin, mau sunset yellow, manitol, glucose monohydrat, povidon K29/32, menthol, natri starch glycolat,
magnesi stearat, aspartam, dudng tréng.
Dang bao ché cua thudc:

Vién nhai.
M4 ta san phdm:

Vién nén trdn mau vang, mdt m3at c6 chr M, mdt mét c6 vach ngang.
Chi djnh:

Didu trj tridu chirng cua:

- Khodng tiéu.

- Q néng.

- DAy hoi.

__Cheh dong. lidu diino:

* Céach dung: LA L '

- Vign thuéc phai dugc nhai ky trudre khi nudt. Ding thuée vao lic cé con dau, hodc 20 phut - 1 gio sau blra &n va vao budi téi trrére khi di ng.
_- Sir dyng theo lidu d& nghj ho3c theo sz chi din clia bac s§.

* Lidu dung:

Lidu @& nghi:

- Ngudi 16n (bao gdm ngudi 16m tudi): 1 vienNAn, ngay 4 1an.

- Tré em: khdng khuyén céo.

- Khdng dung qua 6 vién/ngay.

Chéng chi djnh:

- M3n c3m v6i bét ky thanh ph3n no cia thubc.

- Gidm phosphat mau.

- Tré nhé hon 1 tudi.

- Suy than nar:g.

- Thiing hoc tac rudt (43 biét hodc nghi ngd).

Canh béo va than trong khi dung thudc:

- CAn diing than trong véi ngudi cao tudi, ngudi suy tim sung huyét, suy than, phi, xo gan, thdm phan man tinh, ché a9 4n it natri va ngudi méi bj
chdy méu duéng tidu héa, bénh nhan tidu dudng. “

- Kiém tra dinh ky ndng % phosphat trong huth thanh cho ngurdri bénh chay than nhén tao va diing lau dai thubc khang acid chira nhém.

- Khéng nén diing thubc kéo dai lién tuc trén 2 tudn ndu khéng ¢6 chi djnh ctia bac s§.

- Tranh @3 uéng cb carbonat (soda hoac nuérc ngot) hodic cac thirc an 6 thé Iam tang lugng khi trong da day.

- Do ché phAm c6 chira aspartam, tranh dung trong tre&ng hgp phenylketon nigu.

- Ché& phAm chira glucose va sucrose, cb thé gay nguy hai cho réng khi didu trj trong th&i gian dai (2 tulin hodc hon). Ngudi bénh méc c4c réi loan di
truy8n hiém gap v& dung nap fructose, réi loan h4p thu glucose-galactose ho3c thiéu men sucrase-isomaltase, khdng nén ding ché pham nay.

- Ché ph3m chtra tartrazin va sunset yellow 1a chét tao mau c6 thd gay ra phan rng dj irng nhu ad birng, may day, kho thé, ud oai hoc gidm huyét ap.
Str dyng thuéc cho phy nir cé thal va cho con ba:

- Th#n trong khi sz dyng cho phy ntr 6 thai (khong sir dyng lidu cao va lau dai), phy nlr cho con bu.

- Phy nir mang thai va cho con ba nén tham khdo y kién bac s¥ trurére khi ding.

Anh hwdng 1én kha ning I4] xe va van hanh méy méc:

Chua thy thubc cb anh hudng 18n kha nang l4i xe va van hanh méy méc.
Twong tac, twrong ky, clia thubc:

* Tuong tic cia thube:

- Dung d8ng thei cc thudc khang acid véi tetracyclin, digoxin, indomethacin, mudi s&t, isoniazid, alopurinol, benzodiazepin, corticosteroid, penicilamin,
phenothiazin, ranitidin, ketoconazol, itraconazol, c6 thd 1am giam sy hép thu ctia nhirng thuéc ndy; c4c thuéc bj ting crréng tac dyng: amphetamin,
quinidin (do ching bj gidm thai trir).

- Dung dbng theri Iezgthymxin va simeticon c6 thé 1am giam hép thu levothyroxin, d4n dén gidm hidu qua cla levothyroxin, gy gidm nang tuyén giap.

* Tuong ky cta thuoc:

Do khéng ¢6 cac nghién ciru v& tinh trong ky ciia thuée, khong trdn 13n thubc nay véi cac thube khéc.

Tac dung khéng mong muén (ADR):

- Dung lidu cao va kéo dai cac thubc khang acid c6 chira nhdm s& gay can tré sy hip thu phosphat, d& din téi nguy co bj x8p va loang xuong.

- Ngui bj suy chirc nang than c6 thd xay ra tinh trang tang magnesi huyét khi dung thuéc.

- Thinh thodng t4o bén hay tiéu chay.

- Théng b4o ngay cho bac sy hodic dugc s§ nhirng tac dyung khéng mong muén gap phai khi sl dung thuéc.

Qua lidu va cich xur tri:
- Qué lidu: khdng cb de ligu v& sir dyng thubc qua lidu, khong ding qua lidu chi djnh cia thuéc.
- Cach xt tri: tich cyrc theo ddi d c6 bién phap xi tri kip thoi.

Déc tinh dwge lyc hoc:

- Nhém duge ly: khang acid va khang dly hoi.

- M3 ATC: AO2AF.

- Nhém hydroxyd va magnesi hydroxyd Iam ting pH dich da day, sé (rc ché tac dyng tiéu protein clia pepsin, tac dung nay rét quan trong & ngudi
bénh loét da day. Hai hoat chét ndy thudrng dugc két hop véi nhau nhdm 1am gidm tac dyng phy thudng gap & dudng tiéu héa (nhém hydroxyd gay
t4o bén, magnesi hydroxyd gy tiéu chay).

- Simeticon ¢ tac dyng chéng tao bot bing cach 1am gidm sirc cing bd mt clia cAc bot khi, Iam v& hogic két ty chiing Iai va bj téng ra ngoai.
Simeticon dugc st dyng d& 1am gidm dly hoi, gidm tridu chimg khé chju do c6 qué nhidu khi trong dudng tidu héa nhu cang dudng tiéu héa trén,
cam gi4c ning, dy byng, kho tiéu.

Diic tinh duge ddng hoc:

- Magnesi hydroxyd phan (rng véi acid hydrocloric da day 8 tao thanh magnesi clorid. Mot phan nhé clia mudi magnesi cé thé dugc hip thy va dugc
thai trir qua nuéc tidu, mat khac c6 thé thai tnir qua phan.

- Nhdm hydroxyd phan (rng véi acid hydrocloric da day tao ra nhém clorid, mét phdn nhé dugc hdp thu vao co thd. Nhdm hép thu dugec thai tnr vao
nuéce tidu. Da phan nhdm con trong dudng tidu hda va tao thanh nhirng mudi nhdm khéng hoa tan va kém hép thy bao gdm hydroxyd, phosphat,
carbonat va nhirng din xut acid fatty, dugec thai trir vao phén,

- Simeticon c6 tinh tro v& sinh ly. Sau khi ung, thubc khéng h4p thu qua duéng tidu héa, cling khong can tré bai tiét acid da day hodc hip thu cac
chét dinh dudng. Simeticon dugc thai trir dudi dang khdng ddi trong phan.,

Quy cach déng gél:
Vi 10 vién. Hop 10 vi.
Pidu kién bio quan:

Bao quan noi khd réo, tranh anh sang, nhigt a9 khong qua 30°C,
Han dung:

36 thang ké tir ngay san xuAt. Khéng sir dyng thudc hét han ding.
Tiéu chudn chit Ivgng: TCCS.

Tén, dja chi cia co s& san xult:
CONG TY cO PHAN HOA-DUQC PHAM MEKOPHAR
297/5 Ly Thudng Kigt - P. 15-Q. 11 - TP. H& Chi Minh - Viét Nam.
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LANTASIM

Always keep out of reach of children.
Read the directions carefully before use.

Composition, strength: each tablet contains
* Active ingredients: Dried aluminium hydroxide gel equivalent to aluminium hydroxide.......400mg
Magnesium hydroxide 400mg
Simethicone. 30mg

* Excipients: tartrazine, quinoline, sunset yellow, mannitol, glucose monohydrate, povidone K29/32, menthol, sodium starch glycolate, magnesium
stearate, aspartame, sucrose. :
Pharmaceutical form:

Chewable tablets.
Product description: )

Round yellow tablets, one side impressed with “M" marks, other side scored.
Indications:

The symptomatic relief of:

- Dyspepsia.

- Heartbumn.

- Flatulence.

Dosage and administration:

* Administration:

- The tablets should be chewed thoroughly before swallowing. The drug should be taken when the ulcer pain occurs or 20 minutes - 1 hour
postprandial and at bedtime.

- Use the recommended dose or prescribed by the physician.

* Dosage:

Recommended dose:

- Adults (including elderly patients): 1 tablet, 4 times daily.

- Children: not recommended.

- The daily dosage should not exceed 6 tablets.

Contra-indications:

- Hypersensitivity to any ingredient of the medicine.

- Hypophosphatemia.

- Children under 1 year of age.

- Severe renal impairment.

- Intestinal perforation or ileus (known or suspected).

Warnings and precautions for use:

- Use with cautions in elderly patients, patients with congested heart failure, renal impairment, edema, hepatic cirrhosis, chronic dialysis, patients on
sodium diet and patients with recent history of digestive tract hemorrhage, patients with diabetes mellitus.

- Serum phosphate concentrations should be monitored at regular intervals in patients on maintenance hemodialysis who are receiving chronic
aluminium antacid therapy.

- The drug should not be used continuously for more than 2 weeks without consulting your physician.

- Avoid carbonated beverages (soda or soft drinks) or foods that can increase the amount of gas in the stomach.

- Phenylketonurics should not use the drug because of aspartame containing in it.

- The product containing glucose and sucrose, may be harmful to the teeth when treated for long periods of time (2 weeks or more). Patients with rare
hereditary problems of fructose intolerance, glucose-galactose malabsorption or sucrase-isomaltase insufficiency should not take this medicine.

- This drug contains tartrazine and sunset yellow as coloring agents which may cause allergic reactions which may manifest as flushing, urticaria,
dyspnea, sluggishness or hypotension.

Pregnancy and lactation:
- Caution should be exercised when the medication is given to pregnant women (do not use large and prolonged doses) and lactation.
- Consult the doctor before taking any medication during pregnancy and lactation.

Effects on ability to drive and use machines:
It is not known to affect on ability of driving and operating machine.

Drug interactions and incompatibilities:

* Drug interactions:

- Aluminium-containing antacids may prevent the proper absorption of drugs such as tetracyclines, digoxin, indomethacin, iron salt, isoniazid,
allopurinol, benzodiazepine, corticosteroids, penicillamines, phenothiazines, ranitidine, ketoconazole, itraconazole; drugs that their effects may be
enhanced: amphetamine, quinidine (because of their reduced elimination).

- Simultaneous administration of levothyroxine and simethicone can lead to reduced absorption of levothyroxine, which results in a decrease in the
effectiveness of levothyroxine, causing hypothyroidism.

* Drug incompatibilities:

Since there have been no researches of the drug incompatibilities, do not mix this medicine with other drugs.

Adverse effects (ADRs):

- Using higher doses and prolonged treatment with antacids that containing aluminium may lead to decreased absorption of phosphates that resulted
in osteoporosis.

- In patients with renal dysfunction may develop hypermagnesemia.

- May cause constipation or diarrhea occasionally.

- Inform your doctor or pharmacist about undesirable effects when using this medicine.

Overdosage and management: §

- Overdosage: there has been no data about the drug overdose, do not exceed the prescribed dosage.

- Management: close monitoring for timely appropriate management is recommended.
Pharmacodynamics:

- Pharmacotherapeutic group: antacids with antiflatulents.

- ATC code: AO2AF.

- Aluminium hydroxide and magnesium hydroxide increase the pH of the gastric juice that will inhibit pepsin's digestive effects, this is important in
people with peptic ulcer disease. These two active substances are often combined together in order to reduce their common side-effects in the
gastrointestinal tract (aluminium hydroxide causes constipation, magnesium hydroxide induces diarrhea).

: Simelhicong has an anti-foaming effect by reducing the surface tension of the air bubbles, breaking or agglomerating them and being expelled out.
It is used to relieve flatulence, reduce unpleasant symptoms due to excessive gas in the digestive tract like upper gastrointestinal distention, a feeling
of heaviness, bloating, indigestion.

Pharmacokinetics:

- Magnesium hydroxide reacts with hydrochloric acid in the stomach to produce magnesium chloride. Small amounts of magnesium salts may be
absorbed and excreted in the urine, otherwise excretion If via the feces.

- Aluminium hydroxide reacts with hydrochloric acid in the stomach to form aluminium chloride, some of which is absorbed. Absorbed aluminium is
eliminated in the urine. The majority of aluminium remains in the gastrointestinal tract and forms insoluble poorly absorbed aluminium salts including
hydroxide, phosphate, carbonate and fatty acid derivatives, which are excreted in the feces.

- Simethicone has physiological inert properties. After oral administration, the drug are not absorbed through the gastrointestinal tract, nor impede the
gastric acid secretion or absorption of nutrients. Simethicone is excreted as unchanged in the feces.

How supplied:
Blister of 10 tablets. Box of 10 blisters.
Storage:
Store in a dry place, protect from light, not exceeding 30°C.
Expiry:
36 months from the manufacturing date. Never use beyond the expiry date clearly indicated on the outer packaging.

Name, address of product license holder:
MEKOPHAR CHEMICAL PHARMACEUTICAL JOINT-STOCK COMPANY
297/5 Ly Thuong Kiet St. - W. 15 - Dist. 11 - Ho Chi Minh City - Vietnam,
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