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SIMEGAZ® CHEW

Pharmaceuticals
WHO-GMP

Thanh phan lreat _chét

Nhom hydroxyd
(dudi dang dried aluminum hydroxide gel)

Magnesi hydroxyd.........ccoovveieninnnn 200 mg

BB, .. cnmsmauninrsararivses 25 mg

(dudi dang simethicone powder)

Thanh phén ti dwge:

Manitol, povidon K30, sorbitol, natri saccharin, ponceau 4R lake, sunset yellow lake,
copovidon, peppermint flavor (powder), menthol, magnesi stearat

DANG BAO CHE:

Vién nhai.

Vién nén, hinh tron, mau hdng, huong bac ha, vi ngot, hai mit vién tron, canh va thanh vién
lanh lin.

CHI DINH:
Lam giam cdc triéu chimg o néng, ¢ chua, kho tiéu, diy hoi, chuéng bung va khé chiu & da
day.

LIEU DUNG VA CACH DUNG:

Lidu ding:

- Nguoilonvairéemin 12 1u6i tré 1én: nhai 2 dén 4 vién. Lap lai mdi gidy néu cic triéu chimg
t4i phat hoic theo chi din ciia bac si.

- Tvé em dudi 12 tudi: tham khao ¥ kién béc si.

- Khéng ding qua 12 vién trong 24 gid hofic sir dung lidu téi da trong hon 2 tudn, ngoai trir
duéi su tr van va gidm sat ciia béc si.

Cach dung:

Dung dudmg uéng

CHONG CHI PINH:
- Man cam véi hoat chét hoiic bét cit thanh phan nao cia thude.
- Khoéng nén st dung & nhitng bénh nhin bi suy nhugc nghiém trong hodc bi suy thén.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nhém hydroxyd co thé gay tao bén va qua liéu mudi magnesi cb thé ghy ra tinh trang gidm nhu
dong rudt; liéu lugng 16n cia thudc c6 thé gy ra hodc 1am niang thém tinh trang tic rudt &
nhitng bénh nhén ¢6 nguy co cao hon nhu nhimg ngudi bi suy thin, hodc ngudi cao tudi.
Nhém hydroxyd khéng duoc hap thu tot qua dudmg tidu héa va do d6 tac dung toan thén hiém
giip & bénh nhén ¢6 chite nang thén binh thuong. Tuy nhién, ding qua lidu hodc sir dung 14u
dai, hoiic tham chi 13 lidu binh thudng & bénh nhin cé ché do &n it phosphor, ¢6 the din dén su
suy giam phosphate (do gin két véi nhém-phosphate) kém theo ting tai hép thu xuong va ting
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calci niéu véi nguy co méc bénh nhuyén xuong. Tu vén y t& dwoc khuy‘én nghi trong trudng
hop sir dung l4u dai holic & nhimg bénh nhin ¢ nguy ca bi thiéu phosphate.

O bénh nhén suy than, néng d6 nhém va magnesi trong huyét twong déu tang. O nhimg bénh
nhéin ndy, vide sir dung 1au dai véi lidu cao nhom va mudi magnesi c6 thé din dén chimg mét
tri nhé, thidu méu héng cdu nhé.

Nhém hydroxyd cé thé khéng an toan ¢ nhitng bénh nhén bi porphyria dang chay thén nhan
tao.

Ngung st dung va tham khao y kién bdc si néu tridu chimg kéo dai trén 2 tudn.

Thuée nay cé chira:

- Manitol, co thé cé tac dung nhudn trang nhe.

- Sorbitol. Cén hru ¥ dén tac dung hiép ddng do st dung ddng thoi cac thude chira sorbitol
(hodc fructose) cung véi ché d6 an ufmg c6 sorbitol (hodc fructose). Luong sorbitol trong
cac thube ding ubng c6 thé anh huéng dén sinh kha dung ctia céc thube ding dudng ubng
ddng thoi. Bénh nhan khéng dung nap fructose di truyén khéng nén ding/khéng duge ding
thudc nay. Sorbitol cé thé gay khé chiu dudmg tiéu hoa va tac dyng nhuan trang nhe.

- Ponceau 4R lake, sunset yellow lake cé thé gy phan (mg di img.

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

Sir an toan clia Simegaz chew trong thai ky chua duge thiét 1ap.

V1 sur hép thu han ché & ngudi me nén nhém hydroxyd va mudi magnesi c6 thé duge bai tiét
vao sifa me véi luong rat nho, néu ¢6, khi duge st dung theo khuyén cio.

Simethicon khong dwgc hap thu tir duong tiéu hoa.

Khong c6 tic dung dbi v6i tré so sinh/tré nhil nhi b sita me duge du dodn do sy phoi nhigm
toan thin cta phu nit cho con ba véi nhdm hydroxyd, magnesi hydroxyd va simethicon la khong
dang ké.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chura c6 bang chimg vé anh hudng ctia thude 1én kha ning l4i xe, vin hanh may méc.
TUONG TAC, TUONG KY CUA THUOC:

Twong tic thube:

Khéng nén dung Simegaz chew déng thiri véi cac loai thudc khac vi chiing ¢6 thé can fro su
hép thu ciia thude néu ding trong vong 1 gid.

Cac thude khang acid ¢6 chira nhém c6 thé ngan chin su hip thu cia cic loai thude nhu
tetracycline, vitamin, ciprofloxacin, ketoconazole, hydroxychloroquine, chloroquine,
chlorpromazine, rifampicin, cefdinir, cefpodoxime, levothyroxine, rosuvastatin.
Levothyroxine cling co thé gén két v6i simethicon cé thé 1am cham hodc giam hép thu
levothyroxine.

Polystyren sulphonate: cin than trong khi sir dung déng thdi véi polystyrene sulphonate do
tiém 4n nguy co lam giam hiéu qua gin két cia nhua v6i kali ctia nhidm kidm chuyén hoa &
bénh nhén suy thin (d3 ¢ bdo cdo v4i nhom hydroxyd va magnesi hydroxyd) va tac rudt (da
¢0 bao cao v&i nhdm hydroxyd).

Nhom hydroxyd va citrate c6 thé din dén tang néng do nhém, dic biét la & nhiing bénh nhén
bi suy than.

Kiém hoa nude tiéu thir phat sau khi diing magnesi hydroxyd co thé lam thay dbi bai tiét ciia
mét s6 thude; do do, ting bai tiét salicylate da duge ghi nhén.

Twong ky thude: khong ap dung.
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TAC DUNG KHONG MONG MUON CUA THUOC:

RAL thuémg gip (=1/10), thuong gap (1/100 dén <1/10), it gap (=1/1000 dén <1/100), hiém
gap (=1/10000 dén <1/1000), rat hiém gap (<1/10000), chua dugc biét (khong thé uée tinh tir
dir liéu 6 san).

Réi loan hé mién dich

Chura duoc biét: phan tmg qua min nhu ngira, ndi mé day, phit mach va phan img phan vé.
Ri loan tiéu hoa

it giip céc tic dung phu & dudng tidu hoa.

[t gap: tiéu chay hoic téo bon

Chra duoe biét: dau bung

Réi loan chuyén héa va dinh duéng

Rét hiém pap: ting magnesi huyét, bao gbm cdc quan st sau khi ding magnesi hydroxyd kéo
dai cho bénh nhan suy thén.

Chua duge biét: tang nhém huyét. Giam phosphate huyét, khi sir dung kéo dai hodic & lidu cao
hoiic tham chi lidu théng thutmg clia thube & bénh nhin co ché d6 an it phosphor, c6 the dan
dén ting tai hdp thu xuong, tang calci niéu, nhuyén xuong,

Théng bdo ngay cho bdc st hodc dupc sT nhitng phan vmg c6 hai gap phai khi st dung thudc.

QUA LIEU VA CACH XU TRi:

C4c triéu chimg nghiém trong khéng c6 kha ning xay ra sau khi qua lidu.
Ciéc triéu chimg duge béao cdo do qué lidu cip tinh két hop nhém hydroxyd va mudi magnesi
bao g(’im tiéu chay, dau bung. ndn mira.

Liéu luong lén cla thudc ¢6 thé gdy ra hodic lam ning thém tinh trang tic rudt & bénh nhén co
nguy co.

Nhoém va magnesi duoc thai trr théng qua dudng tiét niéu; didu tri qua liéu cép tinh bao gqm-,‘
sir dung calci gluconate dudng tinh mach, bi nuée va lgi tiéu cudng bc. Trong truong ho'p‘;‘ .
suy giam chirc ning thdn, chay thdn nhén tgo hodc thAm phéan phiic mac 13 can thiét.

QUY CACH PONG GOI: =
Hop 1 tiai nhém x 2 vi x 12 vién nhai.

PIEU KIEN BAO QUAN, HAN DUNG, TIREU CHUAN CHAT LUGNG CUA THU@&::"
B#o quén: & nhiét dd dudi 30°C, noi khé rdo, tranh anh séang.

Han dung: 24 thang ké tir ngay san xudt. Khong ding thubce khi qué han ding.

Tiéu chuin chit lwong ciia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S6 27, Pudmg 3A, Khu Cong Nghiép Bién Hoa IT, Phudng An Binh, Tp. Bién Hoa, Tinh Déng Nai.
DT: (0251) 3992999 Fax: (0251) 3892344
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Read care Hklby--the‘.ﬁgngtﬁsétlfﬁﬁ?ert before use
COMPOSITION! Each ¢héwable tablet contains:
Composition of active ingredients:

Aluminum hydroxide ...........cccviveninnn 200 mg

(as dried aluminum hydroxide gel)

Magnesium hydroxide........c..coevnnen 200 mg
SRBIHREIRR. - i s bR s s 25 mg

(as simethicone powder)

Composition of excipients:

Mannitol, povidone K30, sorbital, sodium saccharin, ponceau 4R lake, sunset yellow lake,
copovidone, peppermint flavor (powder), menthol, magnesium stearate

DOSAGE FORM:

Chcwable tablet.

Round shaped, pink tablets, peppermint flavor, sweet taste, smooth on both sides. The tablet is
integrity.

INDICATIONS:
The symptomatic relief of heartburn, sour stomach, indigestion, bloating, distention and
stomach discomfort.

DOSAGE AND ADMINISTRATION:

Dosage:

- Adults and children 12 years of age and older: chew 2 to 4 tablets. Repeat hourly if /
symptoms return, or as directed by a physician. -

- Children under 12 years of age: ask a doctor.

Do not take more than 12 tablets in a 24 hour period, or use the maximum dosage for more than

2 weeks, except under the advice and supervision of a physician.

Administration:

Oral route.

CONTRAINDICATIONS:
- Hypersensitivity to the active ingredients or to any components of the drug.
- Should not be used in patients who are severely debilitated or suffering from kidney failure.

WARNINGS AND PRECAUTIONS FOR USE:

Aluminum hydroxide may cause constipation and magnesium salts overdose may cause
hypomotility of the bowel; large doses of this product may trigger or aggravate intestinal
obstruction and ileus in patients at higher risk such as those with renal impairment, or the
elderly.

Aluminum hydroxide is not well absorbed from the gastrointestinal tract, and systemic effects
are therefore rare in patients with normal renal function. However, excessive doses or long-
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term use, or even normal doses in patients with low-phosphorus diets, may lead to phosphate
depletion (due to aluminum-phosphate binding) accompanied by increased bone resorption and
hypercalciuria with the risk of osteomalacia. Medical advice is recommended in case of long-
term use or in patients at risk of phosphate depletion.

In patients with renal impairment, plasma levels of both aluminum and magnesium increase, In
these patients, a long-term exposure to high doses of aluminum and magnesium salts may lead
to dementia, micracytic anemia.

Aluminum hydroxide may be unsafe in patients with porphyria undergoing hemodialysis.

Stop use and ask a doctor if symptoms last more than 2 weeks.

This drug contains:

- Mannitol which may have a mild laxative effect.

- The addilive effect of concomitantly administered products containing sorbitol (or
fructose) and dictary intake of sorbitol (or fructose) should be taken into account. The
content of sorbitol in medicinal products for oral use may affect the bioavailability of other
medicinal products for oral use administered concomitantly. Patients with hereditary
fructose intolerance should not take/be given this medicinal product. Sorbitol may cause
gastrointestinal discomfort and mild laxative effect.

- Ponceau 4R lake, sunset yellow lake which may cause allergic reactions.

PREGNANCY AND LACTATION:

The safety of Maalox Plus Tablets in pregnancy has not been established.

Because of the limited maternal absorption, when used as recommended, minimal amounts, if
any, of aluminum hydroxide and magnesium salt combinations are expected to be excreted into
breast milk.

Simeticone is not absorbed from the gastrointestinal tract.

No effects on the breastfed newborn/infant are anticipated since the systemic exposure of the
breast-feeding woman to aluminum hydroxide, magnesium hydroxide and simeticone 1s
negligible.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINERY:
There is no evidence on the effect of drug on ability to drive or operate machinery.

INTERACTIONS AND INCOMPATIBILITIES:

Interactions:

Simegaz chew should not be taken simultaneously with other medicines as they may interfere
with their absorption if taken within 1 hour.

Aluminum-containing antacids may prevent the proper absorption of drugs such as
tetracyclines, vitamins, ciprofloxacin, ketoconazole, hydroxychloroquine, chloroquine,
chlorpromazine, rifampicin, cefdinir, cefpodoxime, levothyroxine, rosuvastatin.
Levothyroxine may also bind to simeticone which may delay or reduce the absorption of
levothyroxine.

Polystyrene sulphonate: caution is advised when used concomitantly with polystyrene
sulphonate due to the potential risk of reduced effectiveness of the resin in binding potassium
of metabolic alkalosis in patients with renal failure (reported with aluminum hydroxide and
magnesium hydroxide), and of intestinal obstruction (reported with aluminum hydroxide).
Aluminum hydroxide and citrates may result in increased aluminum levels, especially in
patients with renal impairment.
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Urine alkalinisation secondary to administration of magnesium hydroxide may modify
excretion of some drugs; thus, increased excretion of salicylates has been seen.
Incompatibilities: not applicable

SIDE EFFECTS:

Very common (=1/10), common (>1/100 to <1/10), uncommon (21/1000 to <1/100), rare
(>1/10000 to <1/1000), very rare (<1/10000), not known (cannot be estimated from available
data).

Immune system disorders

Frequency not known: hypersensilivity reactions, such as pruritus, urticaria, angicedema and
anaphylactic reactions.

Gastrointestinal disorders

Gastrointestinal side effects are uncommon.

Uncommon; diarrhoea or constipation

Frequency not known: abdominal pain

Metabolism and nutrition diserders

Very rare: hypermagnesemia, including observations after prolonged administration of
magnesium hydroxide to patients with renal impairment.

Frequency not known: hyperaluminemia. Hypophosphatemia, in prolonged use or at high doses
or even normal doses of the product in patients with low-phosphorus diets, which may result in
increased bone resorption, hypercalciuria, osteomalacia.

Immediately inform doctors or physicians on any adverse drug reactions happened when using
this drug.

OVERDOSE AND TREATMENT:

Serious symptoms are unlikely following overdosage.

Reported symptoms of acute overdose with aluminum hydroxide and magnesium salts
combination include diarrhoea, abdominal pain, vomiting.

Large doses of this product may trigger or aggravate intestinal obstruction and ileus in patients
at risk.

Aluminum and magnesium are eliminated through urinary route; treatment of acute overdose
consists of administration of I'V calcium gluconate, rehydration and forced diuresis. In case of A
renal function deficiency, haemodialysis or peritoneal dialysis is necessary. N

DESCRIPTION OF PACKAGING:
Box of 1 alu bag x 2 blisters x 12 chewable tablets.

STORAGE, SHELF-LIFE, SPECIFICATION OF DRUG:

Storage: Store at temperature below 30°C, in a dry place, protect from light.
Shelf-life: 24 months from manufacturing date. Do not use after expiry date
Specification of drug: Manufacturer’s

NAME, ADDRESS OF MANUFACTURER:

OPV PHARMACEUTICAL JOINT STOCK COMPANY

No. 27, 3A Street, Bien Hoa IT Industrial Zone, An Binh Ward, Bien Hoa City, Dong Nai Province.
Tel: (0251) 3992999 Fax: (0251) 3892344
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