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For peptic ulcer therapy

GRANGEL

Suspension
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- Hogt chét:
Nhom hydroxid gel ..............3 e TR L e P e S twong duong 0,3922g Nhim oxid
Magnesi hydroxyd 30% paste = tuong duomg 0,6g Magnesi hydroxid
Simethicon 30% emUulSION ..........coooriieiice et st e twomg duomg 0,06g Simethicon

- Td dwwge; Dung dich D-Sorbitol 70%, Xanthan gum, xylitol, cao Glycyrrhiza, povidon K30, Avicel 591, Stevion 1008, clorhexidin acetat, malt flavor,
peppermint flavor, ethanol, nudc tinh khiét,
*Td cua Nhim Iy 1, Magnesi h imethicon 30% emulsion: natri hypoclorit, natri methyl paraben, natri propyl
paraben, acid benzoic, bronopol, polyethylen glycol sorbitan tristearat, methylcellulose, dimethyl siloxan, hydroxyl-terminated, polyethylen glycol
stearat, glycerides, C14-18, mono- va di-, nuée tinh khiét.

DANG BAO CHE: Hdn dich ubng

QUY CACH DONG GOI: Goi 10 mL. Hop 20 gbi.

CHI B|NH

- Viém loét da day - t4 trang cdp, man tinh.

- Trigu chimg tang tiét acid da ddy (n6ng rat, ¢ chua, ...), h$i chimg da day kich thich.

- Trdo nguge da diy — thye quén,

LIEU LUQGNG VA CACH DUNG

1) Viém loét da day — td tréng cdp, man tinh: Nguwéi 1ém: 10mL (1 géi) * 2 - 4 lAn/ngay.

2)  Trigu chimg tdng tiét acid da day (nong rdt, ¢ chua ...), hii chimg dg day kich thich, trao nguge da ddy — thye quan: Ngwoi 1ém: 10 mL (1 géi) x 2 — 4

lin/ngay.

Uénggi&ammaumacmmausophm-zgw. budi tdi truée khi i ngd hodc khi co triéu chimg.

CHONG CHI DINH

- Qué min véi bt ky thanh phén ndo cda thube.

- Bénh nhan suy thin néing. 9

- Bénh nhin gidm phosphat méu. L\,._

- Bénh nhin ting magnesi mau. ./L /

- Tré nho, déic biét & tré bj mat nudc hay tré bj suy thin,

Théng bdo cho bdc sT cdc tdc dyng phy gdp phii khi diing thube

THAN TRONG

Sir dung diing lidu lugng va cdch ding.

Néu sau 2 tusn c4c tridu chimg khong cai thién thi phai hoi ¥ kifn bac sT hode duge si.

Khdng ding qud 6 géi/ngay ma khong co chi dinh ciia bac si.

Cén ding thin trong véi ngudi ¢o suy tim sung huyét, suy thin, phi, xo gan va ché 46 an it natri v voi ngudi méi bj chdy méu dudmg tiéu héa.

Ngudi cao tudi, do bénh tit hoge do diéu tri thudc cé thé bj tdo bén va phén rén. Can thin trong vé twong tic thudc.

Kiém tra dinh ky nong d phosphat trong qué trinh diéu trj lau dai,

SU'DUNG @ PH NI CO THAI VA BANG CHO CON BU

- Nhin chung cic thudc antacid duge coi la an toan, mién 13 khéng dung lau dai va liéu cao. Da co thong béo tac dung phy nhur ting hojc gidm magnesi
mau, tang phan xa gén & bao thai va tré so sinh, khi nguéi me ding thuoc magnesi antacid lau dai va dac biét vai lidu cao.

- _Chusa tai ligu nao ghi nhan tic dung phy ciia thude, tuy thudc c6 thai trir qua sira nhung chira dii dé gay tac dung phu cho tré em bi sira me.

SUDUNG O TRE EM

Chura c6 tai li¢u nghién ciru

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Grangel khong dnh huémg lén kha nang l4i xe va vin hianh méy méc.

TUONG TAC THUOC

Ding chung vdi céc thude tetracyclin, digoxin, indomethacin, mudi sit, isoniazid, allopurinol, benzodiazepin, corticosteroid, penicilamin, phenothiazin,

ranitidine, ketoconazol, itraconazol, ... c6 thé lam giam hip thu cac thube nay. Cén udng cac thude ndy cach xa thubc Grangel.

TAC DUNG PHY

Grangel n6i chung khéng c6 tac dung phy téo bén hay tiéu chdy nhir sy phoi bop hai hoa gira Nhom va Magnesi hydroxyd.

- Thutmg gip: Tdo bén, chit miéng, cimg bung, phén rin, budn ndn, nén, phin tring.

- Giam phosphat méu d2 xay ra khi ding thuéc kéo dai hodc ligu cao. Ngd ddc nhém, nhuyén xwong c6 the xdy ra & ngudri bénh c6 hoi chimg uré méu cao.

- Nhuyén xuong, bénh ndio, sa sit tri tu va thidu mdu héng céu nhd 83 xiy ra & ngudi suy thin man tinh ding Nhém hydroxyd lam tac nhin gy dinh két
phosphat.

Thdng bdo cho bdc s cdc tdc dyng phy gip phdl khi diing thude

DUQC LYC HQC

- Grangel 1a thubc khang acid c6 thanh phin Nhom hydroxyd, Magnesi hydroxyd va Simethicon. Nhém hydroxyd va Magnesi hydroxyd tan trong acid
dich vi, giai phong c4c anion b téc dung trung hoa acid da diy, hodc Jam chit dém cho acid da day, nhung khong tic dong dén sy san sinh ra dich da
day. Thude lam giam triéu chimg ting acid da day, gidm d¢ acid trong thyc quin va lam ic ché tic dung tiéu protid clia men pepsin; tic dung nay rét
quan trong & ngudi bénh loét da day. Magnesi hydroxyd con c6 tic dung nhufn trang nén lam giam tic dyng gay téo bén cia nhom hydroxyd.

- Simethicon la mét chat khir khi khong c6 hé thong, n6 lim thay i sirc céng bé mit cia cic béng hoi trong hé tidu héa. Cac bong bong khi dge chia
nho hoic két hop lai va khi ndy dige logi bo dé dang qua sir g hoi hogc trung tién.

DUQC PONG HQC

- Nhém hydroxyd tan chim trong da day va phan (mg véi acid hydrocloric dé tao thanh Nhém clorid va nude. Khoang 17 — 30% nhom clorid tzo thinh
durge hip thu va nhanh chéng thi trir qua thin & bénh nhan c6 chic nang than binh thuémg.

- Magnesi hydroxyd nhanh chéng phan (mg véi acid hydrocloric dé tgo thanh Magnesi clorid va mrée. Khoang 15 — 30% magnesi clorid tzo thinh duge
hép thy va nhanh chong thai trir qua thin & nhimg bénh nhén c6 chirc nang thin binh thuomg,

- Simethicon 14 1 chit tro vé mit sinh Iy hoc, né khong bi hép thy qua duémg tiéu héa hay lam can trér sy tiét acid da diy hay sy hip thu céc chit dinh
dutmg. Sau khi ubng, thude duge thai trir & dang khong d6i trong phén,

QUA LIEU VA CACH XU TRi

Céc trigu chimg cia qud lidu bao gbm budn ndn, ndn, kich thich tiéu héa, tiéu chay / tdo bén. Diu tri triéu chimg va hd trg.

KHUYEN CAO

- Dé 1a tim tay tré em.

- ::. :.g hwémg diin sir dyng trudc khi ding.

e n thém théng tin, xin héi § kién bac s

BAO QUAN: Trong bao bi kin, & noi kb, tranh dnh sang, nhiét 4 dwéi 30 °C.

HAN SU DK:G: 36 thang ké tir ngay san xuit,

TIEU CHUAN: TCCS '

P,
Nha may: S6 13, Dutmg 9A KCN Bién Hoa 2, Ddng Nai, Vigt Nam®, ¥, T~
Vin phong: Phong 05 — 07, TAng 9, Thap R1, Toa nha Everich, s 968 Duimg 3/2, P.15, @41, TP. Hcki“.-_
DT: (08) 22250683  Fax: (08) 22250682 Email: shinpoong@spd.oobﬁ'é" -
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For peptic ulcer therapy
GRANGEL Suspension

%

COMPOSITION: Each pack of 10 mL contains:

- Acltmj-dn:mdkut:‘
A]ummu:lm hydroxu_ie BB s e S S equivalent to 0.3922g of Aluminum oxide
l:lagnlesmm hyd.mnde‘SO% paste equivalent to 0.6g of Magnesium hydroxide
30% ... equivalent to 0.06g of Simethicone

- Excipients : D-Sorbitol solution 70%, Xanthan gum, Xylitol, Glycyrrhiza extract, Povidone K30, Avicel 591, Stevion 1008, Chlorhexidine acetate, Malt
flavor, Malt flavor, Peppermint flavor, Ethanol, Purified water,
* Excipients of Aluminum hydroxide gel. Magn esium hydroxide T 1 % emulsion: sodium h hlorite, sodium methyl
sodium propyl paraben, benzoic acid, bronopol, polyethylene glycol sorbitan tristearate, methylcellulose, dimgihp‘;? siloxane, hydwxyl-m
polyethylene glycol stearate, Glycerides, C14-18, mono-and di-, purified water.

DOSAGE FORM: Oral suspension

HOW SUPPLIED: Pack of 10 mL, Box of 20 Packs.

INDICATIONS

- Acute and chronic gastric and duodenal ulcer.

- Symptoms of gastric hyperacidity( burn, sour vomiting, ...), stimulated gastrointestinal syndrome.

- Gastroesophageal reflux disease.

DOSAGE AND ADMINISTRATION

1) Acute and chronic gastric and duodenal ulcer: Adults: 10 mL (1 pack) = 2 — 4 times/day. Children: 5 - 10 mL (1/2 = 1 pack) = 2 - 4 times/day.

2)  Symptoms of gastric hyperacidity( burn, sour vomiting..), stimulated gastrointestinal syndrome; gastroesophag | reflux di; Adults: 10mL (1

pack) x 2 - 4 times/day. Children: 5 — 10 mL (1/2 - 1 pack) x 2 - 4 times/day.

Take drug between meals or after meal about 30 minutes to 2 hours, at bed time or whenever symptoms occur.

CONTRAINDICATION

- Hypersensitivity with drugs.

- Patients with severe renal dysfunction.

- Patients with hypophosphatemia,

- Patients with hypomagnesaemia,

- Children, especially children with dehydration or renal faiture.

PRECAUTION

- Keep the recommended dosage and administration.

- If no improvement of symptoms appears in 2 weeks, consults with a physicians or a pharmacist.

- Do not administer more than 60ml in a day without physician’s prescription.

- Use with caution for patients with congestive heart failure, renal failure, edema, cirrhosis, and low sodium diets, and patients who have recently suffered
from gastrointestinal hemorrhage.

- Elderly, due to disease and/or drug therapy, may be predisposed to constipation and fecal impaction. Carefyl evaluation of possible drug interactions
must be done.

- Monitor phosphorus levels periodically when patient is on chronic therapy.

USE IN PREGNANCY AND BREAST FEEDING

- Antacids are generally considered safe as long as chronic doses are avoided

- There have been reports of antacids causing such adverse effects as hypomagmn ia, hypermag ia and i d tendon refl in fetuses and / or
neonates whose mothers were chronic users of magnesium-containing antacids (especially in high doses),

- Problems in human have not been documented, although some aluminum and gnesium may be d in breast milk; the concentration is not great
enough to product an effect in the neonate.

USE IN INFANT
The dosage of Grangel in children has not been established.

EFFECT ON DRIVING ABILITY AND MACHINE OPERATION: No effect

DRUG INTERACTION

Concomitant administration with Tetracycline antibiotics, digoxin, indomethacin, ferrous salt, isoniazid, allopurinol, benzodiazepin, corticosteroid,

penicilamin, phenothiazin, ranitidine, ketoconazol, itraconazol... may be reduced the absorption of these drugs. These above drugs should be far

administered with Grangel

ADVERSE REACTIONS

Grangel shows less adverse effects such as constipation and diarrhea by proper mixture of Aluminum hydroxide and Magnesium hydroxide.

- Common: constipation, chalky taste, stomach cramps, fecal impaction, nausea, vomiting, discoloration of feces (white speckles).

- Hypophophatemia may occur with prolonged administration or large doses; Aluminum intoxication and osteomalacia may occur in patients with uremia.

- Osteomalacia and also encephalopathy, dementia and microcytic anaemia, have occurred in patients with chronic renal failure who received aluminum
hydroxide as a phosphate-binding agent.

Inform doctors with side effects when using medicines.

PHARMACODYNAMIC PROPERTIES

- Grangel Suspension is an antacid medication that contains Aluminum hydroxide, Magnesium hydroxide and Simethicone. Aluminum hydroxide and
Magnesium hydroxide dissolve in acid gastric secretions, releasing anions that partially neutralize gastric hydrochloric acid or buffer existing quantities
of stomach acid but have no direct effect on its output. Thus providing relies or hyperacidity symptoms, reduce acid concentration within the lumen of
the eosophagus and inhibit the proteolytic action of pepsin, this effect is particularly important in patient with peptic ulcer disease. Magnesium antacid
have a laxative action and reduce the constipating effects of aluminum antacid.

- Simethicone is a non-systemic gastric defoaming agent that works by altering the elasticity of interfaces of mucus-embedded bubbles in the
gastrointestinal tract. The gas bubbles are thus broken down or coalesced and in this form gas is more easily eliminated through eructation or passing
flatus.

PHARMACOKINETIC PROPERTIES

= Aluminum hydrochloride is slowly solubilized in the stomach and reacts with hydrochloric acid to form aluminum chloride and water. About 17 — 30%
of aluminum chloride formed is absorbed and is rapidly excreted by the kidneys in patients with normal renal function.

= Magnesium hydrochloride is rapidly reacts with hydrochloric acid to form magnesium chloride and water. About 15 — 30% of aluminum chloride formed
is absorbed and is rapidly excreted by the kidneys in patients with normal renal function.

- Simethicone is physiologically inert; it does not appeared to be absorbed from the GI tract to interfere with gastric secretion or absorption of nutrients.
Following oral administration, the drug is excreted unchanged in the feces.

OVERDOSAGE AND TREATMENT

Symptoms of overdosage include nausea, vomiting, gastrointestinal irritation, diarrh ipation. Treatment should be symptomatic and supportive.

RECOMMENDATION

- Keep out of the reach of the children.

= Read carefully the leaflet before use.

- For further information, please contact your doctor.

STORAGE: Store in a tight container, at dry place, protected from light, temperature below 30 °C,

EXPIRY DATE: 36 months from manufacturing date.

SPECIFICATION: Manufacturer.

SHINPOONG DAEWOO PHARMA Co., Ltd.

Factory: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam
. Office: Room 05 - 07, Floor 09, Tower R1, Everrich Building, No. 968 3/2 Str., Ward 15, Dist. 11, HCM City
Tel ; (08) 22250683  Fax : (08) 22250682 Email : shinpoong@spd.com.vn



