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Thanh phan:

Mbi vign nén s0i bot chira Caleium 1000 mg

(dudi dang caleium carbonate 2500 mg)

Chi dinh, Céch ding, Ching chi dinh va cdc théng tin
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Composition:
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Calcium Auxilto 1000 mg

Tén thubc

Calcium Auxilto 1000 mg

Céac déu hiéu lwu y va khuyén cdo khi diing thudc
DE xa tam tay tre em

Boc ky hudng dan str dung trirde khi diing
Thanh phén céng thirc thudc

Thanh phén hoat chat:

61 [ 1 —

(dudi dang calcium carbonate 2500 mg)
Thanh phan ta duoe:

Citric acid anhydrous, lactose monohydrate, macrogol
6000, aspartame, saccharin sodium, povidone K25,
lemon lime flavor, simethicone emulsion.

Dang bao ché

Vién nén sui bot.

Vién nén tron, mau trdng hay tring nga, hai mat bang,
canh vign vat.

Chi dinh

Phong nglra va diéu tri thiéu hut calcium.

BG sung calcium hd tro cho ligu phap dac hiéu trong
phong ngira va diéu tri loang xuong.

Ha tro cho liéu phap vitamin D3 ong digu tri coi xwong
va nhuyén xuong.

Cach dung, liéu ding

Cdch ding

Thudc duoc hoa tan trong mdt ly nude (khoang 200 mi)
va ubng ngay. I'hudc co thé dugc uong cung hoac ngoai
bira an.

Liéu ding

Ngurdi l6n va tré em trén 10 tudi: 1000 mg (1 vién)/ngay.
Chéng chi dinh

Qua man véi hoat chat hoac bat ky thanh phan ta dugc
nao cla thudc.

Cac bénh hodc tinh trang bénh co6 thé gay tang calcium
huy&t hodc tang calcium niéu.

Sai than calcium, voi hoa than,

Bat dong lau ngay kém ting calcium niéu hoac ting
calcium huyét.

Canh bdo va than trong khi diing thuée

Ubng Calcium Auxilto 1000 mg lam tang dao thai
calcium trong nuée ti€u. Trong vai thdng dau ding
thudc, dieu nay cling lam tang xu hwéng két tla mufi
calcium va trong mot s6 trudng hop nhat dinh hinh thanh
soi trong than va bang quang. Bigu nay cd thé tranh
duoc bang cach uéng nhigu nudc.

Téng calcium niéu hap thu nén dugc loai trlr & nhirng
bénh nhan cd tién st gia dinh bi séi than chira calcium.
Trona trwdng hop suy than, Calcium Auxilto 1000 mg chi
nén duoc dung khi theo dai lién tuc nong do calcium va
phospnat trang mau va nuéc tiéu.

Trong qué trinh diu tri v&i calcium liéu cao, dac biét khi
digu tri dong ther vei vitamin D, cé nguy co' Lang calcium
huyét, cé thé dan dén réi loan chirc ning than. O nhing
bénh nhan nay, can theo déi nong dd calcium trong
huyét thanh va theo déi chirc nang than.

Calcium va kiem hdp thu tr cac ngutn khac (ché dg an,
thyre pham ting cudng, hodc céc loai thude knac) nén
duoe can nhic khi dung Calcium Auxilto 1000 mg. Khi
ding ddng thévi calcium ligu cao voi cac tac nhan kiem
(nhu carbonate), hoi chirng kiem stra (hdi ching
Burnett) co thé dan dén tang calcium huy&t, nhiém kiem
chuy@n héa, suy than, va véi héa mé mém. O ligu cao,
can theo ddi nong dd calcium trong huyét thanh va
nuee tigu,

. 1000 mg
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Huéng dan st dung cho mot s8 nhém bénh nhan dac bist:

Calcium carbonate duoc chuyén hda thanh clorid hoa
tan trong da day va do dod co tinh sinh kha dung. Kha
nang hoa tan cé thé bi suy giam va gidm sinh kha dung
& nhirng bénh nhan thiéu acid clohydric. Tuy nhién, sinh
kha dung dugc dam bao khi nhiing bénh nhan nay ding
thudc cung véi thire an.

& nhirng bénh nhan dang dung thudc khang acid, can luu
y calcium carbonate ciing co déc tinh lién két voi acid.
Calcium Auxilto 1000 mg co chira lactose. Khang nén
diing thude nay cho bénh nhan cé cac van dé vé di truyén
hiém gap khong dung nap galactose, thiéu hut enzym
lactase toan phén hay kém héap thu glucose-galactose.
Calcium Auxilto 1000 mg c6 chira aspartame.
Aspartame |4 ngudn tao ra phenylalanine, cé thé gay hai
cho bénh nhan bi bénh phenylketon niéu (PKU), mat réi
loan di truygn hiém gap gay tich ldy phenylalanine do co
thé khong thé dao thaithich hop.

Chua c6 bang chirg phi lam sang hay lam sang dé danh
gia viéc str dung aspartame cho {ré duéi 12 tuan tudi,
Calcium Auxilto 1000 mg c6 chira dwéi 1 mmol
(23 mg) nani trong mbi vién, vé& co ban dugc xem nhw
“khong chia natri”.

Sty dung thuéc cho phu nir cé thai va cho con bu

Ligu calcium thich hop cho phu nit ¢6 thai va cho con bu
théng thuéng & 1000 — 1300 mg/ngay (v ché dé an
uéng hodc bd sung). Trang thdi ky mang thai, luong
calcium tiéu thu hang ngay khdong dugc vuot qua
1500 mg. Calcium di vao sira me vii mot lvong dang ké.
Caé thé dung Calcium Auxilto 1000 mg trong thei ky
mang thai néu bi thiéu hut calcium.

Anh hwéng cia thudc 1&n kha ndng l4i xe, van hanh
may moc

Chuwa cd dir liéu ndo vé anh hudng trén kha nang lai xe
hodc van hanh may méc. Tuy nhién, anh hudng nay khé
xay ra.

Twong tac, twong ky cha thuée

Twong tédc coa thudc

Thudc lgi téu thiazide lam giam bai tiét calcium, do dé
lam t&ng nguy co phat trién tang calcium huyét. Nén
theo ddi thwéng xuyén ndng db calcium trong mau khi
dung dong thot Calcium Auxilto 1000 mg va cac loai
thudc nay.

Vitamin D lam téng hép thu calcum.

Corticosternid dung dwong toan than lam giam hap thu
calcium. NBu ding ddng théi voi corticosteroid, co thé
phai tang ligu Calcium Auxilto 1000 mag.

S hap thu va hiéu qua ctia cac khang sinh khac nhau
nhu nham tetracycline, nhdm gquinolon, moét s6 thudc
nhém cephalosporin va nhigu loai thudc khac (nhw
ketoconazole, iron, sodium fluoride, estramustine, cac
ché pham bisphosphonate) bj giam khi udng dong thoi
véi Calcium Auxilto 1000 mg.

Do d6 nhin chung, Calcium Auxilto 1000 mg va cac ché
pham khac nén udng cach nhau it nhat 2 gicy.

Sinh kha dung cta Caleium Auxilto 1000 mg c6 thé b
gidm bdi cac thude khang acid, va co thé kéo dai qua
trinh thai trir gua than do kigém hoa nuorc tigu.

Nhay cam véi cac glycosid tim, va do dé nguy co' réi loan
nhip tim téing I8n do ndng df calcium trong mau tang Ién,
Bénh nhan dang duoc diéu tri dong thoi vai glycosid tim
va calcium nén dugc theo dai bing dién tam do va ndng
dé calcium trong huyét thanh.

Cac muéi calcium ngan can sy hdp thu phosphate bang
cach tao thanh cac mudi kho tan.

Tuang tac co thé xay ra khi dung dong thot voi thyc
pham co chira acid oxalic, phosphate va acid phytic.
Twong ky cua thuéce

Do khong c6 cac nghién cliu vé tinh tiong ky cla thuée,
khong trén lan thudc nay vai cac thufc khac.
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Téac dung khéng mong mudn cia thude
Thwong gdp (1/100 < ADR < 1/10)

Chuyén hoa va dinh dudng: Tang calcium huygt, tang
calcium niéu.

Hiém gap (1/10.000 < ADR < 1/1000)

Tiéu hoa: T4o bén, day hol, budn ndn, dau bung va tiéu
chay.

Da va mo dudi da: Ngtra, may day va phat ban.
R4t hiém gap (ADR < 1/10.000)

Chuyén héa va dinh du@ng: Hoi ching kiem sia;
thurong trong truding horp qua ligu,

Qua lieu va cach xcr tri

Néu khéng co cac hénh nén hiru co (nhu cudng can
giap, hap thu qué nhigu vitamin D, cac khéi u, suy than,
tinh trang sau ghép than), tinh trang tang calcium huyét
thue té khong dvoc mong doi (ngoai trlr tang calcium
huyét vo can & tré em).

CA4c tridu chirng tAng calcium huy&t ban dau la yéu co
va cac triéu chuimg vé dudng tieu hda (dau bung, tao
bén, budn nén va nén), trong trwong hop tang calcium
huyét kéo dai va nghiém trong, réi loan ¥ thire (nhu tinh
trang lo mo, treong hep nang cé thd hon mé) va anh
hudng dén chirc nang than.

Qua lieu man tinh co thé dan dén voi héa mach mau va
ndi tang do tang calcium huyét.

NéEu can, nén diéu tri tang calcium huyét bang cach
ngurng dung Calcium Auxilto 1000 mg, bu nuore, truyén
dung dich muéi dang trirong va loi tiéu cudng biic.

O nhirng bénh nhan dung dong théi calcium ligu cao va
cac chat co ban dé hap thu cd thé phat rién hdi chirng
kiém sfra, biBu hién bang cac trigu ching sau; di tiéu
nhiéu [an, dau dau lién tuc, chan an lién tuc, buén ndn
ho@c non, mél mdi bat thwong hodc suy nhuoe, tang
calcium huyét, nhiém kiém va réi loan chic nang than.

14. Bac tinh dwoc lwc hoc
Nhom duoc ly: BE sung khoang chat, calcium carbonate.
Ma ATC: A12AA04.

- Céac ion calcium cé val trd quan trong thiét yéu trong viéc
kich hoat cac hé théng sinh hoc. Ngudng klch thich cta
mang kich thich phu thugc vao nong daa Ca’' ngoai bao.
Céc ion calcium ciling tham gia vao viéc digu Chll‘lh tinh
tham cua mang té bao. Sy thiéu hut cac ion ca’ trong
huyét twong lam tang kha nang kich thich than kinh co,
va nguoc lai du sé lam giam khé néng nay.

= uéng calcium thic day qué trinh tai khoang héa khung
xrong trong trurérng hop thiéu caleium.

15. Pac tinh dwoc dong hoc
Su hdp thu calcium chiu su diéu chinh cla noi tiét t6. Ty
16 hép thu giam khi ang ligu, tang ol va ty & hap thu
tdng & trang thai ha calcium huyét. V& viéc udng 500 mg
calcium carbonate, cé khoang 30 — 40% liéu duoc hdp
thu. Vige s dung litu cao hon chi dan dén mét su gia
1@ng nho trong leong hap thu. Luong calcium binh
thudrng hang ngay hap thu tir thic an khoang 1000 mg.

- Tuy theo nong di calcium trong huyét thanh, calcium dugc
thai trir qua than. O’ nhiing ngudi ¢6 than khoe manh, 98%
lwerng calcium da loc duoc tal hap thu qu

16. Quy cach dong goi STE,
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Excipient ingredients:

Citric acid anhydrous, lactose monohydrate, macrogol
6000, aspartame, saccharin sodium, povidone K25,
lemon lime flavor, simethicone emulsion.
Pharmaceutical form

Effervescent tablet.

Round, white or almost white tablets, biplane with bevel-
edges on both sides.

Indications

Prevention and treatment of calcium deficieney.

Calcium supplement as an adjunct to specific therapy in
the prevention and treatment of osteoporasis.

Rickets and osteomalacia, in addition to vitamin D3
therapy.

Administration and dosage

Administration

The effervescent tablets should be dissolved in a glass
of water (approx. 200 ml) and drunk immediately. It may
be taken with or without food.

Dosage

Adults and children over 10 years old: 1000 mg (1 tablet)
per day.

Contraindications

Hypersensitivity to the active substance or to any of the
excipients.

Diseases or conditions that can cause hypercalcemia or
hypercalciuria.

Calcium-containing kidney stones, nephrocalcinosis.
Prolonged immobilization with concomitant hypercalciuria
or hypercalcemia.

Special warnings and precautions for use

Taking Calcium Auxilto 1000 mg increases the excretion
of calcium in the urine. In the first few months after
starting intake, this also increases the tendency to
precipitate  calcium  salts and, under certain
circumstances, to form stones in the kidneys and urinary
bladder. This can be avoided by drinking plenty of fluids.
Absarptive hypercalciuria should be ruled out in patients
with a family history of calcium-containing kidney stones.
In the case of renal insufficiency, Calcium Auxilio
1000 mg should only be used with ongoing manitoring of
the calcium and phosphate concentrations in the blood
and urine.

During therapy with high doses of calcium, particularly if
therapy is also administered with vitamin D, there is a
risk of hypercalcaemia, which can result in kidney
function disorders. In such patients, serum calcium
levels and renal function should be monitored.

Calcium and alkali intake from other sources (diet,
fortified foods, or other medicinal products) should be
considered when Calcium Auxilto 1000 mg is used.
When high doses of calcium are given concomitantly
with alkaline agents (such as carbonates), milk-alkaline
syndrome (Bumett's syndrome) can result with
hypercalcemia, metabolic alkalosis, renal failure, and
soft-tissue calcification. When high doses are
administered, serum and urinary calcium levels should
be monitored.

10.

11.

Instructions for use in specific patient groups:

Calcium carbonate is converted into soluble chioride in
the stomach and is thus bioavailable. Solubility may be
impaired and bioavailability reduced in patients with
achlorhydria. However, bioavailability is ensured when
these patients take the drug with food.

In patients who are also taking antacids, it should be
taken into account that calcium carbonate also has acid-
binding properties.

Calcium Auxilto 1000 mg contains lactose. Patients
with rare hereditary problems of galactose intolerance,
total lactase  deficiency or  glucose-galaciose
malabsorption should not take this medicine.

Calcium Auxilto 1000 mg contains aspariame.
Aspartame is a source of phenylalanine. It may be
harmful if you have phenylketonuria (PKU), a rare
genetic disorder in which phenylalanine builds up
because the body cannot remove it properly.

Neither non-clinical nor clinical data are available to
assess aspartame use in infants below 12 weeks of age.

Calcium Auxilto 1000 mg contains less than 1 mmaol
sodium (23 mg) per tahlet, that is to say essentially
“sodium-free”.

Pregnancy and lactation

The appropriate  daily dose (from  diet or
supplementation) for pregnant and lactating women is
usually 1000 — 1300 mg of calcium. During pregnancy,
the daily intake should not exceed 1500 mg of calcium.
Calcium passes into breast milk in significant amounts. If
calcium deficiency occurs during pregnancy, Calcium
Auxilto 1000 mg can be taken.

Effects on ahility to drive and use machines

There are no data on the effect on the ability to drive or
use machines, However, an impact is unlikely.

Interactions and incompatibilities with other drugs
Drug interactions

Thiazide-type diuretics reduce calcium excretion, thereby
increasing the risk of developing hypercalcaemia.
If Calcium Auxilto 1000 mg and such drugs are taken at
the same time, the calcium blood level should therefore be
monitored regularly.

Vitamin D increases the absorption of calcium.

Systemic corticosternids reduce calcium  absorption.
If corticosteroids are administered at the same time, it
may be necessary o increase the dose of Calcium
Auxilto 1000 mg.

The absorption and thus the effectiveness of various
antibiotics such as tetracyclines, guinolones, some
cephalosparins and many other drugs (e.g. ketoconazole,
ron, sodium fluoride, estramustine, bisphosphonate
preparations) is reduced by the simultaneous intake of
Calcium Auxilto 1000 mg.

There should therefore generally be a gap of at least
2 hours between taking Calcium Auxilto 1000 mg and
taking other preparations.

The bioavailability of Calcium Auxilto 1000 mg can be
reduced by antacids, and renal elimination can be
prolonged by alkalizing the urine.

The sensitivity to cardioactive glycosides - and thus also
the risk of cardiac arrhythmia - is increased by an
increase in the calcium concentration in the blood.
Patients on concomitant treatment with cardioactive
glycosides and calcium should be monitored by ECG
and monitaring of the serum calcium level.

Calcium salts prevent the absorption of phosphate by
forming poorly soluble salts.

Interactions can alse occur with food If It contains e.g.
oxalic acid, phosphates or phytic acid.

Drug incompatibilities

In the absznce of incompatibility studies, this medicinal
product must not be mixed with other medicinal products.
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Adverse reactions

Common (1/100 < ADR < 1/10)

Metabolic and nutritional: Hypercalcemia, hypercalciuria.
Rare (1/10,000 < ADR < 1/1000)

Gastrontestinal tract; Constipation, flatulence, nausea,
abdominal pain and diarrhea.

Skin and subcutaneous tissue: Itching, urticaria and rash.
Very rare (ADR < 1/10,000)

Metabolic and nuiritional: Milk-alkali syndrome; usually in
case of overdose.

Overdosage and management

If there are no underlying organic diseases (such as
hyperparathyroidism, excessive vitamin D intake,
neoplasms, renal insufficency, status post kidney
transplantation),  hypercalcaemic  conditions  are
practically not to be expected (exception: idiopathic
hypercalcaemia in children).

Symptoms of hypercalcaemia are initially muscle
weakness and gastrointestinal complaints (abdominal
pain, constipation, nausea and vomiting), in the case of
prolonged and severe hypercalcaemia, disturbances of
consciousness (e.g. lethargy, in extreme cases also
coma) and an effect on kidney function.

Chronic overdose can lead to vascular and organ
calcification as a result of hypercalcemia.

If necessary, hypercalcaemia should be treated by
discontinuing Calcium Auxilto 1000 mg, rehydration,
infusion of isotonic saline sclution and forced diuresis.

In patients taking high doses of calcium and absorbable
basic substances at the same time, a milk-alkaline
syndrome can develop, which is manifested by the

following symploms: frequent urination, constant
headaches, constant loss of appetite, nausea or
vomiting, unusual tiredness or weakness,

hypercalcaemia, alkalosis and renal dysfunction.

14.
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Pharmacodynamic properties
Pharmacaotherapeutic  group:  Mineral
calcium carbonate.

ATC code: A12AAD4.

Calcium ions are of crucial importance in the activation
of biological systems, The stimulus threshold of excitable
membranes depends on the extracellular ca®
concentration. Calcium ions are also involved in
regulating the permeability of cell membranes. A lack of
ca’ ions in the plasma increases neuromuscular
excitability, while an excess reduces it.

Oral calcium intake promotes the remineralization of the
skeleton in calcium deficiency.

Pharmacokinetic properties

Calcium absorption is subject to hormonal regulation. The
absorption rate decreases with increasing dose and
increasing age and increases in hypocalcaemic states.
With an intake of 500 mg calcium carbonale, about 30 —
40% are absorbed. The administration of higher doses
leads to only a small increase in the amount absorbed. The
normal daily intake of calcium from food is about 1000 mg.
Depending on the calcium serum level, calcium is excreted
via the kidneys. In people with healthy kidneys, 98% of the
fitered calcium is reabsorbed through the tubes.
Packaging

Box of 1 tube x 20 tablets.

Storage condition, shelf-life, specification

Storage condition

Store in a well-closed container, in a dry place. Do not
store above 30°C.

Shelf-life

36 months from the date of manufacturing,
Specification

In-house.

Name, address of manufacturer

supplements,

P1220823

Stellapharm J.V. Co., Ltd. - Bran
40 Tu Do Avenue, Vietnam - Singapore In

An Phu Ward, Thuan An, Binh Duang, Viet W
Tel: (+84 274) 3767 470 Fax: (+84 274) 3767 @




