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MAU NHAN HOP
Sin phim : Vién nang KALTATRI 0.25ug
Kich thudc hop : 95 x 45 x 45 mm
Ty 1é : 70%
No6i dung : nhu mau
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KALTATRI

L';_'f VAN .'\ﬁ.‘-:‘-’zm- phdn: Mdi vién nang mém chia
N Afagalgidob. il 02510 D€ xa tim tay tré em.
Boc ki huong din sif dung
Chi dinh, cdch ding, chiing chi djnh: trudc khi diing.
in doc trong t hudng din i dung.
Bdo qudn: Bao bi kin, nai khd mdt, duti Sdn xdt tal
30°C.

Bdng gdi: 5 vi x 10 vién nang mémmop. Binh Duong

WHO-GMP 50 Soft capsules

KALTATRI 0,259

Alfacalcidol

brigz’'o
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Composition: Each soft capsule contains Keep out of reach of children.
Atfacaleidol..........cocooicnnien..0.2510 Read insert paper carefully
before using.

Indications, administration, contra-

indications: See insert paper.
Storage: Preserve in light-resistant and nllllllllﬂll
SBK:

cool place, below 30°C.

Package: 5 blisters x 10 soft capsules/box. NSX %m =

Z UNERRL DIBECTC R

//

TR
N\ X s
N

g

SHORBH HONG




https://trungtamthuoc.com/

PH"_ PHIL INTER PHARMA

No 25, street No. 8, VSIP, Thuan An, Binh Duong
INTER PHARMA  Tel: 0650. 3767 040~ 044. Fax: 0650. 3767 039

MAU NHAN VI
Sdn phim : Vién nang KALTATRI 0.25u9
Kich thuéc vi : 88 x 42 mm
Ty 1& : 100%
N6i dung : nhu mau

KALTATRI 0,255
Alfacalcidol.............0,25p1g /LQ
SBK:

E_H_lk mmmmumw |
KALTATRI 0/25,

Alfacalcidol.............0. 25pg |

SBK: 1 .
PHIL crv o pai Imm l _
KALTATRI 0,25,

Alfacalcidol..............0,251g |
SBK:
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S6 16, NSX, HSD sé dugc dap ndi trén vi
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MAU NHAN TOA THUOC

Rx Thuoc ban theo don
Bpe kit huedmg ddn si dung trece khi dimg,
Pé xa tdm tay 1ré em.
Néu cdn thém thong tin, xin hoi y kién bdc st hode diee sT.
Thubc ndy chi diing theo don ciia bdc 5.

KALTATRI 0.25png vién nang mém

SPK:

THANH PHAN
M&i vién nang mém chira:

AMealeidol.. ... oo iininiasnr s 0,25 ug
(MCT (Triglycerid chudi trung binh), Butylat hydroxy toluen, Butylat hydroxy
anisol, Con tuyét aéi, Gelatin, Glyecerin ddm dic, D-sorbitol 70%, Ethyl vanillin,
Titan dioxyd, miu vang so 203, Nude tinh khiét)
DUQC LYC HQC
Alfacalcidol tan trong dau va thuomg hap thu téi da 100%. Sau khi hip thu,
alfacalcidol nhanh chong bj hydroxyl hoa chi yéu trong gan mic di enzym nay phin
b rong rdi trong cdc md cia co thé. Alfacalcidol (1 a-hydroxy vitamin D3) chuyén
hoa nhanh tai gan thanh 1,25-dihydroxy vitamin D3, tac dung nhir mt chég didu hod
chuyén hoa calci va phosphat. Nhor su chuyén ddi nhanh nay, lgi ich diéu trj cia
alfacalcidol hiu nhir gidng 1,25-dihydroxy vitamin D3. Tac dyng chinh la ting néng
d¢ tuéin hodn cia 1,25-dihydroxy vitamin D3, do 46 ting sy hap thu qua rut cia
calci vd phosphat, thic ddy sy khodng hod xuong, diéu hoa nong d¢ hormon tuyén
cdn giap trong huyét trong ciing nhur giam huy xuong, lam gidm dau xweng va co.

DUQC PONG HQC

Alfacaleidol hip thu tt theo dutmg tiéu hod. Su hién dién cia mat can thiét cho sy
hdp thu, su hip thu c6 thé gidm & bénh nhan giam hap thu chit béo.

Alfacalcidol vin chuyén trong méu gén két véi a-globulin, Alfacalcidol c6 tic dung
nhanh va thiv gian ban thii ngan.

Alfacalcidol chuyén hoa nhanh chéng trong gan thanh calcitriol. Cac hop chit
Vitamin D va cac chét chuyén hod thai trir chinh trong mit va phén, chi mét lugng
nho hign dién trong nude tigu.

CHI BINH
- Loan duﬁ'ngnxuung do thiin,
- Cudmg tuyén cin gidp (kém bgnh xwong).
- Suy tuyén cin giap.
—  Nhuyén xuong va coi xuong do dinh duémg va kém hip thu.
- Nhuyén xwong va coi xuong phy thuge vitamin D,
- Nhuyén xwong vi coi xuong khang vitamin D ha phosphat huyét
~ _ Loang xwong.
LIEU LUQGNG VA CACH DUNG .
Liéu khoi ddu: !
Nguoai trir lodng xuomg:
- Ngudi lén: 1 pg/ngay. L.{ ”
- Tré em cén niing tir 20 kg tror 1€n: / L /
Ngoai trir bénh loan dung xwong do thin: 1 pg/ngay.
Bénh loan dwdng xwong do thin: 0,04 - 0,08 pg'kg/ngay.
Tré em cén njing duci 20 kg: 0,05 pg'kg/ngdy.
Lodng xuong: 0,5-1 pg/ngiy c6 kém hofe khdng kém calci.
Liéu ding sau d6 dugc diéu chinh theo dip img sinh hoa dé trinh ting calci huyét.
Liéu ciia alfacalcidol ¢6 thé ting khoang 0,25-0,5ug /ngdy. Hau hét ngudi lom déu
dap (mg & lidu 1-2 ug/ngay.
CHONG CHi BJNH
- Quamén véi alfacalcidol hofic bt ky thanh phin nao ciia thudc.
- Tang calci huyét, vdi hoa di can, ting phosphat huyét hojic ting magne huyét.

THAN TRONG

Alfacalcidol Iam ting sy hp thu calci va phosphat trong rujt, néng dé huyét thanh
cita chiing cén dugc theo doi, dic biét & nhimg bénh nhin suy thin.

Cén theo doi thuémg xuyén ndng dé calci, phosphat, phosphat kiém, magne vi
creatinin ciing nhy cac thong sb sinh hod cin thiét khac.

Néu xdy ra tang calci huyét hodc ting calci ni¢u, ¢6 thé diéu chinh lai nhanh chéng
biing cach ngimg didu trj cho dén khi nong do calci huyét twong tré vé mirc binh
thudng.

Sau d6 alfacalcidol c6 thé bit diu lai v&i % lidu cba liéu cudi cing da dung hofic
theo dap (mg cia bénh nhén.

Thin trong khi ding alfacalcidol & bénh nhan ting calei nigu, dic bi¢t & nhimg bénh
nhin ¢ ﬁgn sir bénh séi thin.

TUONG TAC THUOC .

Tinh trang ting calci huyét & bénh nhin dang diing glycosid tim ¢6 thé gay chimg
loan nhip tim. Do do, bénh nhin ding déng thén glycosid tim va alfacalcidol cén
dirgre theo ddi chit ché.

Khi diing chung barbiturat hoic cac thude chéng co gidt cam img men, cin ting litu
alfacalcidol dé dat durge higu qua cén thiét.

Diing chung véi ddu khoang (sir dyng lau dai), cholestyramin, colestipol, sucrafat,
hodc lugng lén nhom trong cée thubc khéng acid c6 thé lam gidm hdp thu
alfacalcidol.

Nguy co ting calci huyét gia tang & nhimg bénh nhin ding ché phim chira calci
hoiic thudi lgi tidu thiazid chung vdi alfacalcidol.

Khéng nén ding chung alfacalcidol véi vitamin D hojc cac dan chit cia vitamin D
do kha nang lam ting tic dung va ting nguy co ting calci huyét.

PHY NU CO THAI VA CHO CON BU

Phy nir mang thai

Chura co dir ligu ddy di vé viée sir dung alfacalcidol & phy nit mang thai. Nén than
trong khi sit dung cho phy ni mang thai vi tinh trang ting calci huyét trong sudt qua
trinh mang thai ¢é thé giy nén nhimg rdi loan bim sinh cho tré.

Rx Prescription Drug
Read dosage and administration carefully before using,
Keep out of reach of children.
For any more information, please consult your doctor or pharmacist
This drug should be used only under prescription

KALTATRI 0.25pg soft capsule

Visa No:...

COMPOSITION
Each soft capsule contains:
Adfacaleidol s mimimni i s 0.25 pg

(MCT, Butylate hydroxy toluen, Butylat hydroxy anisol, Alcohol, Gelatin, Glycerin

concentration, D-sorbitol 70%, Ethyl vanillin, titanium dioxide, Yellow No.203,

Purified water)

PHARMACODYNAMICS

Alfacalcidol is fat soluble and upto 100% absorption normally takes place. After

absorption, alfacalcidol is rapidly hydroxylated at 2 position, predominantly in liver

although the enzyme is widely distributed in body tissues. Alfacalcidol (1-

hydroxyvitamin D3) undergoes rapid hepatic conversion to 1,25- dihydroxyvitamin

D3, which acts as a regulator of calcium and phosphate metabolism. Due to this

rapid conversion, the therapeutic benefits of alfacalcidol are virtually the same as

those of 1,25- dihydroxyvitamin D3. The main effects are to increase circulating

1,25-dihydroxyvitamin D3 levels, and thereby to increase intestinal absorption of

calcium and phosphate, promote bone mineralisation,regulate plasma parathyroid

hormone levels as well as to decrease bone resorption, with relief of bone and

muscle pain.

PHARMACOKINETICS

Alfacalcidol substances are well absorbed from the gastrointestinal tract. The

presence of bile is essential for adequate intestinal absorption; absorption may be

decreased in patients with decreased fat absorption,

Alfacalcidol circulates in the blood bound to a specific -globulin. Alfacalcidol have a

more rapid action and shorter half-lives.

Alfacalcidol is converted rapidly in the liver to calcitriol. Vitamin D compounds and

their metabolites are excreted mainly in the bile and faeces with only small amounts

appedring in urine

INDICATIONS

- Renal osteodystrophy.

~  Hyperparathyroidism (with bone disease).

- Hypoparathyroidism.

- Nutritional and malabsorptive rickets and osteomalacia.

- D-dependent rickets and osteomalacia.
hoispt ic vitamin D

rickets and osteomalacia.

S1YPORNOSE
- _Osteoporosis,
DOSAGE & ADMINISTRATION
The initial dosage is:
Allindications, excepting osteoporosis:
- Adults: 1 pg/day.
~  Children 20 kg and over:
Excepting in renal osteodystrophy: 1pg/day.
In renal osteodystrophy: 0.04 - 0.08pg/kg/day.
Children under 20 kg: 0.05 pg'kg/day.
Osteoporosis: 0.5-1 pg/day with or without calcium.
The dose should subsequently be adjusted to avoid hyp according to the
biochemical response. The dose of alfacalcidol can be i d by inc of
0.25-0,5pg/day. Most adults respond to doses of 1-2 pg/day,

CONTRAINDICATIONS

- Hypersensitivity to alfacalcidol or any of the other ingredients.

- Hyp lcaemia ic calcificati hyprrpfu pl mia or
hypermagnesaemia,

PRECAUTIONS

Alfacalcidol increases the intestinal absorption of calcium and phosphate, serum
levels of which should be monitored, particularly in patients with renal failures.
Regular monitoring of calcium, phosphate, alkaline phospl ium and
creatinine levels as well as other appropriate biochemical parameters should be done.
If hypercalcemia occur, this can be comected rapidly by stopping treatment until
plasma calcium levels return to normal.

Alfacalcidol may then be restarted at half the last dose used or as per response of the
patient,

Alfacalcidol should be administered with ion to p
especially those with a history of renal calculi.

with hypercalciuria,

DRUG INTERACTIONS

Hypercalcemia in patients taking digitalis preparations may precipitate cardiac
arrhythmias, Patients taking digitalis concurrently with alfacalcidol must therefore
be closely monitored.

Patients on barbi or other enzyme-inducing anticonvulsants may require an
increased dose of alfacalcidol to produce the desire effect.

Absorption of alfacalcidol may be impaired by concurrently use of mineral oil
(prolonged use), cholestyramine, colestypol, sucrafate or large amounts of
aluminium based antacids.

The risk of hypercalcaemia is increased in patients taking calcium-containing
preparations or thiazide diuretics concurrently with alfacalcidol.

Vitamin D and its derivatives should not be given during alfacalcidol treatment
because of the possibility of additive effects and an i d nisk of hypercalcemi
PREGNANCY AND LACTATION

Pregnancy

There are no adequate data from the use of alf; idol in pregn . Caution
should be taken when prescribing to pregnant women as hypercalcaemia during
pregnancy may produce congenital disorders in the offspring.




https://trungtamthuoc.com/

@

Phy nir cho con bi .

Miic di chua duge xac dinh, nhumg leeng 1.25-dihydroxyvitamin D ¢6 the s€ ting
trong sita cia ngum me dang cho con bi duge diéu trj voi alfacalcidol. Diéu nay co
thé anh hudmg dén qud trinh chuyen hod calci cia tré,

ANH HUGNG KHA NANG LAI XE VA VAN HANH MAY MOC

Chura 6 béo céo.

TAC DUNG PHU

Nhin chung tac dyng phu llén quan dén viée ting calci huyét va trong truimg hop
suy thin, tang phosphat huyét co thé xay ra.

Tac dung khing mong mudn khic: ngira, phit ban, may day.

* Thiing bdo cho bdc T hodc diwge sTnhitng tdc dung khéng mong mudn gdp phdi
khi sir dung thudc.

QUA LIEU

Trigu chimg

Biéu hién cia ting calci huyét: m@t moi, chodng vang, buén nén, nén, khé miéng,
dau co, dau xwong, dau khop, ngira hofic danh trong ngyce,

Didu tr

Nén ngung diéu trj alfacalcidol khi ting calci huyét. Tang calci huyét niing c6 Lhé
cdn bién phép diéu tr hd trg, lruyén dich tinh mach, va néu cin, thém thude lgi tidu
quai hofic corticoid.

Trong trwémg hop ngé déc cip, nén diéu trj bing céch rira da day vi/holic ding diu
khodng dé gidm sy hdp thu va tang thai trir qua phén.

DONG GOI: Hop chira 5 vi x 10 vién nang mém.

BAO QUAN: Trong hiip kin, noi khd mét, dudi 30°C.

HAN DUNG: 36 thang ké tir ngdy san xut.

* Khong ding thude qud han dimng. 2 t A\
TIEU CHUAN AP DUNG: Tiéu chudn co sd. /}? L

San xudt tar
Cing ty TNHH PHIL INTER PHARMA
25, Budng s6 8, khu cang nghigp Viét Nam-Singapore, Thuin An, Binh Duong.

Lactation
Although it has not been established, it is likely that increase amounts of 1,25-
dihydroxyvitamin D will be found in the milk of lactating mothers treated with
alfacalcidol. This may influence calcium metabolism in the infant.
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
None reports.
SIDE EFFECTS
Adverse effects generally related to hypercalcemia and, in the case of renal
impairment, hyperphosphataemia which may be induced by alfacalcidol therapy.
Others: pruritus, rash, urticaria,
* Inform your doctor or pharmacist in case of any adverse reactions related to
drug use.
OVERDOSE
Manifestations
Signs of hypercalcaemia: fatigue, dizziness, nausea, vomiting, dry mouth, muscle
pain, bone pain, joint pain, pruritus or palpitations.
Treatment
Administraion of alfacalcidol should be stopped if hypercalcaemia occurs. Severe
hypercalcaemia may required treatment with general supportive measures, with
intravenous fluids, and if needed, with a loop diuretic or corticosteroid.
In acute overdosage, early treatment with gastric lavage and/or the administration of
mineral oil may reduce absorption and promote faecal elimination.
PACKAGE: Box of 5 blisters x 10 soft capsules.
STORAGE: In a well-closed container, dry and cool place, below 30°C.
SHELF LIFE: 36 hs from facturing date.
_ * Do not use if the drug is out of date.

I SPECIFICATION: Home siandard.

Manufactured by
PHIL INTER PHARMA Co., LTD.
25, Street No. 8, VSIP, Thuan An, Binh Duong,
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No 25, street No. 8, VSIP, Thuan An, Binh Duong
INTERPHARMA  Tel: 0650. 3767 040~ 044. Fax: 0650. 3767 039

MAU NHAN VI
Sdn phdm : Vién nang KALTATRI 0.25u9
Kich thu6c vi  : 88 x 42 mm
Ty 1& : 100%
Noi dung : nhv miu

KALTATRI 0,259
Alfacalcidol.............. 0,25u0
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