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CHI DINH, LIEU LIFNG VA CACH DUNG c AL DI 0 L VIEN
CHONG CHI BINH, THAN TRONG, TUONG _ =_NANG MEM
TAC THUOC,TAC DUNG PHY, QUA LIEU
Xin doc hurdgmg dan alr dyng. TR TR
BAO QUAN: " BOC KY HUONG DAN 50 DUNG I
Bao quin @ nhiét dg khang qué 30°C. TRUPGC KHi DUNG
Tk é," B adg vk 0 At San wuiit tal Han Quéc had:
HAN DUNG : 1) Nha gid gidy phép va ddng gbi:
36 thang ké \ir ngay sén xuft Medica Korea Co., Ltd.
TIEU CHUAN : USP 37 4k, leyakgnngdan 4-gil, Hyangnam-eup,
h Hwaseong-si, Clwnnggl'nﬂu Han Quéc
HEALTHFUL LFE ) BEALTEUL LFE 2) Nhi sin xudt RP Corp., Inc
S 35-7, Jeyakgongdan d-gil, Hyangnam-eup
\\\‘\.“I MED!CA KOREA || Hwaseunpsi, Gyeonggi-du. Han Qudc.
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10 blisters x 6 Soft capsules

CALDIOL .55,

(Calcifediol 20 ug

COMPOSITION:

Each Saft capsula contains:
Calcitediol .. . 20.0pg
|[DOSAGE AND ADMINISTRATION,
INDICATION, PRECAUTION, CON-
TRAINDICATION, SIDE- EFFECTS,
INTERACTIONS]

Saa the inser paper inside

[STORAGE CONDITION]
Store at temperature nol exceeding 30°C
Protect from light and maisturs.

SHELF LIFE ;
36 months from the date of manufacturing

SPECIFICATIONS : USP 37

READ THE ACCOMPANYING
\ INSTRUCTION CAREFULLY REFORE USE
r

Manufactured by:

1} Product license and packing :

Medica Korea Co.. Ltd.

96, levakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea.

2) Manufacturer: RP Corp., Inc

35-7, leyakgongdan 4gil, Hyangnam-eup,
Hwasearng-si. Gwmg!iv.io Karea

4 Y
| KEEF OUT OF THE REACH OF CHILDREN

HEALTHFUL LIFE ;. BEALTIFUL LIFE

MEDICA KOREA
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R, Thudc bdn theo don Huéng dan st dung thudc

CALDIOL Soft capsule
o DPoc kj hudmg din sir dung trudc khi ding. Néu cdn thém théng tin, xin héi ¥ kién bdc s7
hodc dicgc st ' '

o Thong bfio cho‘ bdc si nhitng tdc dung khdng mong mudn gap phdai khi su dung thuoc.

o Dé thudc xa tam tay tré em.

s Khidng dung thuéc qua han in trén bao bi.
THANH PHAN: M3i vién nang mém c¢é chira:
Hoat chdt: Calcifediol 20,0 pg
Td duoc: Diu dira (phan doan) 250,0 mg, ethanol khan 0,002 mg, hydroxyanisol butyl héa 16 pg,
hydroxytoluen butyl héa 16 pg, glycerin ddm dic 34,0 mg, gelatin 93,0 mg, D-sorbitol (khong
két tinh) 12,0 mg, methylparaben 0,12 mg, propylparaben 0,03 mg, titan dioxyd vira du, mau dé
sb 3 (erythrosin) vira du, mau vang s 5 vira du, nudc tinh khiét vira du.
MO TA: Vién nang mém hinh oval, mau ving nhat, chira chét long trong sudt mau vang nhat
hoac khéng mau.
DUQC LUC HOC/DUQC DONG HQC: C[l/
Dirge lue hoe: J
Vitamin D r4t cin thiét trong van chuyén calci tir rudt va trong chuyén héa xuong.
Calcifediol 12 dang hydroxyl hda & vi tri 25 cua cholecalciferol (vitamin D3).
Duge djng hoc
Cholecalciferol (vitamin D3) phai trai qua qu trinh chuyén héa 2 bude trudc khi cé tic dung
sinh hoc. Bude chuyédn héa diu tién xay ra & microsom cia gan, & diy cholecalciferol bi
hydroxyl hoa & vi tri carbon 25 tao thanh calcifediol (25 - hydroxy - cholecalciferol). Budc thir 2
xay ra ¢ than, ¢ d6 tao thanh 1 alpha, 25 - dihydroxy - cholecalciferol nher enzym 25 hydroxy -
cholecalciferol -1 hydroxylase ¢é trong ti thé clia vo than. Sau d6 1 alpha, 25 - dihydroxy -
cholecalciferol duge chuyén toi mo dich (rudt, xuong, mét phin & thin va tuyén cn gidp) nher
céc protein lién két dic hidu trong huyét twong,
Calcifediol dung theo dudng ubng, hdp thu nhanh va dat ndng do dinh trong huyét thanh sau 4 - 8
gidy. Calcifediol van chuyén gin véi protein va c6 nira doi khoang 16 ngay.
CHI PINH:
Phong va diéu trj bénh cdi xwong do dinh dudng.
Piéu tri coi xwong va nhuyén xuong do chuyén héa (coi xuong giam phosphat huyét khing
vitamin D, ¢d1 xuong phu thude vitamin D, loan dudng xuong do than hodc cdi xwong do than).
Piéu trj giam nang cén giap.
Phong va diéu trj lodng xuong.
Nhuyén xwong do thude chéng co giat.
LIEU DUNG VA CACH DUNG:
Liéu dung cua calcifediol tuy thudc ban chét va muc d6 giam calei huyét cia ngudi bénh. Cén
duy tri calci huyét thanh & mac 9 - 10 mg/dL.



Hiu hét ngudi bénh dép tng vai 1idu 50 - 100 microgam hang ngay hodc 100 - 200 microgam,
c4ch mét ngdy mot lan.

Pé diéu tri giam calci huyét cho ngudi bénh suy than man tinh, liéu calcifediol khai du cho
ngudi 16m 13 300 - 350 microgam mdi tudn, ubng hang ngay hodic cach ngay theo qui dinh.

Mot sb ngudi bénh ¢6 ndng dd calci huyét binh thuéng cé thé chi cin diing 20 microgam, hai
ngay mot lan.

Tré em ubng | dén 2 microgam/kg thé trong, mdi ngay 1 l4n, bd sung thém calci hydroxyd va
natri bicarbonat.

CHONG CHIi PINH:

Nhitng ngudi bénh c6 phan tng di img véi vitamin D hodc ting calci huyét. Qua liéu vitamin D,
loan dudng xuong do thin kém theo ting phosphat huyét.

THAN TRONG:

Phai theo d&i cdn than calci huyét thanh it nhat hang tudn, trong khi diéu chinh lidu ding.

Phai ngimg thudc néu xuét hién ting calci huyét. Thube tuong tu vitamin D phai dung thén trong
cho nguoi dang diéu trj glycosid tim, vi tang calci mau & cac ngudi bénh nay c6 thé dan dén loan
nhip tim. Céc thube tuong tur vitamin D khéng dugce ding dong thoi.

Thoi ky mang thai

Phai cén than khi diing calcifediol cho ngudi mang thai, vi vitamin D néi chung gdy dc cho thai.
Thoi ky cho con bii

Sy an toan cua calcifediol ddi véi nguoi cho con b chua dugce xac dinh.

PHAN UNG KHONG MONG MUON: i
Céac phan tmg khéng mong muén bao gdm nén, chan 4n, dau déu, giam thé trong... do ting calcing,

huyét va c6 thé tang calci niéu.
Thuong gdp. ADR >1/100
Thén kinh trung wong: Pau dau, yéu mét.

Tiéu hoa: Bubn nén, ndn, to bon.

Chuyén héa: Tang calci huyét.

It gap. 1/1000 < ADR < 1/100 o
Than kinh trung wong: Budn ng.

Tiéu hoa: Nén, chan an.

Théi trir: Pai nhiéu.

Toan thé: Sut cin, dau nhirc xwong.

Hiém gap, ADR <1/1000 e
Chuyén héa: Giam tinh duc, d4i ra albumin, ting cholesterol huyét.

Hiwréng din cdch xit tri ADR

Trong qua trinh diéu trj phai theo d&i tang calci huyét hang tuin. Néu ting calci huyét thi phai

ngirng ding thube. Phai kiém tra calci huyét 2 1dn mot tudn & ngudi bénh dang ding digitalis.
TUONG TAC THUOC:

Néu diing kéo dai phenytoin va cac thubc chdng co gift khac nhu phenobarbital ¢c6 thé giy cam
lg enzym cytochrom dén dén pha huy cholecalciferol (vitamin D3) va 1am t6i loan chuyén hoa
vitamin D va calci, nén c6 thé gdy lodng xuong.
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Khéng dung calcifediol cung v&i cac thubc khang acid c6 chira magnesi vi nguy co bj ting
magnesi trong mau do tang hip thu magnesi & ruét.

Céc thudc 1am ting calci huyét 1a cholecalciferol (vitamin D3), thiazid, lithi, tamoxifen.

Céc thubc gay ha calci huyét 1a: Glucocorticoid, thudc chéng dong kinh, cisplatin, bisphosphonat.
TRINH BAY: Hop 10 vi x 6 vién nang mém.

BAO QUAN: Bao quan & nhiét &9 khong qua 30°C. Tranh dnh sang va d6 Am.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG: USP 37

Séin xuit béi:

1) Nha giir gidy phép va déng goi: MEDICA KOREA CO., LTD

Dia chi: 96, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qubc

2) Nha san xuét: RP Corp., Inc

Dia chi: 35-7, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Québc
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