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WHO-GMP 100 Soft capsules

Alfacalcidol
j . Composition: Storage: A 4 '
| Each soft capsule contains In a well-closed container, | =
Alfacalgidol......covovnnene. 1ug dry and cool place, protact from light, |

| Indications, administration, confra-  balow 30°C. |
| ! indications & other information: Package: |
| See insert paper. 10 soft capsules x 10 blisters/box. |

| KEEP OUT OF REAGH OF CHILDREN !

| READ INSERT PAPER GAREFULLY BEFORE USE | |

! Produced under the ficense of:

‘ AHNGOOK PHARMACEUTICAL CO., LTD., KOREA
|
L
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Rx Thubc bin theo don
Dé xa tim tay tré em
Doc kj hwong din siv dung treée khi ding
Néu cin thém théng tin, xin héi y kién bdc st

DENATRI
SDEK: yussvssien

THANH PHAN: Mdi vién nang mém chira:
Hoagt chat:  Alfacalcidol................ccoeeeeeeenn, 1 pg
Td dwgc: Triglycerid chudi trung binh, butylat hydroxy toluen, butylat hydroxy anisol,
ethanol tuyét dbi, gelatin, glycerin ddm dédc, D-sorbitol 70%, ethyl vanillin, titan dioxyd,
quinolin, nudc tinh khiét.
DANG BAO CHE: Vién nang mém.
DUQC LUC HQC
Alfacalcidol tan trong dau va thuong hép thu téi da 100%. Sau khi hap thu, alfacalcidol nhanh
chong bi hydroxyl hoa chu yeu trong gan méc du enzym nay phén bd réng rii trong cic mod
ctia co thé. Alfacalcidol (1 a-hydroxy vitamin D3) chuyén hoa nhanh tai gan thanh 1,25-
dihydroxy vitamin D3, tac dung nhu mot chit diéu hoa chuyén hoa calci va phosphat. Nho sy
chuyén déi nhanh nay, loi ich diéu tri cua alfacalcidol hiu nhu gidng 1,25-dihydroxy vitamin
D3. Téc dung chinh 13 ting ndng d6 tudn hoan cua 1,25-dihydroxy vitamin D3, do d6 tang su
hép thu qua rudt cua calci va phosphat, thuc ddy su khodng hod xwong, diéu hoa nong do
hormon tuyén can gidp trong huyét tvong ciing nhu giam huy xwong, 1am giam dau xwong va
co.
DUQC DONG HQC ' ,
Alfacalcidol hép thu t6t theo dudng tiéu hoa. Su hién dién clia mat can thiét cho su hip thu,
su hip thu c6 thé giam ¢ bénh nhan giam hap thu chit béo.
Alfacalcidol van chuyen trong mau gin két véi a-globulin. Alfacalcidol ¢6 tac dung nhanh va
thoi gian ban thai ngan. ) =
Alfacalcidol chuyén hod nhanh chéng trong gan thanh calcitriol. Cac hop chét Vitamin D va
cac chét chuyén ho4 thai trir chinh trong mat va phan, chi mét lugng nho hién dién trong nude
tieu.
CHI PINH 1\~
- Loan dudng xuong do than. [L’ '
- Cuong tuyén can giap (kém bénh xuong). /
- Suy tuyf:n can giap.
- Nhuyen xuong va coi xuong do dinh dudng va kém hép thu.
- Nhuyén xuong va codi xuong phu thudc vitamin D.
- Nhuyén xuong va coi xuong khang vitamin D ha phosphat huyét.

Loang xuong.
LIEU LUQNG VA CACH DUNG
Liéu khoi dau:
1. Ngogi trir loang xuong:
- Nguoi l6n: 1 pg/ngay. ‘
- Tréemtir 12 — 18 tudi: 1 pg/ngay, diéu chinh liéu néu can.
- Tré em can nang tir 20 kg tr¢ [én:

* Ngoai trir bénh loan dudng xuong do thén: 1 pg/ngay.

* Bénh loan dudng xwong do théan: 0,04 - 0,08 pg/kg/ngay.
- Tré em cén nang dudi 20 kg: khong chi dinh vi khong thé chia lidu chinh xac.
2. Lodng xuong: 0,5-1 pg/ngay c6 kém hodc khong keém calci.
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Liéu dung sau d6 duoc diéu chinh theo dap tng sinh hoa dé tranh tang calci huyét. Liéu cua 300;
alfacalcidol c6 thé tang khoang 0,25-0,5ug /ngay. Hau hét ngudi 16n déu dap tmg & liéu 1-2 S
ng/ngay. ING
CHONG CHI PINH INHH
- Qua min véi alfacalcidol hogc bat ky thanh phin nao cia thude, .INT
- Tiang calci huyét, voi hod di cin, ting phosphat huyét hodic ting magnesi huyét. ARM
CANH BAO VA THAN TRONG =
- Alfacalcidol 1am tiang su hdp thu calci va phosphat trong rudt, ndng do huyét thanh ctia 1=

ching can dugc theo dai, dic biét & nhitng bénh nhan suy than.

- CAn theo doi thuong xuyén nong do calci, phosphat, phosphat kiém, magnesi va creatinin
cling nhu céc thong so sinh hod can thiét khac. i

- Néu xay ra tang calci huyét hodc tang calci niéu, c6 thé diéu chinh lai nhanh chéng bing
cach nging diéu tri cho dén khi ndng db calci huyét twong tré vé& mirc binh thudng.

- Sau d6 alfacalcidol ¢6 thé bat dau lai véi % lidu cua lidu cudi cung da dung hodc theo dap
g cua bénh nhéan.

- Than trong khi dung alfacalcidol ¢ bénh nhan ting calci niu, dédc biét & nhitng bénh nhan
c6 tién sir bénh séi than.

TUONG TAC THUOC ,

- Tinh trang tang calci huyét & bénh nhan dang dung glycosid tim c6 thé gdy chung loan
nhip tim. Do d6, bénh nhan ding ddng thoi glycosid tim va alfacalcidol can dugc theo ddi
chat ché. ) .

- Khi dung chung barbiturat hodc cic thude chéng co giat cam Ung men, can tang liéu
alfacalcidol dé dat duoc hiéu qua can thiét.

- Dung chung véi diu khoang (str dung lau dai), cholestyramin, colestipol, sucrafat, hodc
lwong 1én nhdm trong céc thude khang acid c6 thé lam giam hap thu alfacalcidol.

- Nguy co ting calci huyét gia ting & nhimg bénh nhan dung ché phidm chira calci hodc
thudc loi tidu thiazid chung véi alfacalcidol.

- Khéng nén dung chung alfacalcidol véi vitamin D hodic céc din chét cia vitamin D do kha
ning 1am tiang tac dung va ting nguy co tang calci huyét. :

PHU NU CO THAI VA CHO CON BU wk/

Phu nir mang thai

Chua ¢6 dir liéu day du vé viée sir dung alfacalcidol & phu nit mang thai. Nén than trong khi

sir dung cho phu nit mang thai vi tinh trang tang calci huyét trong sudt qué trinh mang thai ¢6

thé gy nén nhirng rdi loan bim sinh cho tré.

Phu nir cho con bu

Miéc du chua dugce x4c dinh, nhung lugng 1,25-dihydroxyvitamin D ¢ thé s& ting trong sira

ctia ngudi me dang cho con bi dugce diéu tri véi alfacalcidol. Piéu nay c6 thé anh huong dén

qué trinh chuyén hod calci cua tré.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc nay khong hodc anh huong khong dang ké 1én kha nang l4i xe va van hanh may mdc.

TAC DUNG KHONG MONG MUON

Nhin chung tac dung khong mong mudn lién quan dén viéc ting calci huyét va trong trudng

hop suy than, ting phosphat huyét ¢6 thé xay ra.

Tac dung khong mong mudn khac: ngira, phat ban, may day.

* Théng bdo cho bdc sy nhitng tic dung khong mong muon gdp phai khi diing thuéc.

QUA LIEU

Tri¢u chirng

Biéu hién cua tang calci huyét: mét moi, choang vang, budn ndn, ndn, khod miéng, dau co, dau

xuong, dau khop, ngira hodc danh tréng nguc.
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Diéu tri
Nén ngung diéu tri alfacalcidol khi tang calci huyét. Tang calci huyét ‘nang co thé can bién
phép didu tri hd tro, truyén dich tinh mach, va néu cin, thém thubc loi tiéu quai hodc
corticoid. i
Trong trudng hop ngd doc cép, nén diéu tri bing cach rira da day va/hodc ding diu khoang dé
giam sy hap thu va tang thai trir qua phan.

BAO QUAN Trong hop kin, noi khd mat, tranh 4nh sng, dudi 30°C.

HAN DUNG: 36 thang ké tir ngdy san xuét.

* Khong ding thuoc qua thoi han s dung iﬂf.

PONG GOI: Hop 10 vi x 10 vién nang mém. /
San xudt theo nhwong quyén cia:

AHNGOOK PHARMACEUTICAL CO., LTD., KOREA
) Tai: CONG TY TNHH PHIL INTER PHARMA
S0 25, Puong so 8, KCN Viét Nam - Singapore, Thudn An, Binh Duong.
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