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Cholecalciferol ...400.1U

CONG TY CP DUQC HA TINH
HADIPHAR 167 Ha Huy Tap TP Ha Tinh

Tigu chudn; TCCS

s Lot No./ 86 1& 5X:
Ene Mig. Date/ NSX
D4 xo 1dm tay cla tré em, doc ky huang ofin si dung trude khi ding Exp, Date/ HD

Hop 3 vi x10 vién nén hdatan  Thanh phan cho 1 vién
Cholecalciferol ...400.1U
Té dwore vira da 1 vién

Chi dinh, chdng chi dinh, liéu diing va cic théng tin
khac: Xin doc trong t& hudng dan st dung.

Tiéu chudn: TCCS.

Béo quan: D& nol khé mat, nhiét do dudi 30°C, tranh dnh sdng.

Indication, contraindication, administration dosage and
other infomation: See the leaflet enclosed.

Specification: In-house.

Storage: Keep in a dry place, below 30°C, protected from light

Cholecalciferol ...400.1U SX tai:

— e CONG TY CP DUQC HA TINH
waoenar 167 Ha Huy Tap TP Ha Tinh
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TO HUONG DAN SUDUNG THUOC

VIEN NEN HOA TAN GOLDGRO W
Cong thire: Cho 1 vién

Cholecalciferol 400 TU
Xylitol 50 mg
Capsulac 60 (Lactose monohydrat) 60 mg
Ludipress LCE (Lactose monohydrat + Povidon) 7 mg
Polysorbat 80 20,48 pg
Aspartam 1 mg
Nude tinh khiét 0,001 ml

Trinh bay: Hop 3 vi x 10 vién.
Duge Iy va co ché tic dung

Chirc néng sinh hoc chinh ctia Vitamin D; 1a duy tri ndng do calci va phospho binh
thuong trong huyét trong bing ting hiéu qua hip thu cic chit khong tir khiu phan an, &
rudt non, va ting huy déng calci va phospho tir xwong vao méau. Cholecalciferol c¢é thé cé
tac dung phan hoi 4m tinh dbi véi sy tao thanh hormon cin giap (PTH).

Vitamin D ¢6 trong mét s6 it thue phdm. Cac dau gan cé, dic biét diu gan cd tuyén, la
ngudn ¢6 nhiéu Vitamin Ds ; nhitng ngudn khéc c6 it Vitamin D3 hon, gdm bo, trimg va
gan. Mot sb thuc phém duoc bd sung Vitamin D3 nhu sita va margarin, ciing c6 tac dung
cung cip Vitamin D; . Qué trinh niu n khong anh hudng t6i hoat tinh ctia Vitamin Dj.

Dic tinh dugc djng hoc:

Vitamin D5 duoc hip thu t5t qua dudng ti€u hoa. Vitamin Dj dugc hip thu tét tir rudt non.
Phin chinh xdc & rudt hip thu nhiéu Vitamin Dj tiy thudc vao moi truomg ma Vitamin Dj
duoc hoa tan. Mat can thiét cho hép thu Vitamin D; ¢ rudt. Vitamin Ds tan trong lipid nén
dugc tap trung trong vi thé dudng chap va dugc hap thu theo hé bach huyét; xap xi 80%
luong Vitamin D3 dung theo dutng udng duoc hip thu theo co ché nay. Vitamin D3 va
cic chét chuyén héa ctia n6 luan chuyén trong mau lién két véi alpha globulin dic hi¢u.

Nira doi trong huyét twong ctia Vitamin Ds 14 19 - 25 gio, nhung thude duoc luu gitt thoi
gian dai trong cdc mé md.

Colecalciferol dugc hydroxyl héa & gan tao thanh 25 - hydroxycolecalciferol. Nhimg chit
nay nép tuc duge hydroxyl héa & than dé tao thanh nhiing chit chuyén héa hoat dong 1,25
- d111ydroxycolecalmf'erol va nhimmg din chét 1,24,25 - trlhydroxy

Gan 14 noi chuyén Vitamin Dj thanh 25 - OHD, chit nay lién két voi protein va luén
chuyén trong méu. Thuc té, 25 - OHD ¢6 4i luc cao voi protein hon hop chit me. Din
chit 25 - hydroxy c6 nira doi 1a 19 ngay va 1a dang chil yéu ctia Vitamin Dy trong mau.
Nong do & trang théi én dinh cua 25 - OHD Ia 15 - 50 nanogam/ml.

Vitamin D va céc chét chuyén hoa ctia nd dugc bai xuit chi yéu qua mét va phaén, chi co
mot lugng nho xudt hién trong nudce tiéu. Mot vai loai Vitamin D5 ¢6 thé duroc tiét vao
stra.

Chi dinh:

Bd sung cho khau phén an.

Coi xuwong do dinh dudng.
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Coi xuong do chuyen hoéa va nhuyén xwong bao gdm: Ha phosphat trong mau khéng
vitamin D5 lién két X; coi xuong phu thuge vitamin D3 loan dudng xuong do thin hodc
ha calci mau thir phat do bénh than man tinh.
Thiéu nding cn gidp va gia thidu ning cén gidp.
Ngin ngira va diéu tri lodng xuong ke ca loding xwong do corticosteroid.
Vitamin D con duge dung @ diéu trj bénh lupus thong thudng, viém khép dang thip va
vay nén.
Chéng chi dinh:
Qué man véi Vitamin Dj .
Téng calci mau hoac nhiém ddc Vitamin D
Théan trong
Sarcoidosis hozc thiéu ning cin gidp (c6 thé gay ting nhay cam vé&i Vitamin Ds); suy
chirc ning than; bénh tim; soi than; xo vita dong mach.
DPoc kj hwéng din siv dung trwée khi diong

Néu can thém théng tin héi y kién ciia Bdc sj
Thoi ky mang thai
Néu str dung vitamin Dy véi liéu 16n hon liéu bb sung hang ngay da dugc khuyén cdo
(RDA) cho ngudi mang thai binh thuong (400 dvqt), thi c6 thé xay ra nguy co, vi vy
khong nén sir dung vitamin D véi lidu 16n hon RDA cho nguoi mang thai. Da xdy ra hep
van dong mach cht, bénh than va cham phat trién vé tim than va/hoic cham phét trién co
thé khi ¢6 ting calci méau kéo dai & tré nho va tré so sinh ma me chiing da bj ting calci
mdu trong thoi ky mang thai. Téang calci mau trong thoi ky mang thai cé thé gay giam
nOng do hormon c¢én giép ¢ tré so sinh dan dén ha calci mdu, co giat, va dong kinh.
Néu khéu phén an khong du vitamin D3 hodc thidu tiép xuc véi birc xa tir ngoai, nén bd
sung vitamin D; t6i liéu RDA trong thoi ky mang thai
Thoi ky cho con b
Vitamin D; tiét vao sita, vi viy khong nén ding vitamin D; v6i liéu 1én hon liéu RDA cho
ngudi cho con bt Nén diing vitamin D3 phu thém, néu khau phan an khong di vitamin Ds
hoic thiéu tiép xuc véi bire xa tir ngoai
Tdc dung khéng mong mudn(ADR)
Dung Vitamin D5 véi liéu khéng vuot qua nhu cau sinh ly thuong khong déc. Tuy nhién,
c6 thé xdy ra cudng Vitamin D khi diu tri liéu cao hotic kéo dai hodic khi tang déap tmg
véi liéu binh thuong Vitamin Ds, va sé dan dén nhung biéu hién 1dm sang rdi loan chuyén
héa calci. M4t s6 tré nho c6 thé ting phan tng voi mot lwong nho Vitamin Ds. 4 nguoi
16n, cudng Vitamin Dy ¢6 thé do st dung qua lidu Vitamin Dj trong truong hQ’p thiéu ning
can glap hodc wa dung Vltamm D; v6i lidu qué cao mot cach ky cuc. Cling ¢o thé xay ra
nhim ddc & tré em sau khi uéng nham lidu Vitamin D; ctia nger 16m.
Luong Vitamin Dy gy cucmg Vitamin Dj thay ddi nhiéu tir ngudi nay téi ngudi khac.
Thong thuong, nguoi ¢6 chire néng cén giap binh thudng va nhay cam binh thuong véi
Vitamin D; uéng lién tuc 50.000 don vi Vitamin Ds/ngay ho#ic nhiéu hon hang ngay, co
thé bi nhiém ddc Vitamin Ds. Cuong Vitamin D5 dic biét nguy hiém déi véi nhing nguoi
dang dung digitalis, vi ddc tinh cua céc glycosid tim tdng 1€n khi ¢6 ting calci huyét.
Déu hiéu va triéu chimg ban diu cta ngd doc Vitamin Ds la ddu hiéu va triéu chimg cta
ting calci méau (xem duéi). . Tang calci méu c6 cucmg Vitamin D 1a do don thudn ndng do
trong méau cua 25 - OHD rit cao, con ndng d6 cia PTH va calcitriol trong huyét tuong
déu gidm.
Tang calci huyét va nhiém dgc Vitamin Dj ¢6 mot sb téc dung phu nhu sau:
Thuong gép, ADR > 1/100
Thén kinh: Yéu, mét, ngii ga, dau dau.
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Ti€u hoa: Chan an, khd miéng, vi kim loai, budn non, nén, chudt rut & bung, tdo bon, ia

chay, chéng mat. _

Khéc: U tai, mat diéu hoa, ngoai ban, giam truong Iyuc co, dau co, dau xuong, va dé bj

kich thich.

It gip, 171000 < ADR < 1/100

Niéu - smh duc: Giam tinh duc, nhiém calci than, réi loan chirc nang thén (din dén da

niéu, tiéu dém, khat nhiéu, giam ty trong nude tiéu, protein niéu).

Khic: S6 miii, ngtra, lodng xuong & ngudi 1ém, glam phat trién co thé & tré em, st cén,

thiéu mau, viém két mac vOi hoa, s¢ anh sang, voi héa nhiéu noi, viém tuy, voi héa mach

noi chung, con co giét.

Hiém gap, ADR > 1/1000

Tim mach: Tang huyet ap, loan nhlp tim.

Chuyén héa: C6 thé tdng calci niéu, phosphat ni¢u, albumin nigu, nito uré huyét,

cholestetol huyet thanh, nong d6 AST (SGOT) va ALT (SGPT). Giam nong dé men

phosphatase kiém trong huyet thanh.

Khéc: Loan tdm than 13, rdi loan dién giai trong huyét thanh cling v6i nhiém toan nhe. )
T héng bdo cho Bdc sy nhitng tac dung khéng mong muén gdp phai khi sit dung thudc.

Huéng din cich xir tri ADR

Vi tang calci huyét c6 thé nguy hiém hon ha calci huyét, nén tranh diéu tri qua lidu

vitamin Dj; cho truong hop ha calci huyét.

Thudng xuyén xac dinh nong d6 calci huyét thanh, nén duy tri & mirc 9 - 10 mg/decilit

(4.5 - 5 mEq/lit). Nong do calci huyet thanh thuong khéng dugc vugt qua 11 mg/decilit.

Trong khi diéu tri bing vitamin Dj, cAn dinh ky do ndng do calci, phosphat, magnesi

huyét thanh, nito ure méu, phosphatase kiém méu, calci va phosphat trong nudc tiéu 24

gio.

Giam néng do phosphatase kiém thudng xuét hién truée ting calci huyét & ngudi nhuyén

xuong hogc loan dudng xwong do than

Nén cho udng nhiéu nuéc hoic truyén dich dé 1am ting thé tich nudc tidu, nhim tranh tao

s01 than & nguoi tang calci niéu

Liéu lrong va cich dung

Liéu lugng ctia vitamin D5 tly thudc vao ban chit va mirc do nidng nhe cua ha calci huyét.

Liéu phai dugc diéu chinh theo timg nguoi dé duy tri nong d6 calci huyét thanh 69 - 10

mg/decilit. Trong diéu tri thidu ning can giap, gia thiéu nang cén giap, giam phosphat

huyét khang vitamin D; lién két X, giita liu c6 hiéu qua va lidu gay doc c6 2161 han hep.

Trong khi diéu tri bing vitamin Dj, nguoi bénh nén bd sung du luwong calci tir thire in,

hodc thyc hién diéu tri bo sung calci. Can giam liéu vitamin D5 khi da co cai thién trigu

chimg va binh thudng vé sinh héa hogc khoi bénh & xwong, vi nhu ciu vé vitamin D,

thuong giam sau khi khoi bénh & xuong.

B6 sung cho khdu phdn dn va phong coi xuong:

Nguoi 1én, ngudi mang thai hodc cho con bi: Udng 400 dvqt/ngay.

Tré em: Uéng 200 - 400 dvqtfngay

Coi xwwong do dinh dwdng (diéu tri):

Ubng 1000 dvqt/ngay, trong khoang 10 ngay, ndng do ctia Ca** va phosphat trong huyét

tuong s€ trd vé binh thudng. Trong vong 3 tudn, s& ¢ biéu hién khoi bénh trén phim X

quang. Tuy nhién thudng chi dinh lidu 3000 dén 4000 dvqt/ngdy dé nhanh khoi bénh, didu

nay ddc biét quan trong trong trrdng hop coi xwong ndng & nguc gay can trés hd hép.

Coi xwong khang vitamin Dy ha phOSphat mau:

Duing vitamin D3 két hop véi phosphat vé co (thudmg udng két hop véi 1 -2 gam/ngay,

tinh theo phospho nguyén to).

Twong tic thube
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Khong nén diéu tri ddng thoi vitamin D3 véi cholestyramin hodc colestipol hydroclorid, vi
¢6 thé din dén giam hép thu vitamin D3 & rudt.

Str dung déau khoang qua mirc ¢6 thé can trd hip thu vitamin D3 & rudt.

Diéu tri dong thoi vitamin D; véi thube 1oi niéu thiazid cho nhing ngum thiéu ning cén
gidp cé thé din dén ting calci huyét. Trong truong hop d6 can phai giam lidu vitamin D
hodc ngung dung vitamin D; tam thoi. Dung loi tiéu thiazid & nhitng ngudi thiéu ning can
giap géy tang calci huyet ¢ 1€ la do tang giai phong calci tir xwong.

Khdng nén ding dong thoi vitamin D; voi phenobarbltal va/hodc pheny‘[om (vaco thé voi
nhing thuée khac gy cim (g men gan) vi nhitng thude nay co thé 1am giam ndng do 25
- hydroxy - colecalciferol trong huyét twong v ting chuyén héa vitamin Dj thanh nhing
chat khong c6 hoat tinh.

Khong nén ding ddng thoi vitamin D3 véi corticosteroid vi corticosteroid can trd tic dung
cua vitamin Dj.

Khong fén ding ddng thoi vitamin D; véi cde glycosid trg tim vi doc tinh ctia glycosid
trg tim téng do ting calci huyét, dan dén loan nhip tim.

Qus lidu va xir tri

Nén thong bdo cho ngudi bénh vé nhitng nguy hiém va triéu ching qua liéu vitamin Ds
din dén cudng vitamin Dj va nhidém dgc calci huyét thanh do vitamin D5 nhu trong phin
ADR.

Diéu tri nhidm ddc vitamin D;: Ngimg thue, ngimg bd sung calci, duy tri khdu phan an
¢6 it calei, ubng nhidu nuéc hogic truyén dich. Néu can, ¢6 thé ding corticosteroid hodc
céc thube khac, dac biét thude loi tidu ting thai calci (nhuw: furosemid va acid ethacrynic),
dé giam ndng d6 calci trong huyét thanh. C6 thé sir dung loc mdu thin nhan tao hodc thim
tach mang bung y dé thai calci tu do ra khoi co thé. Néu ngd doc vitamin D; cip, vira moi
uong, thi ¢6 thé ngin ngura nep tuc hap thu vitamin Ds bing 2dy non hoiic ria da day. Néu
thude da qua da day, di€u tri bing dau khoang c6 thé thic ddy thai trir vitamin D; qua
phan. Vi chét chuyén héa colecalciferol duge tich lily trong co thé, nén tang calci mau ¢6
thé kéo dai 2 thang hogc 1au hon, sau khi diéu tri dai ngay véi nhirng lidu 16n cia nhitng
thude nay. Sau khi ngimg didu tri bing dihydrotachysterol hodgc calcifediol, ting calci
mau van con tén tai trong khoang tuong tmg 2 hodc 2 -4 tudn. Sau khi ngimg diéu tri
biing calcitriol, ndng d6 calci huyét thanh tré vé binh thudng trong vong 2 - 7 ngdy.

HAN DUNG: I 36 thdang ké tir ngay san xudt.
Khéng dt‘mg qu thoi han ghi trén bao bi.
BAO QUAN: et 30 tranh anh sdang

X} g0

TIEU CHUAN:

g Ha Tinh
4 Tinh
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