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HUGNG DAN SU DUNG
Tén thube: CalciHappy D3 1250
Doc k§ hudng ddn sie dung tride khi ding. Dé xa tdm tay tré em.
1. Thanh phén cbng thirc thube:

Thanh phin hogt chit: Ham lwgng
Calcium carbonate 1250 mg
Cholecalciferol 12510

Thinh phin td dwpc: Lactose monohydrate, Microcrystalline
cellulose, Sodium croscarmellose, Polyvinyl pyrrolidone K30,
Magnesium stearate, Talc, Hydroxypropyl methyleellulose 606, | Vira du 1 vién
Hydroxypropyl methylcellulose 615, Polyethylene glycol 6000,
Titanium dioxide, Nudc tinh khiét.

2. Dang bao ché

Vién nén bao phim, hinh oblong, mau tring,
3. Chi dinh
La thude hé trg cho ligu phép cy thé cho bénh loAing xuong va trong cc tinh huéng cin
diéu tri bd sung suy dinh dudng, vi du nhu trong thai ky va bénh nhuy&n xwong phu
thudc vitamin D.
Phong ngira va didu trj tinh trang thidu canxi / thiéu vitamin D, dic biét 13 d6i tugng
ngudi cao tudi. Thifu hyt cic yéu td tich cyc dugc chi ra béi mirc PTH ting 1én,
25-hydroxy vitamin D gidm va mirc phosphatase kiém ting 1n c6 lién quan dén viéc
ting mét Xuong.
4. Céch ding, liéu ding
4.1 Cdch dimg
Pudng ubng.
4.2 Litu ding
Ngudi 16n va tré em > 12 tudi: Udng 1-2 vién mdi ngdy.
Tré em tir 6 dén 12 tudi: udng 1 vién mdi ngay.
Tré em dudi 6 tudi: Ding dang bao ché khéc phit hop hon.
Suy gidm chirc niing gan: Khong hidu chinh liéu ding.
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Suy gidm chirc niing than: Trudong hop suy than Cle < 25 ml/phit, ¢6 thé phai didu
chinh lidu lrgng theo mirc calci huyét thanh. Nén bét diu véi mire lidu thip trong
khoang liéu cho phép.

Chéng chi dinh

Chéng chi dinh tuyét d6i véi truomg hop ting canxi huyét, vi du do u tiiy, di ciin xuong
hoic bénh xwong 4c tinh khéc, bénh sarcoidosis, cudmg cén giap nguyén phat va qua
liéu vitamin D. Suy théin ning. QuA mén v&i bét k¥ thanh phén ndo cia vién nén.
Chéng chi dinh twong dbi vi trudmg hep loding xuong do niim bit dong l4u, s6i thin,
tang calci niéu ndng.

Céanh bdo djc biét va bién phap phong ngira khi sir dung

Bénh nhén suy thin nhe dén trung binh ho#c ting calci niéu nhe nén duge gidgm sat cdn
thén bao gém kiém tra djnh ky ndng 4 calci huyét turong va bai tiét calci nidu.

0 nhimg bénh nhan c6 tidn st séi than, nén do bai tiét canxi qua nude tidu dé loai trir
tdng canxi ni¢u.

Khi didu trj 14u dai, nén theo d&i ndng do canxi huyét thanh, niéu va chirc ning thén,
ddng thdi gizm hotic ngtmg didu trj tam thoi néu canxi niéu vugt qua 7.5 mmol / 24 gidy
(300 mg/24 gio).

Cén thén trong & nhitmg bénh nhan dang didu trj bénh tim mach.

CalciHappy D3 1250 ciing nén dugc sir dung thén trong cho nhitng bénh nhan khic cé
nguy co ting canxi huyét nhu bénh nhan méc bénh sarcoidosis hosc nhitng bénh nhén
¢6 khoi u 4c tinh.

San phdm nay chira mot lwgng nhéd dudng sucrose.

Bénh nhén ¢6 vén dé di truyén hiém gip vé khong dung nap fructose, kém hép thu
glucose-galactose hoic suy sucrase-isomaltase khong nén diing thude nay.

Nén dy phong dé bd sung canxi va vitamin D tir cdc ngudn khdc.

CalciHappy D3 1250 nén dugc sir dung thén trong & nhitng bénh nhén bi lofing xwong
nim bt dong do ting nguy co ting canxi huyét.

Phuy nir c6 thai va cho con bi

Trong thoi ky mang thai va cho con bi, viéc diéu tri bing CalciHappy D3 1250 luén
phai duéi sy chi dinh cia béc si. Nhu cdu vé canxi va vitamin D duge tang 1€n trong

thoi ky mang thai va cho con b, nhung khi quyét dinh viéc bd sung, nén cung cdp cac
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chit nay tir c4c ngudn khéc. Néu bénh nhén yéu ciu sir dung cé CalciHappy D3 1250
va thude bé sung sit, ching nén duge dimg vao cdc thoi dim khéc nhau,

Dung qué lidu vitamin D d4 cho théy tdc dung gy quéi thai & dong vét c6 thai. Tuy
nhién, chura c6 nghién ciru ndo vé viée sir dung sdn phim thudc ndy & ngudi trong thoi
k¥ mang thai va cho con bt. O ngudi, ting canxi méu lau dai c6 thé din dén cham phat
trién thé chét va tri tué, hep eo ddng mach chii vA bénh vong mac & tré méi sinh.
Vitamin D va céc chét chuyén héa ciia n6 di vao sita me.

Anh hwing dén kha ning l4i xe va sit dung miy mébc.

Chua 8.

Twong tic v6i thude khic vi cdc hinh thire twong téc khéc

Nguy co ting canxi huyét nén dugc xem xét & nhitng bénh nhén dang ding thube 1gi
tiéu thiazid vi nhitng thubc nay c6 thé 1am giam bai 1iét canxi qua nwéc tiéu. Ting
canxi mau phai drge trinh & nhimg bénh nhén k§ thuat sb hoa.

Mt s6 loai thye phém (vi du nhir nhitng loai c6 chira axit oxalic, phét phat hoiic axit
phytinic) c6 thé 1am gidm sy hép thy canxi.

Diéu tri déng thdi véi phenytoin hoic barbiturat c6 thé 1am gidm téc dyung ciia vitamin
D do sy kich hoat chuyén héa. Sir dung ddng thoi glucocorticoid c6 thé 1am giam téc
dung ctia vitamin D.

T4c dung cia digitalis va cdc glycoside tim khac c6 thé ting 16n khi ubng canxi két
hop v6i Vitamin D. Cén giam sét y t& nghi®m ngit va néu cén thi theo doi dién tAm dd
va canxi.

Céc mubi canxi ¢6 thé 1am gidm sy hép thu cta thyroxine, bisphosphonates, sodium
fluoride, khéng sinh quinolon hoc tetracycline va sit. Nén dé mot khoang thoi gian
t6i thiéu 12 bon gio trde khi ubng canxi.

Téc dyng khéng mong mudn

Céc phén fmg qué mAn bao gbm ngira, thd kho khe, ndi may day va sung hiu hong da
duogc bao céo.

Viée sir dung céc chét bb sung canxi hiém khi dén dén r6i loan da day-ruét, ching han
nhu tdo bén, déy hoi, budn nén, dau da day hojc tiéu chay. Sau khi bd sung vitamin D,
thinh thoéng phat ban trén da di dugc béo cdo. Tang calci nidu, va trong mot sb trudong
hop hiém gap 12 ting calci huyét khi didu tri 1au dai & lidu cao.
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Qui lidu

Héu qué nghiém trong nhét ciia qué lidu cfip tinh hofic mén tinh 13 ting canxi huyét
do nhi&m doc vitamin D. Céc triéu chimg c6 thé bao gdm budn ndn, nén, da niéu,
chén #n, suy nhuge, the o, khat nuée va tho bon. Qué lidu man tinh c6 thé din dén
v6i héa mach mau va ndi tang do ting canxi huyét. Xir tri nén bao gbdm ngimg tht ca
lrgng canxi, vitamin D va bu nude.

Dic tinh dwge lye hoc:

Nhoém tac dyng duoe 1y: Calcium carbonate and Cholecalciferol.

Mi ATC: A12AX

Biing chirng cho viéc bd sung canxi vi vitamin D3 ¢6 thé lam giam ty 1& gdy xuong
héng va cic giy xuong khong phai dbt séng khac xufit phat tir mot nghién ciru ngu
nhién c6 dbi chimg véi gia duge kéo dai 18 thang trén 3270 phu nif cao tudi khoe
manh séng trong vién dudng ldo hoiic ciin ho danh cho ngudi cao tudi. Quan sét thiy
tac dong tich cyc dén mét do khodng ciia xuong.

O nhiing bénh nhén duge didu tri bing 1200mg canxi nguyén t6 va 8001U vitamin D 3
mdi ngdy, sb ca giy xwong hong thip hon 43% (p = 0,043) va tdng s6 ca gy xwong
khong dbt sbng thip hon 32% so v6i nhitng ngudi duge ding gia duge. Mat d6 khoang
xuwong ddi gn sau 18 thang didu trj ting 2,7% & nhoém canxi / vitamin D3 va gidm
4,6% & nhom gia duge (p <0,001). & nhém canxi / vitamin D3, sau 18 théng ndng do
PTH huyét thanh trung binh gidm 44% so v6i ban déu va ndng do 25-hydroxy-vitamin
D huyét thanh d3 ting 162% so v6i ban diu.

Phén tich két qua y dinh didu trj cho théy xac sufit gdly xwong hong (p = 0,004) va céc
loai gy xwong khac (p <0,001) & nhém didu trj canxi / vitamin D3 gidm. Phén tich hai
quin thé khéc (didu trj tich cyc va nhitng ngudi dugce diéu tri va theo doi trong 18
thang) cho thiy két quéa twong duong v6i phén tich y dinh didu tri. T§ s6 chénh léch
dbi v6i gay xuong hong gifta phy nif trong nhém ding gia dugc so v6i nhitng ngudi
trong nhém canxi/vitamin Ds 12 1,7 (khoang tin cdy 95% 1,0 dén 2,8) va cua céc
truomg hop gdy xuong khong dét séng khéc 12 1,4 (khoang tin cdy 95% 1,4 dén2,1). O
nhém diing gia dugc, ty 1& giy xuong hong ting 1én rd rét theo thoi gian trong khi ty 1€
méc & nhém canxi/vitamin Ds 12 6n dinh.
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Do dé, didu tri lam giim nguy co gy xuong do tudi tic khi 18 théng (p= 0,007 dbi voi
gy xuong héng va p = 0,009 dbi véi tit ca cac truimg hop giy xuong ngoai dét séng).
Sau 3 n#m theo ddi, giam nguy co giy xwong duge duy tri & nhém canxi/vitamin Dj
13. Pic tinh dwge djng hoc
Céc cAu hinh dugc déng hoc cia canxi va mudi clia né da duge bit 1o, Canxi cacbonat
duge chuyén thanh canxi clorua boi axit dich vi. Canxi dugce hép thu & mire 46 khodng
15-25% tir duong tiéu hoa trong khi phin con lai chuyén thanh canxi cacbonat khong
hoa tan va canxi stearat, v dwogc bai tiét qua phén,
Duge dng hoc ciia vitamin D ciing duge biét dén nhidu. Vitamin D duge hép thu t6t
qua dudmg tiéu hoéa khi c6 mit. N6 duge hydroxyl héa trong gan dé tao thanh
25-hydroxycholecalciferol va sau d6 trai qua qué trinh hydroxyl héa tiép tuc trong
than dé tao thanh chét chuyén hoéa c6 hoat tinh 1,25 dihydroxycholecalciferol
(calcitriol). Céc chét chuyén héa Iru théng trong méau gén véi mot o - globin cy thé.
Vitamin D va céc chit chuyén hoa ciia né duge bai tiét chi yéu qua mét va phén.
14. Quy cach déng géi:
Hop chira 3 vi, 10 vi x 10 vién nén bao phim kém theo t& huéng din sir dung.

15. Pidu kién bdo quin, han ding, tiéu chufin chit lrgng ciia thude:

- Didu kién bao quan: Noi kho réo, nhiét d khong quéa 30°C, tranh 4nh séng tryce tiép,
- Han ding: 24 thang k& tir ngay san xuét,

- Tiéu chuén chit lrgng: TCCS.

16. Tén, dja chi cila co s san xuft thioe:"" "/
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NHA MAY HDPHARMA EU- CONMQC VAT TU Y TE HAI DUONG

D/c: Tng 2, Tod nha 4A, Thira dit sb 307, cum Céng nghiép Cim Thugng, phuong
Cém Thuong, TP Hai Dwong, tinh Hai Duong

DT: 0220.3853848
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