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CALCIHAPPY

D3 Sachet

Calci 500 mg ,
(du6i dang Calci carbonat 1250 mg)

Cholecalciferol 400 I1U
(dusi dang dry vitarmin D3 100 CWS PH 4 mg)

NG

Hop 20 Géixag
84t pha hin dich udihg

CALCIHAPPY
D3 Sachet .

Calcium 500 mg
(As Calcium carbonate 1250 mg)

Cholecalciferol 400 IU
(As dry vitamin D3 100 CWS PH 4 mg)

NG

Box of 20 sachets x 3 g
Powder for cral suspension
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CALCIHAPPY CALCIHAPPY

D3 Sachet w '_ oy D3 Sachet &

Calci 500 mg Calcium 500 mg
(duii dang Calci carbonat 1250 mg) (As Calcium carbonate 1250 mg)

Cholecalciferol 400 U Cholecalciferol 400 IU
(As dry vitamin D3 100 CWS PH4 mg)

(Dudi dang dry vitarmin D3 160 CWS PH 4 mg)

1op 30 caix 3 g Bt pha hdn dieh usng gox of 30 Sachets x 3 g Pewder for oral suspension
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D3 Sachet

Calci 500 mg

D3 Sachet

Calcium 500 mg

(Duti dang Calclum carbonat 1250 mg) (As Calcium carbonate 1250 mg)

Cholecalciferol 400 U - : Cholecalciferol 400 IU

(Dl dang dry vitamin D3 100 CWS PH 4 mg) @ N : {As dry vitamin D3 100 CWS PH 4 mg)
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Bt pha hén dich uéng

CALCIHAPPY

D3 Sachet
L

Calci 500 mg
(dudi dang Calci carbonat 1250 mg)

Cholecalciferol 4001U
(Dudi dang dry vitamin D3 100 CW5

PH 4 mg)

u
5

i Ch olecalciferol...
i (Dudi dang dry wramfn D3 100 CWS PH 4 mg) .
o virada 1goi3g |

| CHIDINH, caduecnlnmu,c&canOna.uﬁu

i Ta dugc....

CAI.CII'IAPPY

D3 Sachet

| THANH PHAN: M&i g6i 3 g c6 cha
i Calci oo .. 500 mg

(dudi dang Ca!c: carbonat 1250 mg}
400 IU

DUNG VA CAC THONG TIN KHAC: Xin doc trong
t&huéng ddn sirdung bén trong hdp.

| BAO QUAN: Noi khd rdo, nhiét dé khong qua
| 30°C, tranh dnh sang tryctiép.

| TIEU CHUAN: TCCS

- Sdldsx
| HD:

Cor sé sdn xult:
NHA MAY HDPHARMA EU -
CONG TY C6 PHAN DUQC VAT TU Y TE HAI DUONG
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CalciHappy D3 Sachet

Tén thube

CalciHappy D3 Sachet

Céc diu hiéu lwu y va khuyén cdo khi ding thude
Pé xa tAm tay tré em

Doc ki huéng dén sir dung truée khi ding

Thanh phin céng thirc thude

Thanh phdn hoat chdt: CAICT .......coveeusenererrersisvrnnnensones 500 mg
(duéi dang Calci carbonat 1250 mg)
Cholecalciferol .......ccooevnvananeonresesees 400 IU

(duéi dang Dry vitamin D3 100 CWS PH 4 mg)
Thénh phdn té duge: Microcrystallin cellulose, sorbitol, natri saccharin, colloidal silicon
dioxyd, hrong cam.
Dang bao ché: Bot pha hdn dich udng.
Mé ta sén phdm: Bot khé toi, mau tring dén tring nga, vi ngot.
Chi dinh
B& sung calci va vitamin D3 hang ngay cho nhing ngudi:
- C6 khéu phén in khong du calci va vitamin D3.
- Thiéu calci.
- Nhu céu calci ting.
Phong ngira lofing xwong & ngudi 16n tudi, phy nit & tudi man kinh, bénh nhén dang
ding thude corticoid.
Cich ding, liéu ding
Cdch dung
- CalciHappy D3 Sachet dugc ding bing dudng udng.
- Cho bt chira trong géi thude vao trong 1 ly nudc, khudy va udng ngay.
Liéu ditng
Nguoi lon va tré em > 12 tudi: Ubng mdi 1an 1 g6i, ngay 2 14n, vao budi sang va budi
trua, ung sau in hoic theo huéng din ciia bac si.
Tré em 6 — 12 tudi: Ubng mi 1an 1 géi, ngdy 1 14n vao budi sang.
Choéng chi dinh
- Qué min v6i duge chit hofic bit cir thanh phéin no ta dugc nao cia thude.
- Ting calci huyét, ting calci niéu, soi calci.
- Nim bAt dong lau ngay kém theo ting calci ni¢u va/hodc tang calci huyét: Chi nén str
dung liéu phép vitamin-calci khi bénh nhén tu di chuyén dugc.
Canh béao va thén trong khi ding thude
Canh bdo ddc biét
Trong truwong hop diéu tri 1au dai, cin theo doi lugng calci niéu va gidm hodc tam thoi
ngimg diéu tri néu lurgng calci ni¢u virot qué 7,5 mmol/24 gio (twrong duong 300 mg/24
gio).
Thdn trong khi ding thudc
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- Xem xét dén lidu ding vitamin D mdi g6i (400 IU) va bat ky don thubc nao khac c6
vitamin D.

- San phém nay da chira vitamin D, viéc bd sung thém vitamin D hay calci nén duge thuc
hién dudi sw giam sét y té chit che, kiém soat hang tuan lugng calci trong nudc tiéu va
trong huyét thanh 12 thuc sy can thiét.

- Phai ké toa cin thin & nhimg bénh nhan méc bénh sarcoidosis (bénh sarcoid) vi ¢6 thé
lam ting chuyén héa cta vitamin D thanh cac dang hoat dong.

_ (3 nhitng bénh nhén ndy, cAn theo ddi calci huyét thanh va calci niu.

- Sir dung than trong véi bénh nhan bi suy thén, tic dong trén trang thai cén bing cia
calci va phosphat phai dugc theo ddi thuong xuyén.

_ Thube c6 chira sorbitol. Cin xem xét tic dung hiép ddng cla cac thube c6 chira sorbitol
(hay fructose) va lugng sorbitol (hay fructose) dung theo ché do an kiéng. Ham lugng
sorbitol ¢6 trong thubc ubng c6 thé anh huéng sinh kha dung cia cac thudc khac khi

dung chung.

- Bénh nhén c6 vén dé di truyén hiém gap vé khong dung nap fructose, khong nén dung
thudc nay. _

- Thubc ndy chira it hon 1 mmol (23 mg) natri mdi géi, vé co ban duoc xem nhur ‘khong
chira natri’.

9. Sir dung thube cho phu nif c6 thai va cho con bi
San phim nay cé thé duge sir dung cho phy nir c6 thai va cho con ba. Tuy nhién, liéu
dung hang ngay khong dugc vugt qua 1500 mg calci va 600 IU vitamin D3.
Phuy ni¥ co thai
Trong thi ky mang thai, nén tranh ding qué liu cholecalciferol vi:
- Qué lidu vitamin D trong thoi ky mang thai c6 thé gy quéi thai ¢ dong vit,
- O phy nf ¢6 thai, nén tranh diing qua lidu vitamin D vi ting calci mu vinh vién ¢é thé
gy chim phat trién thé chét v tinh than, hep van dong mach chi hodc bénh vong mac
& tré. Tuy nhién, mét sb tré sinh ra khong bi di tat sau khi me dung vitamin D3 liéu rit
cao dé didu tri chimg suy tuyén cin gidp & ngudi me.
Phu nit cho con bu
Vitamin D va céc chét chuyén héa ciia n6 qua dugc sira me.
10. Anh hwéng ciia thude 1én kha ning 14i xe va vin hanh may moéc
“Chura c6 biing chimg vé anh huéng ciia thudc 1én kha niing 1ai xe, v4n hanh may méc”.
11. Twong thc, twong ky, ciia thube
Twong tdc ciia thubc
Cén thén trong khi dung phéi hop -

+ BISPHOSPHONAT: Giam hép thu bisphosphonat qua dudng tiéu héa. Loai bé mudi calci
khoi bisphosphonat (it mhét 30 phat dén hon 2 gid, néu c6 thé, tiy thudc vao
bisphosphonat).

+ Khéng sinh nhém cyclin: Giam hap thu cyclin qua dudng tiéu hoa. Loai bd mudi calci ra
khéi cyclins (hon hai gid, néu c6 thé). .

+ DIGOXIN: Nguy co i loan nhip tim nghiém trong. Theo ddi lam sang va néu cén thiét,
kiém soét dién tam dd (ECG) va calci huyét thanh.
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+ ESTRAMUSTINE: Giam hép thu estramustine qua dudng tiéu héa. Loai bé mudi calci ra
khoi estrmustine (hon 2 gio néu c6 thé).
+ SAT (mudi) (dudng ubng): Giam hép thu mudi sit qua dudng tiéu hoa. Liy mudi sit ra
khoi bira in va trong truong hgp  khéng co calci.
+ HORMON TUYEN GIAP: Giam hip thu hormon tuyén gip. Loai bé mudi calci khoi
hormon tuyén gidp (hon 2 gid, néu cd thé).
+ STRONTI: Giam hép thu stronti qua dudng tiéu héa. Loai bo stronti khoi mudi calci (hon
hai gid, néu c6 thé).
+ KFM: Giam hép thu kém qua dudng tiéu hoa boi calci. Loai bd mudi calci khéi kém (hon
2 gidy néu cé thé).
+ THUOC CHONG CO GIAT CAM U'NG ENZYM: Nong d¢ vitamin D giam rd rt hon so
v6i khi khéng c6 chit cam tmg. Lidu lugng vitamin D nong d va bd sung néu can thiét.
+ RIFAMPICIN: Ndng do vitamin D gidm rd rét hon so v6i khi khong diéu trj bang
rifampicin. Liéu lugng vitamin D ndng d6 va bd sung néu cén thiét.
Cdn tinh dén khi ding két hop -
+ THUOC THIAZIDE VA CAC THUOC LI TIEU LIEN QUAN: Nguy co ting calci
huyét do giam dao thai calci qua nu6c tidu.
+ ORLISTAT: Giam hép thu vitamin D.
Twong ky ctia thubc
“Do khong ¢6 cac nghién ciru vé tinh twong ky, cia thudc, khong tron 14n thube nay voi
cac thude khac”
12. Téc dung khong mong mubn ciia thudc
- Phan (g qué mén nhu phu mach hogc phu thanh quan.
- Téo bén, ddy hoi, budn nén, dau ving thugng vi, tiéu chay.
- Ting calci niéu va tang calci huyét dic biét khi diéu trj liéu cao kéo dai.
- Trong truong hgp suy than c6 nguy co ting phosphat huyét, s6i than va ching voi hoa
than.
Hudng dan xir tri ADR
- Pénh gi4d mic 46 nghiém trong cua ADR dé quyét dinh huéng xir tri 1am sang phi hop.
- Giam liéu hogc ngimg thudc trong diéu kién 1am sang cho phép.
- Thue hién céc bién phap diéu trj triéu chimg, diéu tri hd trg, dam bao chirc ning song
con cho nguoi bénh.
THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI
GAP PHAI KHI SU DUNG THUOC
13. Qua lidu va cich xir tri
Triéu chirng
- Qua lidu din dén ting calci nigu va ting calci huyét, céc tridu chimg nhu sau: bubn nén,
n6n, khat nudc, da ni¢u, tao bon.
- Qua liéu vitamin D3 kéo dai ¢6 thé gy v6i héa mach mau va mé do ting calci huyét.
X tri
Ngimg b sung calci va vitamin D, bu dich.
14. Pic tinh dwge Ixe hoc
Nhém duwoe Ij: Calci phdi hop véi vitamin D,
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Ma ATC: A12AX.

- Thubc c6 tac dung cin biing calci.

- Gitp diéu chinh lugng vitamin D khéng du khi thiéu hyt.

- Vitamin D 1am tiing sy hip thu calci & rudt va su ¢b dinh cta n6 1én mé xuong.

- Lugng calci ciia thubc gitip diéu chinh tinh trang thiéu calci trong ché do an udng.

_ Nhu cAu & ngudi 16n tudi ude tinh khoang 1500 mg calci/ngay va 500 - 1000 IU/ngay
vitamin D.

_ Vitamin D va calci didu chinh bénh cudng cin giap thir phat do tudi gia.

- Mot nghién ciru dbi ching gia duge, mi d6i, kéo dai 18 thang véi 3.270 phu nit ¢ d
tubi 84 + 6 tudi sdng tai cac trung tdm chim séc stic khoe cho thdy ndng do hormon
tuyén cén gidp (PTH) trong huyét tuong gidm déng ké. Vo ic 18 thang, két qua phan
tich theo ¥ dinh diu trj cho thdy 80 ca gdy xuong hong & nhém ding calci-vitamin D
va 110 ca gdy xuong hong & nhém ding gia duoc (p = 0,004). Trong diéu kién cia
nghién clru nay, vi¢c didu tri cho 1.387 phu nir da ngén ngira dugc 30 ca gay xuong
héng. Sau khi kéo dai dén 36 théng, da thu dugc két qua sau: 137 ca gdy xuong hong &
nhém ding calci-vitamin D va 178 ca & nhém dung gia duge (p = 0,02).

15. Dic tinh dwgce djng hoc
Calci carbonat
Ha‘:p thu

- Trong da day, calci cacbonat phéng thich ion calci, phu thude vao do pH.

- Calci dugc hép thu chi yéu & phén trén cia rudt non.

- Ty 1& hdp thu calci trong da day rut 1a khoang 30% cta lidu ubng vao.

- Calci duoc dio thai qua md héi va dich tiét duong tiéu héa.

- Calci trong nudc tiéu phy thudc vao qué trinh loc & cau than va tbc do tai hap thu calci
& 6ng than.

Vitamin D3
Vitamin D3 dugc hép thu tir rudt va vén chuyén do gin vao protein trong méu dén gan
(hydroxy héa dau tién) va dén than (hydroxy hoa lan thir 2). Vitamin D3 khong hydroxy
héa duogc luu trix trong khoang du trit nhu co va cac md md. Thoi gian ban thai trong
huyét tuong ciia né khoang vai ngay, né dwgc bai tiét qua phan va nude tiéu.

16. Quy cach déng gobi
Hop 20, 30, 50 géix 3 g.

17. Pidu kién bio quan, han dung, tiéu chuin chat lwgng cia thude

17.1. Piéu kién biio quan
Bio quéan & noi khd réo, nhiét do khong qua 30°C, tranh anh sang tryc tiép.

17.2. Han dung
36 thang ké tir ngdy san xuat

17.3. Tiéu chuén chat lwgng
TCCS.
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18. Tén, dia chi ciia co s¢ san xuﬁt "’: : r-lj_ﬂf.\

NHA MAY HDPHARMA EU- C@ﬁ(; TY CO PHAN DUQC
vu TU Y TE HAI DUONG
D/e: Tang 2, toa nha 4A, Thira dht s6 307, cum Céng nghiép Cam Thugng, phudng Cim
Thuong, TP Hai Duong, tinh Hai Duong
DT: 0220.3853848
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