CTY TNHH SX-TM DUJC PHAM
THANH NAM

MAU NHAN XI

VIEN NEN NHAI CINPEMA

+-Miymhamvi—

HIA VIET NAM

h-phac- - C

0A XA

https???'frbﬂg

N DANG KY

0| CHUﬁ om/

BO Y TE
CUC QUAN LY DUQC

PA PHE DUYET

Lén ddu:.4%./..6....... 224K

2. M3u nhan httipa}:I

INDICATIONS. DOSAGE AND METHOD OF ADMINISTRATION,
CONTRAINDICATIONS, INTERAGCTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS

sge in the |eaflat
SPECIFICATION: Manutacture'R

KEEP OUT OF REACH OF CHILDREN
READ LEAFLET CAREFULLY BEFORE USE

STORAGE: Store helow 30°C

CINPEMA ’

SPK/MReg No.:

54 16 8X/ Balch No
Ngay SX/MFD:
Han dingEXP:

Box of 10 blisters x 10 tablets

CINPEMA

Thuan An -

Oftice: 3A Dang Ta

CINPEMA

THANH NAM PHARMACEUTICAL PRODUCTION TRADING CO.LTD

60 Doc Lap - Viet Nam Singapore Indusirial Park
Binh Duong -

WHO-GMP

TPHARCO., LTD

Viet Nam

t- Tan Dinh - Dist.1 - HCMGC

CONG THUC: mél vién nén nhal chua

Calcl carbonat 425mg
Tricalci phosphat 75mg
Calei fluorid ..... .0.5mg
Magnesi hydroxyd ....50mg
Cholecalciferol 250Ul
Lysin hydroclorid ..., ....50mg
Ta dugc vita dd 1 vién

CHi BJNH, CACH DUNG & LIEU DUNG, CHONG CHI BINH,
TUONG TAC THUSC,TAC DYNG PHY VA NHUNG DIEU
CAN LUU ¥: xin doc trong 18 hudng din sif dung

TIEU CHUAN AP DYNG: TCCS

BAO QUAN 4 NHIET BO DUJI 30°C

PE XA TAM TAY CUA TRE EM.

POC Ki HUONG DAN SU DYNG TRUGC KHI DUNG

Hop 10 vi x 10 vién nén nhai

CTY TNHH SX-TM DU
BC: 60 Pai b Dde Lap-
Thyxé Thudn A

VP. 3A Pang TAL, Phudng

CINPEMA

WHO-GMP

TPHARCO., LTD

GC PHAM THANH NAM
KCN Vit Nam- Singapora
n, Tinh Binh Dudng

VIN3dNID

TéAn Dinh, Quan 1, TP.HCM
BFW ngdy 01 thdng 10 ndm 2012
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Calci carbonat 425 mg B T s
Tricalei phosphat . . 75mg \5;;-_\1;".1;-,1: l‘s.ur_l 3
Calci fluorid . 0,5mg W A
Magnesi hydroxyd e 30 Mg ===
Cholecalciferol .. 0,25 mg # 250 UI

Lysin hydroclorid st S0 TG

T4 dugc vira di . 1 vién.

(Avicel PH101, Lactose, PVP. K30, Ponceau 4R, Tartrazin, Mau patente (xanh), Magnesi stearat, Pudng

saccarose, Mili Socola),

DUQC LUC HQC

= Calci carbonat, Tricalci phosphat, Calci fluorid déu cung cip Calci cho co thé. Calci & dang ubng duge
ding diéu trj ha calci huy&t man va thi€u calci. Thiu calci x4y ra khi ché 6 in hang ngay khdng cung cip
di calci, dic biét 12 & thi€u nif va ngudi gid, phu nit trude va sau thdi ky man kinh, thi€u nién. Do ting nhu
ciu vé calci nén tré em va phy nif 13 ngudi c6 nhiéu nguy cd nhit.

= Vitamin D: Chifc ning sinh hoc chinh ciia vitamin D 13 duy tri ndng d6 calci va phospho binh thudng trong
huy&t tuong biing ting hiéu qui hip thu cdc chit khodng tif khiu phdn Zn, & rudt non, va ting huy dong
calci va phospho tir xudng vao méu.

= Magnesi hydoxyd tan trong acid dich vi, gidi ph6ng ra anion ¢6 tdc dung trung hoa acid da day, hodc lam
chdt dém cho dich da day, nhung khong tdc ddng d&n sy sidn sinh ra dich da day. K€t qud 1a pH da day
ting 1€n, lAm gidm tri¢u ching ting acid. Magnesi hydoxyd con ¢6 tic dung nhudn trudng, nén thudng
dugc diang phdi hgp vdi cdc nhém antacid dé gidm tdc dung gdy tdo bén clla nhém antacid.

— Lysin: La m{t amino acid cin thi€t cho cd thé, Lysin gidp cho sy ting trudng va phat trién xuong & tré em,
hé trg trong vigc hdp thu calci va duy tri cAn biing nits trong cd thé. Ngoai ra, lysin cin thi€t trong viéc
san xudt khdng thé, kich thich (8, cic enzym, hinh thinh collagen ciing nhu sita chita mo.

DUGC PONG HQOC

— Calci : Sy hip thu calci 8 rugt ti 1é nghich vdi lugng calci in vao, vi vdy khi ch& d6 in it calci s& din dén
ting hp thu ba, phin ndo do tic dong ciia vitamin D. Mitc d§ hdp thu gidm ddng ké theo tudi. Sau khi
dung, ion calci thdi trif ra nue ti€u va duge loc tai cdu thin va ¢6 mot lugng nha't dinh dugce tdi hip thu.
Calci bai ti€t khd nhiu vao sita trong thdi ky cho con bd, mdt phin thii qua md héi va qua phén.

= Vitamin D dugc hdp thu t6t qua dudng tiéu héa, Vitamin D dugc hdp thu tif rudt non. Mét cn thiét cho hip
thu vitamin D & rugt. Nita d3i trong huyét tudng ctia vitamin D 1a 19 — 25 gid, nhung thudc dugce lvu giit
thdi gian dai trong cdc m6 md. Vitamin D va cdc chit chuyén héa ciia né dugc bai xuit chit y€u qua mét
va phin, chi ¢6 mgt Iugng nhd xudt hién trong nude tidu.

= Magnesi hydroxyd phin ng véi acid hydrocloric tao thanh magnesi clorid va nudc. Khodng 15 -30% lugng
magnesi clorid vifa tao ra dugc hdp thu va sau d6 dugc thai triy qua nudc ti€u & ngudi cb chitc ning thin
binh thudng. Con lugng magnesi hydroxyd nao ma chua chuyén héa thanh magnesi clorid thi ¢6 thé dugc
chuyén héa & rudt non va duge hip thu khong déng ké.

CHI PINH PIEU TRI

= Tinh trang thi€u Calci k&m thi€u Magnesi: Coi xudng, lodng Xudng, suy dinh dudng, tetani.

- thu ciu Calci, Magnesi ting: Thoi ky ting trudng, thdi k¥ mang thai, thdi k¥ cho con b, ngudi cao tudi.

LIEU LUGNG VA CACH DUNG

- Ngudilén: 1-2 vién/ 1dn, ngdy udng 2-3 14n. USng cdch 1 dén 2 gid sau bira dn.

— Tré em: Theo sy chi din clia thiy thudc.

CHONG CHI PINH

~ Qud mén v§i bt ky thanh phan nio cla thudc.

- Rung thit trong hdi sifc tim; bénh tim va bénh than; ting calci huy€t; u 4c tinh phé hiy xuong; calci niéu
ndng va lodng xudng do bt dong; ngudi bénh dang ding digitalis (vi nguy cd ngd ddc digitalis).

- Ting calei mdu hodc nhiém ddc vitamin D.

- Suy chifc niing thin ning.

— Tré nhé(nguy cd ting magnesi huyét , dic bi¢t & ré mit nudc hodc tré bj suy thin).

-
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CANH BAO VA THAN TRONG KHI SUDUNG
— Diing thdn trong trong trudng hgp suy hd hip hodc nhiém toan mdu; ting calci huyét ¢ lh"q’ g C
ning thin gidm, cin thudng xuyén ki€m tra calci huyét; trdnh nhiém toan chuyén héa ( % %&E{;@{y‘,‘
sau d6 chuyén sang diing cic mudi calci khdc) v
= Sdrcmdusm hodc thi€u ning cin gidp (c6 thé gay ting nhay cdm véi vitamin D); suy
tim; soi thgn xd vira dong lTIdLh
TUONG TAC VOI CAC THUOC KHAC
- Lién quan dén Calci ! Ik e
Thiazid, clopamid, ciprofloxacin, chlorthalidon, thudc chdng co giat. ttc ch& thii trit calci qua than=
Calci lam ting doc tinh cda digoxin doi vdi tim.
Nong do calci trong mdu ting 1am ting tdc dung e ch€ Na*-K*-ATPase clia glycosid trg tim.
Thudc 1¢i niéu thiazid, trdi lai lam ting ndng d§ calci huyét.
~ Lién quan d&n Vitamin D (Cholecalciferol)
Khéng nén di€u trj ddng thdi vitamin D véi cholestyramin hoic colestipol hydroclorid, vi ¢6 thé din dén
gidm hap thu vitamin D & ru6t.
Diéu tr ddng thdi vitamin D véi thudc I¢i niéu thiazid c6 thé din dén ting calci huyét.
Khong nén ding dong thdi vitamin D véi phenobarbital hoic phenytoin vi ¢6 thé 1am ting chuyén héa
vitamin D thinh nhitng chi't khéng c6 hoat tinh.
Dung dong thdi vdi corticosteroid s& cin trd tdc dung clia vitamin D.
Duing ddng thdi véi glycosid trg tim, ddc tinh ciia glycosid trd tim ting do ting calci huy€t, din dé€n loan
nhip tim.
- Lién quan dé€n Magnesi hydroxyd:
Magnesi hydroxyd lam gidm tic dung cla cdc tetracyclin, digoxin, indomethacin hoic cic mudi st vi su
hdp thu cla cdc thuSe ny bi gidm. Magnesi hydroxyd lam ting tic dung cdc thuc: amphetamin, quinidin.
TRUGNG HQP CO THAI VA CHO CON BU
— Phu nir ¢6 thai: Khéng giy hai khi ding liéu theo nhu ciu hang ngdy (nhu ciu calci cho phu nif ¢6 thai va
cho con bii: 1000mg/ ngdy, nhu cdu vitamin D theo khuyé&n cdo RDA: 400 dvqt).
— Phu nit cho con bu: Khong gdy hai khi ding li¢u theo nhu ciu hang ngay.
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Chura ¢6 tai liéu bdo cdo.
TAC DUNG KHONG MONG MUON
— Lién quan dén Calci
Thudng gdp: Ha huy€t dp (chéng mit), gidn mach ngoai vi, tdo bén, ddy hdi, budn nén, nén, dé da, ndi
ban, d6 bitng hoiic ¢6 cdm gidc 4m l1én hoic néng.
It gdp: Va md héi, loan nhip, r8i loan chitc niing tim cip.
Hiém gdp: Huyét kh6i.
- Lién quan dé&n Vitamin D
Diing vitamin D véi liéu khéng vugt qud nhu cdu sinh ly thuSng khdng ddc. Tuy nhién 6 thé xdy ra cudng
vitamin D khi diéu trj liéu cao hoic kéo dai hoidc khi ting ddp @ng v6i li€u binh thudng vitamin D va s&
din d€n nhitng bi€u hié¢n 1am sang r&i loan chuyén héa calci.
Ting calci huy&t v nhi€m dgc vitamin D c6 mot s& tdc dung phu nhy sau:
Thuong gdp: Yéu, mét, ngh ga, dau diu, chdn n, kho miéng, vi kim loai, budn nén, tdo bén, tiéu chiy,
chéng mit, 0 tai, dau cd, dau xudng.
It gdp: Nhi&m calci than, i loan chifc ning thin, s§ miii, nga, lodng Xuong & ngudi I6n, gidm phét trién
cd thé & tré em.
Hiém gdp: Ting huyét 4p, loan nhip tim.
- Lié&n quan dén Magnesi hydroxyd:
Thudng giip: Mi¢ng ding chi, ti€u chdy ( khi ding qud liéu). {t gip: N6n hoidc buén ndn, cing bung.
Thdng bao cho bdc si nhﬂ'ng tic dung khéng mong mudn giip phai khi sit dung thuéc
QUA LIEU VA XU TRi
— Lién quan dén Calci
Nong d9 calci trong huyét thanh vugt qué 2,6mmol/ lit (10, Smg/ 100ml) dugc coi 1a ting calci huyét. Khong
chi dinh thém calci hodc bi't cit thudc gi ¢6 khi niing giy ting calci huyét.
Khi ndng d6 calci trong huy€t thanh vugt qud 2,9mmol/ lit (12mg/ 100ml) phdi lap tic ding cdc bién phdp:
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ethacrynic d€ ting thdi trir nhanh calei.
~ Lién quan dén Vitamin D

nhiéu nudc hoiic truyén dich. '
— Lién quan d&€n Magnesi hydroxyd:

Qud liéu: Gay tiéu chdy do tdc dung clia mudi magnesi hoa tan trén dudng rudt.
BAO QUAN  :Béo qudn noi khd m4t, trdnh 4nh sdng, nhiét d6 dudi 30°C
HANDUNG  :36 thing ké tlf ngdy sdn xudt
TIEU CHUAN : TCCS
TRINHBAY  :Hop: 10 vi x 10 vién.

KHUYEN CA0 :
D€ xa tdm tay ciia tré em
Doc ky hudng din sit dung trude khi ding
N&u cdn thém thong tin xin héi y ki€n béc si

bu dich bing truyén tinh mach natri clorid 0 9%. Cho l1gi tiu cudng bic bang furosemid hoic acid

Nén théng bdo cho ngudi bénh vé nhitng nguy hi€m va tricéu chitng qud liéu vitamin D din dé&n cuding
vitamin D va nhiém ddc calci huyét thanh do vitamin D (nhu trong phin tdc dung khong mong mudn)
biéu trj nhi&m doc vitamin D: Nging thude, ngitng bd sung calci, duy i khdu phin in ¢6 it calci, udng

CONG TY TNHH SX-TM DUGC PHAM THANH NAM
Bia chi: 60 — Pai 16 Poc 1ip, KCN Viét Nam Singapore, Thuin An, Binh Dudng

. Vin phong: 3A Ping Tit, P. Tan Dinh, Q.I, TP. HCM

DT: (0650) — 3767850 Fax: (0650) — 3767852
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