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CALCOLIFE

Calci lactat pentahydrat 65 mg/mi
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Calc lactat penabyra............ 650my DE XA TAM TAY CUA TRE EM )
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vicde thing tin khie: Xem tong to huong din su
dung thude kem theo.
Tiéu chudn: TCCS,
Biio qudn: Noi khd, thodng, trinh anh sang, nhiét dj phong (< 30°C).
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COMPOSITION: Each ampoule of 10ml contains:

CALCOLIFE

Calcium lactate pentahydrate 65 mg/ml

FOR ORAL USE
NOT FOR INJECTI

CALCOLIFE

Calcium lactate pentahydrate 65 mg/ml

Calcium lactate pentahydrate ............ 650mg KEEP OUT OF REACH OF CHILDREN

(Equivalent to 84.50mg calcium)
Excipicnts: q.5. 1 ampoule of 10r] READ THE PACKAGE INSERT CAREFULLY BEFORE USE
Indication, Dosage and Administration,
Contraindication and other information: $6 16 8X:
Read the enclosed package insert. .
Storage: In a dry place, avoid sunlight, Ngay SX:
: room temperature (< 30°C). HOD:

Specification: In - House.
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Calcium lactate pentahydrate 65mg/mi
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Calcium lacttate pentahydrate 65 mg/ml
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COMPOSITION: Each ampoule of 5ml contains:
Calcium lactate pentahydrate ............. 325mg
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Read the enclosed package insert.
Starage: In a dry place, avoid sunlight,
room temperature (< 30°C).
Specification: In - House,
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Calcium lactate pentahydrate 65 mg/ml
FOR ORAL USE
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Dung dich uéng CALCOLIFE

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
THANH PHAN CONG THUC THUOC:
Méi ong 5 ml dung dich uéng chia:
Thanh phan dieoc chdt:
Lalel lactat pentabydirdl conensasimumassasisissssims 325,00 mg
(twong dwong 42,25 mg Calci)
Thanh phdn ta diroc: Dudng RE, Natri saccharin, Acid citric, Sorbitol 70%, Cremophor RH40
(Polyoxyl 40 hydrogenated castor oil), Natri EDTA, Kali sorbat, Mau Tartrazin, Tinh diu
cam, Nudc tinh khiét.
Mbi ong 10 ml dung dich ubng chira:
Thanh phan dicoc chat:
Calci lactat pentahydrat .........ooooiiiiiiiiiiiiiii e, 650,00 mg
(twong dwong 84,50 mg Calci)

Thanh ph&n ta duoc: Pudng RE, Natri saccharin, Acid citric, Sorbitol 70%, Cremophor RH40

(Polyoxyl 40 hydrogenated castor oil), Natri EDTA, Kali sorbat, Mau Tartrazin, Tinh dau
cam, Nudc tinh khiét.

DANG BAO CHE: Dung dich udng c6 mau vang, ¢6 vi ngot, mui cam.
CHI PINH:

Piu trj cac truong hop thidu hut calci nhu: bd sung calci trong khi cé \that' va cho con b,

lodng xuong, kém hip thu sau phiu thuit da day, nhuyén xuong, ¢oi xwong.

\
CACH DUNG, LIEU DUNG:

Cach dung:
- Dung udng truc tiép trong hodc sau bira an.
Liéu dung:
Ngudi [6m: mdi ngay udng 325 — 650 mg (1-2 dng 5 ml hodc 1 6ng 10 ml).
Phy nit ¢6 thai trong 3 thang cudi thai ky va khi cho con bii: mdi ngay udng 975 — 1300 mg (3-4
dng 5 ml hodc 2 éng 10 ml).
Tré em trén 3 tuoi: mdi ngay udng 325 mg (1 éng 5 ml).
Cic than trong dic biét vé xit Iy thude sau khi sir dung:
Khong ¢ yéu cau dic biét vé xir Iy thude sau khi sir dung.
CHONG CHI PINH:
- Qu4 man cam vdi cac thanh phén thude.
- Tang calci huyét, ting calci niéu, soi calci, voi hod mé, suy than nang.
- Khong sir dung calci bd sung & bénh nhan dang duge didu tri voi glycosid tim nhu digoxin.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Theo ddi can than ndng do calci huyét va sur bai tiét calci niéu néu cin, dac biét khi sir dung liéu

phap calci liéu cao, nhat 1a & tré em.
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Ngung didu tri néu ndng dd calci huyét vuot qué 2,625-2,75mmol/l (105-110mg/lit) hodc néu bai
tiét calci nidu vuot qua Smg/kg.

Nén str dung thén trong mudi calci & tré em v&i tridu chimg thiéu kali huyét, vi sy gia ting ndng
do calci huyét thanh c6 thé 1am giam ndng do kali huyét thanh.

Nén sur dung than trong mudi calci d6i vdi bénh nhan bi suy giam chirc nang than, bénh tim, hodc
bénh u hat (sarcoidosis).

Trong thanh phan thubc c6 chira duomg RE, bénh nhén bi rbi loan di truyén hiém gip nhu khong
dung nap fructose, kém hép thu glucose-galactose hodc thidu hut enzym sucrase-isomaltase
khong nén ding thudc nay.

Trong thanh phan thudc c6 chira sorbitol, bénh nhén bi réi loan khéng dung nap fructose do di
truyén khong nén ding thudc nay.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Cac nghién clru ¢6 kiém soat & phu nit khong cho thiy ¢ nguy co gi trén bao thai khi diing thude
trong 3 thang dau cua thai ky; khong ¢6 ddu hiéu gi cho thdy ding thuéc c6 kha ning gy nguy
hiém trong cac thang tiép theo cia thai ky va kha ning gy anh huéng x4u dén bao thai hiu nhu
1a khoéng cé.

Mic di calci bd sung c6 tiét qua sita, nhung véi ndng do khéng gy bit ky mét tac dung nao & tré
so sinh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thubc str dung duoc cho ngudi van hanh may moce va lai tau xe.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac cia thuoc:

T#ng calci méau c6 thé xay ra khi str dung mudi calci véi thube loi tiéu thi (dAn dén giam
thai trir calci qua nude tiéu) hodc vitamin D (dAn dén tang hap thu calci tir ryot).
Corticosteroid: Lam giam hép thu calci tir rudt.

Biphosphonat: Diéu tri déng thoi mudi calci voi cac biphosphonat (nhw alendronat, etidronat,
ibandronat, risedronat) co thé din dén giam hép thu biphosphonat tir dudng tiéu héa. Dé lam
giam thidu tic dong cua tuong tac nay, cin udng mudi calci tbi thiéu 30 phit sau khi udng
alendronat hodc risedronat; tdi thiéu 60 phit sau khi udng ibandronat, va khong duoc ding
trong vong 2 gid trude va sau khi ubng etidronat.

Cac glycosid trg tim: Calei cdng tdc dung hudng co tim va tidng dc tinh cia glycosid tro tim;
hau quéa c6 thé gay loan nhip tim néu sir dung ddng thai (dic biét khi calci dung duong tinh
mach, dudng udng nguy co thap hon).

Ché phém sit: Sir dung ddng thoi mudi calei véi cac ché phim sit duong udng c6 thé din
dén giam hép thu sat, can khuyén bénh nhén sir dung hai ché phdm nay tai cac thoi diém
khac nhau.

Céc quinolon: Str dung mubi calci dong thoi véi mot sé khang sinh nhém quinolon (vi du
nhur ciprofloxacin) c6 thé lam giam sinh kha dung cua quinolon, khéng dwoc ubng cting mot
thoi diém, nén ubng céch xa nhau tbi thiéu 3 gid.

Céc tetracyclin: Phitc hop cta calci véi cac khéng sinh tetracyclin lam bét hoat khang sinh, vi
véy khong duge udng cuing mét thoi diém, nén udng cach xa nhau ti thidu 3 gio.



Twong ky, ciia thude:

Do khdng c6 céc nghién ciru vé tinh tuong ky cta thude, khéng tron 14n thube nay véi cac
thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Tac dong trén dudng tiéu héa: Mudi calci dung dudng ubng cé thé gly kich img duong tiéu hoa.
Muéi calci ciing c¢6 thé gy tdo bén.

Téng calci mau: ting calci mau hiém gap khi sir dung calci don doc, nhung c6 thé xay ra khi diing
liu cao trén bénh nhan suy thén man. Tang calci mau nhe c6 thé khéng tridu chirng hodc ¢o cac
biéu hién nhu tio bén, chan &n, budn nén, va nén mira. Tang calci mau rd c6 thé biéu hién nhimg
thay ddi tim than nhu [ I4n, mé sang.

HUONG DAN XU TRi ADR:

Tang calci mau nhe thudng dé dang kiém soat dwoc bang cach gidm luong calci dua vao co
thé (giam lidu hodc ngilg bd sung calci); cac trudng hop ting calci mau nang c6 thé cén phai
diéu tri ddc hidu (vi du nhu thim téch mau).

QUA LIEU VA CACH XU TRi:

Cac triéu chimg cua qua lidu calci bao gdm chén an, mét moi, budn ndn, ndn mira, nhic diu, khat
nude, chong mit va ting uré huyét. Calci c¢6 thé hap thu vao céc md bao gbm ca than va dong
mach va mirc d cholesterol trong huyét tuong c¢é thé ting cao. Loan nhip tim va nhip tim chim
cling c6 thé xay ra.

Calci nén duge giam dén muc tdi thidu va néu xay ra tinh trang mat nude va mat chét dién giai
cén can bang ngay lp tirc.

Tiang calci huyét ning nén dugc diéu tri bang céch truyén tinh mach bing natr
s& thudce loi tidu quai ¢ thé duge dua ra dé lam tang bai tiét calci niéu. Néu ¢nh nhan khong
dung nap, calcitonin ¢ thé duoc kiém sodt bing dudng tiém hodc thay thé bin biphosphonat,
plicamycin hogc corticoid. Truyén phosphat khong dugc khuyén céo do nguy co voi héa di cin.
Trong trudng hop nghiém trong, ¢6 thé loai bo calci bing cach thim phan phtic mac.

Bénh nhan ¢6 triéu chitng qua liu nén tranh tiép xuc v4i anh sdng mat troi.

Cén cham soc ddc bi¢t khi xay ra qua liéu v&i bénh nhén cé chuc ning than va gan suy yéu.

PAC TINH DUQC LUC HOQC:
Nhém dwoc Ij: Thube bb sung calci.
Ma ATC: A12AA05.

Dugc Iy va co ché tic dung:

Calci 12 mdt ion ngoai té bao quan trong, héa tri 2. Lugng calci chiém khoang 1 - 2% khéi luong
co thé, va trén 99% calci trong co thé duge tim théy & xwong va ring, phan con lai c¢6 mat trong
dich ngoai bao, va mét lugng nhé nim trong té bao. Calci & xuong chi yéu dudi dang
hydroxyapatit. Lugng mudi khoang & xwong chiém khoang 40% trong luwong xuong. Xuong la
mdt md dong, trong d6 dién ra qua trinh tidu va tao xuong. Hang nim mat phan xuong tai tao lai.
Tao xwong nhanh hon tiéu xuong & tré dang 16m, cin bang & ngudi trudng thanh khée manh va
cham lai & ngudi sau man kinh va ngudi cao tudi & ca hai gigi. Ty 1€ tai tao xwong dic (vd
xuong) c6 thé cao t6i 50% hang nim & tré em va khoang 5% hang ndm & ngudi trudng thanh; téi
tao xwong xop gép khoang 5 lan tai tao xwong dic & nguodi trudng thanh. Ngoai chire ning dd co
thé, bd xwong con 13 noi dur tri calci. Tuy tap luyén va cung cip calci 6 tac dong dén khéi luong
xuong, hién nay chua rd cung cép calci anh huéng tét dén xuong ¢ phai do tap luyén khong.
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Giam estrogen ltic mén kinh lam ting mat calci & xuong, ddc biét & cot sdng thit leg trong
khoang 5 nim; trong thdi gian nay, hang nim mét calci & xuong khoang 3%. Giam ndng do
estrogen lam gidm hiéu qua hip thu calci va lam tang téc do quay vong xwong. Chua biét tac
dung chinh cta estrogen déi véi calei 13 & xuong hay rudt.

- B sung calci cho phu nit tién man kinh v thai ky ddu sau man kinh cho thdy tang cung cap calei
khéng ngiin duge mét xuong x6p nhanh trong 5 nAm du sau man kinh va nhu ciu cung cép calci
cho phu nit khdng td ra thay d6i manh sau khi man kinh.

- Trong huyét tuong ngum nong do calci vao khoang 8,5 mg dén 10,4 mg/dl (2,1 - 2,6 mmol/lit)
trong d6 khoang 45% gin voi protein huyét twong, chu yéu la albumin va khoang 10% phirc hop
v&i cac chit dém anionic (nhu citrat va phosphat). Phin con lai 12 calci ion héa (Cat+).

- Ca++ rit can thiét cho nhidu qua trinh sinh hoc: kich thich neuron than kinh, giai phéng chat dén
truyén thin kinh, co co, bao toan mang va tham gia vao qua trinh dong mau. Ca2+ con gitp chic
nang truyén tin thi cp cho hoat dong ctia nhidu hormon.

- Trén h¢ tim mach: ion calci rét cin thiét cho kich thich va co bdp co tim cling nhu cho su din
truyén xung dién trén mot sé ving cia co tim dac bi€t qua nut nhi thit. Sy khir cuc clia céc
sgi co tim mé céc kénh Ca++ didu chinh dién thé va gdy mot dong Ca++ cham di vao, trong
thoi gian tac dung cia dién thé cao nguyén. Dong Ca2+ nay cho phép thim théu mét lugng
ion calci da dé kich thich giai phong thém ion calci tir ludi co tuong, vi vay gdy co co.

- Trén hé than kinh co: ion calci dong vai tro quan trong trong kich thich va co boép co. Su kich

actin-myosin. Sy gifin co xay ra khi ion calci dll’O‘C dua tré Ia1 ludi co tuong, pRut hoi su e

ché cua troponin.

- Calci lactat 14 mot dang mudi calci dung duong udng. Muéi calci dudng ubng duge sir dung
trong du phong va diéu trj thiéu calei.

- Thiéu calci xdy ra khi ché do #n hang ngay khéong cung cép du calci cho nhu cdu cia co thé,
hodc trong mét sb tinh trang nhu gidm ning tuyén cén gidp, thiéu acid hydroclorid dich vi,
tiéu chdy man tinh, thiéu hut vitamin D, chimg phan m&, bénh viém rudt loét miéng (bénh
sprue), phu nir ¢6 thai va cho con bu, thoi ky mén kinh, viém tuy, suy than, nhidm kiém, ting
phosphat mau. Nhu céu calci & ngudi &n chay ¢6 thé ting do tac dung 4m tinh cta oxalat va
phytat (c6 ndng do cao trong ché dd #n chay) d6i vé6i sinh kha dung cta calci. St dung mot
s6 loai thube (vi du nhu thude loi tidu, thude chéng co giat. . .) d6i khi cling dan dén ha calci
mau, doi hoi phai b sung calci.

DPAC TINH DUQC PONG HOC:

Hip thu:

Khoang 25 — 50% calci dugc hap thu qua dudng tiéu hda, chii yéu & rudt non theo co ché van chuyén

tich cuc va khuéch tan thu dong.

Phin bé va chuyén héa:

Xuong va ring chia khoang 99% lugng calci cia co thé, 1% con lai phan bb déu gifta dich trong va

ngoai té bao. Trong tong lwong calci huyét thanh c6 50% & dang ion héa, 5% & dang phirc hgp anion
va 45% gin két véi protein huyet tuong.
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Thai trie:

Khoang 20% calci thai qua duong tiéu va 80% qua phan, lugng thai qua phan nay bao gdm luong
calci khong hép thu va luong calei duoc tiét qua méit va dich tuy. Bai tiét qua nuéc tiéu phu thudc
vao loc cdu than va tai hép thu & éng thén.

QUY CACH PONG GOI:

- Ong nhya PVC/PE; Hép 10 bng, hop 20 éng x éng 5 ml.

- Ong nhwa PVC/PE; Hop 10 éng, hop 20 éng x éng 10 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bao quén: Noi kho, nhiét d6 dudi 30°C, tranh 4nh sang.

Han dung: 36 théng ké tir ngay san xuAt.

Tiéu chuén chit lwong: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN 23 THANG 9
239 S6 11, Tan Hoa, Phudng 14, Quan 6, TP.
PHARMACEUTICAL DT: (028) 7.3.075.588 — Fax: (028) 3.7.505.807
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