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| Thanh phén

|
| MBi 10 mi dung dich udng chira TIEU CHUAN: TCCS e
[ Calci gluconat monohydrat 500,0 mg :

Calci lactal pentahydrat 350,0 mg SPK: VD-X000-XX

Ta dugc. vira 4o

DE XA TAM TAY TRE EM.
Chi dnh, cach ding, chéng chi dinh va cac théng tin  BQC KY HPONG DAN SU DYNG
khac: Xem trong 1& huromg dan st dung thubc kém theo. TRUGC KHI DUNG

Bao quan: Bao quan trong bao bi kin, noi khé réo, tranh 6 16 SX (Lot No.). ‘
anh sang, & nhiét d6 dudi 30°C. NSX (Mfg Date)

Siin xudt taic HD (Exp Date)

CONG TY CO PHAN S.P.M ‘
L6 51, duéng sb 2, khu cong nghiép Tan Tao, phudng Tan =
| Tao A, quén Binh Tan, thanh phé Hb Chi Minh, Viét Nam —

RX thusc ke don WHO-GMP

- DAKZYTA

Calci gluconat monohydrat..... 500,0 mg
Calci lactat pentahydrat.............. .350,0 mg

Dung dich uéng

r,‘ Hép 20 6ng x 10 ml

SPM KHONG BUQC TIEM

_ Composition: e
— [
[ Each 10 ml oral solution contains e

| Calcium gluconate monohydrate: 5000m3  Reg No: VD-XXXX-XX |
| Calcium lactate pentahydrate 350.0 mg

‘ | Excipients. qas ‘

| Indicat ad trati

| other information: Please carefully read the instructions

in the leafiet KEEP OUT OF REACH OF CHILDREN
| Storage: Store in a tight container, a dry and cool place, ~ READ THE LEAFLET CAREFULLY
protect from light, al temperature below 30°C. BEFORE USE
Manufactured by:
| 5.P.M CORPORATION
‘ Lot 51, Street 2, Tan Tao Industrial Park, Tan Tao A Ward
=a. Binh Tan District, Ho Chi Minh City, Vietnam T ——

(DAGYTA gy ) — -

S6 18 SX.
A 10 i dung e vlng chira I HO SPM ‘) o
o — e e oatom.” RX Prescription Drug He

DAKZYTA

Calcium gluconate monohydrate..500,0 mg
Calcium lactate pentahydrate.......350,0 mg

Oral solution

DAKZYTA

f \J Box of 20 ampoules x 10 ml ’

SPM DO NOT INJECT

LA AT
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Thinh phin

Thanh phan:

M&i 10 mi dung dich uéng chira:

Calci gluconat monohydrat.....500.0 mg
Calci lactat pentahydrat 350.0 mg

Ta duoc. vira di
Chi dinh, chéng chi dinh, cach dung va
«céc thong tin khac:

Xem trong t&r hueéng dén sir dung thube kem

Bao quan: Bao quan trong bao bi kin, noi khd
rao, tranh anh sang, & nhiét 46 dudi 30°C
Tiéu chuan chét lwgng: TCCS

DOC K¥ HUONG DAN SUr DUNG TRUO'C KHI DUN!
DE XA TAM TAY CUA TRE EM

San xuat tai:

Céng ty C6 phan S.PM

Dia chi: LA 51, dwerng sb 2, khu cdng nghiép
Tan Tao, phwong Tan Tao A, quén Binh
Tan, thanh phd H& Chi Minh, Viét Nam

Dung dich ubng

Go6i 10 ml

DAKZYTA

Calci gluconat monohydrat.....500.0 mg
Calci lactat pentahydrat.........350.0 mg

$616 SX:
Han Dang:

| M&i 10 mi dung dich ubng chira: TIEU CHUAN: TCCS
Calci gluconat monohydrat 5000 mg
‘ Calci lactat pentahydrat 350,0mg  SOK: VDX0OX-XX

Ta duorc. a0
& duoc. vira du DE XA TAM TAY TRE EM

Chi dinh, cach ding, chéng chi dinh va cac théng tin  DOC KY HUGNG DAN SU DUNG
Kkhée: Xem trong 1&r hudng din s dung thube kém theo TRUGC KHI DUNG

$6 16 SX (Lot No.)
NSX (Mfg Date)
HD (Exp Date):

Bao quan: Bao quan trong bao bi kin, noi kho rdo, trénh
anh sang, & nhiét 46 dudi 30°C

San xudt tai

CONG TY CO PHAN S.P.M
L6 51, dudng sb 2, khu cbng nghiép Tan Tao, phuémg Tan
Tao A, quan Binh Tan, thanh phé Hé Chi Minh, Viét Nam

RX thusc ké don WHO-GMP

DAKZYTA

..500,0 mg
350,0 mg

Calci gluconat monohydrat...
Calci lactat pentahydrat....

Dung dich uong

™

SPM Hop 20 goéi x 10 mi

Composition:

Each 10 mi oral solution contains:

Calcium gluconate monohydrate 500.0 mg
Calcium lactate pentahydrate 350.0 mg
Excipients as
Indications, administration, contraindications and
other information: Please carefully read the instructions
in the leafiet

Storage: Store in a tight container, a dry and cool place,
protect from light, at temperature below 30°C

SPECIFICATION: In-house

Reg. No: VD-XXXX-XX |

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY |
BEFORE USE |

Manufactured by
S.P.M CORPORATION

Lot 51, Street 2, Tan Tao Industnial Park, Tan Tao A Ward
Binh Tan District, Ho Chi Minh City, Vietnam

RX Prescription Drug WHO-GMP |

DAKZYTA

Calcium gluconate monohydrate..500.0 mg
Calcium lactate pentahydrate.......350.0 mg

Oral solution

™

SPM Box of 20 sachets x 10 ml

'_:T
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\ A N 2 3 A
Rx Thuoe nay chi ding theo don thube

DAKZYTA

(Calei gluconat monohydrat 500 mg, calci lactat pentahydrat 35 0 mg)
W D 2
Dé xa tim tay tre em
Doc ky huwong din sir dung trivée khi dimg”

1. THANH PHAN:
M&i 10 ml dung dich udng chira:
Thénh phan hoat chét: Calei gluconat monohydrat...........ooooeveiininnn 500 mg
Calci lactat pentahydrat .......covvvnenninrnnenmsiisin, 350 mg
Tuong duwong calci 90,2 mg
Thanh phan ta dirpe: Acid malic, sorbitol, sucrose, glycerin, methylparaben, propylparaben, hwong
cam, nuwrdce tinh khiét vira d.
2. DANG BAO CHE:
Dung dich ubng.
Mo ta: Dung dich trong sudt, khéng mau dén vang nhat, mui thom, vi ngot.
3, CHI DINH:
Ngin ngtra (inh trang thiéu calci trong cac truomg hep ting nhu céu calci (vi dy: Tré em trong giai
doan ting (rudng, phy ni mang thai va cho con b,...).
H& tro didu trj lodng xuong.
4. CACH DUNG, LIEU DUNG:
Liéu ditng
Trir khi ¢6 chi dinh cta béc si, liéu théng thudng 1 2 bng (g6i)/1An x 3 lan/ ngay (twong mg véi
540 mg Calci)
Cich diing

Lic déu trude khi stir dung. Khong nén pha loding va nén ubng khi déi hoiic trdce bita dn.

Trong trudng hop bénh nhan d& bi kich g da day va dé bj tiéu chdy, nén udng sau bira an.

Thoi gian diéu tri thy thudc vao timg ngudi bénh. Nén str dung lau dai.

5, CHONG CHi PINH:

Min cam véi hoat chit hogc bat ky thanh phén nao ctia thude.

Khong dung nap fructose

Suy thin ning.

Tang calci mau, ting calci nigu.

Cuomg cin gidp nguyén phat.

Qua liéu vitamin D.

U 4c tinh pha niy xuong (nhw da u tiy xwong hay di céin xwong).

Soi than calei hodc lfmg dong calci trong md thin,

Huy xuong do it vin dong (loing xuong bit dong).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Pi véi bénh nhan co tién s gia dinh bi s6i than calci, cin chic chin 1'2"mg bénh nhan khéng bi
tang calci niéu.

Viée ubng calei cting véi mudi kidm co thé din dén céc triéu ching tang calci méau (hoi chimg
sita-kiém).
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Dung kéo dai coé thé din dén ting calci mau va tang calcei ni¢u. Do do, khi diéu trj 1au dai, theo doi
ndng do calci trong mau va trong nude tiéu thudng xuyén.

Thin trong td dupc

Sorbitol

Thudc nay ¢é chira 1000,0 mg sorbitol trong mdi éng 10 ml.

CAn xem xét tac dung hidp ddng cua cac thudc c6 chira sorbitol (hay fructose) va lwgng sorbitol
(hay fructose) dung theo ché do an kiéng. Ham luong sorbitol ¢6 trong thude udng c6 thé anh
huong sinh kha dyung cua cac thudc khac khi ding chung.

Sorbitol la nguf“)n dinh dudng giau fructose. Néu bénh nhén (hoiic bénh nhi) duge chén dodn c6
ri loan dung nap véi mot s6 loai dudng nhét dinh, hoidic néu bénh nhan bi ri loan khong dung
nap fructose do di truyén, mét rdi loan di truyén hiém gap, ma bénh khong thé tiéu hoa fructose,
haly hoi ¥ kién bac si truéce khi ding thude nay.

Sorbitol ¢6 thé gay nhing triéu chirng tiéu héa khod chiu va cho tac dyng nhugin trudng nhe.

Tré em tir 2-11 tudi nén tham khao y kién béc st trudc khi st dung

Sucrose

Bénh nhan bi 16i loan di truyén hiém gip nhu khéng dung nap fructose, kém hip thu glucose-
galactose hoiic thiéu hut enzym sucrase-isomaltase khong nén ding thude nay.

7. SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU:

Chwa ¢6 béo cdo vé tic dung phu cua calci ding duong ubng & phy nit ¢ thai va cho con bu.

8. ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua ¢6 bing chitng vé anh hwdng ctia thudc 1én kha ning 14i xe, van hanh may méc.

9. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc phan g c6 hai duge phan nhém theo tAn sudt: rit thuong gip (ADR > 1/10), thudng gip
(1/100 < ADR < 1/10), it gadp (1/1000 < ADR < 1/100), hiém giip (1/1000 < ADR < 1/10000), rét
hiém giip (ADR < 1/10000) va khdng 15 tan sudt (khong thé wée lugng tir dit lidu sin o).

H¢ mién dich

Khéng 16 tan sudt: Phan img qua man. Vi dy nhu sung trén da va niém mac, mé day, budn nén,
chong mit, tt thuyét ap

Réi logn chuyén héa va dinh dwing

Khong & tan sudt: Tang calci huyét, ting calci niéu

Bdo cido cic phin teng bit lpi ciia thubc

Viéc bdo cao cac phan tmg bt loi cua thudc 13 rit quan trong trong viée danh gid cén béng loi ich
nguy co cua thude.

10. TUONG TAC, TUONG KI CUA THUOC:

Twong tic cria thuée

Khane sinh vi mot s6 thude khdc: Calei ¢6 thé 1am giam hap thu va tir d6 1am gidm hidu qua cia

céac loai khac sinh khdc nhau nhu tetracyclin, quinolon, mét s6 cephalosporin va nhiéu loai thudc
khéc (ketoconazol, sit, natri florua-, estramustin, bisphosphonat-paraben). Thoi diém duing calci
va céc thude trén nén cich nhau tbi thiéu 2 gio.

Loi tiéu thiazid: Giy ting calci méau do giam thai trir calci ¢ thén. Theo doi ndng do calci huyét

tirong va nong do calei nigu néu dicu trj dai han.
Glycosid tim: Lam tang dc tinh cta glycosid tim do tang nong do calei. Theo d6i bénh nhin dung
déng thoi calei va glycosid tim (dién tam do, calci huyét twong va calei ni€u).
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Levothyroxin: Calei anh huong dén hip thu levothyroxin. Thoi diém st dung 2 thude cach nhau
ti thiéu 4 gio.
Tuwong ky ciia thube
Do khong cé cac nghién ciru v& tinh twong ky cuia thude, khéng tron 1in thube nay véi cac thude
khac.
11. QUA LIEU VA CACH XU TRIi:
Trigu chirng
Chua ¢6 thong tin vé doc tinh ctia calci ding dudng udng.
Dung qua lidu calci kéo dai & bénh nhan nhiém kiém chuyén héa c6 thé dan dén ting calci mau.
Céc triéu chirng ting calci mdu co thé bao gom: da niéu, khat, giam kich thich than kinh co kém
theo yéu co, khé chiu trong dudng tiéu héa, suy gidm tri nhé va rdi loan tam ly.
Diéu tri
Ngtng thude. Didu trj hd trg, ché d6 an it calei hodic khéng cé calei. Tham khao y kién béc si néu
can thiét,
12. PAC TINH DUQC LUC HQC:
Nhém diwge Iy: Chit khoang
M ATC: A12AA20
99% calci trong co thé c6 mit trong xuong va 1% con lai hoa tan trong cdc mé va tham gia vao
nhiéu qua trinh sinh 1y nhw mét chét dign giai quan trong. Vi trung binh hang ngay ¢6 300-400 mg
calci bi thai trlr, nén lugng t5i thiéu can cung cip hang ngay 1a 800-1200 mg calci, dbi voi bénh
nhén giam hép thu hodic tang thai trir calci, c6 thé cin lugng calci téi 2g/ngay.
Do d6, trong giai doan co thé can nhiéu calci (tudi vi thanh nién, mang thai, cho con bi), thudng
can sir dyng calci bo sung ngoai thirc in hang ngay.
Loding xwong sau min kinh kha phd bién do théi quen #in udng va giam hép thu calci & rudt theo
tudi. Bd sung calci ddy di cho co thé 1a diéu kién tién quyét dé didu trj loing xwong hidu qua.
13. DUQC PONG HOQC:
Sau khi uéng, calei duge hép thu téi 50%. Khi tudi cao, ding liéu cao va néng dd calci trong co
thé can biing, ty 18 hp thu c6 thé giam, c6 thé giam téi 10% & bénh nhén cao tudi.
Calci con lai trong dudng tiéu hoa bi két tha dudi dang carbonat va phosphat va sau d6 thai trir ra
khoi co thé. Calci duge hip thu néu khong vao mé xuwong s& b thai trir qua thén.
14. DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Péi v6i dang 6ng: Khéng duge tiém.
15. QUY CACH PONG GOLI:
Hop 20 éng nhua bé x dng 10 ml, kém theo huéng dan str dung thude
Hop 20 g6i x goi 10 ml, kém theo hudng dan st dung thude
16. PIEU KIEN BAO QUAN:
Bao quan trong bao bi kin, noi kho rdo, tranh anh sang, nhi¢t do duéi 30°C.
17. HAN DUNG CUA THUOC:
36 théng ké tir ngdy san xuit.
18. TIEU CHUAN CHAT LUQNG:
Tiéu chuan co so.
19. TEN, DIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN S.P.M
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Pia chi: Lo 51, duong s6 2, khu cong nghiép Tan Tao, phudng Tan Tao A, quian Binh
Tén, thanh pho H6 Chi Minh, Viét Nam






