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1. Label on the smallest packing unit :

Calcium supplement

TOTCALL:

5Vién nang mém x 20 Vi

100 vién /ho
Approved A op)

Calcium supplement
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2. Intermediate label :

TOTCAL &

Calcium + Vit. D3

TOTCAL & TOTCAL & TOTCAL &

Cnp
Calcium + Vit. 03 Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3
Precipitated Calcium Carbonate - 750 mg

Calcium + Vit. D3 Calcium + Vit
Visa No.(SDK) Precipitatec Calgum Carbonae - 750 mg Visa No.(SBK)
(Equivalent to 300 mg of Calcium) Lot No.(S48 16 SX) (Equivalent to 300 mg of Calcium) Lot No. (S8 18 SX)
Cholecalciferol concentrate ——— 0.1mg Mfg. Date (NSX) - dd/mmiyy Cholecalciferol concentrate —— 0.1mg Mfg. Date (NSX) : dd/mmyy
(Equivalent to 100 1.U of Cholecalciferol) Exp. Date{HD) dd/mmiyy {Equivalent to 100 |.U of Cholecalciferol)
=Y DongHoo Bio & Phama Ca, Ltd- Kora

Exp. Date(HD) : dd/mmiyy

2Y Donghoo Bio 4 Pama. Co, Ltd. - ora  [F2) Donghoo Bio & Prama Co. id-Korss Y DongoaBio & Phama. Co, L -Kores

—
TOTCAL & TOTCAL = TOTCAL (= TOTCAL &
Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3

Precipiated Calcium Carbonate - 750 mg Visa No.(SBK) Precipitaled Calcum Carbanate - 750 mg
{Equivalent to 300 mg of Calcium) Lot No. (S8 16 SX)
Cholecalciferol concentrate — 0.1mg

Calcium + Vit. D3  Calcium + Vit.
Visa No.(SBK)
(Equivalent to 300 mg of Calcium) Lot No.(S5 16 SX)
Mfg. Date (NSX) ' ddimmiyy Cholecalciferol concantrate ——— 0.1mg Mfg. Date (NSX) : dd/mmiyy
Exp. Date(HD) | dd/mmiyy {Equivalent o 100 |.U of Chalecalciferol) Exp Date(HD) . dd/mmiyy
B2 DonglooBoPhama Co, id-Koee 2 Oongoo Biod Phama Co, Ltd-Kona Y Donghoo o Phame. Co, Lid.-Korea

2 Dongloo Bio & Prama. s, it -Korea

(Equivalent 1o 100 .U of Cholecalciferol)

TOTCAL & TOTCAL & TOTCAL & TOTCAL &

Visa No.(SPK)
(Equivalent o 300 mg of Calgium) 3

Cap.
Calcium+ Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3 Calcium+ Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3  Calcium + Vit
Pracpitated Calcum Carbonate - 750 mg Precipitated Calcium Carbonate - 750 mg
Lot No.(S8 18 SX).
Cholecalcerol concentrate —— 0.1mg

Visa No.{SEK)
(Equivalent to 300 mg of Calcium) Lot No.(S6 18 5X)
Mfg. Date (NSX) : dd/mmiyy Cholecalciferal concentrate ——- 0.1mg Mfg. Date (NSX) : dd/mmiyy
Exp Date(HD) dd/mmiyy (Equivalent to 100 LU of Cholecalciferol) Exp Date(HD) dd/mm/yy
E2Y Donghoo Bio & Phama.Co, Lid-Kerss  [ERY Dongloo Bio & Prama Co, L -Koree

IF2Y Donghoo Bl Phama.Co, Ltk -Korea  [F2Y Dongioo Bio & P Co, Lt -Kovea

(Equivalent to 100 |.U of Cholecalciferol)

TOTCAL & TOTCAL = TOTCAL & TOTCAL &

['ap
Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3  Calcium + Vit. D3 Calcium + Vit. D3  Calcium + Vit. D3 Calcium + Vit.
Precipitated Caicium Carbonate - 750 mg

Visa No.(SDK) Precipitated Calcium Carbonate - 750 mg Visa No.(SBK)

(Equivalent to 300 mg of Calcium} Lot No.(S8 16 SX) (Equivalent to 300 mg of Calcium) Lot No (S8 I8 SX).
Cholecalcilerol concentrate ——— 0.1mg Mfg. Date (NSX) : dd/mm/yy Cholecalciferol concentrate —— 0.1mg Mfg. Date (NSX) : dd/mmiyy
(Equivalent to 100 1.U of Cholecalciferal) Exp. Date(HD) id) yy 10 100 LU of Ch Exp. Date(HD) dd/mmdyy

2Y Oongoo Bio & Phama Co, Lid-Koree  [E2Y Dongioo Bio & Pram. G, Lid. - Korea

72 DongiooBio & Prame. Co, id - Kors ~ B2Y Dengoo Bio & Phamna Co, Lid -Korea

Calcium + Vit. D3 Calcium + Vit. D3
Precipitated Caloum Carbonate - 750 mg

(Soft]
|Cap.)

TOTCAL & TOTCAL =) TOTCAL [ TOTCAL!

Calcium + Vit. D3  Calcium + Vit. D3  Calcium + Vit. D3

Calcium + Vit. D3 Calcium + Vit
Visa No.(SEK) Precipitated Caloium Carbonate - 750 mg Visa No.(SDK)
(Equivalent o 300 mg of Caleium) Lot No (S8 18 SX) (Equivatent lo 300 mg of Calgum) Lot No (S5 16 §X)
Cholecakiferol concentrate 9.1mg Mfg. Date (NSX) - dd/mmiyy Cholecalcifersl concentrate —— 0.1mg Mfg. Date (NSX)
(Equivalent to 100 |.U of Cholecalciterol) Exp. Date(HD)  : dd/mmiyy (Equivalent to 100 .U of Cholecalcterol)
T2 Dongfion Bio & Phama. Co, L - Korea

Exp. Date(HD)
F2Y Donghoo Bio & Phama, o, Lt -Karea

2Y Dongh B Phama Co. Ut -Horea 2 Donghoo Bic & P cu,t:'i Korta

TOTCAL &) TOTCAL & TOTCAL

[Soft 'Sufl
Cap. | Cap.
Calcium + Vit. D3 Calcium + Vit. D3  Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit. D3 Calcium + Vit.
Pracipitaled Calcium Carbonate - 750 mg Visa No.(SBK)
(Equivalent to 300 mg of Calclum)

Precipilaled Calcum Carbonate - 750 mg Visa No.(SBK)
Lot No.(S6 16 SX) (Equivalent to 300 mg of Calcium) Lot No.(S8 16 5X);
Mfg. Date (NSX) = dd/mmiyy Chalecalcierol concentrate 0.1mg

Exp. Date(HD)  dd/mmiyy

Mfg. Date (NSX) : dd/mmiyy
(Equivalent to 100 1.U of Cholecalciferol)
Y Donghoo o & Phama Co, L - Korea

Exp Date(HD) - dd/mm/yy
) Dongho Bo § Phama Co, Ld Ko~ [E2Y Dongoo Bio & Pham Co, Lid.-Horea

Cholecalciferol concentrate
(Equivalent to 100 1.U of Cholecalaferol )

Y onghoo Bl Prama.Co, L Ko

0.1mg




To hudng dan st dung

TOTCAL SOFT CAPSULE

Doc Ky hedng din siwe dung trude khi ding

Néu cin thém thong tin xin hoi y kién bdc sy, diege sy
Thanh phan: Mai vién chira:
Hoat chat:

Calel earbanm KB R oo 750 mg
(Tuong duong 300 mg calci) -'(."/
Cholecalciferol dam dic........oovvevveeceeeiinn, 0,1 mg /{ g

(Tuong duong 100 L.U. cholecalciferol) /

Td diege: Diau dau nanh, dau co. lecithin, gelatin, glycerin dam dic, dung dich sorbitol, ethyl

vanillin, titan oxid, tar.

Dang bao ché: Vién nang mém.

Quy cach dong go6i: 20 vi x 5 vién /hdp

Dic tinh duge lue hoc

Calci la mét ion ngoai té bao quan trong. hoa tri 2. Trong huyét tuong ngudi. ndng do calci

vao khoang 8.5 mg dén 10,4 mg/dl (2,1 - 2.6 mmol) trong do khodng 45% gin voi protein

huyét tuong, chu yéu la albumin va khoang 10% phic hop véi céc chat dém anionic (nhu

citrat va phosphat). Phan con lai la calci ion hoa (Ca™).

Ca"" rdt can thiét cho nhiéu qua trinh sinh hoc: Kich thich neuron than kinh, giai phong chit

dan truyén thin kinh, co co. bao toan mang va lam dong mau. Ca®" con gitip chire nang truyén

tin tht ¢ép cho hoat dong ctia nhiéu hormon.

Trén hé tim mach: lon calci rat can thiét cho kich thich va co bop co tim ciing nhu cho sy dan

truyén xung dién trén mot s ving ctia co tim dac biét qua nat nhi that. Su khir cuc cua céc

soi co tim mo céc kénh Ca’™ diéu chinh dién thé va gay mot dong Ca™ cham di vao, trong

thoi gian tac dung cta dién thé cao nguyén. Dong Ca’ nay cho phép tham thdu mdt luong

ion calci du dé kich thich giai phong thém ion calci tir ludi co tuong, vi vy gdy co co.

Trén hé than kinh co: lon calci déng vai tro quan trong trong kich thich va co bép co. Su kich

thich co co cua ion calci xay ra khi dugc giai phong khoi luéi co tuong. lon calei giai phong

kich thich co co bai ion calci gin voi troponin, lam mat su ¢ ché troponin trén tuong tac

actin - myosin. Sy gidn co xay ra khi ion calci duge dua trd lai ludi co tuong, phuc hdi su e

ché cua troponin.

Udng vitamin D dé bé sung su thiéu hut vitamin D. Vitamin D lam téng su hdp thu calci ¢

rut. Lugng téi uu cua vitamin D & nguoi gia 1a 500-1000 1U/ ngay. Udng calci dé bo sung sy

thiéu hut calci trong ché do an. Nhu cdu thong thuong calci ¢ ngudi gia la 1500 mg/ngay.

Vitamin D va calci dé di¢u trj ching ting ning tuyén céan gidp thir phat o nguoi gia.

Duwoc ddng hoc

Calci carbonat

e Hap thu: Calci duge hip thu & dudng tiéu hoa nhd van chuyén tich cuc va khuéch tan thy
dong. calci duoc hip thu tich cuc & ta trang va phén diu hdng trang va phan nhé con lai dugc
hip thu & doan ngoai bién ctia rudt non. Mirc do hip thu phuy thude nhiéu yéu td; calci ¢é thé o
dang hoa tan, ion hda. Sy hdp thu calci bj giam khi co mit thae dn. Su hap thu calei tir chit bé
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sung la [6n nhat khi sir dung lidu calci 500 mg hogc thap hon. Sy hép thu calci phan doan

khac nhau & cac Ita tudi, cao nhét trong thoi gian con bé (khoang 60%), giam dén 28% o tré

trude tudi day thi va tang tro lai trong sudt thoi gian ddu coa tudi day thi; su hdp thu con lai
khoang 25% & nguoi tré toi, mic du né tang lén trong sudt hai giai doan cudi ctia thoi ki thai

nghén. Sy hap thu bi cham boi cac ion am bén viing (nhu cdc oxalat, phytat. sulfat) va boi

cdc acid béo lam cho két tiia hoac phirc chit cia cac ion calci; tuy nhién pH tir 5-7 trong,[{’/}
rudt lam 'téng t6i da su phﬁl} hity va phan tach cac phic chit trén. ' /H;//

e Phdn phdi: Sau khi dugc hap thu, trude tién calci di vao dich ngoai té bao va sau do nhai
chong két hop chit ché voi té bao xuong. Tuy nhién sy hinh thanh cua xuong khong dugce
kich thich boi viéc sir dung calci. Xuong chira 99% luong calci cua co thé, 1% con lai
dugc phan phdi nhu nhau gitra dich trong va ngoai té bao. Téng ndng do calci trong mau
binh thuong khoang 9-10,4 mg/dL (4.5-5.2mEgq/L), nhung chi calci dugc ion hoa mai ¢o
tac dung sinh ly hoc. Nong do calci trong mau khong cho biét chinh xac tong luong calci
trong co thé: tdng lugng calci trong co thé co thé giam khi ting calci mau, va giam calci
mau co thé xudt hién tham chi ngay ca khi tdng luong calci trong co thé tang. Trong tong
s6 ndng do calci trong méau, 50% & dang ion hod va 5% ¢ dang phuc hop véi phosphat.
citrat, va voi cdc anion khac. Khoang 45% calci trong mau lién két vai protein huyét
twong. Nong dé calci trong dich ndo tiy la khoang 50% ndng do calci trong mau va cho
biét d6 ion hoa ndng do calci trong huyét twong. Calci di qua rau thai va dat ndng do cao
hon trong mau cua thai nhi so v&i mau cua ngudi me. Calcei di qua sira me.

e Dao thai: ion calci thai trir ra nude tiéu va duoc loc tai cau than va ¢o mot lugng nhat dinh
duoc tai hap thu. Su tai hip thu o 6ng than 1a rat lén vi co dén 98% Ca™ tro lai vong tudn
hoan. Su tai hap thu nay duge diéu chinh manh boi hormon cén giap (parathyroid) (PTH)
va cing bi anh hudng bai sy loc Na', sur ¢d mat cua cac anion khong tai hép thu. cic chat
lgi niéu. Calci bai tiét kha nhiéu vao sira trong thoi ky cho con bu; ¢d mot it calci thai trir
di qua md hoi va cling thai trir qua phén

2- Cholecalciferol:

e Hép thu: tuong tu nhu vitamin D duoc hap thu qua niém mac rudt nho mudi mat va lipid.
Mat can thiét cho sy hip thu ergocalciferol va sy hdp thu qua dudng tiéu hod co thé giam
o cdc bénh nhan cé bénh Iy vé gan, mat hay duong tiéu hoa (e.g, bénh Crohn, bénh
Whipple, viém rudt miéng). Do vitamin D hoa tan trong chét béo, né lién két vai cac vi
thé nhii trdp va duge hap thu qua hé thdng bach huyét; khoang 80% liéu udng clia vitamin
D duogc hip thu vao co thé qua co ché nay, chii yéu & rudt non. Gan day van chua biét liéu
tudi tac co lién quan dén su hip thy ¢ dudng tiéu héa cua vitamin D hay khong.
Calcifediol duoc hap thu & rudt.

e Phéan phdi: sau khi hip thu, cholecalciferol vao mau nhd cac vi thé nha trap cua bach
huyét, va sau do lién két chi yéu voi mot o- globulin ddc bi¢t (vitamin D lién két voi
protein). Cédc chat chuyén hoa hydroxyl hoa cua cholecalciferol 12 ciing lién két voi a-
globulin. 25- cholecalciferol duge luu gitr trong m& va co trong thoi gian dai. Vitamin D
vao hé tuan hoan tir bach huyét qua dng din & nguc hodc tir da, né tich [0y trong gan trong

vai gio.
e Chuyen hoa: & gan, cholecalciferol dwoc bién doi & céc vy lap thé dé thanh cac 25-
hydroxy cua chiing nho men vitamin D 25-hydroxylase. Hoat ddng cua men.yitamin D

\\,}-_



25- hydroxylase 1a thudng xuyén & trong gan do ndng do cua vitamin D va cic chét
chuyén hoa cua nd; hon nira, cac chit chuyén hoa 25-hydroxy ting 1én trong hé tuin hoan
sau khi phoi ning hay udng vitamin D c6 quan hé vira phai so véi su tich luy hay udng
thém vitamin.

e Thai trir: Vitamin D va céc chat chuyén hoa cta né duoc bai xuit chu yéu qua mat va
phan. chi cé mot luong nhé xudt hién trong nude tiéu. Mot vai loai vitamin D ¢é thé duoc
tiét vao siia.

Chi dinh
B6 sung calci va vitamin D cho céc trudng hop sau:
- Tré dang thoi ky tang truong dé giup xuong va rang phat trién tdt, ngéin ngira ¢di xuong.
- Phu nir dang mang thai va cho con ba.
- Nguoi I6n tudi: gitp phong nglra va diéu tri lodng xuong do tudi gia. lodng xuong sau

- Bénh nhédn gay xuong: gitip xuong mau lanh.

man kinh. }/{
/

Liéu lugng va cach ding
Ngudi Ién va tré em trén 8 tudi: Udng 2 vién x 1- 2 1an /ngay, vao bira an, udng nhiéu nudc
khi ding.
Thude khong dung cho tré em dudi 8 tudi do dang bao ché khéng phu hop.

Chéng chi dinh
Bénh nhan tang calci (trong truong hop thira calei mau)
Nhay cam v&i bat cir thanh phan nao cua thude.
Tré em dudi 8 tudi.
Soi than
Suy than nghiém trong
Nhiém doc vitamin D,

Théan trong
Bénh nhan suy than, suy tim mach, giam protein huyét, dang diing glycosid tro tim.
Khong diing chung véi cac thude chira calei, vitamin D khac.

Téc dung khong mong mudn

1) Ngung str dung va hoi ¥ kién ctia bac si hodc duge si néu ¢o bt ky ddu hiéu nao vé céc
triéu chang sau: budn non, non mura, tdo bén, giam huyét ap, mit tng do, nhip tim bt
thudng, phat ban, dau dau, réi loan tién dinh, va méd hai, yéu co, dau nhuce xuong.

2) Ting calci huyét va bénh soi co thé xay ra khi sir dung thude liéu cao trong thoi gian dai.
Théng bdo cho bdc sp nhitng tic dung khong mong mudn gip phai khi siv dung thuéc.

Twong tic thube

1) Nhing thude sau day trc ché thai trir calci qua than: Cdc thiazid. clopamid. ciprofloxacin,
clorthalidon, thude chdng co gidt nén khéng dung phdi hop vai cac loai thude nay.

2) Tang kali huyét c6 thé xdy ra khi dung thude phdi hop véi antialdosteron hodc triamteren.
vi vy nén can than khi dung thude phdi hop véi 2 loai trén.

3) Khong dung phdi hop voi cée thude sau: Phosphat, mudi calci, tetracyclin udng, chdng tiéu
chay.

4) Khong dung thude chung v&i tra nhu tra xanh hodc tra den vi nude tra ¢é chira tanic acid.

i



5) Mudi calci ¢6 tinh chat duge ly déi khang voi verapamil nén khong diing phéi hop véi hai
thude nay.

6) Calci lam tang ddc tinh cua digoxin, digitalis déi v&i tim. Nong d6 calci trong mau ting
lam tang tac dung tc ché enzym Na® - K™ - ATPase cua glycosid trg tim.

7) Rifampicin va isoniazid ¢6 thé lam giam hi¢u qua cta vitamin D. Corticosteroid c6 thé
chéng lai tac dung ctia vitamin D

8) Néu dung kéo dai phenytoin va cac thudc chdng co giat khac nhu phenobarbital,
carbamazepin c6 thé gdy cam (mg enzym cytochrom dan dén pha huy cholecalciferol
(vitamin D3) va lam rdi loan chuyén héa vitamin D va calci. nén c6 thé gay lodng xuong.

Sir dung thude cho phu niv ¢6 thai va cho con bi
Phu ni¥ mang thai: dung ché phdm bo sung calci trong thoi gian mang thai la an toan. ty
nhién cén co su theo ddi cua bac si. /{//é/
Phu nir nudi con bing sita me: st dung ché pham bd sung calci 1a an toan. / T

Anh hudng dén kha niing Ii xe va vin hanh may moc
Do ¢6 tac dung khong mong mudn nhu dau dau, chong mat nén can than trong khi ning 13i xe
va vén hanh may maéc.

Qui lidu va xir tri
Trong truong hop vé y ding thude qua liéu thi s& gdy tang calci huyét va cé thé tang calci
niéu nén bao ngay voi bac sy hay trung tam kiém sodt ngd doc gan nhét. Khi ndng dé calci
trong huyét thanh vuot qua 2.6 mmol/lit (10,5 mg/100 ml) duoc coi la ting calci huyét.
Khong chi dinh thém calci hodc bat cti thude gi gy tang calci huyét dé giai quyét tinh
trang tang calci huyét nhe & ngudi bénh khéng co triéu ching va chirc ndng than binh
thuong. Khi ndng dé calei trong huyét thanh vuot qua 2.9 mmol/lit (12 mg/100 ml) phai
ngay lap tire dung cac bién phap sau day:

- Bu nude bang tiém tinh mach dung dich natri clorid 0.9%. Lam loi niéu bang furosemid
hoac acid etha-crynic, nhim lam ha nhanh calci va tang thai trir natri khi ding qué nhiéu
dung dich natri clorid 0.9%.

- Theo d&i ndng do kali va magnesi trong mau dé sém boi phu, dé phong bién ching

trong diéu tri. \
- Theo ddi dién tam dd va cé thé sir dung cac chit chen beta - adrenergic dé phong loan

- . ‘,;

nhip tim ndng. 4;

- C6 thé tham tach mau, diing calcitonin va adrenocor-ticoid trong diéu tri. m{;‘f
- Xéac dinh néng do calci trong mau mot cach déu din dé co hudng dan diéu chinh 5{10 diéu
tri
Bio quan: Bao quan trong bao bi kin, ¢ nhiét do duéi 30°C.
Han dang: 36 thang ké tir ngay san xuat.
DE XA TAM TAY TRE EM

Nhé san xudt:
DONGKOO BIO&PHARMA CO., LTD.
18. Jeyakgongdan 2-gil, Hyangnam-eup., Hwaseong-si. Gyeonggi-do. Han Quéc

Ry TUQ.CUC TRUUONG
57 P.TRUONG PHONG

CZf Afa  qf) f
Sham Ghi Vin Honk




