1. Y8

81 Calcium carbonate 1.5 g tablet %t 1/3

AMANBULIANIZVBIYN

Calcium carbonate 1.5 g tablet

Calcium carbonate 1.5 g tablet

2. ausudAnaly

2.1

2.2

2.5

24

2.5

3. pugnUANIamatla

giJLL:U‘U
druusznau
AYULUTTY

QAN

RIS

Jugude dmsusulsemnu

Usznaumesien Calcium carbonate 1.5 g %Gam&aﬁu Calcium 600 mg Tu 1 1fin

U553 luunaUnaiin Hosfumuiu

- szydesn druvsznauiiendifyuaraiunse Jundn 5u§umq \UTHAR uazLaT
neilousisuen Misgadnnuuuussysioe

- vuneuzusTIseswtesdessyesmietonneinsdn dulstneutazuinny
us9waeen Lavfindn Yudueny 1iaiau

angvesedweuseadiongldlalitesndt 18 ey duanniudweu

Namsm%ﬁLﬂﬂxﬁ@mmmﬁﬂﬂmu finished product specification wag drug substance specification

gravannndrsnsuatufieaiu JdldaanzidounedtnnuansnIsunIsemMswase NIENTIENSITMEY Vel

v
Y

wndwssunlgondweaiuatuiiiisuinvislmininesgrundusinsulamsunis auusenansensis

AN51504EY 1383 TTURITIET WAL 2561 a3iuil 6 Sunau we. 2561 (aeUssmaluswianuneiud 12

NUATWUS 2562)

3.1 Finished product specification : USP

49 Test Items Specifications
1 | Identification Meet the requirement
2 | Assay
- dwsudeousldiasu Calcium 90.0-110.0% of the labeled amount of Calcium carbonate
~ dmsudeuddiug waviiioannsa | 90.0-115.0% of the labeled amount of Calcium carbonate
3 | Uniformity of dosage units* Meet the requirement
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U9 Test Items Specifications

4 | Acid-Neutralizing capacity (lu Meet the requirement
ATl Assay dwsudouddaug

LaLlNeaannsa)

5 | Dissolution* Not less than 75%(Q) of the labeled amount of Calcium

carbonate is dissolved in 30 minutes.

3.2 Drug substance specification: Calcium carbonate USP

U Test Items Specifications
1 Identification Meet the requirement
2 Assay 98.0% -100.5% of Calcium carbonate
3 Impurities
- Acid insoluble substances Not more than 0.2%, the weight of the residue does

not exceed 10 mg

- Arsenic Not more than 3 ppm
- Barium Meet the requirement
- Iron Not more than 0.1%

- Lead Not more than 3 ppm
- Limit of fluoride Not more than 50 ppm

- Limit of magnesium and alkali salts | Not more than 1.0%, the weight of the residue is not

more than 5 mg

- Mercury Not more than 0.5 ppm

4 Loss on drying Not more than 2.0%
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(Parenteral preparations)
3) WUINNNISAIUAANENYMEIANIE 81nguTTng d1UNUTMITNITANSISUEY NTENTIIAIDITUEY
nanAw 2553 vizeatuiluinin
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a31 GPU fitdanlums e-bidding &1 Calcium carbonate 1.5 ¢ tablet
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Calcium carbonate 1.5 g tablet

684349

calcium

carbonate 1.5 g film-coated tablet, 1 tablet

684365

CALTRATE 600 (WYETH PHARMACEUTICALS, CHINA) (calcium carbonate 1.5 g) fitm-
coated tablet, 1 tablet

754909

CHALKTAB (wauniafinea) (calcium carbonate 1.5 g) film-coated tablet, 1 tablet

783284

CAL-OS 1500 (ag13nd) (calcium carbonate 1.5 g) film-coated tablet, 1 tablet

795574

CALVIN 600 (lulaway) (calcium carbonate 1.5 g) film-coated tablet, 1 tablet

811898

CALCIUM CARBONATE (tnduns3umunng) (calcium carbonate 1.5 g) film-coated
tablet, 1 tablet

843058

CALMATE 600 (1auann) (calcium carbonate 1.5 g) film-coated tablet, 1 tablet

845533

CALCAP 1500 (Tegnduines wauuesmeid) (calcium carbonate 1.5 g) film-coated

tablet, 1 tablet

850810

CALHOF 1500 (la@nduines wauuasmedd) (calcdum carbonate 1.5 ¢) film-coated

tablet, 1 tablet

856630

CALCAMEX-1.5 (loanduines uauuasmesd) (calcium carbonate 1.5 g) film-coated

tablet, 1 tablet

1021441

CALCIUM CARBONATE 1500 (15andusuduuesinedd) (calcdum carbonate 1.5 ¢)
film-coated tablet, 1 tablet

4

737771

calcium

carbonate 1.5 g tablet, 1 tablet

137792

CALTAB (fiadium) (calcium carbonate 1.5 g) tablet, 1 tablet

739703

BAYCAL (unenanudy waum Aadiu@a) (calcdum carbonate 1.5 ¢) tablet, 1 tablet

Calcium carbonate 1.5 g tablet agnssaNTs Audlddonans GPU laun GPU 684349 uag 737771
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