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737771, 684349: Calcium carbonate 1.5 ¢ tablet %58 film-coated tablet
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2.1 Finished product specification:

19 Test Items Specifications
usp43
1 Identification
A, Calcium Meet the requirement
2 Assay 90.0% - 110.0% of the labeled amount of calcium carbonate
3 Dissolution test* Not less than 75 % (Q) of the labeled amount is dissolved in 30 minutes
4 Uniformity cf dosage units Meet the requirements
2.2 Specification of Active pharmaceutical ingredient (API):
18 Test Items Specifications
uUsP43
1 Identification
A.  Calcium Meet the requirement
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UD Test ltems

Specifications

uUspP43

2 | Assay (on the dried

basis/anhydrous substance)

98.0%- 100.5.0 % of Calcium carbonate

) Impurities

3.1. Acid insoluble substance

NMT 0.29%; the weight of the residue does not exceed 10 mg

3.2. Arsenic, Method | NMT 3 ppm

3.3. Barium No appearance of green color

3.4. Iron NMT 0.1%; the absorbance of the solution from the sample solution
does not exceed that of the Standard solution

3.5. Lead NMT 3 ppm

3.6. Limit of fluoride NMT 50 ppm

3.7. Limit of Magnesium and

NMT 1.0%; the weight of residue is NMT 5 mg

alkali salt
3.8. Mercury ,Method lla NMT 0.5 ppm
4 - Loss on drying NMT 2.0%

5 Storage and packaging

Meet the requirement

eIV NMT = not more than

* 13t Dissolution wag Uniformity of dosage units lfluutenansuanisisasiduana

N1393299A37E9 ndlauiessaziBeaiidusuasBluly coa
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- Drug substance specification #9151 nluliasgvivesiindn drug substance %3a
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