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DR. BABASAHEB AMBEDKAR TECHNOLOGICAL
UNIVERSITY, LONERE - RAIGAD -402 103
Mid Semester Examination — October — 2017
First Periodic Test

Model Answer

Branch: Pharmacy Sem.:- I

Subject with Subject Code: Pharmaceutical Inorganic Chemistry (BP104T)

Date:- 04/10/2017 Time:- 1:30 Hr. Marks: 30

I. Multiple Choice Questions (10)
Each of the following questions have four alternatives. Only one of them is correct.
Choose the correct answer.

1. Impurities in pharmaceutical preparation may be due to following sources:

(a) Raw material (b) Manufacturing process
(c) Chemical instability  (d) All of the above
Ans. (d)
2. Pharmaceutical buffer system could be categorizes into
(a) 1 (b)2 ()3 (d) none of these
Ans. (b)
3. Fluoride inhibits caries formation via
(a) Increase acid solubility of enamel (b) Bacterial inhibition
(c) Both the above (d) Decrease acid solubility of enamel
Ans. (d)

4. In Bronsted-Lowry concept acid is
(a) Proton donor (b) electron donor (¢) proton accepter (d) electron accepter
Ans. (a)
5. Hypochloremia can be caused by
(a) salt losing nephritis (b) metabolic acidosis
(c) both (a) and (b) (d) metabolic alkalosis
Ans. (¢)
6. In physiological acid-base imbalance K excretion will be decreased
(a) the amount of Na reaching distal tubule is low
(b) the proton secretion by kidney tubule is increased
(c) both (a) and (b)
(d) none of the above
Ans. (¢)
7. Calcium gluconate is prepared by
(a) lactic acid and CaCO3 (b) oxalic acid and CaCO3
(¢) gluconic acid and CaCO3 (d) gluconic acid and Ca(OH)2
Ans. (¢)
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8. Which one of the followings is used as systemic alkalizer?
(a) Sodium chloride (b) Sodium bicarbonate
(c) Sodium sulphate (d) Sodium acetate
Ans. (b)
9. The principle function of chloride is
(a) maintenance of proper hydration (b) maintenance of osmotic pressure
(c) normal electrolytic balance (d) all of the above
Ans. (d)
10. The advantage of sodium lactate over sodium bicarbonate
(a) rapidly metabolized  (b) it may be sterilized by boiling
(c) both of the above (d) none of the above
Ans. (¢)

Q.No. 2 Attempt any one of the following (10)

a.) What are the sources of impurities in pharmaceutical substances? Explain the

Principle for the Limit test for sulphate.

Ans. A compound is said to be impure if it is having foreign matter. Pure chemical
compound refer to that compound which is having no foreign matter.

Impurities commonly found in Medicinal preparations:

1. Activity depressing impurities.

2. Due to coloring or flavoring substances, e.g., Sodium Salicylate.

3. Humidity.

4. Decrease shelf life.

5. Physical and chemical properties.

6. Impurities due to which substances become incompatible.
SOURCES OF IMPURITIES:

A list of impurities which are likely to be present in a given pharmaceutical
substance can be easily compiled from the knowledge of the raw materials employed, the
manufacturing process and stability of the final product. Impurities may also arise from
physical contamination and improper storage conditions. The various sources of
impurities in pharmaceutical substances are as follows:

1. Raw Materials Employed in the Manufacturing of the Pharmaceutical Substance
Pharmaceutical substances are either isolated from natural sources or synthesized
from chemical starting materials.

Rock salt used for the preparation of sodium chloride is contaminated with small
amounts of calcium and magnesium chlorides, so that sodium chloride prepared from
rock salt will definitely contain traces of calcium and magnesium compounds
impurities.

2. Method of Manufacture

The process or method of manufacture may introduce new impurities into the final
product arising due to contamination by reagents, catalysts and solvents employed at
various stages of the manufacturing process

(A) Reagents employed in the manufacturing process

(B) Regents used to eliminate other impurities
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b.) Discuss the method of preparation, uses and assay of sodium chloride and
calcium Gluconate.

Ans. Sodium Chloride
NaCl 58.44
Sodium Chloride
DEFINITION
Sodium Chloride contains NLT 99.0% and NMT 100.5% of NaCl, calculated on the dried
basis.
ASSAY
* Procedure
Sample: 50 mg of Sodium Chloride
Analysis: Dissolve the Sample in 50 mL of water, and titrate with 0.1 N silver nitrate VS
determining the endpoint potentiometrically. Each mL of 0.1 N silver nitrate is equivalent
to 5.844 mg of NaCl.
Acceptance criteria: 99.0%-100.5% on the dried basis

Calcium Gluconate
ASSAY

* Procedure

Sample: 800 mg of Calcium Gluconate

Blank: 150 mL of water containing 2 mL of 3 N hydrochloric acid
Titrimetric system

Mode: Direct titration

Titrant: 0.05 M edetate disodium VS Endpoint detection: Visual
Analysis:

Dissolve the Sample in 150 mL of water containing 2 mL of 3 N hydrochloric acid.
While stirring, add 30 mL of Titrant from the titration buret. Add 15 mL of 1 N sodium
hydroxide and 300 mg of hydroxy naphthol blue, and continue the titration to a blue
endpoint. Perform the Blank determination.

Calculate the percentage of calcium gluconate (C12H22CaO14) in the Sample taken:

Result= {[(VS VB)x M x F/W} x 100

VS == Titrant volume consumed by the Sample(mL)
VB == Titrant volume consumed by the Blank (mL)
= = Titrant molarity (mM/mL)

= = equivalency factor, 430.4 mg/mM

=™

= = Sample weight (mg)

Acceptance criteria: Anhydrous form, 98.0%-102.0%; monohydrate form, 99.0%-101.0%
where labeled as intended for use in preparing injectable dosage forms; and monohydrate
form, 98.5%—-102.0% where labeled as not intended for use in preparing injectable
dosage forms
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