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1. DCG (1)) CDSCQO, Zonal Offices

2, All State Drug Controllers

3. Members of Scientific Body of the IPC

4. Members of Sub-committee of Scientific Body of the IPC

5. Government Analysts

6. Director of Drug Laboratories

7. IDMA/OPPI/BDMA/FFSAY/Small Scale Industry Associations

ERRATA — 005 for IP 2014

[ 4

As you are aware that the 7" edition of Indian Pharmacopoeia has become official from
April, 2014. Based on scientific inputs, some monographs, appendices needed corrections, accordingly
an Errata — 005 is issued containing minor corrections. This is for notice and immediate compliance.

]Sl

Yours faithfully,

(Dr. ¢. N. Singh)
Secretary-cupn-Scientific Director

Encl:
ERRATA - 005 for IP 2014

CC to: Publication Division to put up on IPC website.
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ERRATA 005 TO 1P-2014

2.3.1. General Identification Reactions of lons and Functional Groups

Page 90

Insert before Penicillins

Nitrite

When treated with dilute mineral acids or with 6 M acetic acid, nitrites evolve brownish-red fumes. The solution
colours starch-iodide paper blue.

2.4.2. Atomic Absorption Spectrometry. page 131.
Potassium Solution AAS. Line 1.
Change from: 1.440 g

to: 1.144¢g

2.4.4. Flame Photometry. page 132.
Potassium Solution FP. Line 1.
Change from: 1.440 g

to: 1.1449

4.4. Standard Solutions. page 833

Copper Standard Solution. Last line.

Change from: 1 ml of Copper Standard Solution contains equivalent of 1 to 5 ug of copper.
to: 1 ml of Copper Standard Solution contains equivalent of 1.5 g of copper.

Iron Standard Solution ( 8 ppm Fe).
Change from: Dilute 4 volumes of iron standard solution (20 ppm Fe) to 100 volumes with water.
to: Dilute 4 volumes of iron standard solution (20 ppm Fe) to 10 volumes with water.

Tablets. page 959, 3797

Gastro-resistant Tablets.

Change to: Gastro-resistant tablets are delayed-release tablets that are intended to resist the gastric fluid but to
release their active ingredient(s) in the intestinal fluid. For this purpose substance such as cellulose acetate phthalate
and anionic copolymers of methacrylic acid and its ether are used for providing tablets with a gastric-resistant
coating (enteric coating) or for covering either granules or particles with gastric-resistant coating

These tablets may be labeled as gastro-resistant tablets or enteric coated tablets as the case may be.
Tablets covered with gastro resistant coating conform to the definition of coated tablets.

Acesulphame Potassium. page 984.
Identification B. Line 2.
Change from: cellulose
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to: celluloseF254.
Impurity A. Line 2.
Change from: silica gel

to: silica gel G.

Aciclovir. page 988, 3799

Related substance. After chromatographic system. para 2, lines 7, 10 and 13.

Change from: reference solution .
to: reference solution (a)

Atorvastatin Tablets. page 1100, 3805

Usual strength. Line 2.
Change from: 923.8 pg of atorvastatin (C;,H,.FN,O;),
to: 923.8 g of atorvastatin C,,H,.FN,O,

Benzepril Hydrochloride Tablets. page 1142.

Identification B. Line 2.
Change from: silica gel
to: silica gel GF254.

Benzoin. Page 1155.
Identification D. Line 2.
Change from: kieselguhr

to: silica gel GF254.

Compound Benzoin Tincture. page 1156.
Identification A. Line 2.
Change from: kieselguhr
to: silica gel GF254.
Identification B. Line 2.
Change from: kieselguhr
to: silica gel GF254.

Identification C. Line 2.
Change from: kieselguhr
to: silica gel GF254.

Betahistine Tablets. page 1166, 3811
Related substances. Reference solution (b). Line 2.

Change from: N-methyl-2-(pyridin-2-yl)-N-[2-(pyridine-2- yl)ethyl]ethanamine trihydrochloride RS
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to: betahistine impurity C RS (N-methyl-2-(pyridin-2-yl)-N-[2-(pyridine-2- yl)ethyl]ethanamine
trihydrochloride)

Reference solution (C). Line 2.
Change from: 2-vinylpyridine
to: betahistine impurity A RS(2-vinylpyridine)

Delete table after chromatographic system.

Bezafibrate Tablets. page 1186

Related substances. After chromatographic system. Para 2, line 1.
Change from: Inject reference solution (a), (c) and the test solution.
to: Inject reference solution (a). (b) and the test solution.

After chromatographic system. Para 2, last line.
Change from: reference solution (c)
to: reference solution (b)

Budesonide Powder for Inhalation. page 3816

Uniformity of delivered dose. Test solution. Line 5.
Change from: 0.001 per cent w/v
to: 0.0004 per cent w/v

Under chromatographic system. Injection volume.
Change from: 200 pl
to: 100 ul

Assay. Line 18.
Change from: per delivered dose.
to:per unit dose.

Delete last para.

Calcium Gluconate Tablets. Ppage 1255

Dissolution. Para 1, Lines5 to 8.

Change from: Calculate the total content of calcium in the medium using from absorbance obtained from as solution
of 100 ppm calcium concentration in calcium RS.
to: Calculate the content of calcium in the medium from the absorbance obtained from solution of
known concentration of calcium solution AAS, suitably diluted with water.

Carisoprodol.prage 1282.

Meprobamate. Line 2.
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Change from: silica gel
to: silica gel G.

Cefuroxime Injection. page 1329

Related substances. After chromatographic system, para 2, line 1.
Change from: Inject the test solution, reference solution (a) and (c).
to: Inject reference solution (c) and the test solution.

Chlorpheniramine Maleate. page 1375, 3825
Assay. After chromatographic system. Line.

Change from: The retention time of principal peak is about 5.5 minutes.

to: The retention time of principal peak is about 11 minutes.

Clomipramine Hydrochloride. page 1432.
Appearance of solution. Line 3.
Change from: Y5

to: YS3

Clomipramine Capsules. page 1433.

Insert before Assay.
Other test. Comply with the tests stated under capsules.

Colchicine and Probenecid Tablets. page 1455.
Identification A. Line 2.
Change from: silica gel G

to: silica gel GF254.

Dexamethasone Injection. page 1526

Free dexamethasone. Reference solution (b).
Change from: dexamethasone phosphate RS
to: dexamethasone sodium phosphate RS

After chromatographic system. Para 1, line 3.
Change from: dexamethasone phosphate
to: dexamethasone sodium phosphate

Assay. Reference solution (a).
Change from: dexamethasone phosphate RS
to: dexamethasone sodium phosphate RS
Reference solution (b).
Change from: dexamethasone phosphate RS
to: dexamethasone sodium phosphate RS

After chromatographic system. Para 1, line 3.
Change from: dexamethasone phosphate
to: dexamethasone sodium phosphate
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Diazepam Tablets. page 154s.
Identification A. After Reference solution. Para.l. line 4.
Change from: 254

to: 365.

Dorzolamide and Timolol Eye Drops. Page 3853

Related substances. Reference solution (c).
Change to: A solution containing 0.011 per cent w/v of dorzolamide hydrochloride RS and 0.000011 per cent w/v
each of dorzolamide impurity B RS and drozolamide impurity D RS.

Ethopropazine Hydrochloride. page 1706

Related substances. Line 2.
Change from: silica gel G.
to: silica gel GF254.

Ethopropazine Tablets. page 1707

Related substances. Line 2.
Change from: silica gel G.
to: silica gel GF254.

Fenofibrate Capsules. page 1745
Uniformity of content. Delete the test.

Finasteride Tablets. page 1760

Uniformity of content. Test solution.

Change to: Transfer one tablet to a suitable volumetric flask, add 5 ml of a mixture of 3 volumes of water and 7
volumes of acetonitrile, disperse with the aid of ultrasound for 20 minutes. Dilute, as necessary with the solvent
mixture with intermittent shaking to produce a solution containing 0.01 per cent w/v of finasteride, mix and filter.

Flucytosin Tablets. page 1772.
Related Substance. Line 2.
Change from: silica gel

to: silica gel G.

Flumazenil. page 1779.
N,N-dimethylformamide diethyl acetal. Line 2.
Change from: silica gel G

to: silica gel GF254.
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Fusidic Acid. page 1838.
Identification B. Line 2.
Change from: silica gel G
to: silica gel GF254.
Last Para. line 3.
Change from: ultraviolet light at 365 nm
to: ultraviolet light at 254 nm.

Gallamine Injection. page 1845.
Bacterial endotoxins(2.2.3). Line 2
Change from: gallamine.

to: gallamine triethiodide.

Glipizide Tablets. page 186s.
Related Substance. Line 1.
Change from: Determine by thin layer chromatography (2.4.17)
to: Determine by thin layer chromatography (2.4.17), coating the plate with silica gel GF254.

Hydrocortisone Sodium Succinate Injection. page 1910.

Bacterial endotoxins(2.2.3). Line 2
Change from: Hydrocortisone Sodium Succinate
to: Hydrocortisone

Hydroxychloroquine Tablets. page 1916
Assay. Chromatographic system, gradient programme.

Change to:
Time Mobile phase A Mobile phase B
(in min.) (per cent v/v) (per cent v/v)
0 100 0
2 100 0
10 85 15
18 0 100
25 0 100

Itrapropium Bromide. Page 1990
Impurity A. Line 2.
Change from: silica gel
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to: silica gel G.

Levonorgestrel. page 2089, 3888.

Related Substances.
After chromatographic system. Para 1.

Change to: Inject the reference solution. The test is not valid unless the signal-to-noise ratio is not less than 60 for

the principal peak in the chromatogram obtained with reference solution.

Liquid Maltitol. page 2149
Water (2.3.43). Add after Line 1.

Use as solvent a mixture of equal volumes of anhydrous methanol and formamide . Carry out the titration at about

50 °.

Mesalazine. page 2180

Identification C. Line 2.

Change from: silica gel .
to: silica gel GF254.

Methylergometrine Injection. page 2202

Related substaneces. Line 4.

Change from: silica gel G.
to: silica gel GF254.

Methylergometrine Tablets. page 2203

Related substaneces. Line 4.

Change from: silica gel G.
to: silica gel GF254.

Metoclopramide Syrup. page 2212, 3898
Related substances. Test solution. Line 2.
Change from: 10 mg

to: 5mg

Reference solution. Line 1.

Change from: 200 ml
to: 100 ml

Neotame. Page 2321
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Related substances.
Para 5. line 1.
Change from: Inject reference solution (a).
to: Inject reference solution (a),reference solution (b) and the test solution.

Para 5, line 3.
Change from: neotame impurity A
to: neotame impurity A (N-[3,3-Dimethylbutyl)-L-a-aspartyl]-L-phenylalanine)

Para 5, line 5.
Change from: reference solution (a)
to: reference solution (b)

Nicotinamide. Page 2332, 3913
Assay. Under chromatographic system. line 2.
Change from: (5um).

to: (1.5t0 10 pum).

Novobiocin Sodium. page 2358.
Identification A. Line 2.
Change from: silica gel G

to: silica gel GF254.

Paracetamol oral Suspension. page 2431.
Identification A. Line 2.
Change from: silica gel G

to: silica gel GF254.

Paracetamol Paediatric Oral Suspension. page 2432

Para 2.

Change from: Paracetamol Paediatric Oral Suspension is a suspension containing not more than 5 per cent w/v of
Paracetamol in a suitably flavored vehicle. It should not be diluted.

to: Paracetamol paediatric oral suspension is a suspension of Paracetamol in a suitably flavoured vehicle
in a pack not more than 30ml. It should not be diluted

Usual Strength.

Change from: 125mg per 5ml; 250mg per 5 ml.
to: 125mg per 5ml; 250mg per 5 ml. In case of Paediatric drops 100mg per ml and 150 mg per ml.

Liquid Paraffin. page 2435
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Dynamic viscosity (2.4.28).
Change to: Viscosity (2.4.28). 110 mPas to 230 mPas

Light Liquid Paraffin. page 2435

Dynamic viscosity (2.4.28).
Change to: Viscosity (2.4.28). 25 mPas to 80 mPas

Paroxetine Hydrochloride. page 2439, 3915.
Impurity D.
After chromatographic system. Delete Para 1.

Polyoxyl 35 Castor Oil. page 2515
Add after category.

Description. A yellow, oily liquid, having a faint, characteristic odour and a somewhat bitter taste.

Praziqguantel Tablets. page 2535

Identification B. Line 2.

Change from: silica gel G.
to: silica gel GF254.

Pyrimethamine and Sulphadoxine Tablets. page 2604

Identification. Line 2.
Change from: silica gel G.
to: silica gel GF254.

Silver Sulphadiazine. page 2727

Related substances. Line 2.
Change from: silica gel G.
to: silica gel GF254.

Compound Sodium Chloride Injection. page 2745, 3929
Assay.
Change from: 1 g of K is equivalent to 1.097

to:1 g of K is equivalent to 1.907

Compound Sodium Chloride Injection. page 2745, 3929
Assay.
Change from: 1 g of K is equivalent to 1.097
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to: 1 g of K is equivalent to 1.907

Sodium Diatrizoate Injection. page 2748.
Free amine. Last line.
Change from: 0.30

to: 0.40

Sodium Stibogluconate. page 2767

Assay. Line 7.
Change from: 0.05 M ferric ammonium sulphate
to: 0.05 M ferrous ammonium sulphate

Sodium Stibogluconate Injection. page 2768

Assay. Line 3and 7.
Change from: 0.05 M ferric ammonium sulphate
to: 0.05 M ferrous ammonium sulphate

Sodium Valproate. page 2770
Identification. B. Delete the test.
C.
Change from: C.
to: B.

Sodium Valproate. page 2770, 3930

Related substances. Add before reference solution.
Reference solution (a). Dissolve 5 mg of valproic acid for system suitability RS (containing impurity K) in 1.0 ml
of heptane .

Reference solution.
Change to: Reference solution (b).

After chromatographic system. Para 2, linel.
Change from: Inject reference solution.
to: Inject reference solution (a)

After chromatographic system. Para 3, linel.
Change from: Inject 1 pl of the reference solution and the test solution.
to: Inject 1 pl of the reference solution (b) and the test solution.
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Stilboestrol. page 2792.
Mono- and di-methyl ethers. Line 2.
Change from: silica gel

to: silica gel G.

Thiocolchicoside Capsules. page 2861

Identification B. Line 2.

Change from: silica gel G.
to: silica gel GF254.

Tobramycin. Page 2880, 3942

Assay. Para 1, line 2.

Change from: ethanol (95 per cent)
to: absolute alcohol

Note. Last line.
Change from: 60°
to: 60+2°

Under Chromatographic system. Line 2.
Change from: 5 um
to: 1.5t0 10 um

Tolnaftate Cream. page 2889

Identification. Line 2.
Change from: silica gel .
to: silica gel GF254.

Tubocurarine Injection. page 2932.

Bacterial endotoxins(2.2.3). Line 2
Change from: Tubocurarine
to: Tubocurarine chloride.

Zoledronic Acid. page 3015
Paral, line 3.
Change from: dried basis

to: anhydrous basis
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Herbs and Herbal Products.
Yasti Dry Extract. page 3283

Identification A. Line 2.

Change from: silica gel G.
to: silica gel GF254.

Veterinary Monographs.

Buserelin. page 3490, Para 2
Change from: Buserelin contains not less than 95.0 per cent and not more than 102.0 percent of CgoHgsO1s,

calculated on the anhydrous basis

to: Buserelin contains not less than 95.0 per cent and not more than 102.0 percent of CgoHgsO1s,
calculated on the anhydrous and acetic acid free basis.
Specific Absorbance (2.4.7).
Change from: A 0.01per cent w/v solution in 0.01 M hydrochloric acid, when examined maximum at 278 nm,
shows specific absorbance from 49.0 to 56.0, determined in 0.01 percent w/v solution of anhydrous and acetic acid
free substances under examination in 0.01 M hydrochloric acid.

to: A 0.01per cent w/v solution in 0.01 M hydrochloric acid, at 278 nm shows specific absorbance from

49.0 to 56.0, calculated on the anhydrous and acetic acid free basis.
Specific Optical Rotation (2.4.22).
Change from: - 49° to -58°, determined in a 1.0 per cent solution of anhydrous and acetic acid free substance under
examination

to: - 49° to -58° calculated on the anhydrous and acetic acid free basis determined in a 1.0 per cent

solution.

Furazolidone Veterinary Oral Suspension. page 3528

Identification B. Line 2.
Change from: silica gel G

to: silica gel GF254
Furazolidone Premix. page 3529
Identification B. Line 2.
Change from: silica gel G

to: silica gel GF254
Oxfendazole. page 3553
Related substances. Line 2.
Change from: silica gel G

Page 12 of 13



to: silica gel GF254

Oxfendazole Veterinary Oral Suspension. Page 3554

Related substances. Line 2.
Change from: silica gel G
to: silica gel GF254
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