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Unién Quimico Farmacéutica, S.A.

Mallorca 262 - 08008 Barcelona, Espafa
Telf: 934879477 - Fax: 934879477
E-mail: uquifa@uquifa.com

VAT: ESA08036774

Product Data

Certificate of Analysis

Date of issue: 18/10/2024

Product name: CIMETIDINA

Product code: 1040

Batch data

Batch number:  10402000022701 Manufacturing date: 19/09/2024 Retest date: 18/09/2029
Analysis: 890000006211

Specification Result Specification range Unit Method
Appearance Complies White or almost white powder Appearance
The spectrum of the major peak of
Identification B (IR) Positive ::2 z:gz;er;zzrust?g::: Tjobiziar;[eodfin Identification by IR
Assay.
Loss on drying 0.0 Max. 0.5 % Loss on drying
Appearance of Solution Complies ?::esyfsielyclz?;j:eddﬁzr‘?;e Appearance of Solution
Sulphated Ash 0.0 Max. 0.2 % Sulphated Ash
Assay (Titration) 99.4 98.5-101.5 % Assay (Titration)
Impurity B <0.05 Max. 0.2 % Related Substances (HPLC)
Impurity C <0.05 Max. 0.10 % Related Substances (HPLC)
Impurity D <0.05 Max. 0.10 % Related Substances (HPLC)
Impurity E <0.05 Max. 0.2 % Related Substances (HPLC)
Impurity F <0.05 Max. 0.2 % Related Substances (HPLC)
Impurity G 0.1 Max. 0.2 % Related Substances (HPLC)
Impurity H <0.05 Max. 0.2 % Related Substances (HPLC)
Any other impurity 0.05 Max. 0.10 % Related Substances (HPLC)
Total impurities 0.1 Max. 1.0 % Related Substances (HPLC)
Acetone <3 Max. 1000 ppm Residual Solvents (GC)
Ethanol 1950 Max. 5000 ppm Residual Solvents (GC)
Isopropyl alcohol 89 Max. 500 ppm Residual Solvents (GC)
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