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Annex (1)
Updated on:28-01-2024
To The Accreditation Certificate No. JAS Test - 092 Dated 09-12-2023
For the laboratory at Naratech Pharmaceutical Consultancy / Amman
Scope of Accreditation

Physical and Chemical Testing of Raw Materials and Pharmaceutical Products

OTested Parameter/
Type of Test/ Test Methods/ Standards
Measured Quantity

Method development for assay, related and content
SOPAN-024/00, Issue date: 30/08/2018 & Analytical
Method Validation for chromatographic assay & related

Assay of drug content by HPLC for substances tests methods (SOPAN-013), Issue date:

raw materials and pharmaceutical 03/01/2021 using the following references :

products Finished product analysis method per each drug product

USP <621> Chromatography

Ph .Eur .method 2.2.29 liquid chromatography

Active substances material drug master file

Method development for dissolution test SOPAN-023/00,
Issue date: 30/08/2018 & Analytical Method Validation for
Dissolution (SOPAN-016),Issue date: 22/04/2018 using

Dissolution of active ingredients by the following references:

HPLC for pharmaceutical products Finished product analysis method per each drug product.

Ph .Eur .method 2.9.3 Dissolution test for tablets and
capsules (dissolution test for solid dosage )

Ph .Eur .method 2.2.29 liquid chromatography

Method development for assay, related and content
SOPAN-024/00, Issue date: 30/08/2018 & Analytical
Method Validation for chromatographic assay & related
substances tests methods (SOPAN-013), Issue date:

Determine Related substance 03/01/2021 using the following references :

testfor active ingredients by Finished product analysis method per each drug product.

HPLC for raw materials and USP <1225>, USP <621> Chromatography.

pharmaceutical products Ph .Eur .method 2.2.29 liquid chromatography

Ph.Eur 9.9.4 Chapter 1

ICH guidelines Q3A R2

ICH guidelines Q3B R2

Physical test method SOPAN-025/00, Issue date:
Water content test for raw 30/08/2018 using the following references:

materials, pharmaceutical USP <921 > Water determination

products, by Karl-fisher SOPIN-003/00, Issue date: 30/08/2018 Operation ,Cleaning
memotitrator and Standardization Procedure for Karl Fisher

Finished product analysis method per each drug product
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Updated on:28-01-2024

To The Accreditation Certificate No. JAS Test - 092 Dated 09-12-2023

For the laboratory at Naratech Pharmaceutical Consultancy / Amman

Scope of Accreditation

Physical and Chemical Testing of Raw Materials and Pharmaceutical Products

OTested Parameter/
Type of Test/
Measured Quantity

Test Methods/ Standards

Hardness test for tablets

Physical test method SOPAN-025/00, Issue date:
30/08/2018 using the following reference:

Physical testing based on USP<1217> Tablet breaking
force
Finished product analysis method per each drug
product

Disintegration test for tablets,
capsules

Physical test method SOPAN-025/00, Issue date:
30/08/2018 using the following references:

Physical testing based on USP <701> Disintegration

Ph .Eur .method 2.9.1 Disintegration test for tablets and
capsules

Finished product analysis method per each drug product

pH test for raw materials,
pharmaceutical products

Physical test method SOPAN-025/00, Issue date:
30/08/2018

USP <791> pH

Finished product analysis method per each drug product

Friability test for tablets

Physical test method SOPAN-025/00, Issue date:
30/08/2018 using the following references:

USP <1216> Tablet Friability

Ph .Eur .method 2.9.7 Friability of uncoated tablets
Finished product analysis method per each drug product

Average weight & Weight uniformity
for pharmaceutical products

Physical test method SOPAN-025/00 ,ssue date:
30/08/2018 using the following references:

Finished product analysis method per each drug product

Ph .Eur .method 2.9.5 Uniformity of weight (mass)

Content uniformity for
pharmaceutical products units by
HPLC and UV-VIS
spectrophotometer.
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Method development for assay, related and content
SOPAN-024/00, Issue date: 30/08/2018 using the
following references:

Finished product analysis method per each drug product

USP<621> & USP <905> Uniformity of dosage units

Ph.Eur .method 2.2.29 liquid chromatography
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To The Accreditation Certificate No. JAS Test - 092 Dated 09-12-2023
For the laboratory at Naratech Pharmaceutical Consultancy / Amman
Scope of Accreditation

Physical and Chemical Testing of Raw Materials and Pharmaceutical Products

OTested Parameter/
Type of Test/ Test Methods/ Standards

Measured Quantity

Method development for dissolution test SOPAN-023/00,
Issue date: 30/08/2018 &Analytical Method Validation for
Dissolution (SOPAN-016), Issue date: 22/04/2018 using

Dissolution of active ingredients by the following references:

UV-VIS spectrophotometer for Finished product analysis method per each drug product.

pharmaceutical products Ph .Eur .method 2.9.3 Dissolution test for tablets and
capsules (dissolution test for solid dosage )

Ph .Eur .method 2.2.29 Absorption Spectrophotometry

USP <851> Spectrophotometry

List of employees in the laboratory who are technically responsible for issuing the test
reports in the scope of accreditation:

1- General Manager: Eng. Ruba Rahahleh

2- Lab Manager: Eng. Lina Mahmoud Salman

3- Quality assurance and validation officer: Eng. Waleed Banat
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