Valid To: June 30, 2028

In recognition of the successful completion of the A2LA evaluation process accreditation is granted to this laboratory to

SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

AAL BIOSCIENCES RESEARCH PVT. LTD.
Plot No 287, Industrial Area, Phase-1
HSIIDC Alipur, Barwala, Panchkula

Panchkula, Haryana INDIA 13418

Sreedhar Muthayala Phone: 9121018769

BIOLOGICAL

Certificate Number: 7614.01

perform the following tests in conformance with applicable requirements, on medical devices:

Test Name

Standard(s) or Test Method(s)

Internal SOP

Direct and Indirect
Hemolysis

ISO 10993-4: Third Edition 2017-04, Biological
Evaluation of Medical Devices - Part 4: Selection of
Tests for Interactions With Blood;
ASTM F756-17: Standard Practice for Assessment of
Hemolytic Properties of Materials

AAL/SOP/BCT-007

Material-Mediated
Pyrogenicity

USP-NF M98900 01 01
ISO 10993-11: 2017

AAL/SOP/BCT-006

MEM Elution Cytotoxicity

ISO 10993-5: Third Edition 2009-06-01, Biological
Evaluation of Medical Devices - Part 5: Tests For In
Vitro Cytotoxicity

AAL/SOP/CB-012

Acute Systemic Toxicity

ANSI AAMI ISO 10993 11:2017
ISO 10993-11 Third Edition 2017-09

AAL/SOP/BCT-003

Intracutaneous Reactivity
Irritation

ISO 10993-23: First Edition 2021-01, Biological
Evaluation of Medical Devices - Part 23: Tests for
Irritation

AAL/SOP/BCT-005

Sample preparation

ISO 10993-12 Fifth Edition 2021-01

AAL/SOP/BCT-002

Guinea Pig Maximization
Sensitization

10993-10 Fourth Edition 2021-11 Biological
Evaluation of Medical Devices - Part 10: Tests for
Skin Sensitization

ASTM F720-17 Standard Practice for Testing Guinea
Pigs for Contact Allergens: Guinea Pig Maximization
Test

AAL/SOP/BCT-004

Closed Patch Sensitization

10993-10 Fourth Edition 2021-11 Closed Patch
Sensitization

AAL/SOP/BCT-004

Bacterial Reverse Mutation
Test (AMES)

10993-3:2014-Tests for Genotoxicity,
Carcinogenicity and Reproductive Toxicity

AAL/SOP/GTX-004

Implantation

ISO 10993-6:2016 Biological Evaluation of Medical
Devices Part 6: Tests for Local Effects After
Implantation

AAL/SOP/BCT-008
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Accredited Laboratory

A2LA has accredited

AAL BIOSCIENCES RESEARCH PVT. LTD.

Panchkula, Haryana, INDIA

for technical competence in the field of
Biological Testing

This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025:2017
General requirements for the competence of testing and calibration laboratories. This accreditation demonstrates
technical competence for a defined scope and the operation of a laboratory quality management system
(refer to joint ISO-ILAC-IAF Communiqué dated April 2017).

Presented this 10t day of June 2026.

Mr. Trace Mclinturff, Vice President, Accreditation Services
For the Accreditation Council

Certificate Number 7614.01

Valid to June 30, 2028
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For the tests to which this accreditation applies, please refer to the laboratory’s Biological Scope of Accreditation.
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