SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

ELICROM COLOMBIA S.A.S.
Calle 2a Sur # 73B-87
Bogota, Colombia 110821
Ing. Omar Africano Phone: (+57) 310 251 9525

MECHANICAL

Valid To: November 30, 2027 Certificate Number: 4286.06

In recognition of the successful completion of the A2LA evaluation process, accreditation is granted to this
laboratory to perform the following tests:

Measurements in the Field: Flow Cabinets, Extraction Cabins, Laminar Flow Modules, & Sterile Rooms

Test In-house Method | Reference Method

Filter Integrity' PEV.EL.02 ISO 14644-3, Item B.7

Concentration & Particle Size' PEV.EL.02 ISO 14644-1, Item A4, Annex B & C
Air Flow Laminarity Size' PEV.EL.02 %\?8017/11216\14341-31’9{1:2%253 2,

Display of Air Flow Standard Direction' | PEV.EL.02 ISO 14644-3, Item B.3

Lighting Intensity' PEV.EL.02 ISO 14644, NSF/ANSI 49-2018
Sound Level! PEV.EL.02 ISO 14644, NSF/ANSI 49-2018

Measurements in the Field: Sterile Rooms & Premises with Controlled Environments

Test In-house Method | Reference Method
Air Flow Rate, Supply & Extraction' PEV.EL.02 ISO 14644-3, Item B.2
Differential Pressure' PEV.EL.02 ISO 14644-3, Item B.1
Thermal Profile! PEV.EL.02 ISO 14644-3, item B.5 & B.6
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Measurements in the Field: Stability Rooms, Warehouses, Cold Rooms, Trucks

Test

In-house Method

Reference Method

Thermal Profile'

PEV.EL.04

USP 48 NF 43 2025 <1079.4>
Temperature mapping for the
qualification of storage areas

Supplement 8 Temperature
mapping of storage areas
Technical supplement to WHO
Technical Report Series, No. 961,
2011 Annex 9 Model guidance for
the storage & transport of time- &
temperature—sensitive
pharmaceutical products.

Measurements in the Field: Empty & Full Chambers

Test(s)

In-house Method

Reference Method

Characterization of Autoclaves,
Comparison of Temperatures - Stability
Test & Temperature Uniformity!

PEV.EL.01

USP 48 NF 43 2025 <1211> Volume 1
Guarantee of Sterility

! This laboratory performs field testing activities for these test methods.
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