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Hereby confirms that CMC Medical Devices & Drugs S.L.located in C/ Horacio Lengo
N18, 29006, Malaga, Spainand with SRN ES-AR-000000293is the Authorised
Representative (EC REP) of
Biomiga,Inc.

10637 Roselle St Ste C, 92121, San Diego, United States

The certificate remains valid until the expiration date of the EC REP agreement or until

manufacturing conditions, the quality system or relevant legislation are modified.
The validity is subject to positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with the applicable
directive/regulation mentioned in Annex I of this certificate and the applicable

standards.

After fulfilling of the relevant EU legislation requirements, the manufacturer shall affix

relevant CE marking to the relevant models of the medical devices mentioned below.

The table in the Annex I lists, where applicable, the registration status with the Spanish
MOH (AEMPS) and their registration number (RPS).

Issue date: 30th of March 2026

Manuel Mateos

Chief Executive Officer

Expiration date: 14th of November 2026
Certificate #: ECREP20260330.1

Ver: CERT-EC-2407
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ANNEX

NAME UDI-DI REGULATION CLASS MODEL OR REF RPS STATUS
ALT/AST/ALB 008500591 IVDD- Others M:25 Tests/kit, 50 | RPS/2831/2024 | Registered
for Liver 68189 Directive Tests/Kit, 100 with AEMPS
Function Tests 98/79 Tests/kit //
R:R23102
ALT/Hb for 008500591 IVDD- Others M:25 Tests/kit, 50 | RPS/2831/2024 | Registered
Blood 68219 Directive Tests/kit, 100 with AEMPS
Donation 98/79 Tests/kit //
Screen Tests R:R23106
Automatic 008500591 IVDD- A M:1set /box // RPS/1868/2025 | Registered
Nucleic Acid 68233 Directive R:ANAE-24 with AEMPS
Extractor 98/79
MyPure-24
Automatic 008500591 IVDD- A M:1set /box // RPS/1868/2025 | Registered
Nucleic Acid 68226 Directive R:ANAE-16 with AEMPS
Extractor 98/79
MyPure-
Mini16
Autopure 32 8500591681 IVDD - Others M:6x16 preps/kit, Pending: To
MgPure Viral 34 Directive 40x16 preps/Kkit, be
RNA 98/79 100x16preps/Kit // registered
Purification Kit R:MR6532.A32
Dengue Virus/ IVDD- Others M:100 tests/Kit, RPS/1689/2024 | Registered
Zika Directive 500 tests/kit, 1000 with AEMPS
Virus/Plasmodi 98/79 tests/kit //
um falciparum R:QP2129
real time PCR
detection kit
Dry Chemistry 008500591 IVDD- A M:25 Tests/kit, 50 | RPS/2832/2024 | Registered
Analyzer 68165 Directive Tests/Kit, 100 with AEMPS
98/79 Tests/kit //
R:A31101
Express 8500591681 IVDD - Others M:1x96 preps/Kit, Pending: To
MgPure Viral 41 Directive 4x96 preps/Kit, be
DNA/RNA 98/79 10x96 preps/Kit, registered
Purification Kit 20x96preps/kit //
R:MR6532.A96.EX
Gastrointestin IVDD- Others M:100 tests/kit, RPS/1689/2024 | Registered
al panel real Directive 500 tests/kit, 1000 with AEMPS
time PCR 98/79 tests/kit //
detection kit R:QP2190
HPV Real Time IVDD- Others M:100 tests/Kit, RPS/1689/2024 | Registered
PCR Detection Directive 500 tests/kit, 1000 with AEMPS
Kit 98/79 tests/kit //
R:QP2191
Invasive IVDD- Others M:100 tests/Kit, RPS/1689/2024 | Registered
Fungal Directive 500 tests/kit, 1000 with AEMPS
Pathogen (IFP) 98/79 tests/kit //
Real Time PCR R:QP2128
Assay
MgPure IVDD- Others M:4x96 preps/kit, | RPS/1689/2024 | Registered
Universal Directive 10x96 preps/kit, with AEMPS
Pathogen 98/79 20x96preps/kit //
DNA/RNA R:MR6532.CX
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Purification
Kit, magnetic
beads based
MgPure Viral 850059168 IVDD - Others M:1x96 preps/Kit, Pending: To
RNA 080 Directive 4x96 preps/Kit, be
Purification Kit 98/79 20x96 preps/Kit // registered
R:MR6532
Monkeypox 850059168 IVDD - Others M:100 tests/box, Pending: To
Virus Real 004 Directive 500 tests/box // be
Time PCR 98/79 R:QP2180 registered
Detection Kit
Mycoplasma IVDD- Others M:100 tests/Kit, RPS/1689/2024 | Registered
hominis/Myco Directive 500 tests/kit, 1000 with AEMPS
plasma 98/79 tests/kit //
genitalium/Ure R:QP2189
aplasma
urealyticum/Ur
eaplasma
parvum
serovar 4-plex
real time PCR
detection kit
Nail Funal Real IVDD- Others M:100 tests/Kit, RPS/1689/2024 | Registered
Time PCR Directive 500 tests/kit, 1000 with AEMPS
detection kit 98/79 tests/kit //
R:QP2188
RPP SC2 IVDD- Others M:100 tests/kit, RPS/1689/2024 | Registered
FluA&B, RSV Directive 500 tests/kit, 1000 with AEMPS
A/RSV B 5-Plex 98/79 tests/kit //
real time PCR R:QP2177
detection kit
STI Panel Real IVDD- Others M:100 tests/Kit, RPS/1689/2024 | Registered
Time PCR Directive 500 tests/kit, 1000 with AEMPS
Detection Kit 98/79 tests/kit //
R:QP2158
STI trilex, IVDD- Others M:100 tests/Kkit, RPS/1689/2024 | Registered
CT/NG/TV, real Directive 500 tests/kit, 1000 with AEMPS
time PCR 98/79 tests/kit //
detection kit R:QP2159
TG/ALT/Hb for | 008500591 IVDD- Others M:25 Tests/kit, 50 | RPS/2831/2024 | Registered
Blood 68202 Directive Tests/kit, 100 with AEMPS
Donation 98/79 Tests/kit //
Screen Tests R:R23105
TG/TCHO/ 008500591 IVDD- Others M:25 Tests/kit, 50 | RPS/2831/2024 | Registered
HDL-C/LDL-C 68172 Directive Tests/kit, 100 with AEMPS
for Blood Lipid 98/79 Tests/kit //
Tests R:R23101
Universal IVDD- Others M:50 preps/Kit, RPS/1689/2024 | Registered
Pathogen Directive 250 preps/kit // with AEMPS
DNA/RNA 98/79 R:VR6568.CX
Extraction Kit,
mini column
based
Urea/Cre/UA 008500591 IVDD- Others M:25 Tests/kit, 50 | RPS/2831/2024 | Registered
for Renal 68196 Directive Tests/kit, 100 with AEMPS
Function Tests 98/79 Tests/kit //
R:R23104
Viral RNA 8500591681 IVDD - Others M:50 preps/Kit, Pending: To
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Extraction 58 Directive 250 preps/kit // be
from 98/79 R:VR6568 registered
Respiratory
Specimens
#24
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