EZAIK

EESTI AKREDITEERIMISKESKUS
ESTONIAN ACCREDITATION CENTRE

AKREDITEERIMISTUNNISTUS
ACCREDITATION CERTIFICATE

MTU Eesti Standardimis- ja Akrediteerimiskeskus

kinnitab k&esolevaga, et
NPA Estonian Cenftre for Standardisation and Accreditation hereby confirms that

BioEximi OU
Veerenni tn 51, Tallinn
Registrikood / registry code 11767227

vastab EVS-EN ISO 15189:2012 nouetele kui meditsiinilabor

conforms to the requirements of EVS-EN ISO 15189:2012 as medical laboratory

kehavdlise viljastamise laboriprotseduuride alal

in the field of in vitro ferfilization laboratory procedures

Akrediteerimisulatus on esitatud tunnistuse lisas
The scope of accreditation is specified in the annex

Tunnistuse number: M020
Number of certificate

Akrediteering kehtib perioodil: 15.11.2023 - 20.10.2027

Accreditatfion validity period

Tallinn, 15.11.2023

Eire Endrekson
Eesti Akrediteerimiskeskuse juhataja / Head of the Estonian Accreditation Centre

Tunnistus on vdlja anfud seoses EAK uue logo kasutuselevotuga
This certificate was issued due to introduction of EAK new logo

Tunnistuse kehtivust ja akrediteerimisulatust saab kontrollida EAK veebilehelt eak.ee
Validity of this certificate and accreditation scope can be checked from the EAK web site eak.ee

EAK on Uhinenud Euroopa Akrediteerimiskoostéd organisatsiooni (EA) Mitmepoolse Lepinguga selle valdkonna
akrediteerimiseks
EAK is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for accreditation in this field



EA'( LISA tunnistusele nr M020

ANNEX to the certificate No M020
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ESTONIAN ACCREDITATION CENTRE Lisa kehtivuse periood on 15.11.2023 kuni 20.10.2027
This annex is valid from 15.11.2023 to 20.10.2027

LISA BioEximi OU akrediteerimistunnistusele nr M020
ANNEX to the accreditation certificate No M020 of BioEximi OU

1. Akrediteerimisulatus on:
Accreditation scope is:

Kehavalise viljastamisega seotud uuringud

In vitro fertilization laboratory procedures

Jrk nr Mdaadratav naitaja Metoodika
No Analysed parameter Procedure
Mikroskoopia
Microscopy
1 Seemnerakkude kontsentratsiooni Andro-002- Seemnerakkude
maaramine anallts (2022)
Assessment of the concentration of sperm
cells
2 Seemnerakkude liikuvuse madramine Andro-002- Seemnerakkude
Assessment of the motility of sperm cells anallids (2022)
3 Seemnerakkude morfoloogia maaramine
Assessment of the morphology of sperm Andro-002- Seemnerakkude
cells analuids (2022)
4 Munarakkude kipsuse hindamine
Evaluation of the egg cell maturation IVF-004 Oocyte denudation (2022)
5 Viljastatud munarakkude e. stigootide
hindamine
Evaluation of the fertilized egg cells or IVF-009-Assessment culture and
zygotes grading (2022)
6 Embrio arengu hindamine (2-6 paev)
Assessment of embryo development (day | IVF-009-Assessment culture and
2-6) grading (2022)

2. Katsetamist teostav struktuuriiiksus: BioEximi OU labor
Part of legal entity that provides testing:

Tegevuskohtade aadressid: Veerenni 51, Tallinn 10138
Addresses of locations:

3. Labor on akrediteeritud standardi EVS-EN ISO 15189:2012 nouete kohaselt
Laboratory is accredited against the requirements of standard EVS-EN ISO 15189:2012

Markus: kdesolev lisa asendab 21.10.2022 valja antud lisa seoses akrediteerimisulatuse
tapsustamisega ja EAK uue logo kasutuselevotuga.

Note: this annex replaces annex issued 21.10.2022 due to clarifications in accreditation scope
and introduction of EAK new logo.

Eire Endrekson
Eesti Akrediteerimiskeskuse juhataja / Head of the Estonian Accreditation Centre

Tallinn 15.11.2023



