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The Ukrainian Scientific Institute of Certification (Uni-Cert) is a designated body for

conformityassessmentof productsandcertificationof qualitymanagementsystems,hasits

own testinglaboratoryandtrainingcenter.

Our solutions and servicesprovide an independent assessmentof product quality and

safety,increaseefficiencyand increasetrust. Our modernand competentapproachto the

processesand responsibilities,the focuson the Europeanvector of¦ƪǊŀƛƴŜΩǎdevelopment

is the key to the presenceon the national market of the most high-tech productsof the

ǿƻǊƭŘΩǎleadingmanufacturers.

Our team is carefullyselectedfrom expertsin variousfields, for whom the conditionsfor

continuousdevelopmentand training are created both in Ukraineand amongEuropean

market leaders. Our customersvaries from the world's largest industry leadersto small

nationalmanufacturers.

To meet the requirementsof the EU-Ukraine Association,we are constantly developing

internationalcooperationandhaveconcluded27Agreementswith notified EUbodies.

ABOUT US



22.03.2010

Company established

Focus on assessment and 

development of regulatory 

documents for medicines and 

medical devices

2016

Designation by order of
Ministry of Economy as 

conformity assessment body 
for medical devices and 

devices for in-vitro 
diagnostics.

Identification number -
UA.TR.116

September

2015

NAAU accreditation 

according to 

ISO/IEC 17021-1 

and ISO/IEC 17065

December

2015

Joined the Association of 

Medical Device Market 

Operators (AMOMD)

Extension of scope of 

accreditation for

ISO/IEC 17065 for personal 

protective equipment

September

2016

August

2016

First recognition 

agreement signed 

ό¢«± {«5ύ

January

2017

The 100th certificate 

was issued and the 

100th audit was 

conducted

NAAU granted 

accreditation for testing 

laboratory to

ISO/IEC 17025

March

2017

February

2018

The 500th conformity 

certificate

¢ǊŀƛƴƛƴƎ ŀǘ [ƭƻȅŘΩǎ wŜƎƛǎǘŜǊ 

Quality Assurance (LRQA) (UK) 

on MDR and IVDR

August

2018

Joined the American Chamber 

of Commerce (ACC)

in Ukraine

Beginning

2019

Extension of scope of 

accreditation for

ISO/IEC 17065 for 

electrical equipment

Middle

2019

June

2019

NAAU supervised audit in the presence of 

European co-operation for Accreditation 

(EA) observers

End

2019

Joined the European 

Business Association 

(EBA)

Beginning

2020

Extension of scope of 

accreditation to ISO/IEC 

17021-1 for QMS 

certification according to 

ISO 22000

April

2020

Introduction of a remote audit 

technique according to the 

requirements of 

IAF ID 3 and IAF MD 4

June 

2020

Designation t by order of 
Ministry of Economy as 

conformity assessment body 
for personal protective 

equipment

July 

2020

The 1000th 

audit was 

conducted
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MAIN ACTIVITIES

Productcertification is performedaccordingto the accreditationcertificateof NationalAccreditationAgencyof Ukraine(NAAU,associatemember

of EA,memberof ILACandIAF)accordingto DSTUENISO/IEC17065:2014anddesignationof the Ministry of Economyin the followingareas:

Å medicaldevices;

Å medicaldevicesfor in-vitro diagnostics;

Å personalprotectiveequipment.

Qualitymanagementsystemcertification isperformedaccordingto the accreditationcertificateDSTUENISO/IEC17021ς1:2017and

ISO/TS22003: 2013in the followingareas:

Å ISO9001- Qualitymanagementsystems. Requirements

Å ISO13485- Medicaldevices. Qualitymanagementsystem. Regulatoryrequirements

Å ISO22000- Foodsafetymanagementsystems. Requirementsfor anyfood chainorganizations

Product testing is performed accordingto the accreditationcertificate DSTUISO/IEC17025:2017 for 167 parametersaccordingto 23 national

standardsfor:

Å medicaldevices;

Å medicaldevicesfor in vitro diagnostics;

Å activeimplantablemedicaldevices;

Å personalprotectiveequipment.

ABOUT US



certifies our competence in accordance with the requirements of:

DSTU EN ISO/IEC 

17021ς1:2017

ISO/TS 22003:2013

NATIONAL ACCREDITATION AGENCY OF UKRAINE

DSTU EN ISO/IEC

17065:2014

DSTU ISO/IEC 

17025:2017



CONFORMITY ASSESSMENT OF 
MEDICAL DEVICESAND 
PERSONAL PROTECTIVE EQUIPMENT 

Medical 
devices

UNI-CERT is accredited by the National Accreditation Agency of Ukraine in 

accordance with the requirements of DSTU EN ISO/IEC 17065:2014 and 

designated by the Ministry of Economic Development of Ukraine to 

perform conformity assessment according to the Technical Regulations:

Å for medical devices (Decree Ѕ 753); 

Å for medical devices for in-vitro diagnostic ό5ŜŎǊŜŜ Ѕ троύΤ 

Å for personal protective equipment ό5ŜŎǊŜŜ Ѕ 761); 

In vitro 
diagnostic 
medical devices

Personal 
protective 
equipment



AUDITS

The number of audits conducted in 35 countries, 

which resulted in the issuance of more than 

1,000 product certificates:

2015 6

2016 74

2017 224

2018 295

2019 335

2020* 238

(*first 9 monthsunderglobalquarantine)



LANGUAGES OF AUDIT AND 
DOCUMENTS ASSESSMENT

We speak English, German, Polish, Slovak, Vietnamese, Russian

English

Ukrainian 

German

Russian



CERTIFICATION OF 
MANAGEMENT SYSTEMS 

UNI-CERT is accredited by the National 

Accreditation Agency of Ukraine in accordance with 

the requirements of DSTU EN ISO/IEC 17021-1:2017 

for certification of management systems according 

to the standards: DSTU ISO 9001:2015,

ISO 9001:2015, DSTU EN ISO 9001:2018, 

DSTU EN ISO 13485:2018, ISO 13485:2016, 

DSTU ISO 22000:2019, ISO 22000:2018.

We have a positive experience of cooperation with 

Ukrainian and foreign bodies, in accordance with the 

international certification systems ISO 9001, ISO 13485, ISO 

14001, ISO 22000, ISO 45001, OHSAS 18001. Our auditors 

are regularly trained and competent in national and 

international bodies, as evidenced by the relevant 

certificates.

> 40
certificates issued by the 

conformity assessment body

UNI-CERT



PRODUCT TESTING

The accreditation of testing laboratories in Ukraine according to 

DSTU ISO/IEC 17025:2017 is an integral part of the recognition 

procedure of the testing results these laboratories carry out 

(International Laboratory Accreditation Cooperation (ILAC)).

The National Accreditation Agency of Ukraine confirmed the technical 

competence of the UNI-CERTTesting Laboratory for DSTU ISO/IEC 

17025:2017άDŜƴŜǊŀƭ wŜǉǳƛǊŜƳŜƴǘǎ ŦƻǊ ǘƘŜ /ƻƳǇŜǘŜƴŎŜ ƻŦ ¢ŜǎǘƛƴƎ 

ŀƴŘ /ŀƭƛōǊŀǘƛƻƴ [ŀōƻǊŀǘƻǊƛŜǎέΦ ¢Ƙƛǎ ƛƴŘƛŎŀǘŜǎ ǘƘŀǘ ǘƘŜ ƭŀōƻǊŀǘƻǊȅ ƛǎ ŀōƭŜ 

to provide accurate, reliable and reproducible product testing results 

and to fulfill applicant orders in a timely and complete manner. 

Our laboratory has modern testing equipment that allows to study the 

characteristics of medical devices and personal protective equipment 

according to 23 local standards and 167 parameters.

23
Local standards 

167
parameters



INTERNATIONAL COOPERATION
with European notified bodies and laboratories

Articles55 and56 of the AssociationAgreementbetweenUkraineandthe EuropeanUnionasof 30 November2015encouragecooperationbetweenorganizations

responsiblefor metrology, standardization,testing, market surveillance,certification and accreditation for the gradual approximation of Ukraine's technical

regulationsystemto the EU.

The Ukrainian Scientific Institute of Certification has signed 27 agreements with EU notified bodies:

Theseagreementsallow the recognitionof the results (protocols)of Europeanaudits in accordancewith Article 45 of the Law "On TechnicalRegulationsand

ConformityAssessment",which makesthe conformity proceduremore transparentand cost-effective. It alsoenhancethe international cooperationin technical

regulation,providesknowledgeandexperiencefrom Europeancolleaguesandpartners,andpromotesthe reformsrequiredfor the ACAAAgreement.

мΦ  ¢«± {¦5 tǊƻŘǳŎǘ {ŜǊǾƛŎŜ DƳōI όлмноύ

нΦ  ¢«± RheinlandLGA Products GmbH (0197)

оΦ  ¢«± bhw5 PolskaSp. z o.o (2274)

пΦ  ¢«± bhw5 /9w¢ DƳōI όллппύ

5.  BSI Assurance UK Limited (0086)

6.  BSI Group The Netherlands B.V. (2797)

7.  DEKRA Certification B.V. (0344)

8.  DEKRA Certification GmbH (0124)

9.  DQS MedizinprodukteGmbH (0297)

10. ITALCERT S.r.l. (0426)

11. KiwaCermet Italia S.p.a. (0476)

12. KiwaBelgelendirmeHizmetleri!Φ Φ όмфупύ

моΦ [ƭƻȅŘΩǎ wŜƎƛǎǘŜǊ vǳŀƭƛǘȅ !ǎǎǳǊŀƴŎŜ ό[wv!ύ όллууύ

14. Eurofins product testing Italy s.r.l(0477)

15. Intertek SemkoAB (0413)

16. Bureau Veritas Italia S.P.A. (1370)

17. 9ƭŜƪǘǊƻǘŜŎƘƴƛŎƪȇȊƪǳǑŜōƴƝǵǎǘŀǾ, s.p.ό9½¨ύ όмлмпύ

18. GMED (0459)

19. SLG tǊǸŦςund ZertifizierungsGmbH (0494)

20. Agencia9ǎǇŀƷƻƭŀ ŘŜ Medicamentosy ProductosSanitarios(AEMPS) (0318)

21. PresafeDenmark A/S (0543)

22. SzutestUygunluk5ŜƐŜǊƭŜƴŘƛǊƳŜ!Φ Φ όнмфрύ

ноΦ Lav L{¢L¢¦¢h L¢![L!bh 59[ a!w/ILh 5L v¦![L¢" {ΦtΦ!Φ όллрмύ

24. UL INTERNATIONAL (UK) LTD (0843)

25. RISE Research Institutes of Sweden AB (0402)

26. ICIM S.p.A. (0425)

27. CE CertisoOrvos-ŞǎYƽǊƘłȊǘŜŎƘƴƛƪŀƛ9ƭƭŜƴǃǊȊǃŞǎ¢ŀƴǵǎƝǘƽKft. (2409)


