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The Ukrainian Scientific Institute of Certification (UniCert) is a designated body for

conformity assessmendf productsand certificationof quality managemensystemshasits

own testinglaboratoryandtraining centet

Our solutions and servicesprovide an independent assessmenbdbf product quality and

safety, increaseefficiencyand increasetrust. Our modern and competentapproachto the

processesand responsibilitiest
IS the key to the presenceon t

g 2 NJde&dd@manufacturers

Our team is carefully selectedf

ne focuson the Europearvectorof ! 1 NJ #eyefomdent

ne national market of the most high-tech products of the

rom expertsin variousfields, for whom the conditionsfor

continuousdevelopmentand training are created both in Ukraine and among European

market leaders Our customersvaries from the world's largestindustry leadersto small

nationalmanufacturers

To meet the requirementsof the EUUkraine Associationwe are constantly developing

iInternationalcooperationand haveconcluded27 Agreementswith notified EUbodies
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ABOUT US MAIN ACTIVITIES

Productcertification is performedaccordingto the accreditationcertificate of National AccreditationAgencyof Ukraine(NAAU associatanember
of EA,memberof ILACandIAF)accordingo DSTIENISO/IEA70652014anddesignationof the Ministry of Economyin the followingareas

A medicaldevices
A medicaldevicesfor in-vitro diagnostics

A personalprotectiveequipment

Quality managementsystemcertification is performedaccordingo the accreditationcertificate DSTUENISO/IEAQ 7021 1:2017and
ISO/TR22003 2013in the followingareas

A 1S09001- Qualitymanagemensystems Requirements

A 1S013485- Medicaldevices Qualitymanagemensystem Regulatoryequirements

A 1SO22000- FoodsafetymanagemensystemsRequirementgor anyfood chainorganizations

Product testing is performed accordingto the accreditationcertificate DSTUISO/IECL70252017 for 167 parametersaccordingto 23 national
standarddor:

A medicaldevices

A medicaldevicesfor in vitro diagnostics

A activeimplantablemedicaldevices

A personalprotectiveequipment



NATIONAL ACCREDITATION AGENCY OF UKRAINE

certifiesour competence in accordance with the requirements of:
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medical devices
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protective
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CONFORMITY ASSESSMENT OF
MEDICAL DEVICEND
PERSONARROTECTIVE EQUIPMEN

UNFCERT is accredited by the National Accreditation Agency of Ukraine |

accordance with the requirements &XSTU EN ISO/IEC 17065:2ahd

designated by the Ministry of Economic Development of Ukraine to

perform conformity assessment according to the Technical Regulations:

A for medicaldevices(DecreeS 753);

A for medical devices for itvitro diagnostic0 5 SONBS S Tpo 0
S

Pay

A for personal protective equipmentd 5 S O NS




| AUDITS

The number of audits conducted in 35 countries,
which resulted in the iIssuance of more than

1,000 product certificates:

(*first 9 monthsunder global quaranting




LANGUAGES OF AUDIT AND

DOCUMENTS ASSESSMENT
== English f— German
S Ukrainian — Russian

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




CERTIFICATION OF
MANAGEMENT SYSTEM

UNFCERT is accredited by the National
Accreditation Agency of Ukraine in accordance with
the requirements oDSTU EN ISO/IEC 17aR2017
for certification of management systems according
to the standardsDSTU ISO 9001:2015,
1ISO9001:2015, DSTU EN ISO 9001:2018,

DSTLEN ISO 13485:2018, ISO 13485:2016,
DSTUSO 22000:2019, ISO 22000:2018.

certificates issued by the
> 4 O conformity assessment body

UNFCERT

We have a positive experience of cooperation with
Ukrainian and foreign bodies, in accordance with the
iInternational certification systemiSO 9001, ISO 13485, ISO
14001, ISO 22000, ISO 45001, OHSAS 1800Auditors

are regularly trained and competent in national and
International bodies, as evidenced by the relevant

certificates.



PRODUCT TESTING

The accreditation of testing laboratorigsUkraine according to U n |
DSTUSO/IEC 17025:201% an integral part of the recognition % -
procedure of the testing results these laboratories carry out C - RT

(International Laboratory Accreditation Cooperation (ILAC)).

The National Accreditation Agency of Ukraine confirmed the technice

competence of thaJNFCERTesting Laboratoryor DSTU ISO/IEC 2 3
17025:2011t DSY SN} £ wSI[dzZANBYSYy da F2NJ > 2
FYR /FEfAONFGARZY [F02N} G2NARSAE D Local standards 4

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 trediows to study the 1 6 7
characteristics of medical devices and personal protective equipmen

according ta23 local standardeind 167 parameters. parameters




INTERNATIONAL COOPERATION
with European notified bodies and laboratories

Articles55 and 56 of the AssociatiolPAgreementbetweenUkraineandthe EuropeanUnionasof 30 November2015encouragecooperationbetweenorganizations
responsiblefor metrology, standardization,testing, market surveillance,certification and accreditation for the gradual approximation of Ukraine'stechnical
regulationsystemto the EU

The Ukrainian Scientific Institute of Certification has signed 27 agreements twithnotified bodies:

C«+t {!5 tNRRdzOG { SNBATOSERN®426)0 n M H 0 0 19. SLG NXUR Zertifizierung<GmbH (0494)

Riteinland_GA Products GmbH (0197) 11.KiwaCermet ItalieS.p.a (0476) 20.Agencia®® & LJ- 3 Méedicamierosy ProductosSanitariofAEMPS) (0318)
¢ « PolskaSpyvabo (2274) 12.KiwaBelgelendirmeHizmetleri! ® & o My n 0 21 PresafeDenmark A/S (0543)
¢«t bhw5 /9we¢ DYoIl wondhnnfuiz@ RQa wSIAAUGSNI vdz f A2 &SzutesiUfigdaNiksYSE S NG [SWHRIABNIGET M dd y (O

. BSI Assurance UK Limited (0086) 14. Eurofins product testing Itagyr.|(0477) Ho® Lav L{¢L¢!¢h L¢![L!bh 59[ a! w/
. BSI Group The Netherlands B.V. (2797) 15. IntertekSemkoAB (0413) 24. UL INTERNATIONAL (UK) LTD (0843)

. DEKRA Certification B.V. (0344) 16. Bureau Veritas ltalia S.P.A. (1370) 25. RISE Research Institutes of Sweden AB (0402)

. DEKRA Certification GmbH (0124) ) 0 M1 9@] ICIM S.p.A. (0425)

. DQMedizinprodukteGmbH (0297) 18. GMED (0459) 27. CECertisoOrvos S & 5 NKt T (1 BOKY S & MIA B KitN2K69

Theseagreementsallow the recognition of the results (protocols)of Europeanaudits in accordancewith Article 45 of the Law"On TechnicalRegulationsand
Conformity Assessment"which makesthe conformity proceduremore transparentand costeffective It alsoenhancethe international cooperationin technical

regulation,providesknowledgeand experiencefrom Europearcolleaguesand partners,and promotesthe reformsrequiredfor the ACAAAgreement



