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Ilepejiiku NpU3HAYEHUX OPraHiB 3
OIIHKHX BIINMOBIIHOCTI



f » JlepxaBHe mianpueMcTBO "HaykoBuil IIEHTP MPEBEHTUBHOI
TOKCHKOJIOT1i, XapuOBO1 Ta XIMIYHO1 OE3MEKHU IMEHI1
axkaznemika JI. I. MeaBens MiHicTepcTBa OXOPOHHU 310POB's

Ykpaian"

TexHiuHuil persiaMeHT

IIOJ0 MEeIMYHUX BUPOO]
(mocranoBa KMY Bij .
02.10.2013 Ne 753)

ToBapuCTBO 3 00MEKEHOIO BIITOBIIAJIBHICTIO "' IMIPYB
Menukan”

* ToBapuCTBO 3 00OMEKEHOIO BIAMOBIIAJIBHICTIO "YKpaiHChKE
ceptudikaiiitne areHTCTBo"

* JlepkaBHe mianpueMcTBO "BceykpaiHChKUil nep:KaBHUN
HAYKOBO-BUPOOHUYUM IIEHTP CTaHIapTU3allli, METPOJIOT1i,
cepTudikallii Ta 3aXUCTy MPaB CIOKUBaYIB"

* JlepkaBHe miANpUeMCTBO " XapKiBCbKUN PET1OHATBHUAN
HAyKOBO-BUPOOHUYMH LIEHTP CTaHAApTU3AIlli, METPOJIOTIi Ta
ceprudikarii"”

* ToBapuctBo 3 00MexeHoro BianoBinanbHicTiO "OPT'AH 3
CEPTUDIKALII ITIPOMCTAHJIAPT"

* ToBapucTBO 3 0OMEXEHOI BiANOBIAAIBHICTIO
"VKPMEJICEPT"

* ToBapucTBO 3 00MEXEHO BiAMOBIAAIBHICTIO
"NOCIIAHNM MEJIMYHN HIEHTP CEPTI/ICDIKAi[IT"
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TexHiuHuil persiaMmeHT
010 MeTUYHHUX
BHPOOiB 1141
TIArHOCTHKM N VItro
(moctanoBa KMY

Big 02.10.2013

Ne 754)

HepxapHe mianpueMcTBo 'HaykoBuil IEHTP
MPEBEHTHUBHOT TOKCUKOJIOT11, XapuoOBOi Ta XIMIYHOI
Oe3neku iMeH1 akagemika JI. [. MenBens
MiHicTepcTBa OXOpOHHU 310pOB'st YkpaiHu"

ToBapuCTBO 3 0OMEKEHOIO BIMOBITAIBHICTIO ' IMIIPYB
Mennkan"

Jlep>kaBHE MIAMPUEMCTBO 'BCEyKpaiHChbKHUI
JIEPYKABHHUI HAyKOBO-BUPOOHUYUH LIEHTP
CTaHJapTHU3allll, METPOJIOT1i, cepTU(dIKALllT Ta 3aXUCTY
paB CIIOXHBa4diB"

ToBapuCcTBO 3 0OMEKEHOIO BIJIMOBIIAIBHICTIO
"OPT'AH 3 CEPTU®IKALII ITPOMCTAHJAPT"

ToBapucTBO 3 0OMEKEHOIO BIAMOBIIAIBHICTIO
"VKPMEJICEPT"

ToBapucTBO 3 0OMEKEHOI BIJMOBIIATBHICTIO
"YKpaiHcbke cepTu(diKalliiiHe areHCTBO"

ToBapucTBO 3 0OMEKEHOIO BIAMOBIIATHHICTIO
"NOCJIIIHMU MEJIMYHNU ITEHTP
CEPTHU®IKALII" .



*

1010 AKTHBHHUX '.
MeIHYHUX BUPOOIB, ‘;'5“
AKI IMIULIAHTYIOTh
(mocranosa KMY /
Big 02.10.2013

Ne755)

JlepaBHe miANpUeEMCTBO 'HayKkoBUil IIEHTP MPEBEHTUBHOI
TOKCHKOJIOT'1i, Xap4oBOi Ta XIMI4HOiI O€3MEeKH IMEH1 akaJeMika
JI. I. MeaBens MiHicTepcTBa OXOPOHHM 37I0POB'S YKpaiHu'"

ToBapuCTBO 3 0OMEXKEHOI BIMOBIIAIBHICTIO ' IMIIPYB
Mennkan"

ToBapucTBO 3 0OMEKEHOIO BIIMOBIIAIBHICTIO
"YVKPMEJICEPT"



. PeecTp npu3HadYeHUX OPraHiB 3 OiHKH
BignoBigHocTi (OOB) BUMoOram
TeXHIYHMX perjiaMeHTIiB



/“? 5,{ " o v . . see
UA TR.098 - TOB YKpalHCI)II'(I/II/I LIEHTP MEINYHOI cepTU(iKamii Ta
" [IPOTHO3YBaHH

UA.TR.101 ) |
JlepxaBHe ykpaincbke 00’ eaqHanHs "Ilomitexmen"

UA.TR.116 : : : . .
ToBapucTBO 3 0OMEKEHOIO BIAMOBITAIBHICTIO « YKPATHCHKUN

HAYKOBUM IHCTUTYT cepTUPIKAIli»

JIT "YkpaiHChbKHil MEIUYHUMI LEHTP cepTUdikalii




IIlo HoBOIO?
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- Haxa3 MO3 Ykpainu Bix 22.01.2020 Ne 142 "[Ipo
3aTBEPAKCHHS METOJIMYHUX PEKOMEHIAIIIM 13
3aCTOCYBaHHS TEXHIYHOTO PErVIaMEHTY 1010 MEIUYHUX
BUPOOIB, 3aTBEPIKEHOT0 MOCTaHOBOIO KabiHeTy
MinicTpiB Ykpainu..."

nupexktuBu MDR 745 i IVDR 746 (npuiiasti 05.04.2017 p.)

JACTY EN ISO 15223-1:2018 «3acobu MeauaHO1
TEXHIKU. YMOBHI II03HAK!A HA €TUKETKAX 3ac001B MEAUYHOT
TEXHIKH, MAapKOBaHHs Ta 000B'SI3KOB1 BIJIOMOCTI.»

- COVID-19

- lAF CertSearch
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Haxa3z MO3 Ykpainu Bix 22.01.2020 Ne 142
«IIpo 3aTBepaAKEHHSA METOAUYHUX
pPeKoMeHaaNin i3 3acrocyBaHHs TexHIYHOIO
perjiaMeHTy 040 MeIUYHUX BUPOOIB,
3aTBEPAKEHOr0 NocTaHoBow Kadinery
MiHicTpiB YKpaiHu...»

- Metonuuni pekomenaiii «Kimacudikaiiss MEIUYHUX BUPOO1BY;

- MetoanuHi pekomeHaaii «MeanuHi BUpoOu. JlomoMixkHi 3acoou.
-~ BupoOHuk»;

- - MeTomnuni pekoMeHraamnii « OHOPIIHI TApTIin;
- MeTonnyuHi pekoMeHalii «Jlata «BUKOPUCTATH J0Y;

- Metoanuni pexomenaanii «CyOomapsia — 3B’ s130K 3 CUCTEMOIO YIIPABJIIHHS
AKICTION;

- Metoanuni pekomeHnaaii «Cdepa 3acTocyBaHHs TeXHIYHOTO perjlaMeHTy
10/I0 aKTUBHUX MEJUYHUX BUPOOIB, SIK1 IMIJIAHTYIOTh, 3aTBEPIKEHOTO
nocranoBoro Kabinery MinictpiB Ykpainu Big 02.10.2013 Ne 755»;

- MetoauuH1 peKoMeH1a1li « YIIOBHOBAKEHUI MPEACTaBHUK.
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European regulation on medical devices

AIMD MDD IVD
90/385/EEC 93/42/EEC 98/79/EC

MDR

(05.04.2017)



Hogi Texniuni PerjtamMmenTn

JlesiK1 Ba)KJIMB1 3MIHU:

- Bumoru 10 TeXHIYHOT JOKYMEHTAIIli CTaJIN O1IbIII
JIETAIBHUMU (TEXHIYHA JTOKYMEHTAIlIsl TOBUHHA MOCTIHHO
OHOBITFOBATHCS).

- Kosken MeauuHuii BUpiO MOBMHEH MaTH YHiKaJIbHHIA
- inentudikaniiinuii Homep B yHidikoBaHill cucTemi ineHTU(IKALIi
BupoOy (UDI).

- BupoOHUKY HEOOX1THO MPU3HAYUTH KBaJII(PIKOBAHOTO (DaxiBIIs ,SIKUH
IIOBMHEH MaTH BIJIMOBIJIHI 3HAHHS II0/10 IAHOTO MEAUYHOIO BUPOOY.

- Kpainu-Ynenu MoXXyTh CaMOCTIMHO MPUIUMATH PIIIEHHS IOA0
OOMEKEHHSI BUKOPHUCTaHHS Oy/Ib-SIKOTO MEUYHOTO BUPOOY.

- CrBOpeHHs €Bporieiichbkoi 0a31 JaHUX 11010 MEIUYHUX BUPOOIB
(Eudamed).
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Notified bodies MDR (17):

Body type & Name & Country 4

» NB 2265 3EC International a.s. Slovakia

» NB 0086 BSI Assurance UK Ltd United Kingdom
v NB 2797 BSI Group The Netherlands B.V. Netherlands
» NB 2409 CE Certiso Orvos- és Korhaztechnikai Ellendrzo és Tanusito Kft. Hungary

» NB 1912 DARE!! Services B.V. Netherlands
» NB 0344 DEKRA Certification B.V. Netherlands
v NB 0124 DEKRA Certification GmbH Germany

» NB 2460 DNV GL Presafe AS Norway

» NB 0297 DQS Medizinprodukte GmbH Germany

» NB 0459 GMED France

» NB 0051 IMQ ISTITUTO ITALIANO DEL MARCHIO DI QUALITA S.P.A. Italy

» NB 2862 Intertek Medical Notified Body AB Sweden

» NB 0483 MDC MEDICAL DEVICE CERTIFICATION GMBH Germany

» NB 0482 MEDCERT ZERTIFIZIERUNGS- UND PRUFUNGSGESELLSCHAFT FUR DIE MEDIZIN GMBH Germany

» NB 0050 National Standards Authority of Ireland (NSAI) Ireland

v NB 0197 TUV Rheinland LGA Products GmbH Germany

» NB 0123 TUV SUD Product Service GmbH Zertifizierstellen Germany

L R
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Notified bodies IVDR (4):

Body type & Name & Country =

+ NB 0086 BSI Assurance UK Ltd United Kingdom
v NB 2797 BSI Group The Netherlands B.V. Netherlands

v NB 0124 DEKRA Certification GmbH Germany

v NB 0123 TUV SUD Product Service GmbH Zertifizierstellen Germany

https://ec.europa.eu/
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https://ec.europa.eu/

Notified bodies:

93/42/EEC Medical devices — 56 NB
98/79/EC In vitro diagnostic medical devices — 22 NB

~ 90/385/EEC Active implantable medical devices — 12 NB

https://ec.europa.eu/
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https://ec.europa.eu/

JCTY EN ISO 15223-1:2018

A.l6 Example of use of symbel 54.3, “Consult instructions for use or
consult electronic instructions for use” for an electronic instruction for use

(efFU)

y SFU ln
/" r . r r
' 5.7.7. ® elFU
/ 1 1 Indicator
L - L
elFU Indu:al:ur

A.21 Examples of use of symbel 5.7.10, “Unique Device Identifier”

(01I01234567391011 1 TI20092611011 23426769

o

(01)01234567891011(17)200526(10)12345678

ub
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IAF Statement on COVID-19

IAF continues to monitor advice to assess the developments and
risks following the outbreak of coronavirus disease 2019 (COVID-
(R OF MULTY 19). The situation has led to safety concerns and travel restrictions in

2, relevant economies that are likely to affect accredited conformity
assessment activities.

v Following the guidance set out in 1D3:2011 (IAF Informative Document
~ For Management of Extraordinary Events or Circumstances Affecting ABs,
www.iaf.nu - CABs and Certified Organizations), relevant Accreditation Bodies and

' Certification Bodies have introduced or are introducing alternative
arrangements to conduct assessments. This may involve e.g. making
arrangements to conduct assessments remotely or rescheduling activities if
necessary. Both ABs and CBs can find the requirements on how to use
information and communication technologies to support and maintain the
integrity of the audit/assessment process in IAF_MD 4 (Mandatory
Document for the Use of Information and Communication Technology
(ICT) for Auditing/Assessment Purposes).

Wi 13 e

These measures have been/are being put in place to ensure the health and safety of
Accreditation Body and Certification Body staff, as well as to maintain robust accredited
certification and ensure certified organizations are served in the best way possible.

The advice from governments in relevant economies and other sources to assess the
risks will be continually monitored as the situation develops. Situation reports can be
found on the WHO website.

Details of your local IAF member contacts can be found on the IAF website. 20



https://www.iaf.nu/upFiles/IAFID32011_Management_of_Extraordinary_Events_or_Circumstances.pdf
https://www.iaf.nu/upFiles/IAFID32011_Management_of_Extraordinary_Events_or_Circumstances.pdf
https://www.iaf.nu/upFiles/IAFID32011_Management_of_Extraordinary_Events_or_Circumstances.pdf
https://www.iaf.nu/upFiles/IAFID32011_Management_of_Extraordinary_Events_or_Circumstances.pdf
https://www.iaf.nu/upFiles/IAF MD4 Issue 2 03072018.pdf
https://www.iaf.nu/upFiles/IAF MD4 Issue 2 03072018.pdf
https://www.iaf.nu/upFiles/IAF MD4 Issue 2 03072018.pdf
https://www.iaf.nu/upFiles/IAF MD4 Issue 2 03072018.pdf
https://www.iaf.nu/upFiles/IAF MD4 Issue 2 03072018.pdf
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports/
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports/
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports/
https://www.iaf.nu/articles/Accreditation_Body_Members_by_Name/52
https://www.iaf.nu/articles/Accreditation_Body_Members_by_Name/52
https://www.iaf.nu/articles/Accreditation_Body_Members_by_Name/52

JAF CertSearch

Global Certification Database




Accredited Network

IAF
69 Accreditation Bodies
4,275 Certification Bodies

1,650,000+
Accredited Certifications Worldwide
193 Countries

LEGEND

More than 100,000 Certificates
@ 10,000 - 99,999 Certificates
@ 5.000 - 9,999 Certificates
@ 1,000 -4,999 Certificates
® 1-999 Certificates



IAF CertSearch

The exclusive global register for accredited certifications.

@ Company Nome @@ Certification ID

Search companies by name

To verify the status of a certificate, simply enter the "company Name" or "certification ID"

Looking to get certified? Connect with an accredited Certification Body today:. Search Certification Bodies




How It Works

Customer, Consumer,
Industry, Government

IAF Data

IAF CertSearch receives data from IAF
to ensure the Accreditation Bodies
are |AF MLA signatories.

Accreditation Body Data AB

IAF CertSearch receives data from from Accreditation A
Bodies to ensure the Certification Bodies are Accredited
to issue certification under that standard.

Certification Body Data =

L
IAF CertSearch receives data from from Certification
Bodies to ensure the Certification is valid.

Certificate of
Reg stration

DATA FEED
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Kiitos Huomiosta

tenzione
Vielen Dank fiir die Aufmerksamkeit

Gracias por su atencion
| Dzi¢kuje za uwage

 Jlakylo 3a yBary
RIS RIERE

de votre atteption
AHLR tRllol HIS WG

Thank you for your attention
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