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DECLARATION OF CONFORMITY
No. WOODPECKER.UA/1/verl

of the medical devices — Dental X-Ray Generator Ai
Ray
to the requirements of Technical regulation
concerning medical devices (approved by the Decree
of the Cabinet of Ministers of Ukraine on 02
October, 2013 under No. 753).

Manufacturer:

name: Guilin Woodpecker Medical Instrument
Co., Ltd.

address.: Information Industrial Park, Guilin National
High-Tech Information Park, 541004, Guilin,
Guangxi, P.R. China

Phone: +86-773-5873196/2350599

E-mail: woodpeckerd(@glwoodpecker.com

whose Authorized Representative in Ukraine is:
name: Private firm «Dentalux»

address: 34 Lyudviha Svobody Ave, fl. 148, Kharkiv,
61204 Ukraine,

EDRPOU code 31439056

Tel /fax: +38 (057) 337-74-40

E-mail: dentaluxtrade(@ukr.net

Medical devices classification: Class IIb, according to
points 18 of Annex 2 of Technical regulation
concerning medical devices.

The products is accompanied by the mark of

conformity to the requirements of Technical
regulation: '
G
UA.TR.099

Conformity Assessment Route: Annex 3 of Technical
Regulation on Medical Devices approved by the
Cabinet of Ministers of Ukraine Resolution No. 753 of
October 2, 2013

Conformity assessment body with its identification
number: LLC « UKRMEDCERT», 1-A Drahomanova

JTEKJIAPAIIIS ITPO BIAITOBIAHICTD
Ne WOODPECKER.UA/1/verl

MeOuunux 6upo6ie — Penmzen cmomanonoziviui
nopmamuenuii Ai Ray
32i0H0 eumozam Texniuno2o peanamenmy wooo
MeOuuHux 6upobie (akuil 3ameepoxceruti [TIocmanosoio
Kabinemy Minicmpis Yrpainu 6i0 02 sicosmus 2013 p.

Ne 753).
Bupobnux:
naiivenyeannsn:.  Lyilains  Byamexep — Menikasn
Incrpyment Ko. JITa.
aopeca: Indopmeiimn  Inmacrpian  mapk, ['yininb
Heitmenan Xaii-Tex Indopmeiimn Ilapk, 541004,

I'yitnine, ['yanci, Kuraitcexa Haponna Pecmy0itika
Ten.: +86-773-5873196/2350599
E-nowma: woodpeckerd@glwoodpecker.com

VnosHoeaoicenuil npedcmaghux 6 Yxpaiui axo2o €:
naiimenyeéanna: Npusarna gipma « IEHTAJIIOKC»,
aopeca: VYxpaina, 61204, m. Xapkis, np. Jloasira
CobGomu, Oyn. 34, xB. 148

€/[PIIOY 31439056

Ten./paxc: +38 (057) 337-74-40

E- nowma: dentaluxtrade@ukr.net

Knacugpixayis sasnavenux meduunux eupoois: Knac I1b
srigno 3 nymkramu 18 Jlomatky 2 TexmiuHoro
perIaMeHTy 1010 MEJUYHUX BHPOOiB.

IIpooykyiio cynpogoodicye sHAK GIONOGIOHOCIE BUMOAM
Texniunozo peanamenmy:

G

UA.TR.099

Ipoyedypa  oyinku  eionosionocmi: . Jlooamox 3
Texniunozo pe2iamenmy w000 - MeOUYHUX 6upoois,
sameepoxcenozo Ilocmanosoio Kabinemy Minicmpie
Vipainu Ne753 6i0 2 oicoemmus 201 3p.

Ipusnauenuii opean 3 OYiHKU 6I0N0GIOHOCMI MA U020
ioenmucpixayivinui koo: TOB «YKPMEJCEPT», sy
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str., office 2, Kyiv, 02059, Ukraine accredited by the
National Accreditation Agency of Ukraine Certificate
No. Ne8O047 valid till 14.11.2027, designated by the
Ministry of Economy of Ukraine, under the
identification number UA.TR.099

Certificate of conformity with requirements of
Technical Regulation on Medical Devices Ne
UA.MD.584-24 valid from 09.04.2024 till 08.04.2029.

The abovementioned devices comply with the
requirements of the national, European and
international regulations and standards which are
listed in the Annex 2 to this Declaration of conformity.

Declaration of Conformity valid from 09.04.2024 to
08.04.2029.

Further Annexes are an integral part of this
Declaration of conformity:

Annex 1 with the list of national, European and
international regulations and standards.

This declaration of conformity is issued under the sole
responsibility of the manufacturer.

Jlpazomanosa, 6younox 1-A, ogpic 2, m. Kuis, 02059,
Vipaina axpeoumosanuti Hayionanvnum azenmcemeom 3
axpeoumayii Yxpainu, amecmam axpeoumayii Ne §O047
yunnuii 0o 14.11.2027, npusnauenuti Minicmepcmeom
exoHoMiku Ykpainu 3a i0eHmugikayiuHum HOMepoM

UA.TR.099

Cepmugpixam npo 8i0nosiOHicMb MeOUuH020 6UpOdy
gumozam Texuiuno2o pe2namenmy wooo MeOUUHUX
supobie Ne UA.MD.584-24, mepminom 0ii 6i0 09.04.2024
p. 00 08.04.2029 p.

3asnaueni supoou sionosioaromo BUMOCAM
HAYIOHANBLHUYX, — €6PONEUCLKUX — MA  MIJCHAPOOHUX
HOPMAMUBHO-NPABOBUX  AKMIE ma  CMAHOAPMI6,  SAKI
nasedeni 6 IHooamxy 2 0o Oanoi Jlexnapayii npo
8i0N0BIOHICMb.

Jlexnapayis npo eionosionicmy Oiticna 3 09.04.2024 p.
00 08.04.2029 p.

Hegio emnoro  wacmunoilo  oauoi - [lexnapayil
gionogionicme € nacmyni JJooamxu.

Jlooamox 1 3 nepenikom HAYiOHANLHUX, EBPONEUCLKUX
ma  MidJICHApOOHUX HOPMAMUBHO-NPABOGUX  AKMIE md
cmanoapmis.

npo

[ Oexnapayis npo 6iONOGIOHICMb 6UOAHA NIO BUKIIOYHY

|, 6i0nosioanvbricme 6UpOOHUKA.

"alie’fev / Baaees J.P.

_l.llfécto”r [ dupextop
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Annex 1 to Declaration of conformity No. WOODPECKER.UA/1/verl
Monatok 1 no dexnapauii npo ianosianicrs Ne WOODPECKER.UA/1/verl

61204, Yxpaina, m. Xapkis
syn. J1.CeoGopamn 34-148

List of national, European and international regulations and standards /
Ilepetik HAIOHAJIBLHHX, €BPONEHCHKHUX TAa MIZKHAPOAHUX HOPMATHBHO-NIPABOBHX aKTIB Ta
CTAHIAPTIB

Hayionaneui cmandapmu, sKi 6K104eHi 00 nepeniKy HayloHantbHux cmaHoapmie, SAKi
8i0N0GIOAIOMb €BPONETICLKUM 2APMOHIZ08AHUM CIAHOAPMAM ma 000poGinbHe
3ACMOCYBAHHS SKUX MOJICe CRPUTIMAMUCS K O0KA3 610N0GIOHOCMI MeOuuHUX 6UpODi6
gumozam Texniuno2o peanamenmy wooo MeOudHUX 6upoodia:

1) JICTY EN ISO 10993-5:2015 Biosori4ne OLiHIOBaHHS MEMYHAX BUPOOIB. HacTHHA
5. BunpoGoByBaHHsI Ha IATOTOKCHYHICTS in Vitro.

MiXHapoIHi CTAHAAPTH, PETNIAMEHTH, HACTAHOBH, PEKOMEHIALIIL:

EN ISO 13485:2016+A11:2021 Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 14971:2019+A11:2021 Medical devices - Application of risk management to medical
devices

ISO/TR 24971:2020 Medical devices - Guidance on the application of ISO 14971

EN 62304:2006+A1:2015 Medical device software - Software life-cycle processes

EN 60601-1:2006+A2:2021 Medical electrical equipment - Part 1: General requirements for
basic safety and essential performance

EN 60601-1-2:2015+A1:2021 Medical electrical equipment - Part 1-2: General requirements
for basic safety and essential performance - Collateral Standard: Electromagnetic disturbances
-Requirements and tests

EN 60601-2-65:2013+A2:2021 Medical electrical equipment - Part 2-65: Particular
requirements for the basic safety and essential performance of dental intra-oral X-ray
equipment

EN 60601-1-3:2008+A2:2021 Medical electrical equipment - Part 1-3: General requirements
for basic safety and essential performance - Collateral standard: Radiation protection in
diagnostic X-ray equipment

EN 61223-3-4:2000 Evaluation and routine testing in medical imaging departments - Part 3-
4: Acceptance tests - Imaging performance of dental X-ray equipment

EN ISO 15223-1:2021 Medical devices - Symbols to be used with medical device labels,
labeling and information to be supplied - Part 1: General requirements

EN ISO 20417:2021 Medical devices - Information to be supplied by the manufacturer
ISTA:2A Editorial Change, 2012 Packaged-products weighing 150 Ibs. (68kg) or less

EN 62506:2013 Methods for product accelerated testing

EN 62366-1:2015+A1:2020 Medical devices - Part 1: Application of usability engineering to
medical devices , o it

IEC/TR 62366-2 Ed. 1.0 en:2016 Medical devices - Part 2: Guidance on‘the application of
usability engineering to medical devices

EN 60601-1-6:2010+A2:2021 Medical electrical equipment - Part 1-6: General requirements
for basic safety and essential performance - Collateral standard: Usability

ISO/TR 20416:2020 Medical devices - Post-market surveillance for manufacturers
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EN ISO 17664-1:2021 Processing of health care products. Information to be provided by the
medical device manufacturer for the processing of medical devices
EN ISO 10993-1:2020 Biological evaluation of medical devices - Evaluation and testing
within a risk management process
EN ISO 10993-5:2009 Biological evaluation of medical devices - Tests for in vitro
cytotoxicity .
ISO 10993-10:2021 Biological evaluation of medical devices - Tests for irritation and skin
sensitization
EN 62133-2:2017+A1:2021 Secondary cells and batteries containing alkaline or other non-
acid electrolytes -Safety requirements for portable sealed secondary lithium cells, and for
batteries made from them, for use in portable applications - Part 2: Lithium systems
IEC 61223-3-4 Ed. 1.0 en:2000 Evaluation and routine testing in medical imaging
departments - Part 3-4: Acceptance tests - Imaging performance of dental X-ray equipment
MEDDEYV 2.7.1 Rev.4 Clinical evaluation: Guidance under the Directive 93/42 / EEC and
90/385 / EEC manufacturers and notified bodies
MEDDEV 2.12/1 Version 0.8 Guidelines on a medical device vigilance system
MDCG 2020-7 Post-market clinical follow-up (PMCF)Plan Template A guide for
manufacturers and notified bodies ‘
MDCG 2020-8 Post-market clinical follow-up (PMCF)Evaluation Report Template A guide
for manufacturers and notified bodies
MDCG 2020-5 Clinical Evaluation - Equivalence A guide for manufacturers and notified
bodies
2014/35/EC DIRECTIVE 2014/35/EU OF THE EUROPEAN AND OF THE COUNCIL of
26 February 2014 on the harmonization of the laws of the Member States relating to the
making available on the market of electrical equipment designed for use within certain voltage
limits
2011/65/EU DIRECTIVE 2011/65/EU OF THE EUROPEAN AND OF THE COUNCIL of
8 June 2011 on the restriction of the use of certain hazardous substances in electrical and
electronic equipment
COUNCIL DIRECTIVE 2013/59/EURATOM (Consolidated version: 17/01/2014 at Official
Journal: OJ L 13 of 17.1.2014) Laying down basic safety standards for protection against the
dangers arising from exposure to ionizing radiation, and repealing Directives
89/618/Euratom,90/641/Euratom, 96/29/Euratom,97/43/Euratom and 2003/122/Euratom
UN/DOT 38.3 Edition 2 2017 Recommendations on The Transport of Dangerous Goods,
Lithium Batteries .
Issued on November 28 2017 Pediatric Information for X-ray Imaging Device Premarket
Notifications
Issued on 15.09.2022 Leitlinie der Bundesirztekammer zur Qualitdtssicherung in der
Rontgendiagno
Issued on November 28, 2017 Pediatric Information for X-ray Imaging Device Premarket
Notifications t

3axonu Vpainu, nocmanosu Kabinemy Mmzcmpze Vkpainu, naxasu wmcmepcmg {i3

IMIHAMU.
1) 3akon Yxpainu “TIpo TexHiuHi pernamMeHTH Ta OLIHKY BiMOBIIHOCTI™.
2) 3akon VYkpaimm “TIpo 3abesmeueHHs (YHKIIOHYBaHHsS YKpaiHCBKOI MOBH sK
JepKABHOL .
3) 3akon Yxpaiau “IIpo 3aranbHy Ge3nedrHicTh HeXapuoBoi MPOIyKIi™ .
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4) [Tocranosa Ka6inery Minictpis Ykpaiuu Bix 02.10.2013 Ne 753 “IIpo 3aTBepIKEeHHs
TexHIYHOTO pernaMeHTy o0 MEIUYHUX BHPOOIB”.

5) IlocramoBa KaGimery Mimictpin YKpalHH Big 30.12.2015 Ne 1184 “IIpo
3aTBepUKEHHsT (OPMH, ONKCY 3HAKA BiINOBIAHOCTI TEXHIYHAM periaMeHTaM, IPaBUIl Ta
YMOB HOTO HAHECEHHS . '

6) Haka3 MiHicTepcTBa eKOHOMIUHOTO PO3BUTKY i TopriBmi Ykpainu Bim 04.08.2015 No
914 “I[Ipo 3aTBepIKEHHsS BH3HAYEHb OCHOBHMX OJMHHUIb SI, HA3B Ta BU3HAYEHb [OXIIHHX
OIMHULD S, IeCATKOBUX KPATHUX i YaCTHHHUX Bil OJIMHUILB SI, NO3BOIEHNX [103aCHCTEMHUX
O/IMHWIIb, & TAKOX IX MO3HAYeHb Ta [IpaBmiI 3aCTOCYBAHHS OJMHHIL BHMIDIOBAHHS I
HAIMCAHHS Ha3B T4 IO3HAYEHb OJMHHIb BUMIPIOBAHHS i CHMBOJIIB BEJTMYUH .

7) Hakas MinicrepcTBa oxoporu 310poB’st Ykpainu Bix 22.01.2020 Ne 142 “TIpo
3aTBEpIKEHHS METOMYHUX PEKOMEHALIH 13 3acTocyBaHHs TeXHIYHOrO PErjiaMenty Mmoo
MEIMYHEX BHPOGIB, 3aTBEp/KeHOro mocraHoBoro Kabinery Minictpis YKpalHH Big 02
xkoBTHS 2013 poky Ne 753, TexHIYHOro periaMeHTy MOJ0 MEIUYHHX BI/IpO61B TUTSt
JUATHOCTHKH in Vitro, 3aTBepmkeHoro mocraHooro KaGimery Minictpis Ykpaihu Big 02
koBTHs 2013 poky Ne 754, Ta TexHIYHOrO peraaMeHTy MOAO0 AKTUBHUX METHIHNX BUPOOIB,
SIKi IMILIAHTYIOTb, 3aTBEPIKEHOro MoctanoBoro Kabinery MinicTpis Ykpaitu Bix 02 )KOBTHS
2013 poky Ne 7557, ‘

8) Hakas Minictepcta oxoponu 310poB’s Yikpaimn Bix 11.10.2017 Ne 1245 “TIpo
3aTBEPIIKCHHS nepeItiKy HAliOHATBHEX CTAHIAPTIB, BLMOBIHICTE AKHM HAJAE PE3YMIIIIO
BifMOBIAHOCTI MeaMYHHX BUPOGIB BEMoram TeXHIYHOTO perjaMeHty- LIOA0 MEAHYHHX
BUPOOIB”.

9) [ocrarnosa KaGinery Minictpis Vkpainu iz 10.03. 2017 No 139 “TIpo 3aTBepAKEHHS
TexHIYHOTO periaMeHty 06Me>KeHH;1 BHKopHcf fiHsA JedKuX HeOe3NeyHUX pEeYOoBUH B
eNEKTPHYHOMY Ta SIEKTPO Homy O6HaIIH ',H{”"’

Deny;;”(’ a/f eiey, / Baueen JI.P.
" Director / JlupexTop



