Jexmapanisa npo BimnosigHicTs Ne 1-14.11.2023
Declaration of conformity Ne 1-14.11.2023
TexHiYHOMY perjiaMeHTy 110/10 MeIUYHUX BUPOOiB, 3aTBEPAKEHOMY
INocranosorw Kabinery MinicTpie Ykpainu Bix 02.10.2013 p. Ne753
to Technical regulations on Medical devices, approved
by Decree of Cabinet of Ministers of Ukraine on 02.10.2013 Ne753

(na3Ba TexniuHoro pernamenty / name of Technical regulations)

IloBHe HalMeHYBaHHA cy0'exta
rocrnoiapiBaHHs (BHpoOHMKa abo Jioro
YIOBHOBA:KEHOT0  MpeICTABHUKA, SAKHIA
JeKJIapye€ BiIMOBiAHicTH MpoayKuii) Ta iioro
MiCl€3HAXO/IKEHHST):

Full name of business entity (the manufacturer
or its authorized representative, that declares
the conformity of products) and its location:

3arajibHa Ha3Ba MeIUYHUX BHPOOIB:
General name of Medical devices:

Knacudikauisn, srigno 3 domatkom 2 1o
TGXHi‘IHOI‘O PEeriIaMeHTy MmoA0 MEAUYHUX
BUPOOIB:

Classification, according to Annex 2 of
Technical regulation on Medical devices:

Toprosa mapka:
Trade mark:

Iepenix MmeanuHux BUPOOiB:
List of Medical devices:

Bignosigarors BUMoram:
Comply with the requirements of:

IepeJik 3acTOCOBAHUX HALIOHATBHUX
CcTaHJapTiB:
List of applied National Standards:

Ha3sga Ta aapeca BUPOOHUKA:
Name and address of the manufacturer
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SDI Limited
3-15 Brunsdon Street, Bayswater, Victoria 3153, Australia

ECJIIAM Jlimiten
3-15 Bpancnon Crpir, baticBotep, Bikropis, 3153, Apctpanis

Ten. / Tel.: +61-3-8727-7111, Mo6. / Mob.: +61-422-801-551,
e-momrra / e-mail: info@sdi.com.au, Lyn.Chau@sdi.com.au
BeOcaiit / website: www.sdi.com.au

niaTBepmKye, mo / confirms, that

Marepiaau croMaTo/10riuHi 1151 pecTaBpauii Ta ¢ikcauii 3yo6iB
i3 nonomizkuumu 3acodamu /
Dental restorative and fixation materials with accessories

Kaac Ila

Class lla
SDI

HapeneHuii B Jlomarky | no miei Jexaapanii npo BinmoBignicts, Ha 1
cropinmi /
is given in Annex 1 to this Declaration of conformity, on 1 page

TexHIYHOr0 perjiaMeHTy IIOAO MeIMYHHMX BHPOOiIB, 3aTBepHKEHOI0
IMocranosorw KaGinery MinicrpiB Ykpainu Bix 02.10.2013 p. Ne753 /
Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine on 02.10.2013 Ne753

JACTY EN ISO 13485:2018 Menuuni BupoOu. Cuctema ynpaBiiHHS
sKicTio. Bumoru 1o peryntoBaHHsI.

DSTU EN ISO 13485:2018 Medical devices. Quality management systems.
Requirements for regulatory purposes;

JACTY EN ISO 14971:2015 Bupobu wmenuuni. HacraHoBum m1om0
YIPaBITiHHS PU3HKOM.

DSTU EN ISO 14971:2015 Medical devices. Application of risk
management to medical devices;

JCTY EN IS0 15223-1:2018 3acobu MeuuHOT TEXHIKH. Y MOBHI ITO3HAKH
Ha €THUKETKaX 3aco0iB MEIUYHOI TEXHIKHM, MapKOBaHHS Ta O0OOB’S3KOBI
Bigomocti. Yactuna 1. 3arajanHi BUMOTH.

DSTU EN ISO 15223-1:2018 Medical devices. Symbols to be used with
medical device labels, labelling and information to be supplied. Part 1:
General requirements;

JACTY EN ISO 10993-1:2015 Biomoriude OI[iHIOBAHHS MEIUYHUX
BupoOiB. Yactura 1. OuiHIOBaHHS i TECTyBaHHSI B paMKax MpOIECY
YIOpaBITiHHS PU3UKAMHU.

DSTU EN ISO 10993-1:2015 Biological evaluation of medical devices. Part
1. Evaluation and testing within a risk management process.

SDI Limited
3-15 Brunsdon Street, Bayswater, Victoria 3153, Australia
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Jexmapanisa npo BimnosigHicTs Ne 1-14.11.2023
Declaration of conformity Ne 1-14.11.2023
TexHiYHOMY perjiaMeHTy 110/10 MeIUYHUX BUPOOiB, 3aTBEPAKEHOMY
INocranosorw Kabinery MinicTpie Ykpainu Bix 02.10.2013 p. Ne753
to Technical regulations on Medical devices, approved
by Decree of Cabinet of Ministers of Ukraine on 02.10.2013 Ne753

(na3Ba TexniuHoro pernamenty / name of Technical regulations)

Hassa Ta Micue3HaxoxKeHHs
BUPOOHULITBA:
Name and location of production site:

YrnoBHOBakeHUI NMpPeICTABHUK B YKpaiHi:
Authorized representative in Ukraine:

Ipouenypa ouinku BianmoBigHoOCTi:
Conformity Assessment Procedure:

Ceprudikar OuinoBanus BinnosigHocri:
Conformity Assessment Certificate:

ECJIIAM Jlimiren
3-15 Bpancnon Crpit, baiicorep, Bikropis, 3153, Acrpanis

Ten. / Tel.: +61-3-8727-7111, Mo6. / Mob.: +61-422-801-551,
e-momrra / e-mail: info@sdi.com.au, Lyn.Chau@sdi.com.au
BeOcaiit / website: www.sdi.com.au

SDI Limited
3-15 Brunsdon Street, Bayswater, Victoria 3153, Australia

ECJIAM Jlimiren
3-15 Bpancmon Crpir, Baticsotep, Bikropis, 3153, ABcrpamnis

Ten. / Tel.: +61-3-8727-7111, Mo6. / Mob.: +61-422-801-551,
e-niorrra / e-mail: info@sdi.com.au, Lyn.Chau@sdi.com.au
BeOcaiit / website: www.sdi.com.au

ToBapucTBo 3 00Me:keHOI0 BinnoBinanbHicTIO hipma "PEIAP/"
Kon €/IPIIOY: 22617830

IOpUANYHA ajjpeca Ta Micle3HaxomKeHHs: Bynuls CeMurpaachKa,
oyaunok 12-A, micto XapkiB, XapkiBcbka 001acTh, 61068, Ykpaina
B 0c00i aupekropa: Iropss Mopo3osa

1o aie 3rigao gosipeHocti SDI Limited, Ascrpanis Bix 01.08.2023 p.

Company "REGARD" LTD

Code USREOU (Unified state register of enterprises and organizations of
Ukraine): 22617830

legal address and location: street Semygradska, building 12-A, city Kharkiv,
Kharkiv region, 61068, Ukraine

represented by director: Igor Morozov,

that acts according to the power of attorney issued by SDI Limited, Australia
on 01.08.2023.

Mo6. / Mob.: +38 (050) 300-80-00,
e-momta / e-mail: regard2000@gmail.com,
BeOcaiiT / website: https://regard.shop

3rigHo 3 JlogatkoM 3 10 TexHiYHOro perjamMeHTy IIOAO0 MeAUYHHUX
BupodiB  «Ilopsimoxk  mpoBegeHHst  mpoueaypu  3a0e3nmedeHHs
(yHKIiOHYBaHHA KOMILJIEKCHOI CHCTeMH YNPABJIiHHA fKicTIO» (0e3
nepeBipKH NPOEKTY MeAMYHOT0 BUPOOY) /

according to Annex 3 of Technical regulation on medical devices «The
order of conduct the procedure of implementation the full quality
management system functioning» (without design examination of the
medical device)

Ceprudikar OuinoBanHs Binnosinnocri, 3apeecTpoBano B peectpi 3a
Ne UA.TR.001.0753,30.01140-23

Aara peecrpanii: 14.11.2023 p.

mificHmii mo: 13.11.2028 p.

Conformity Assessment Certificate, Registered Certificate Number
UA.TR.001.0753,30.01140-23

registration date: 14.11.2023

valid till: 13.11.2028
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Jexmapanisa npo BinnosigHicTs Ne 1-14.11.2023
Declaration of conformity Ne 1-14.11.2023
TexHiYHOMY perjiaMeHTy 11010 MeIUYHUX BUPOOiB, 3aTBEPAKEHOMY
INocranosorw Kabinery Minictpie Ykpainu Bix 02.10.2013 p. Ne753
to Technical regulations on Medical devices, approved
by Decree of Cabinet of Ministers of Ukraine on 02.10.2013 Ne753

(na3Ba TexniuHoro pernamenty / name of Technical regulations)

IIpu3Havenuii opras 3 oniHKH A «<YKPMETPTECTCTAHJAPT» . .
BimoBinHoOCTI: (IEPXABHE HIATIPUEMCTBO «BCEYKPATHCBKUM  JIEPYKABHUIA
Conformity assessment body: HAVKOBO-BUPOBHMUMI LEHTP CTAHJAPTU3ALUI, METPOJIOLTI,

CEPTU®IKALIIL TA 3AXUCTY IIPAB CIIOXKBAUIB»)
(4, Byn. Metpornoriuna, Kuis, 03143, Vkpaina)

SE “UKRMETRTESTSTANDART”

STATE ENTERPRISE «ALL-UKRAINIAN STATE RESEARCH AND
PRODUCTION CENTER FOR STANDARTIZATION, METROLOGY,
CERTIFICATION AND CONSUMERS’ RIGHTS PROTECTION»

(4, Metrologichna st., Kyiv, 03143, Ukraine)

InenTudikauilinnii HoMep NPH3HAYEHOI'O %

OpraHy 3 OUiHKHY BIAIOBLITHOCTI:
Conformity assessment body identification

number: UA.TR.001

JiticanM, kommanis Bupoouuk SDI Limited nexnapye BUKOHAHHS OCHOBHUX BUMOT I[0JI0 MEJMYHUX BUPOOiB, 3a3HAYCHUX B
miff mekyaparii mpo BixmoBimHICTh, 3rimHO 3 Jomatkom 1 g0 TexHIYHOrO peritaMeHTy IMOI0 MEOUYHUX BHPOOIB,
3arBepmkeroro [TocranoBoro Kabinery MinicTpiB Yipainu Bix 02.10.2013 p. Ne753.

TexHiuHA TOKYMEHTAIIisl HA MEAUYHI BUpOOH po3poliieHa Ta BIpoBaKeHA. Bes cynpoBiHA TOKYMEHTAITis 3 T ATBEPIKCHHS
BIZIMOBITHOCTI 30epiraeTbcsi y NPUMILIEHHSX BHUPOOHHMKA Ta IOr0 YHNOBHOB&XEHOTO MpeicTaBHHKa. Jlexmapariio mpo
BIJIMIOBITHICTh CKJIAJICHO MiJ] IIJIKOBUTY BiINOBIMaIbHICTh KOoMMaHii BupoOuuka SDI Limited, 1o BiamoBizae 3a BBeACHHS
MeIUYHKUX BUPOOIB B 00ir. BiAnoBinaapHICTb 32 TOCTOBIpHICTH HafaHoi iH(opMallii Hece koMnanist BupoOoHuk SDI Limited.

Hereby, company manufacturer SDI Limited declares the fulfillment of essential requirements for medical devices, indicated
in this declaration of conformity, according to Annex 1 of Technical regulation on Medical devices, approved by Decree of
Cabinet of Ministers of Ukraine on 02.10.2013 Ne753.

The technical documentation for medical devices has been developed and implemented. All supportingl documentation
proving conformity is retained under the manufacturer’s and its authorized representative premises. Declaration of Conformity
is issued under the sole responsibility of company manufacturer SDI Limited, that is responsible for placing medical devices
on the market. The company manufacturer SDI Limited is responsible for the authenticity of the provided information

Jara nepmoro Bumanns: 14.11.2023 Jara ocrannsoro neperasay: 14.11.2023
Date of first issue: Date of last revision:

Jara 3akinyenns tepminy aii: 13.11.2028  Penakuis Ne: Pen. 01
Date of expiry the term of validity: Revision Ne:  Rev. 01

Micue cknaganusi: Bymunsg Cemurpajacbka, OyamHok 12-A, micto XapkiB, JlaTa migmucanus: 14.11.2023
XapkiBcbka obnactb, 61068, Ykpaina Date of signing:

Place of issue: street Semygradska, building 12-A, city Kharkiv, Kharkiv

region, 61068, Ukraine

[Tixnucano Bif iMeHi Ta 3a JOBIPEHICTIO ~~
YITOBHOBA)XEHUM MPEACTABHUKOM S

Vs
(

Jlupextop TOB ¢ipma "PEFAPII ha Irop MOPO30OB

Director of Company "REGAR‘)" L TD 0 g p Igor MOROZOV
Ha3sa nocanu ‘ LA Ai)JHTIC a euaTka 1116
Position L\ 2061733@igylatyye and stamp Full Name
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