TOB «OJIJIEH /IEHTAJT»

04119, m.KuiB, ByJ1. HOpis lnnenka 83 /I, odpic 117
€ZIPII0Y 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

DECLARATION OF CONFORMITY
No. 16/ ver. 1

JTEKJAPAIIIA ITPO BIIIMOBIAHICTH
Ne 16/ ver. 1

Manufacturer:

FOSHAN SOCO PRECISION INSTRUMENT CO.,
LTD.

address: 3-5 FL. Bldg 4, District A and 5 FL. Bldg 3,
District A, Guangdong New Light Source Industrial
Base, Luocun, Shishan Town, Nanhai District, Foshan
City, 528226, Guangdong, P.R. China

Tel.: +86-757-81806001; +86-757-81806002

E-mail: sale6@socodent.com, sales@socodent.com

BupoOuuk:

FOSHAN SOCO PRECISION INSTRUMENT CO.,
LTD. (POIIAHb COKO ITPECI’KH
IHCTPYMEHT KO., JITA.)

anpeca: 3-5 IloBepx, byniens 4, paiion Eii ta 5 Tlosepx,
bynins 3, paiton FEif, ['yvamgyn Hsio Jlaittr Copc
Ianactpien beitc, Jlykan, Illuman TayH, paiioH
Hannbxaii, micto ®omanb, 528226, I'yanayn, Kuraiicbka
Haponna PecryOoika

Temn.: +86-757-81806001; +86-757-81806002

E-mail: sale6@socodent.com, sales@socodent.com

declares that

JeKJIapye, 10

medical devices:
Medical Loupes

MEINYHI BUpOOH:
MeauyHi 0iHOKYJISIpHI JTynu

listed in the Annex 1 to this Declaration of Conformity
comply with the requirements of the Technical
Regulation on Medical Devices (approved by the
Resolution of the Cabinet of Ministers of Ukraine No.
753 dated October 02, 2013)

srigHo mepeniky B Jlogarky 1 mo Jleknaparii mpo

BIMOBIAHICTG, BIAIIOBIMAIOTE BHUMOTraM TeXHIYHOTO
periaMeHTy — IIoJ0  MEAWYHUX  BHPOOIB  (AKHH
3arBeppkeHnii  [locranoBoro  KabGinmery MinicTpi

VYkpainu Bix 02 sxoBtHS 2013 p. Ne 753)

Authorized Representative in Ukraine:

LLC «OLLEN-DENTALy

address: 04119, Kyiv, Yuriia Illienka str., 83 D, of. 117,
Ukraine

EDRPOU code: 42749088

Tel.: +380934477575

E-mail: dir_ollen@ukr.net

YnoBHOBa:KeHNH NMPeICTABHUK B YKPaiHi:

TOB «OJUIEH-AEHTAJI»

anpeca: 04119, Ykpaina, M. Kuis, Byn. HOpis Innenka,
83 M od. 117

€JIPIIOVY: 42749088

Ten.: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class I, according to
point 9 of Annex 2 of Technical Regulation on Medical
Devices.

Knacudikauisi 3a3Ha4ennx MmequuHux BupooOiB: Knac
I 3rigno 3 mnynkrom 9 J[lomatky 2 TexHi4HOTO
periaaMeHTy 100 MEAUYHUX BUPOOiB.

The medical devices are marked with a sign of
conformity with the Technical Regulations:

&

MennuHi BUpOOM MapKyHOThCS 3HAKOM BiJIOBITHOCTI
TexHIYHMM periiaMeHTaMm:

&

Conformity Assessment Route:

According to the point 18 of Technical Regulation
concerning medical devices, for abovementioned
marking, conformity assessment procedures was
performed according to the Procedure of the internal
control of the medical devices manufacturing as referred
to in Annex 8 (points 1-4) to Technical Regulation

IIpouenypa ouiHKH BiAMOBiTHOCTI:

3rigHo m. 18 TexXHIYHOro peryiaMeHTy 00 MEIUYHUX
BUpOOIB  JUIsI  3a3HAYCHOTO  MapKyBaHHS  OyIio
3a0e3MmeueHo MIPOBEICHHS MIPOLEAYPH OI[IHKHU
BIJMOBIHOCTI BignoBigHO 10 I[lopsaky 3ailiCHEHHs
BHYTPIIIIHBOTO KOHTPOJI BUPOOHMIITBA MEIUYHUX
BUpOOiB, skuii BukianeHo B Joxatky 8 (mynkrtu 1-4) no
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04119, m.Kuis, By.1. lOpis lnnenka 83 /I, odpic 117
E€ZIPTIOY 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

concerning medical devices.

TexHIYHOrO pernaMeHTy o0 MEANYHUX BUPOODIB.

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

3a3HayeHI MEAWYHI BHPOOHM BiONMOBIJAIOTH BHMOTAM
HALIOHATBHUX,  €BPONCHCBKUX Ta  MDKHAPOIHUX
HOPMATHUBHO-NPABOBUX aKTIB Ta CTAHOAPTIB, SIKi
Haseacni B Momarky 2 mo mamoi Jekmapamii mpo
BIAMIOBIAHICTE.

Declaration of Conformity valid from 08.06.2026 to
07.06.2031.

Hexmaparist nmpo BigmosigHicTh aivicHa 3 08.06.2026 mo
07.06.2031.

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

Annex 1 with the list of the medical devices,

Annex 2 with the list of national, European, international
regulations and legal acts and standards.

HeBig’emMHOI0O 4YaCTHHOKO  JaHOL
BINOBIAHICTH € HAcTymHI Jlomarku:
Honarok 1 3 mepenikoM MEAMYHHUX BHPOOIB,

Jomatok 2 3 mepemikoM HAI[iOHAJBHUX, €BPOMEHCHKUX
Ta MDKHAPOZHHX HOPMATHUBHO-NPABOBUX aKTIB Ta
CTaHAAPTIB

Hexnapamii  mpo

This Declaration of Conformity is issued under thqﬁp,lp” I.I;[ z[emapauiﬂ Opo  BIAMOBIOHICTD BHAAHA TiX
responsibility of the manufacturer. 530 éumfoqﬁy BINOBI1aJIbHICTh BUPOOHHKA.
Director LLC «OLLEN-DENTS >
Mupexrop TOB «OJUIEH-/IEHF Valeriya Rimek /
3a Jlopy4yennsim BUpOOHH Pimex B. @.
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TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, By.1. lOpis lnnenka 83 /I, odpic 117
E€ZIPTIOY 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

Annex 1 to Declaration of Conformity No 16/ ver. 1/

Honarok 1 xo Jlexnapauii npo BigxnmosiguicTs Ne 16 / ver. 1

List of the medical devices / Ilepenixk meauuHuX BHPOOIB

Name of the medical device in Ukrainian / Name of the medical device in English /
No Ha3ea Megu4yHoro BHpo0y yKpaiHChKOK0 Ha3zea Mean4yHoro BHpo0y aHI1ilChKOK0
MOBOI) MOBOI)
1. Meauuni 6inokyssipai aynu. Mozgens: SCE200 Medical Loupes. Model: SCE200
2. Meaununi 6inokymsipai aynu. Mozgens: SCE250 Medical Loupes. Model: SCE250
3. Meaununi 6inokymsipai aynu. Mozgens: SCE300 Medical Loupes. Model: SCE300
4. Meaununi 6inokymsipai aynu. Mozgens: SCE350 Medical Loupes. Model: SCE350
5. Meaununi 6inokymsipai aynu. Mozaens: SCH200 Medical Loupes. Model: SCH200
6. Meaununi 6inokymsipHi aynu. Mogens: SCH250 Medical Loupes. Model: SCH250
7. Menuuni 6inokyssipHi aymu. Moaens: SCH300 Medical Loupes. Model: SCH300
8. MeauuHi OIHOKYIISIPHI JyTH. ng[mp”SCH%O Med1ca1 Loupes. Model: SCH350
( b H , / I//
Director LLC «OLLEN-DENT@lj»/ \f. ----- / ///
Jupexrop TOB «OJIJIEH-I[E’ 'I » ~ ,/,-fg\/ Valeriya Rimek /
3a lopydeHHAM Bnpoﬁ m (Z Pimex B. ®.

’f: , \%1%%at1/ Stamp /

mnnc neyaTKa
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04119, m.Kuis, By.1. lOpis lnnenka 83 /I, odpic 117
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Ten.: +38(093)4477575;
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Annex 2 to Declaration of Conformity No 16/ ver. 1/
Honarok 2 xo Jlexnapauii npo Bignmosigxicts Ne 16 / ver. 1

List of national, European, international regulations and legal acts and standards /
Iepenix HANIOHATBHUX, EBPONEHCHKHX TA MI’KHAPOIHHX HOPMATHBHO-NPABOBHX AKTIB Ta
CTAHIAPTIB

e JICTY EN ISO 13485:2018 Bupobu menmuni. Cucrema ympaBmiHHs skicTio. Bumorm no
perymoBanss (EN ISO 13485:2016, IDT; ISO 13485:2016/EN ISO 13485:2016/A11:2021);

e JICTY EN ISO 14971:2022 Bupobu menuuni. HacTaHoBH om0 ynpaBiiHHS PU3HKOM LIOJ0
Menmaaux Bupo6is (EN ISO 14971:2019, IDT; ISO 14971:2019/A11:2021);

e JICTY EN 980:2007 CumBonu rpadiuni mis mMapkyBaHHs MmeaumuHux BupoOiB (EN 980:2003,
IDT);

e JICTY EN 1041:2019 Bupo6bu menmuni. [ndopmanis, siky Hanae upooruk (EN 1041:2008);

e JICTY EN 62366-1:2019 Ilpunann meanuni. Yactuna 1. 3acTocyBaHHS 1H)KEHEPHHUX TEXHOIOTIH
1o meauaHux BUpoOiB (EN 62366-1:2015, IDT; IEC 62366-1:2015, IDT);

e JICTY ISO 780-2001 ITakoBanms. I'padiune mMapkoBanHs momo moBomkeHHs 3 ToBapamu (ISO
780:1997, IDT);

e JICTY EN ISO 15223-1:2018 Bupo6u meamuni. CuMBOIIH, 3aCTOCOBaHI MiJ Yac MapKyBaHHS Ha
MEIMYHUX BHpPOOax, ETHKETKAaX Ta B CympoBimHill mokymeHnTauii. Yactura 1. 3aranpHi BUMOTH

(EN ISO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT);

e ISO 10936-1 : 2017 Optics and photonics — Operation microscopes Part 1:Requirements and
test methods;

e MDR 2017/745 - Medical D@\gl,qt;lRegulatlon (EU).
1\

\\/’::

Director LLC «OLLEN-DEN;I(A,”‘ == /4 /%/

Tupextop TOB «OJITEHSEY o fg\ // Valeriya Rimek /
3a Jlopy4yennssm Bup : ._;F Al ES\lgnatuI[e Stamp / Pimek B. ®.

/ / [Tigmuc, mearka
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