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DECLARATION OF EC CONFORMITY

WE:
Name of Manufacturer: Limited Liability Company SOLAR
UKRAINE, 36014 Poltava, Ostrovskogo str. 57
EU Representative: PRZEDSIEBIORSTWO Innowacyjno- Handlowe VARIA Ltd.

POLAND, 60-473 Poznan, Biecka str. 10
Hereby declare, that the product:

Name of product: Recording Thermal Papers
Product code: Variabie. It depends on dimension and format type

Classification
(per rule 1, Annex IX, 93/42/EEC): Device of class “I”

conforms to the MDD 93/42/EEC Council Directives

Applied harmonised standards, national
standards or other normative documents: EN ISO 14971:2009, PN- EN 1SO 14971:2009,

EN 980:2008, PN-EN 980: 2008, EN 1041:2008, PN-EN 1041:20120
Conformity assessment procedure: Annex Vil point 3 of MDD 93/42/EEC Directive

Technical files at competent authority disposal
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UKRAINE

CERTIFICATION BODY OF MANAGEMENT SYSTEMS
SE «KHARKOVSTANDARTMETROLOGY»

CERTIFICATE
OF QUAL[TY MANAGEMENT SYSTEM

Registered in the Register
of the Certification Body
"07" of April 2025 y.
it Ne UA80072.32544823.4-2025
systems sertification Valld tl" uoau Aprll 2028 y

This certificate is to certify that quality management system of the production of

recording thermal papers for medical devices
(ECG, EEG, CTG, videoprinters, spirometers, autoclaves, laboratory printers, defibrillators and other
medical devices in which the recording thermal papers are used
code of PSSC DK 016:2010: 17.29.19-55.00,

which are produced by

Limited Liability Company «SOLAR»,

36014, Ukraine, t. Poltava, str. Petra Doroshenka 57, code of SSREOU 32544823,

according to the existing regulation documents in Ukraine,
conforms to the requirements of

ISO 13485:2016 “Medical devices - Quality management system - Requirements for regulatory purposes”

OCTY EN I1SO 13485:2018 «MeauuHi Bupobu. Cucrema ynpasniHHA AkicTio. BUMOru Ao perynioBaHHAY

Control of conformity of the certified quality management system with the requirements of the specified standards
is carried out through technical supervision, the frequency and procedure of which is regulated by the agreement.

Certificate is valid in case of annual audit:
in 2026 y. — till 07.04.2026 y. and in 2027 y. — till 07.04.2027 y.
which is confirmed by the Decision.

Certificate issued by the
Certification Body of the State Enterprise "KHARKOV REGIONAL RESEARCH AND PRODUCTION CENTER
FOR STANDARDIZATION, METROLOGY AND CERTIFICATION", 61002, Kharkiv, str. Mironositska, 36

based on the gesutshgf the inspection and evaluatlon of the quality managemeﬂtsy em.
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IR validity of the certificate can be checked at (/ :
SE "KHARKIVSTANDARTMETRCLOGY" by phone (050) 753-14-00 or e-mail: 310@mtl.kharkov.ua
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OBLECTBO C OrPAHUYEHHOM OTBETCTBEHHOCTbBIO «CONAP»

C O A Vkpauna, 36014, r. [TonTasa, yi. Ilerpa Jlopomenka, 57, Tex. +38 050 305 7711
www.solar-ua.com, poltava-solar@ukr.net, Konx ETPIIOY 32544823

Ref. No. 39 “14” september 2022
Mcx Ne 39 «14» ceHTabpa 2022 .

Authorisation letter
Mucbmo asTopusauum

We, 000 “Solar”, based in Ukraine, 36014. t. Poltava, str. Petra Doroshenka, 57
(manufacturer),

Mbi, OO0 «Conap», ¢ mecTOHaxoxgeHuem B YKpauHe, 36014, r. Montasa, yn. .
JopoweHka, 57

(nponssoauTens)
assign Ecochimie SRL, based in Republic of Moldova, mun. Chisinau, str. Valea Crucii 2, of. 85,
Ha3Havaem Ecochimie SRL, c mecToHaxoxgeHnem B Pecnybavke MongoBsa, MyH. KuwunHes, ya.
Bansa Kpyuuin 2, od. 85,
as authorized representative in correspondence with the conditions of directive 93/42/EEC,
98/79/EEC and 90/385/EEC.
B KayecTBe YNo/JHOMOYEHHOro NpeACcTaBUTeNs B COOTBETCTBUM C yCioBUAMM anpekTms 93/42/EEC,
98/79/EEC n 90/385/EEC.
We declare that the company mentioned above is authorized to register, notify, renew or
Mbl 3asBAseM, YTO YNOMAHYTas Bbille KOMMNaHMA YNOJIHOMOYEHa PEerncTpMpoBaTtb, YBEAOMAATD,
npoanesatb UAn
modify the registration of medical devices on the territory of the Republic of Moldova.
N3MEHATb PErnCcTPaLNI0 MEeAULIMHCKUX U3aenunii Ha Tepputopumn Pecnybamkun Mongosa.

Place: t. Poltava Date: 14.09.2022
Mecrto: r. lNonTtas [ata: 14.09.2022

Signed:
Moanucek:

Onpektop/Director
[ayeHko E.N./Diachenko E.

\ﬂDDD «CONAP»

+38 (067) 533-30-07, 38 (050) 305-77-11
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