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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 14971:20089,

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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Digitally signed by Iurcu Nicolae
Date: 2021.01.12 16:32:47 EET
Reason: MoldSign Signature
Location: Moldova
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Reason: MoldSign Signature
Location: Moldova




OPI'AH 110 CEPTU®UKALIM CUCTEM YIIPABJIEHUS
I'll "XAPbKOBCTAHJAAPTMETPOJIOI U51»

CEPTVONKAT

HA CUCTEMY YIIPABJEHUSA KAYECTBOM

YKPAHUHA H )

RO072
ISQVIEC 17021-1

3apeructpupoBaH B Peectpe

OpraHa no cepTudukaummn

"26" ok156ps 2020 1. .

Ne UA 80072.32544823.1-2020
[encteuteneH o "25" okrabpsa 2023 r.

[aHHbIM cepTUrKaTOM NOATBEPXKAAETCS, YTO CUCTEMA YNPABMEHUSA KAYECTBOM NP NPOU3BOACTBE
NEeHT W AUCKOB AMarpaMmHbIX ONA PEerucTpupylowmux npubopos, perucTpupyrowen Tepmo bymaru ans
MeauuuHckux npuGopos (K, 330, KT, BuAeONPpUHTEPOB, CNMPOMETPOB, aBTOKNAaBOB, NA60PaTOPHbIX
npuHTepoB, nedubPUNNATOPOB W APYrMX MeOMUMHCKUX NPUMOOPOB, B KOTOPbLIX MCNONbL3yeTcs

perucTpupytowan repmo bymara),
kon M'KMY (FocypapcTBeHHbI! knaccudukaTop npoaykumu u yenyr) 17.29.19-55.00 no 1K 016:2010,

n npenocrasneHnn ycnyr
no HecneuwanuMiMpoBaHHOW ONTOBOW TOProBmne, oNTOBON Toproene dapmaueBTUYECKMMU TOBapaMu,
Koabl FKIMY 46.90, 46.46,

KOTOpbIE BbiNycKatTCcA
O6uecTBOM C OrpaHUYeHHOW OTBEeTCTBeHHOCTLIO “CONIAP”,

YkpauHa, 36014, r. MonTtaBa, yn. MeTpa [lopolweHKo, A0OM. 57,
kon EMPINOY (EguHbLIA rocynapcTBEHHbIN peecTp NpeanpuATUA U opraHu3auumn Ykpaunbl) 32544823,

B COOTBETCTBUM C AENCTBYIOLMMU B YKPauHe HOPMaTUBHbLIMU AOKYMEHTAMU
COOTBETCTBYET TpeboBaHUAM

OCTY I1SO 9001:2015 «CuctemMu ynpaBniHHA sfKicTio. Bumoru»
(ISO 9001:2015 Quality management systems - Requirements, IDT)

KoHTponb cooTBETCTBUS CEPTUDULIMPOBAHHON CUCTEMBI ynpasneHna KavyecTteom Tpe6OBaHWr'|M YKa3aHHOro ctaHgapta
OCyLllecTBNAETCA NyTEM NpoBefeHnAa HaaA30pHOro ayauTa, NepuoandyHoCTb U Npoueaypbl KOTOPOro pernamMeHTUpyoTCA
cornawieHuvem.

Ceptucukar cuvtaeTca AeNCTBMTENbHLIM NPU YCNOBUWU €XXETOAHOTO NOATBEPKAEHUS:
82021 r. - A0 26.10.2021 r. 1 2022 r. — 00 26.10.2022 r.,
4TO noaTBepxaaeTca Pelwenvem.

CepTtudukar BbiaaH
OpraHom no ceptTucukaLum cucTem ynpasnenus FocynapcTBEHHOro npeAnpuaTrA «XapbKOBCKUA
perMoHanbHbIi HayYHO-NPOU3BOACTBEHHLIK UEHTP CTaHAApPTU3auMU, METPONOTMU U cepTUbUKaLumny,
Vupauna, 61002, r. XapekoB, yn. MupoHocuukasa, 36 (atrecrar akkpeaurauum Ne 80072)
cHA" {)GHQBaHMM pesyneTaTtoB ayauTa CUCTEMBbI yNpaBneHUs Kavyectsol
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MoanuHHOCTL cepTudukaTa MOXHO NPOBEPUTL B
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YKPAUHA

OPTI'AH 110 CEPTU®UKAIINU CUCTEM VYIIPABJIEHU S
[T "XAPBKOBCTAHJAPTMETPOJIOT HSl»

CEPTHADOUKAT
HA CUCTEMY VIIPABJIEHUS KAYECTBOM

3apeructpuposaH B Peectpe
OpraHa no cepTtudukaumm

"05" anpens 2022 p.

Ne UA80072.32544823.4-2022

Hivichun po "04" anpens 2025 p.

ﬂaHHbIM CepTVleVIKaTOM noaTBepXgaeTcd, YTo CUCTeMa ynpasJsieHUA Ka4eCTBOM Npu Nponu3BoaCcTBE
perucrpvpyloliei Tepmo Oymarum ans meauuuHckux npubopos (3KI, 330, KT, BuaeonpuHTepos,
CNUPOMETPOB, aBTOKNAaBOB, Na6opaTOPHbIX NPUHTEPOB, AedUOPUNNATOPOB U APYIUX MEAULIMHCKUX
npuGopoB, B KOTOPbIX MCNONb3yeTcs perucTpupytouian repmo dymara),
kog FKNY (FTocynapcTBeHHbI! knaccudukaTop npoaykuuu u yenyr) 17.29.19-55.00 no [1K 016:2010,

KOTOpble BbiMycKaloTcA
O6LecTBOM C OrpaHM4eHHOM OTBETCTBEHHOCTLIO “COJIAP”,

YkpauHa, 36014, r. MonTaBa, yn. Metpa [lopoweHko, gom. 57,
ko EFPMNOY (EauHbIN rocygapcTBeHHbIN peecTp NpeanpUATUA U opraHn3auuin Ykpautbl) 32544823,

B COOTBETCTBUM C AEACTBYIOLUMU B YKpauHEe HOpMaTUBHbLIMU JOKYMEHTaMU
COoOTBETCTBYET TpeboBaHuaAM
ISO 13485:2016 «Medical devices -- Quality management systems -- Requirements for
requlatory purposes»,
OCTY EN ISO 13485:2018 «MeauuHi Bupo6u. Cucrema ynpasniHHa fkicTio. Bumoru go

erynoBaHHA»
KoHTponb cooTBeTCTBUA cepTucuLMpOBaHHON CUCTEMbI YNpaBneHUs Ka4eCTBOM TpeGOBaHMﬂM YKa3aHHOro craHaapTra

OCyllecTBNAeTCA NnyTem NpoBeAeHUst HaA30PHOro ayanTa, NepuoanuYHOCTb U Npoueaypbl KOTOPOro pernaMmeHTUpyloTCa
CornaweHuem Ha ucnonb3oBaHue cepTudukaTa Ha cucTemy ynpasneHus.

CepTudmkaT cuMTaeTcs AeNCTBUTENBHBIM NPU YCNOBUU EXErOAHOIo NOATBEPXAECHUSA:
B 2023 r. - 00 05.04.2023 r. 1 2024 r. — 0o 05.04.2024 r.,
4yTO NnoaTeepxaaeTcs Pelwexnnem.

Ceptudukat BbigaH
OpraHoMm no cepTudukaLumu cuctem ynpasneHus FfocyaapcTBeHHOro npeanpusaTua « XapbKOBCKUM
perMoHanbHbli Hay4YHO-NPOU3BOACTBEHHbIW LIEHTP CTaHAAPTU3aUWUK, METPOSIOTMK U CepTUUKaLIUUY,
YkpauHa, 61002, r. XapbkoB, yn. MupoHocuukas, 36 (attecrtart akkpeautauun Ne 80072)

Lepxasne nignpueMcTso
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I'M «XapbkoscTaHpapTMeTponorusy no Ten. (057) 756-38-05
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