Soim

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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Poltava, 01-06-2012

Digitally signed by Iurcu Nicolae
Date: 2021.01.12 16:32:47 EET
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
M «XapbkoBcTanaapTmetponorua» no ten. (057) 756-38-05
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OPI'AH 3 CEPTU®IKALII CUCTEM YIIPABJIIHHS
AlIl «XapkiBcTanaapTMETPOJIOTiSH

HA CI/ICTEMY YHPABJIIHHH ARICTIO

3apeecTtpoBaHui y Peectpi
OpraHy 3 cepTudikaLii

"05" kBiTHA 2019 p.

Ne UA 80072.32544823.4-2019
AdiicHuin no "04" kBiTHa 2022 p.

Lium cepTudikatom NOCBIAYYETLCS, WO CUCTEMA YNPaBIiHHA AKICTIO CTOCOBHO

BUPOOHUIITEA PEECTPYHOYOro TepMo nanepy ana meauunux npunaais (EKC, EEl, KTl BineonpuHrepin,
cnipoMeTpiB, aBTOKNaBIB, 1abopaToOPHUX NPUHTEPRIB, AeiIGPUNATOPIB i IHWKUX MEAUYHUX NpUNagir, B
AKUX BUKOPUCTOBYETHLCA PEECTPYHOUUNA TEPMO Nanip),
koa 17.29.19-55.00 3a AKMMN AK 016:2010,

AKI BUNYCKAOThCA
ToBapucTBOM 3 06MexeHow BianosiaansHicTio “COJIAP”,

Ykpaida, M. lMonTtasa, Byn. Merpa fopouieHka, 57, kog EAPINOY 32544823,

3riAHO 3 YAHHUMU B YKpaiHi HOpMaTUBHUMU JOKYMEHTaMu
BiNOBiAae BUuMoram
ISO 13485:2016

«Medical devices -- Quality management systems -- Requirements for requlatory purposes»

KoHTponb BiANOBIAHOCTI cepTUMIKOBAHOT CUCTEMU YIPaBNiHHS SKICTIO BUMOraM 3asHavyeHoro ctanaapTy 34INCHIETHLECA
LWNSAXOM NPOBEAEHHA HArNAA0BOro ayauTy, NEPIOAUYHICTE SKOrO PernaMmeHTyeTbes
Yroaoto Ha BUKOPUCTaHHSI cepTudpikaTty Ha cuctemy ynpaBniHHs.

CepTuchikat BuaaHu Opranom 3 cepTuddikauii cucTem ynpasnikis [lepxaBHOro nianpuemcria
«XapKiBCLKUA periouanbﬂuﬁ HaykoBo- BMpOGHMHMﬁ LEeHTp cTaHgapTusaduii, MeTponori'n‘ Ta
cepmcbmaun»

UnHHICTb cepTudikaTy MOXHa nepesiputv B
AN «Xapkisctanpaptmerponoris» 3a ten. (057) 756-38-05
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