TVEL

DECLARATION OF EC CONFORMITY

WE:

Name of Manufacturer:

TVEL Ltd. Poltava 36014 str. Ostrovskogo 57, Ukraine
EU Representative:

P.LH. VARIA Sp. z 0.0. ul. Biecka 10 60-473 Poznan, Poland

Hereby declare, that the product:
Name of product:

ultrasound gels, electroconductive gels for ECG, EEG and
EMG, and laser IPL and laser gels, cosmetic gels

Classification:
(per rule 1, Annex IX, 93/42/EEC):

Device of class “I”’

conforms to the MDD 93/42/EEC Council Directives

Applied harmonized standards, national

standards or other normative documents: EN ISO 9001:2009, EN 980:2008, EN 1041:2008

Technical files at competent authority disposal
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ANNEX I to the Declaration of Conformity

EKO GEL ultrasound gel aloe 20 g

EKO GEL ultrasound gel aloe 40 g

EKO GEL ultrasound gel aloe 250 g

EKO GEL ultrasound gel aloe 500 g

EKO GEL ultrasound gel aloe 1000 g

EKO GEL ultrasound gel aloe 5000 g canister

EKO GEL ultrasound gel aloe 5000 g ekobag maxi pack

EKO GEL ultrasound gel aloe 5000 g ekobag mini pack

EKO GEL ultrasound gel aloe 5000 g ekobag single pack

EKO GEL ultrasound gel aloe 5000 g ekotainer standard pack

EKO GEL ultrasound gel aloe 5000 g ekotainer maxi pack

EKO GEL ultrasound gel aloe 5000 g ekotainer single pack

EKO GEL ultrasound gel 20 g

EKO GEL ultrasound gel 40 g

EKO GEL ultrasound gel 250 g

EKO GEL ultrasound gel 500 g

EKO GEL ultrasound gel 1000 g

EKO GEL ultrasound gel 5000 g canister

EKO GEL ultrasound gel 5000 g ekobag maxi pack

EKO GEL ultrasound gel 5000 g ekobag mini pack

EKO GEL ultrasound gel 5000 g ekobag single pack

EKO GEL ultrasound gel 5000 g ekotainer standard pack

EKO GEL ultrasound gel 5000 g ekotainer maxi pack

EKO GEL ultrasound gel 5000 g ekotainer single pack

EKO GEL ultrasound gel crystal 20 g.

EKO GEL ultrasound gel crystal 40 g

EKO GEL ultrasound gel crystal 250 g

EKO GEL ultrasound gel crystal 500 g

EKO GEL ultrasound gel crystal 1000 g

EKO GEL ultrasound gel crystal 5000 g canister

EKO GEL ultrasound gel crystal 5000 g ekobag maxi pack

EKO GEL ultrasound gel crystal 5000 g ekobag mini pack

EKO GEL ultrasound gel crystal 5000 g ekobag single pack

EKO GEL ultrasound gel crystal 5000 g ekotainer standard pack

EKO GEL ultrasound gel crystal 5000 g ekotainer maxi pack

EKO GEL ultrasound gel crystal 5000 g ekotainer single pack

EKO LASER IPL & laser gel 20 g

EKO LASER IPL & laser gel 40 g

EKO LASER IPL & laser gel 250 g

EKO LASER IPL & laser gel 500 g

EKO LASER IPL & laser gel 1000 g

EKO LASER IPL & laser gel 5000 g canister

EKO LASER IPL & laser gel 5000 g ekobag maxi pack

EKO LASER IPL & laser gel 5000 g ekobag mini pack

EKO LASER IPL & laser gel 5000 g ekobag single pack

EKO LASER IPL & laser gel 5000 g ekotainer standard pack

EKO LASER IPL & laser gel 5000 g ekotainer maxi pack

EKO LASER IPL & laser gel 5000 g ekotainer single pack




ZERO GEL electroconductive gel for ECG/EEG/EMG 20 g

ZERO GEL electroconductive gel for ECG/EEG/EMG 40 g

ZERO GEL electroconductive gel for ECG/EEG/EMG 250 g

ZERO GEL electroconductive gel for ECG/EEG/EMG 500 g

ZERO GEL electroconductive gel for ECG/EEG/EMG 1000 g

ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g canister

ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g ekobag maxi pack
ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g ekobag mini pack
ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g ekobag single pack
ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g ekotainer standard pack
ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g ekotainer maxi pack
ZERO GEL electroconductive gel for ECG/EEG/EMG 5000 g ekotainer single pack
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000 «Teean
Ywpanna, 36014, r. Nomrasa p/p 26007210339142 8 AQ “lpoKpeant bang™
va. Ocrponckoro, 57 MO 320984 Kon OKITO 33574560
Ten/hake: (0532) 61-06-47

Ceprudgurar kauecrea Ne27

ua reas e Y3H TY V 32.5-33574560-003:2014, npowssopnrens OO0 «Toear ¥ wpanna, . Hoxrasa

Konnuecrso, |  Macca Jor Jlara Cpok
Haseanwe Ormcanne (urr.) HETTO HSTOTORICHHA roaHocTH
MPOIYKILIH TOBApa FAPTHM,
(k1)
. Neneobpmnas
leaw anm V3K et 41 38,5 045 mapt 2017 r. 3 roan
Macca
Ocriosnnie 6uos (hacosku npooyKwmm
Hasnanue npoaykinm OGnem, rp Kon-po wir. 8 yviinkoske
250 25
1000 12
5000 -
Ocnoensie Xapakmepucmuxy 2e1n
XNanin Hassanue norpsarenei Hopsa no TY draKTHIECKH
| Buemnuii nun Onnopoanas reaeobpaian Macca Onuopozna, npoapavunag, Gex
Ges npumecei npuMece
2 Liser Croerno-roayboil wim Hecuserbi ceetno-ronyooi
3 Macca, r 40-3000 £2-25 A0-53000 £2-2
4 Baakocts, ¢l 55000-87000 72000
5 Boaopoaukiii nokazarens, pH 5,0-9.0 b, |
fi CropocTh IByKa Ha SacToTe 1550-1570 560
5.0 MINn, w'c
i Cpok roHoeTi 36 MecacH 30 mecuice

Aeraapanus sanaume i

ERPHB'.’-'JWHHHH' AAHHBIE COOTBETCTRYIOT ACACTBHTENRHOCTH: HTO

remn e Y3H nonmocteie msrotosney By MacTatouHoil mepe nepepaboranst B8 Yepawne w uto oHm
] 32014, yeranomiennum B OTHOLICHMN TAKHX TOBAPOR.

lupexvop RN M. Tonoan

03 anpeas 2017 r




ISO/IEC 17021

YKPAUHA
OPTAH IO CEPTU®UKALIVU CUCTEM VYIIPABJIEHUS

Cucrema ceprupuxanuu I'll " XapbKoBcTaHIapTMETPOJIOr U

CEPTUDUAKAT
HA CUCTEMY VIIPABJIEHUSA KAYECTBOM

3aperucTtpupoBaH B PeecTtpe

OpraHa no ceptudukayum

"10" oktsbpsa 2018 r.

Ne UA 80072.33574560.1-2018
HencteuteneH go "15" asrycta 2021 r.

[laHHbIM cepTudmkaToM NOATBEPXKAAETCS, YTO CUCTEMA YNPABMNEHUs KAYECTBOM NpuU NPOU3BOACTBE
renev ansa dyHKUMOHANbLHOW AUArHOCTUKU U TEpanuu,

koabl FKMY (FocynapcTBeHHbIN knaccudukaTop npoaykumuu u yenyr) 32.50.50-20.00

n npenoctasnieHnun ycnyr
Nno HecnewvManM3MpoBaHHOW ONTOBOW TOProBsne, ONTOBOW TOProene Qagmagea‘mqecxumu ToBapamu,

koab! [KIMY 46.90, 46.46,

KOTOpbI€ BbINyCKaKTCA
ObuiecTBOM C OrpaHU4eHHON OTBETCTBEHHOCTLIO "TBEJT",
YkpauHxa, 36014, r. MonTtaea, yn. Netpa [lopouieHko, 57,
xoa ErPIOY (EAWHLIV rocyAapcTBEHHbIW PeecTp NpeANnpUATUA U opraHu3aumu Ykpaunbl) 33574560,

B COOTBETCTBUM C AEUCTBYIOLWLMMN B YKpauHe HOpMaTUBHbIMU JOKYMEHTaMU
cooTBeTCcTBYeT TpeboBaHNAM
OCTY 1SO 9001:2015 «Cuctemu ynpapniHHA _sikicTio. Bumoru»

(ISO 9001:2015 Quality management systems - Requirements, IDT)

KoHTponb cooTBETCTBUSA CepTVKbMLMpOBaHHOVI CUCTEMbI ynpasiieHna Ka4eCTsoOM TpeGOBaHMﬂM YKa3aHHOro cradHgapra
OCyuleCTBnaeTCa nyTeM nposeaeHnsa Haa30pHOoro ayauta, nepuoanyHOCTb KOTOPOro pernameHTupyeTcsa
CornaweHuem Ha ucnonb3oBaHue ceptucukaTa Ha cuctemy ynpasneHus.

Ceptudukatr BbliAaH Oprasom no ceprudmkauMm cuctem ynpasneHus [OCyAapCTBEHHOro

npeaAnpuUsaTUA «XapbKOBCKUN peruoHanbHbIN HayYHO — MNPOU3BOACTBEHHbIN LUEHTp
craHaapTusauuMu, MeTponoruum u ceptuduka », YKkpauHa, 61002, r. XapbkoB, yn. MupoHocuukas, 36
(aTTe Am'auuu Ne 80072) HUU pe3ynbrtatoB ayauta CUCTEMbI

Hepxasue nig 2NprEmMCTEO
“« XEPKIBCHK e bEnOHansrui
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