EOGNIKO KENTPO AZIOAOTHIHI
THX MOIOTHTAX & TEXNOAOIAL
LTHN YTEIAALE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MIZTOMNOIHTIKO EK / EC CERTIFICATE
MAHPEZ ZYZTHMA AIAZ®AAIZHE NMOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

MoTotrolgital 6T 0 TTOPAKATW avaq)spousvog KATAOKEUOAOTAG £XEI KOBIEPWOEI KA EQAPUOZE!
TANpEg aUoTNHA BIACPANIoNG TNG TIOIBTNTAG CUNPWVA PE TIS ATTAITHOEIS TG Odnyiag 93/42/EOK, Mapdpmua il
(eGaipoupiévou Tou onpeiou 4) Kal TG EVOWHETWONG TG otV s)\)\nvu(n vouoBeoia,
Y TO OXEDIAOHO, TNV KATAOKEUT| KOl TOV TEAIKO EAEYXO TWV TTPOIGVTWY TTOU aVOPEPOVTAI GTO TTAPOV TTIGTOTTOINTIKO.
To maToTTOINTIKO UTTOKEITQI OTOUS GPOUC KOl Ti¢ TTPOUTTOBETEIS TTOU avaypd@ovTal aTnv eTouEv aeAida.
Ormroieodrimore onuavikéc aAAayéc oro ‘OXEOIQOUO 1] TNV KATAOKEUN UTTOPEf va Karaomaouv TO TTIOTOTTOMTIKG GKUPO.

We hereby certify that the under mentloned manufacturer has estabhshed and maintains
a full quality assurance system according to the requirements of Directive 93/42/EEC, Annex I
(with the exemption of section 4) and its transposition in Greek legislation,.
for the design, manufacture and final inspection of the products mentioned in this certrﬁcate
~ The certificate is subject to terms and conditions overleaf.
Any significant changes in design or manufacture may render this certificate invalid.

Aplepog I'IIQ'TO'ITOIr]TIKOU I Certificate Number: 302011 018TN
To rrapov ekdideTan TPOS aVIIKAaTraoTacn ToU UTT. apiBu. 302011018 morormoinTikod.
The present is issued fo replace the certificate number 302011018. .
Kamoxs',uacrr’]g: HELP A.B.E.E.
Manufacturer: HELPS.A.

-Eykardotaon: TEAINH IQANNINQN, IOANNINA.
~ Facility: ~ PEDINI IOANNINON, IOANNINA GREECE.

Mpoidv: AAOI®H PHTINHZ.
Product: RESIN SALVE.

Tutrol MpoiévTwv:

1. ABILAR 5%, 2. ABILAR 10%, 3. SUTRIHEAL FORTE 10%, 4. SUTRIHEAL FORTE 5%.
Product types: , o

quvdp:owoindn MpoiGVTwWY:

Devices Classrﬁcatlon: 1.2, 2.1ib, 3. 1Ib, 4. lla.

Hpspounwa apyIkris éxdoong:
First issue date:

Huepounvia tpéxoucag ékdoaong:
Current issue date:

loxue! péxpr: ;
Valid until: 20[05/2024

13/05/2019

16/07/2019

'EkBeon emiBewpnong: '
Audit report: 200051 Po8
Z NOPABQZ, AguBiviov ZGpBoulog K. [TANAPA, TNp6edpocg
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvikd Kévipo Aboddynong g Nodmrag ket Texvoroylag oty Yyela (EKANTY) sivat Kowvonotnjiévos Opyaviouoe auw«awu
pe v O8nyia 83/42/EOK repl Twv TpoTExvoloyikby npoidvTav, te apiOné avayvbpione 0653,
National Evaluation Center of Quality & Technology in Health S.A, (EKAPTY) Is a Notified body according to Council Birecﬁva
93/42/EEC concerning medical devices, with identification number 0653,
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EBNIKO KENTPO AZIOAOMHIHX
THL MNOIOTHTAL & TEXNOAOFIAX
ITHN YTEIAALE.

NATIONAL EVALUATION CENTER
OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

OPOI & MPOYIMNOOEZEIX / TERMS & CONDITIONS

Ma amooTepwpéva TpoidvTa katnyopiag |, n maToToinon agopd uévo Ta Béuata eTriTeugng kai Siatmpnong g
arrooTEIpWONG.

For class | sterile products, the certifi cate covers only the aspects of manufacture concerned with securing and
maintaining sterile conditions. ,

Mo TpoidvTa katnyopiac | e )\snoupyla péTpnong, n TioToTroiNGN aPoPd POvo Ta Bipata cuppépcpwong TWv
TIPOIOVTWV TTPOG TIG UETPOAOYIKESG TTTOITAOEIC.

For Class | devices with a measuring function the certificate covers only the aspects of manufacture concerned
with the conformity of the products with metrological requirements.

MNa trpoidvra Katnyopiag i, eivar amapaitTo éva oUUTTANPWATIKO TNICTOTTOINTIKG Eﬁcmcng 2xediagpou
olugwva pe Tig amraimoelg g Odnyiag 93/42/EOK, Mapdptua Il (onpsio 4).

For class Ill products an additional Design Examination certificate is required accordmg to the requirements of
Annex |l 93/42/EEC (section 4).

To 'lTIO‘TOTTOlr]TIKO IoXUg1 HOVa YIa T TTPOTOVTA KO TIG EYKATAOTACEIS TTOU avapEéQOVTAI.
The certificate is valid only for the products and the facilities mentloned

Oa TTpayHaTOTIOI0GVTA n'eploﬁmeg emMBeWprosic smmpnoqg ot avagépetal oTnv Odnyia 93/42/EOK, e
© oKkomd va emahnBelstal 6Tl 0 KamcKeuaqug dlatnpei ka1 epappdder To oUCTNUA TTOISTHTAC. '

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer mamtams and
appl:es the quality system.

Orav TpoUvTal Ta aVWTEPW, O KATOOKEUOOTAG PTTOPET var auvidoogl én)\won ouupép(pwcng EK kat va 8TTI9£T£I ™
onuavon CE 0653 ota KaAUTITOpEVA TTPOIGVTAL.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaratlon of
conformity and legally affix the CE 0653 mark. ;

v ekapty.gr
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