EI'XEIPIAIO TIOIOTHTAZX, IIEPIBAAAONTIKHY ATAXEIPIXHY , AXDAAEIAY [TAHPO®OPIQN,
YI'EIAY -AXOAAEIAY XTHN EPI'AXIA & [IOIOTHTAZX IIT

ITAPAPTHMA B

MoAimkA MoiétnTag pe Bdon 1o ISO 13485

H Aioiknon tng UNION OPTIC eykaBidpUel éva Zuotnua Alaxeipiong, MoidtnTag yio TNV KOTOOKEUR Kal dlavour Twv
IOTPOTEXVOAOYIKWY TTPOIOVTIWV TNnG, oUpgwva pe 10 Aiebvég lMpdétummo EN ISO 13485:2016 kai oUp@wva PE TIG
amaithoelg Tou EBvikou Opyaviopou Popudkwy .

KevTpikdg agovag Tng MOAITIKAG pag €ival n ouvexng BeATiwon Twv ETTIXEIPNUATIKWY UOG ETTIOOTEWY, ETTITUYXAVOVTAG
BEATIOTN IKavoTTOINON TWV TTEAATWV Pag Kal AauBdavovtag utrdwn  Toug IOXUOVTEG KavoVvIGUOUG Yia TNV KATaoKeur Kal
OlaVOI| TWV IATPOTEXVOAOYIKWY TTPOIOVTWY, KABWG £TTIoNG Kail TIG TEAEUTAIEG TEXVOAOYIKES EEEAIEEIG.

JUpoewva pe Ta TTapatrdvw n Aloiknon 1ng UNION OPTIC deopeveTtal:

R/ P . e - .y , , ,
*%* O gival KATAAANAN yia TO OKOTTO, TA TIPOIOVTA KAI TIG UTTNPECIEG TTOU TTAPEXE! N ETAIPIT

DS

* [a TN oupguopewaon oTig amaitioelg T6co TG YToupyikAg Amégacng AY8/1348/2004 tmou agopd oTov
«KaBopiopd Zuatrpartog Moidétntag Alokivnong larpotexvoAoyikwyv MNpoidviwvy 600 Kal OTIG ATTAITACEIS TWV
mpoTUiTTwy EN 1ISO 9001:2015 ka1 EN ISO 13485:2016, kaBwg Kal TOV KOIVOTIKWY OBNYIWV-KAVOVIGUWY TTOU
OIETTOUV TNV KOTAOKEUA Kal OlAVOM TWV I0TPOTEXVOAOYIKWY  TIPOIOGVTWY. XTO TTAQICIO TOU ZUGCTHPATOG
MoidTnNTag e@appdletal kai n dlaxeipion emKIvOuvoTnTag, AauBdvovtag utr owilv OAeg ol JlabBéaipeg
TAnpo@opieg Bdaoel eBvikAg kal dieBvoug vouoBeaiag Kal TTPOTUTTWY, OTTO TOUG OVTIOTOIXOUG KATAOKEUOOTEG KOl
AoITToUg evOIaPEPOUEVOUG aVAYVWPIOUEVOUG POPEIG.

** Ta 1N ouppdpewon pe Tov MDR 745/2017 kal TV TAPNON Twv odnyIwV Kal atmo@dcewyv Tou E.O.O.

s Ta TNV KaBiEpwaon PETPACINWY OTOXWV yia Tnv MoidéTnTa TTou agopd oTa 1aTPOTEXVOAOYIKA TTPpoidvTa, aAAd Kal
TNV €TTiITEUEN TOUG

s Ta Tnv ouvexn Kai e€e1dikeupévn EKTTAIBEUCT) TOU TIPOCWTTIKOU

s [a 1n diapkn TpooTradeia BeATiwong Kal Tpoaywyng Tou emmédou Tng Moidtntag  Aiaxeipiong, yéow Tou
JuoTtAuarog Alaxeipiong 1Tou e@apuolel n emixeipnon o€ evapuovion pe ta MNpdétuma ISO 9001:2015, ISO
14001:2015, 1SO 45001:2018, ye TNV TOPOXH TWV ATTAPGITNTWY TTOPWV KAl PECWV yIa TNV €£a0@AAIOn TNG
atrpdOKOTITNG, OTTOBOTIKAG KAl ATTOTEAECHATIKAG AciIToupyiag SAwv Twv ZuoTnudTwy MoidtnTag

*%* Na evnuepwvel KAl va ETTIKOIVWVET TTPOG Ta evdlagepdueva pépn Tnv MOAITIKA TNG, WOTE va yVwpilouv TIG apxES
KOl T OTTOTEAEOUOTO TWV TTPOCTIABEIV TNG €TAIPIAG OTO BEPATA TTOU OXETICOVTQI PE TO 1OTPOTEXVOAOYIKA
TTpoIdVTa

Eidikd 600v a@opd OTO TIPOCWTTIKO TNG , N avwTEPW TTOMITIKN) €xel KolvoTroinBei kal epappdletal amd 6Aoug Toug
€PYACOPEVOUG TNG ETAIPEIAG KAl EAEYXETAI HEOW TWV CUXVWYV QVAOKOTTAGEWVY atré Tn Aioiknan, waoTe va emBeRaiwdei n
KOTOAANAGTNTA KOl N oTTOTEAEOUOTIKOTNTA TNG. To olotnua Odlaxeipiong ouupwva pe 1o 1ISO 13485: 2016 Bpiokel
eQapuoyn  yia mv : KATAZIKEYH O®OGAAMIKON ®AKQN, EIZArQrH, EMMOPIA & AIAKINHZH
IATPOTEXNOAOIKQN MPOIONTQN»

Oeooalovikn, 10-5-2022

Bapoavo . -AZ
Bapoavo A. -T'AlN



QUALITY, ENVIRONMENTAL MANAGEMENT, INFORMATION SECURITY, OCCUPATIONAL HEALTH &

SAFETY & M.D. QUALITY

APPENDIX B

Quality Policy based on ISO 13485

The Management of UNION OPTIC establishes a Quality Management System for the manufacture and distribution of
its medical devices , in accordance with the International Standard EN ISO 13485:2016 and in accordance with the
requirements of the National Medicines Agency.

A central axis of our policy is the continuous improvement of our business performance, achieving optimal customer
satisfaction and taking into account the current regulations for the manufacture and distribution of medical devices as
well as the latest technological developments.

According to the above, the Management of UNION OPTIC undertakes:

it is suitable for the purpose, products and services provided by the company

For compliance with the requirements of both the Ministerial Decision DY8/1348/2004 regarding the
"Definition of the Quality System for the Distribution of Medical Devices" and the requirements of the EN ISO
9001:2015 and EN ISO 13485:2016 standards, as well as the European directives- regulations governing the
manufacture and distribution of medical devices. In the framework of the Quality System, risk management is
also applied, taking into account all available information based on national and international legislation and
standards, from the respective manufacturers and other interested recognized bodies

For the compliance with MDR and the instructions and decisions of the E.O.F.

For the establishment of measurable objectives for the Quality related to medical devices, but also their
achievement

For the continuous and specialized training of the staff

For the continuous effort to improve and promote the level of Quality Management, through the Management
System implemented by the company in alignment with the Standards ISO 9001:2015, ISO 14001:2015, ISO
45001:2018, by providing the necessary resources and means to ensure the smooth, efficient and effective
operation of all Quality Systems

To inform and communicate its Policy to interested parties, so that they know the principles and results of
the company's efforts in matters related to medical devices

Especially with regard to its staff, the above policy has been communicated and applied by all employees of the
company and is controlled through frequent reviews by the Management, in order to confirm its appropriateness and
effectiveness. The management system according to ISO 13485: 2016 is applicable to: “MANUFACTURE OF
OPHTHALMIC LENSES, IMPORT, TRADE & DISTRIBUTION OF MEDICAL DEVICES"

Thessaloniki, 10-5-2022

Varsano S. CEO
Varsano A. COO



