EONIKO KENTPO AZIOAOFHIHL
THE MNOIGTHTAL & TEXNOAOMIAL
ITHN YTEIAA.E.

NIZTONOIHTIKO / CERTIFICATE
EN 1SO 9001:2015

MigTomoieital 671 0 TAPAKATW QVAPEPOLEVOS OPYaVIOUSS EXEI KABIEPWOE! KO QPO
yia Tig avaypagopeves dpaotnplétnTeg cOoTnua Siayeipiong NG moidTNTag 70 OT0io
TUMHOPQUIVETON KE TIC ATTAITHOEIS TOU TTPOTUTTOU.
H 10%0¢ Tou TTIGTOTTOINTIKOU GUVBLETON JE TNV ETTITUXH OAOKARPWON Twv emMBewpiigewy EmTRpnong.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities a quality management system that complies with the requirements of the standard.
Validity of the certificate is based upon the successful completion of surveillance audits.

Ap1Bpég Mototroinmikol / Certificate Number: 301001209

Opyaviguoc:
Organization:

Aig8uvon:
Address:

ApaotnpidTnTeg:

Activities:

Huepopnvia tpéxoucag £xdoong.
Current issue date:

layue péxpr:
Valid untit:

‘Ex8ean emBewpnong:
Audit report:

ENZYQUEST LK.E.
ENZYQUEST P.C.

NIKOAAQY MAAZTHPA 100, 700 13 BOYTEZ HPAKAEIC.
100, NIKOL.AOU PLASTIRA STR., 700 13 VOUTES HERAKLION CRETE, GREECE.

IXEAIAZIMOZ, ANAMNTYZH, MAPATQrH KAl EMNOPIA MPOIONTON MOPIAKHE
BIOAQIIAZ I'A THN ANANTYZEH IN-VITRO IATPOTEXNOACTIKQON NPOIONTAQN,
TEZT A TH MOPIAKH ANIXNEYZH TOY SARS-COV-2 KAl MPOIONTQN
MOPIAKHZ BIOAOTIAZ TIA EPFTAZTHPIAKH XPHZH.

DESIGN, DEVELOPMENT, MANUFACTURING AND DISTRIBUTION OF MOLECULAR
BIOLOGY PRODUCTS FCOR THE DEVELOPMENT OF IN-VITRO DIAGNOSTIC
DEVICES, TEST FOR THE MOLECULAR DIAGNOSIS OF SARS-COV-2

AND MOLECULAR BIOLOGY PRODUCTS FOR RESEARCH USE.

23/03/2021

22103/2024

200011209

&YD

MIKPOY - MOPAITAKH EAEYOEPIA, Mpoedpog & AicuBuvouoa Lupfouiog

PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director



EONIKG KENTPO AZIOAOTHIHE
THX MOIOTHTAL 8& TEXNOGAOTTAL
ITHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A

NIZTONOIHTIKO / CERTIFICATE
EN ISO 13485:2016

Mgromoigitan 611 ¢ TAPAKATW avagepdUEVOS OpYaviouds Exel KaBIEPWOE ko EQAPHOLEl
yia Tig avaypapopeveg Spaatnpidtneg sUoTMO Slaxeipiong g ToIdTnTag 10 otrofo

CUPHIOPPUIVETaI HE TiIG OTTAITATEIG TOU TTPOTUTFOU.

H 1oy Tou MoTOTTOINTIKOO GUVBEETON pE TV EMITUXH OAGKARPWAN TWvY EMBEWPRGEWY ETITAPNONS.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities a quality management system that complies with the requirements of the standard.
Validity of the certificate is based upon the successful completion of surveillance audits.

ApBpdg Miororoinrkol / Certificate Number: 302001209

Opyaviopsc:

Organization:

AigdBuvan;
Address:

Apoommoémreg:

Activities:

Huepopnvia TpExoucag éxdoong:

ENZYQUEST |LLK.E.
ENZYQUEST P.C.

NIKOAAOY NAAZTHPA 100, 700 13 BOYTEZ HPAKAEIO.
100, NIKOLAOU PLASTIRA STR., 700 13 VOUTES HERAKLION CRETE, GREECE.

IXEAIAIMOZ, ANANTY=H, NAPATQIH KAi EMMOPIA NPOIONTON MOPIAKHE
BIOAOIIAZ A THN ANANTYZH IN-VITRO IATPOTEXNOAOTIKQN NPOIONTON
KAI TEZT MNA TH MOPIAKH ANIXNEYZH TOY SARS-COV-2.

DESIGN, DEVELCPMENT, MANUFACTURING AND DISTRIBUTION OF MOLECULAR
BIOLOGY PRODUCTS FOR THE DEVELOPMENT OF IN-VITRO DIAGNOSTIC DEVICES
AND TEST FOR THE MOLECULAR DIAGNOSIS OF SARS-COV-2.

Current issue date 2310312021
loyuer péxpr;
)\</a||dpu¥1ﬂ|; 2210312024
‘ExBeon emBewpnong:
Audit report: 200011209
ié@ MIKPOY - MOPAITAKH EAEYOEPIA, Npoéedpoc & AievBuvouoa ZupBouvlog

PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director



EONIKO KENTPO A=IOAOMHLHL
THE NOIOTHTAL & TEXNOAOFIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

BEBAIQZXH / CONFIRMATION
AY8/1348/04

BeRouverai 6TI 1} TTAPAKAT avagepdHEVn EMIXEIPNOT CUUHOPPUIVETAI UE TG ATTAITHOEIG
¢ YTToupyikrg Amdgaong AY8S/M.M.ow./1348/2004 yia 1 Siavopr 1aTpoTEXVOAOYIKWY TTROIOVTWY.
H 1oxU¢ ¢ TapoUoag quvdEetal Pe TV eTITUXT OAOKATPWON Twy EMBEWPRCEWY ETITHPNONG.

We hereby confirm that the under mentioned company complies with the requirements of the Decision 1348/04
of the Greek Ministry for Health and Social Solidarity regarding distribution of medical devices.
Validity of the confirmation is based upon the successful completion of surveillance audits.

Ap1Buo¢ BeBaiwong / Confirmation Number: 303001209

Emiygipnon:

Company:

AeGBuvan:
Address:

ApagmpidTnTa:
Activity:

Huepopnvia Tpéxoucag ékdoang:

ENZYQUEST IL.LK.E.
ENZYQUEST P.C,

NIKOAAOY NAAZTHPA 100, 700 13 BOYTEZ HPAKAEIO.
100, NIKOLAOU PLASTIRA STR., 700 13 VOUTES HERAKLION CRETE, GREECE.

AIAKINHEH IATPOTEXNOACTIKQN NPOIONTON.
DISTRIBUTION OF MEDICAL DEVICES.

Current issue date: 23/03/2021
loyu EXpI
X i ol 2210312024
‘ExBeon emBewpnong:
Audit report: 200011209
@ MIKPOY - MOPAITAKHEAEYOEPIA, Npocspoc & AeuBivousa SupRovAaC

PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

Fo EQvikd KévTpo Afiohdynong tne flowdthtag kat Texvohoylag oty Yyela (EKANTY) sivar Kowononpévoeg Cpyaviopds aippwva
ue Ty OBnyta 93M42/EOK repl Twv KTPOTEXVOAOYIKEV NpolbvTwy, ut apBud avayvamong 0653.
Nationa! Evaluation Center of Quality & Technology In Health S.A. (EKAPTY) is a Notified body according 1o Councll Directive
93/42/EEC concerning madical devices, with idanlification number 0853



