OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(HAMMEHOBAHHE TTALA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(tTopuardeckHit aapec i)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A

(axTHICCKME wpec L)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
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Digitally signed by Ceaicovschi Tudor
Date: 2022.05.03 14:42:17 EEST
Reason: MoldSign Signature
Location: Moldova

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen




DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HBc Ab

CODE: BCAB.CE (96 tests)

CLASSIFICATION ANNEX 1T - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/E.C
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° (0318

¢ DESIGN CERTIFICATE N° 2003 12 0391 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION

SIGNATURE Sita Vi

Legal Representative DIAGNOSTIGAHOPROBES srl

Dr.ssa Fiorenza Scozzesi {\l

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 * htlp://www.diapro.it + E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 —~ REA 1509959
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.
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LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad — Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa
to the company

Dia.Pro Diagnostic Bioprobes S.r.l.
Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseiio, desarrollo y produccién de reactivos y productos reactivos, calibradores y materiales de control para
inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia molecular.

Disefio, desarrollo, produccién y servicio técnico de instrumentos y software para diagnéstico in vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials for
immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software for “in vitro”
diagnostic.

Modificaciones de alcance/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

géncija e
¢ Spanola
. Medicga €ntos v
r
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89
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ANEXO I / ANNEX |

CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date

Descripcion de la modificacién/ Modification description

18-12-2018

Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del ambito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019

Ampliacion del &mbito tecnoldgico para incluir:

Inmunoquimica y microbiologia

Instrumentos y software para diagndstico “in vitro”.
Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

Madrid, 23 de febrero de 2021

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es |” ”Ill “ || I|| | m | ‘Illlm || ‘ || | ‘ || I||

Fecha de la firma: 23/02/2021

CORREO ELECTRONICO

on0318@aemps.es

Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89




DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANQ) — ITALY

PRODUCT HCYV Ab

CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 tests)

CLASSIFICATION ANNEXII - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o DESIGN CERTIFICATE N° 2003 12 0392 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRQ Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 » http.//www.diapro.it * E-mail: info@diapro.it
Capitale sociale €50.000,00 1.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HDV Ab

CODE: DAB.CE (96 tésts)

CLASSIFICATION ANNEXII - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE ENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION

SIGNATURE DIA. PRO.

Legal Representative DIAGNOSTIC_BIOPRPBES srl

Dr.ssa Fiorenza Scozzesi

e
/ 4’2{&“{-\{:9‘.( —

/ ,/ y

L]

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Mi) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 26007726 + hitp:/www.diapro.it « E-mail: info@diapro. it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 06 Aug 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

MEUS S.r.l.

Unita Operative / Operative Units
Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e
produzione di terreni di coltura per microbiologia.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.
Via dell'industria 2-16 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.

4265/5/A

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Progettazione e produzione di terreni di coltura per microbiologia.
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.

Design and production of diagnostic kits for blood and biological liquids analysis.
Design and production of culture media for microbiology. Design and production of
sterile needles and devices for collection of haematological samples. Design and
production of moulds for plastic labware.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
NS /". T [

f) \_‘)q )/OT f" 3

i vj

\ Vincenzo Delacqua

Rappresentante Direzione / Management Representative

ICIM S.p.A. FEDERAZIONE

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it am
ACCREDIA f\ :
LENTE ITALIANO DI ACCREDITAMENTO - WWALSISE.COm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves

0860CM_03_IT
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CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

ROLL S.r.l.

UNITA OPERATIVA / OPERATIVE UNIT

4265/5/B

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of Holders for vacuum sampling.
Design and production of diagnostic kits for blood and biological liquids
analysis. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
\\ //,'.. | - [\ g/
~/ NR_XOA (.
1O ~ |
{

\ Vincenzo Delacqua
Rappresentante Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE
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systam Certification Bodves.



mailto:info@icim.it

0860CM_03_IT

CISQ is a mamber of

el )
L] Il * I
E Ly :N et
L
*t**

THE INTRASATIOMAL CRATIF AT nETeoR <
e ignel=carlification_com

I} Pat, Hra aacial
ke

ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

VACUTEST KIMA S.r.l.

Sede / Head office
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Uffici direzionali e amministrativi
Unita Operative / Operative Units
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili.
Via Leonardo Da Vinci, 22 — 35028 Piove di Sacco (PD)
Uffici commerciali e magazzino.

4265/5/D

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto
predeterminato e aghi sterili.

Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine samples. Production of test tubes
for micro-collection of haematological samples. Trading of the products of the Group:
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes

with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE

18/01/2007 18/01/2022 17/01/2025
Yo \R O”‘" ) FEDERAZIONE
/ L
| \vJ
N Vincenzo Delacqua

Rappresentante Direzione / Management Representative

ICIM S.p.A.

ACC RE D IA ‘ Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (M)
L'ENTE ITALIANO DI ACCREDITAMENTO - www.icim.it WIS C.COm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2021-04-14
Expiry Date: 2024-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

it

Michael J. Windler, P.E.

4426 Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

’;’II”

Check Certificate
Status: here

File Number A12241 Cycle Start May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020
Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018


https://database.ul.com/certs/PDWS.A12241.pdf

000 “MunuMen”, 241520, Poccuickan ®Pepepaumns, BpsaHckaa obnacTs,
BpaHckmi panoH, c. CynoHeso, yn. lLoccennan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MuorokaHanbHbIi Homep - 8-800-100-48-32
®Dakc (4832) 92-24-54, 92-24-59, 92-24-61

nocmaswuk nabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpaunonnoe ynoctoseperue Ne @CP 2009/05559 ot 04.12.2015 r.
IMacnopT

Haoop pearenToB «Macj10 HMMepPCHOHHOE)
mo TY 9398-011-29508133-2009

Cepnsn 1094 Jara u3roroBiieHus 10.09.2021] e.

1. Hazuauenue
Hcnonb3yercst B Ka4ecTBe MMMEPCHOHHOMH KHIKOCTH I71A CBETOBOH M (DAYOpPECLEHTHOH MHKPOCKONHH, o0iaaaet
HHU3KHM YPOBHEM ABTO(TYOPCCLCHLIHH.

2. Texunueckne TpedoBanus

Xa])a KTEePHCTHKA | Pcay.rl bTAThI

HanmenoBanne nokasarens
Hopmano TY AHAJIM3A

[Ipo3zpaunas GecuBeTHAs KUAKOCTD

OpraHonenTHYecKHe NoKaszaTenu coomeemcmeyem
€O €1a0BIM KECATOBATHIM OTTCHKOM

Bsi3kocTs KMHEMaTHueckas npu temneparype 20°C, mv?/c ot 220 1267

TlokazaTens npenomaeHHs npu Temneparype 20°C ot 1,5150 mo 1,5180 1,5154

440 uu-98,8

aq 0
Koa(munent nponyckanns macna, % He menee 70 540 1m-100.0

MMMepcHOHHOE MAcro JIerko YAasaseTcs C MOBEPXHOCTH Mpenapara, ()POHTATBHON JMH3bI M ONPABbl OOBEKTHBA;
HHEPTHO K OKPALLUCHHBIM H HCOKPAIICHHBIM MPEnaparam.

Ynaxoeka — (prmakoH-kaneabHULAa BMecTHMOCTERO 10,0 Mn ofecneuHBacT aKKypaTHOC H IKOHOMMHHOC HAHCCCHUC
MAcIa Ha Npenapar.

Cpoxk rognocTs — 1,5 roja ¢ 2aTsl H3TOTOBICHHSL.

3. TpancnopTHPOBAHKE H XPAHCHHE
TpaHCDU]}THpOBaHHC J0JKHO TIPOBOOWATECA BCCMH BHIAMH KPBITOTO TPAHCIIOPTA B COOTBCTCTBHH C MPABHIIAMH
NEPEBO3KH IPY30B, ACHCTBYIOIIHMH HA JAHHOM BHIC TPAHCMOPTA., XPAHCHUE - B YNAKOBKC MPCANPHATHA-H3TOTOBHTENA B
MPOXJTATHOM MECTE¢ TMPH OTHOCHTEIBHOH BIAXKHOCTH BO3AYyXa He Gonmee 80% B MecTax, 3AIMIICHHBIX OT BO3ACHCTBMS
NpAMBIX COJTHCYUHEBIX J!y‘!eﬁ, aTMOC[IJepHBiX 0CAAKOB H ArpCCCHBHBIX CPCO B TCHUCHHC BCCTO CPOKA TOAHOCTH,

4. TapanTun M3roTOBATEN
H3roToBuTeaL rapaHTHPYCT COOTBCTCTBHE KAaucCTBA Habopa pearcHToB «Macmo ummepcnorHoe» Tpebosanuam TY
9398-011-29508133-2009 npu cobnroneHMH NOTpeduTENeM YCIOBHI TPAHCMOPTHPOBAHHS, XPAHCHHA W NPHMCHEHHS B
TEUCHHE BCET0 CPOKA MOJIHOCTH.

Hauvansnuk IITO Baouu B.A.




DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANOQ) — ITALY
PRODUCT HBs Ag one
CODES: SAGI1.CE (192 tests)
SAGI.CE.96 (96 tests)
SAGI1.CE.480 (480 tests)
SAGI.CE.960 (960 tests)

CLASSIFICATION ANNEX T - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE ENISO 13485 N°2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative )
Dr.ssa Fiorenza Scozzesi : j

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) - Italia
Tel. +39 02 27007161/6450 * Fax +39 02 26007726 + http./Awww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



000 "Meankaon'
MEOWNKNOH

127276 MockBa, boraHuieckas yA 35, T\ +7495 231-2272  +7499 502-1214

MACNOPT-CEPTUDPUKAT NPOU3IBOAUTEAS
Ha «Habop peareHToB AASl ONpeAeAeHMs FPynn KPOBM YEAOBEKa
cucrem ABO, Pesyc u Kell» no TY-3398-101-51203590-2009

( HOAMKAOH Autn-D Cynep )
PemctpawionHoe yaoctosepetie Ne PCP 2009/06043 o 05 Hosbps 2009 r

Haumenosanue: Iomxion Auru-D Cynep Bo ¢pnaxonax nmo 10 mi ¢ 3e1eHsIMH

KpPBINIKAMH -

Cepus: 212108 Emununa: 100 mu
Hzrorosaen: 30.08.2021 Konnuecrso exunny 40
T'onen mo: 30.08.2023 O6nem cepun: 10000 M.

Hacnopt: [1c212108 ot 30.08.2021

HanmeHosaHue Hopma o TY Peay/\brm'?
nokasareas MCNLITQHWA
1. BHelHW BnaA Mpo3payHas XMAKOCTL CBETAO-BeXeBoro Lsera Coorsercrayer
2. Ceponoruyeckue
CBOWCTBA
2.1 CneuncbunyHocTs Uoankaon AHTi-D Cynep He AomKeH arraoTuimposats | Cootsetctsyer
D(-) apurpoumTl.
2.2 TeMarraloTMHWpYiowas [ Yetkas peakums arrAcTUHALMM AODKHA HACTYNATb B Coorsertcrayer
cnocobHocTb TeyeHue 30 cek. nocAe cMelumBaHus peareHTa ¢ D(+) 30cek.
IpUTPOLTAMM
2.3 Twp Tmp  UonvkaoHa AWn-D  Cynep B peakwm| Coorsercrayer
QITAIOTUHALMA Ha nAockocT ¢ D(+) aputpoumramu 1:32
1:32 T~
Trp LloavkaoHg Mé:c;nep 8 peaKuym npsimoit | CoorsetcTayer
arraoTMHAWME D+ }-SpUTPOLITANI & MykponAaTe He 1:256
HioKe 1:256 / /2 NN
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MEZVIKTIOH

LloAnaoH aHTW — A — MOHOKAOHOALHBIE aHTUTEAQ (IgM) K aHTUreHY A

000 "Meankaon”

127276 Mocima, botaHnueckas ya. 35, \d  +7495 231-2272  +7499 502-1214

MACMNOPT-CEPTUPUKAT MPOUIBOAUTEAS
Ha «Habop peareHToB AAs onpeaeAeHUs TPYNN KPOBU YeAOBeKQ
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LloAvkAoH aHTh — B — MOHOKAOHGAEHBIE aHTUTeAd (IgM) k arTUreHy B
LloankaoH anti — AB ~ MOHOKAOHGABHbIE aHTUTeAd (IgM) K aHTUreHam A u B

PervcTpaumontoe yaoctoBepente Ne $CP 2009/06043 ot 05 HosiBps 2009 1.

HaumenoBanue:

Cepun: 018809

HM3rorosnen: 06.09.2021

Tonen no: 06.09.2023

Eppauna: 100 mMa
Koaugecrso eannun 40

Oo6bem cepun: 10000 M.

Homuxnon Auta-B Bo ¢urakonax mo 10 MiI ¢ CHHUMH KpEIIIKaMHu

Macoopr: B018809 ot 06.09.2021
HanmeHoBaHue Hopma no TV PeayAchmjl
nokasaveis MCNLITAHMIA
1. BHelunmit Bua
1.1 UoauknoH aHU-A MpospayHas YMAKOCTb KPACHOTC LBeTa. Cootsercrayer
1.2 Homkaon aHm-B Mpo3pA4Hasn KMAKOCTE CUHEro LBeTd.
1.3 LoaviaoH antu-AB lpospauHas GecLBeTHAs MAU CASIKA OKPALLISHHAR
JKMAKOCTb.
2. Ceponornueckue
CBOMCTBO
2.1 CneumndmyHocTs LIoAMKACH QHTU-A He AOAKEH ACBATL QITAIOTUHALMY C CooTtBercTByet
aputpoumramu rpynn BN 1 Of)
LloAvkAoH GHTU-B He AOAKeH AQBATL QITAIOTUHALMM C Coortsetciayet
apurpoumramu rpynn Afll) u Ofl)
LloAnkaoH aHTv-AB He AOAKEH AQBATH rrAIGTUHAUMM C Cootercmyer
aputpoumTamy pyns O(f)
2.2 [emarTACTURUPYIOLLCS | AFTAIOTHALMS HA NAOCKOCT aputpoumTos Al KB c Coortserctayet
cnocobHocTb COOTBBTCTBYIOLUMMU LIOAUKAOHAMU AOAKHQ MOSBUTLCS 10cek.
He nosaHee 10 cek. NOCAS CMeLUMBaHNA
2.3 Turp Tutp LomkaoHa ai Wu ATAOTMHOUMU Ha | CooteeTcTeyeTt
MAOCKOCTY C g rpym'lﬁl -1:32-1:64| 1:32-1:64
Tuip Llowmuq‘amu B B peakid araoTMHAUMM Ha CoortBetcTBYST
NACCKOCTU/C SPATROLIMTAMM rpynr[u B 1:64
Tvip Lto»ﬁmouo QHTU-AB B p / CooTtBeTCTBYOT
NAOCKOCTH! & 3pmnoumnuh 1:32- 1:64
n B(m - 1{164 (R R
Lloakaon cootsetciayer TpeGoaaHmM’N- —\9598’I0 /
3aseaytoas OTK 000 «MeMKAOH» % Q) ; K.B. IOweHko




MEZIMK/IOH

000 "Meankaon”

127276 Mockaa, Botanndeckas ya. 35, \db  +7495 231-2272 +7499 502-1214

MACNOPT-CEPTUSPUKAT MNMPOUIBOAMUTEAS
Ha «Habop pearenTos aAs onpeaenenus rpynn KPOBU YeAoBeKa
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LloAvkAOH aHTM — A — MOHOKAOHGALHbIE GHTUTEAG (IgM) k aHTUreHy A
LloAnkaoH aHTv — B — MOHOKAOHQABHbIE QHTHTEA (IgM) k aHTUreHy B
LloankaoH aHTi — AB — MOHOKAGHGABHBIE GHTUTEAT (IgM) k aHTMreHam A u B

Peructpaumontoe yaoctoseperme Ne $CP 2009/06043 ot 05 Hosi6psa 2009 .

Hanvenosanne: Llommxion Auti-A Bo duakonax no 10 MI ¢ KpacHEIMU
KpBIIIKaMA

Cepus: 018709
Hzroronaen:
TI'onen mo: 06.09.2023

06.09.2021

Enuanna: 100 mn
KosmmuecTBo enunann 40

Oo6nem cepun: 10000 M.

Macoopr: A018709 ot 06.09.2021

HanmeHoBarue Pesyabtam
nokasareas Hopwa o TV MCNLITAHUIA
1. BHelunuit sup
1.1 LloAukaoH GHTU-A TpospadHas xmakoeTs KpacHore userta. Coortsercrayer
1.2 Lomkaon amti-B TPO3PAHHAZ HUAKOCTE CUHETo LBSTA.
1.3 LomkroH aHtu-AB MNpospayHas GecuseTHAs MAM caerkd okpatueHHas
KMAKOCTE.
2. Ceponoruyeckue
CBOMCTBA
2.1 CneuncbudHocTs LloAMKAOH QHTU-A He AONKSH AQBATL QITAIOTUHALMM C Cootetcreyer
3puTpoLmTamy rpynn B{llf) u Of)
LloAvknoH aHTU-B He AOAKeH adBaTh arraoTHaumm ¢ | Cooreetctayer
apuTpoLMTaM rpynn Afll) n O())
Llomkaon aHT-AB He porxkeH acsaTs arrnomHauni ¢ | CooTBetcTayer
sputpouMTamMm rpynnsl O(l)
2.2 leMamAMHMPYIOWaS | ATTAOTUHALMS HQ NAOCKOCTU aputpounToB Al B ¢ Coortsercrayer
crnocobHocTe COOTBETCTBYIOLUMMM Llomx)/,\uonq@n L AONKHO MosIBUTLCS 10cex.
He nosaHee 10 cek, nocAs EMELiyI bl
2.3 Tuip Turp LoavkaoHa ait A8 PeaKIMH-GITAIRTUHOLY Ha Coorsercrayer
MIAOCKOCTH C 3 \ OLMATAMY rpynnst g!h'%lxz& =164 1:32-1:64
Turp Llomkaoel’ a8 B peaiaum grtmoTRHaLMAM Ha Coorteetcsyer
MACCKOCTU ¢ SDUTDO .MTQM”,[[RVI’W@I 'ﬂﬂ"}f { .‘b4 1:64
Turp Liowtkaokg akmiAB s PECKLA QrTAGTHHAWM Ha | CooTsercrayer
MAOCKOCTU C IRUTROMTENM-RYNA AQl)> 1332 - 1:64|  1:32- 1:64
B -1:64 \\o\ / /8 O /74
Uominon cootsetcteyer TpeGosaHmaM TY — 9338 g 90-2009
/i
3aseayiowias OTK 000 «MeankAoH» K.B. lOweHko
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