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CERTIFICACION
N°  39/C-SGO055

b\

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485:2018
(EN ISO 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:

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

Diseiio, desarrollo, produccion 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: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 8-03-2019 Hasta/To: 17-12-2021

Certificacion inicial/ /nitial certification date: 27-11-2013

Renovacion / Renewal of certification date: 8-03-2019

Mad[id, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios
Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

Localizador: LPDTJL52DF

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



ENAG

CERTIFICACION
N°  39/C-SG055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ 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 &mbito 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 ambito tecnolégico 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

MadNrid, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia e

¢ Spanol
’ medlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LPDTJL52DF
Fecha de la firma: 08/03/2019
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
A 28022 MADRID
on0318@aemps.es CERTIFICACION 13485 Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

Fax: (+34) 91.822.52.89



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 (MILANQ) — ITALY

PRODUCT HBs Ag one Version ULTRA

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

CLASSIFICATION ANNEX Il - 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 IV —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o 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 - DECEMBER 2008

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE R —
Legal Representative DIAGH STIC BIPPROBES-s1)
Dr.ssa Fiorenza Scozzesi { Hﬁ“ %:ﬁ_g“_:;:'_.-.)_

12/2013

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 + Fax +39 02 26007726 + http./Avww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 LV. = P.IVA: 11824660159 — Reg. Imp. 11924660159 — REA 1508959



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 (MILANO) - ITALY

PRODUCT HBc Ab
CODE: BCAB.CE (96 tests)

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

e DESIGN CERTIFICATE N° 2003 12 0391 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 DIAGNOSTIG#OPROBES srl

Dr.ssa Fiorenza Scozzesi

12/2013

DIA.PRO Diagnostic Bioprobes S.r.,
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 I.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



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 (MILANO) — ITALY

PRODUCT HCV Ab

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

CLASSIFICATION ANNEXIT - 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) e 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 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. PRO/

n .
DIAGNOSTIC

12/2013

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — ltalia
Tel. +39 02 27007161/6450 + Fax +39 02 26007726 ¢ http:/fwww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 LV. - P.IVA: 11924660159 — Reg. Imp. 11824660159 - REA 1509858



Dia.Pro
Diagnostic
BioProbes

DIA.
PRO

BB

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 ANNEX IT—-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 IV —
except Section I'V) 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 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
EMISSION

SESTO SAN GIOVANNI (MI) — DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

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




bsi.
Certificate of Registration

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

e K T,

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.

ey C_ S\ aed 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
m Page: 1 of 2
UKAS ‘ —_—
..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

Declaration of Conformity helena

Biosciences Europe

HL-7- 0163 DC DOI 2014/05 (8)

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 lll (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
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983
5267 Thromboplastin LI 55983
5269 Thromboplastin LI 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: % M /% Date: 07 May 2014

¢
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- 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



GEINEPANIBHOE ATEHTCTBO

110 TEXHHYECKOMY PET'YJIMPOBAHHIO 1 METPOJIOTHH
CHUCTEMA JIOBPOBOJILHOW CEPTUOUAKALN TOCT P
«EAC AUDIT»

PEIMCTPALIMOHHBIA HOMEP POCC RU.32028.04EACI
OPI'AH 10 CEPTH®HUKAIIMK 000 «I'OPTECT»
PECMCTPALIMOHHELI HOMEP POCC RU.32028

HHH 7717616798 OT'PH 1087746489060

IOpummyecknit anpec: 109028, Pocews, . Mocksa, Cepebpsrndeckan HabepexHas, 1. 27

aram 4, noM. 1, kom. 17
Tenedion: 8 (800) 1000-730, e-mail: info@eacaudit.ru

Ne003749 CEPTU®UKAT COOTBETCTBIUA

Perucrpanmonnsrii Homep Ne 04EAC1.CM.00813

O0uecTBO ¢ OrPaHH4eHHOl 0TBeTCTBEHROCTHIO «MunuMen»

(HAHMCHOBAHNE TH1A)

241520, Poccusi, Bpsinckas o6aacts, bpsnckuil paiion, c. Cynoneso, yii. Hlocceitnas, 1.17A
(ropuanaecknit agpec nKua)

241520, Poccusi, Bpsinckas 06:1acth, Bpsinckuii paiion, c¢. Cynoneso, ya. lloccenasn, 1.17A

(haxTuaeckuit aapec ua)

WHH: 3234007127 OI'PH: 1023202138332

HACTOSIAN CEPTH®HUKAT YVIOCTOBEPSIET COOTBETCTBHUE

CHCTEMBl MEHEDKMEHTa KadecTBa u3Jemi Meaumupmckax OOfmecTBa ¢ OrpaHHYEHHOH OTBETCTBEHHOCTBIO
«MuuuMen» TpeGosanmam T'OCT ISO 13485-2017 (ISO 13485:2016) «Msneanst Meaunuuckue. CHCTeMBI
MeHeIKMeHTa KavecTBa, CHcTemuble TpeGoBaius IS Heeil peryInposannsy NpUMeHHTeIbHO K LIponssoacTso
nafopaTopHoii TOCYAbl, MEAHIHHCKHX u3genuii, npuGopoR M NPHHANJIEKHOCTEH, xpacn'renen, peareHToB H
HaGopos pearenTos 4 in-vitro AAATHOCTHKH

Jlara perscrpanun: 19-03-2019

Cpoxk neicreus go: 18-03-2022

=T
/4
PyKOBOIHTENEL OPrana S 5
1o cepTHHUKANME! B. H. Morogusn
= (nojines) E
/@}/??mé A/ E. I, Kyp6atoea
W (moanuce) :

HACTOAWMA CEPTHOMKAT OBA3LIBAET OPTAHU3ALIMIO M0 AEPKUBATE COCTOAHKE BEINOMHAEMBIX PABOT B COOTBETCTBMM C
BBIWEYKA3AHHBIMM CTAHAAPTAMM, YTO BYAET HAXOAUTBLCA NOJ KOHTPONEM OPTAHA N0 CEPTHOWKAL MM CUCTEMEI
N0BPOBO/ILHOM CEPTHOMKALIWM "EAC AUDIT" M NOATBEPHAATBCAH MPH NPOX0X AEHWA EXXEr0AHOT 0 WHCNEKLIMOHHOMO KOHTPONA




®EAEPAABHAS CAY/KBA TTO HAA3OPY B COEPE 3APABOOXPAHEHWA
(POCBAPABHAABOP)

PEI'HCTPAL[HOHHOE YﬂOCTOBEPEHHE

HA MEAULIHHCROE U3AEJIME
ot 04 xexkadps 2015 roga Ne ®@CP 2009/05559

Ha MenunuHCKOE H3ene
Ha6op pearentos «Macsio uvmvepcnornoe» no TV 9398-011-29508133-2009

HacTosinee perucTpaliOHHOE YA0CTOBEPEHHE BBIAAHO
OGmecTBO ¢ OrpaHHYeHHOi oTBeTcTBenHOCTHIO "MunuMen"
(000 "MuuuMen'"), Poccns,

241520, Bpsinckas o6aactsb, BpsiHckuii paiion, ¢. Cynouneso, ya. Ilocceiinas, a. 17A

[IpousBoaurensb

O6mecTBO ¢ OTpAHHYECHHON 0TBETCTBEeHHOCTHI0 '"MunuMen"

(000 "MununMen'"), Poccus,

241520, Bpsiuckas o61acTh, BpsHckuii paiion, ¢. Cynoneso, ya. llocceiinas, 1. 17A

MecTo MpOM3BOICTBA MEAUIIMHCKOTO H3/1E/TUs 8
241520, Bpauckas o61acTs, Bpsinckuii paion, ¢. Cynoseso, yiI. loccelinasn, a. 17a/1 ’

Homep peructpamuonsoro nocke Ne P/1-9304/51845 ot 19.11.2015
By MeTUIMHCKOTO M3AEIus -
Kiace TOTEeHIMATBHONO PHCKA [IPUMEHEHHS MEIHITHMHCKOTO u3aenus 1

Kox OB1epoccHiickoro Kiaccupuxaropa MpoAyKIMH T MEAMUMHCKOro u3eus 93 9816

npukaszom Pocspasransopa ot 04 1l ”‘6pﬂ20 LS mg:a Ne 8%8 /
IOMNYIIEHO K OOpaleHHIO Ha TEPPHT! __pm{ f&:mﬁﬁcxoﬁ@ejle

e

PykoBoaurenn ®exepaibHoii cay ‘ﬁm

no Hajx3opy B chepe 3npanooxpaueun<g




EC CERTIFICATE

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate,
Danehill, Lower Earley, Berkshire RG6 4UT, UK

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex IV, (excluding sections 4 and 6) of Council Directive 98/79/EC on In Vitro
Diagnostic Medical Devices

Scope of Certificate:
The design and manufacture of in vitro diagnostic reagents for
identification of blood groups

Device Classification:
Annex Il, List Aand B

Device Descriptions:
Please refer to Attachment 1

Model:
Please refer to Attachment 1

File Number A12241 Cycle Start Date 23 May 2017
Certificate No. 354.170425 Effective Date 23 May 2017
Expiry Date 22 May 2022

Authorised by

e

B. Rodgers
Certification Manager
For and on Behalf of UL International (UK) Ltd

We hereby declare that an examination of the full quality assurance system has been carried out per report 11640248
, following the requirements of the national legislation to which the undersigned is subject, transposing Annex IV
(with the exemption of sections 4 and 6) of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We
certify that the full quality assurance system conforms with the relevant provisions of the aforementioned directive
and is subject to periodic surveillance as required by 98/79/EC, Annex 1V, Section 5. For Annex II, List A devices
where they are covered by this certificate, an EC Design Examination certificate according to 98/79/EC, Annex 1V,
Section 4 is required. This certificate is issued with 1 attachment listing model numbers.

Notified BOdy UL International (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,

O 843 Guildford, Surrey, GU3 1LR, United Kingdom
IVDD A4 S3 FQ 00-NB-F0051 Issue: 6.0



EC CERTIFICATE

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate,
Danehill, Lower Earley, Berkshire RG6 4UT, UK

Attachment 1 of 1

The products detailed below are covered under the scope of this certificate

Device Description Model Classification
Anti-A Monoclonal 600005/600010/600000 Annex Il List A
Anti-B Monoclonal 610005/610010/610000 Annex Il List A
Anti-A,B Monoclonal 620005/620010/620000 Annex Il List A
Anti-C Monoclonal 690005 Annex Il List A
Anti-E Monoclonal 691005 Annex Il List A
Anti-c Monoclonal 692005 Annex Il List A
Anti-e Monoclonal 693005 Annex Il List A
Anti-K Monoclonal 760005/760010 Annex Il List A
Anti-D Clone 2 Monoclonal 710010/710000 Annex Il List A
Anti-D Clone 1 Monoclonal 730010/730000 Annex Il List A
Anti-D Duoclone Monoclonal 740010/740000 Annex Il List A
Anti-Jka Polyclonal 323002/323000 Annex |l List B
Anti-Jkb Polyclonal 324002/324000 Annex |l List B
Anti-Fyb Polyclonal 317002/317000 Annex |l List B
AHG Elite Clear 415010/415100/415000 Annex Il List B
AHG Elite Green 435010/435100/435000 Annex |l List B
Anti-Fya Monoclonal 774000/774002 Annex |l List B
Anti-C+D+E Monoclonal 700005/700010/700000 Annex Il List A
Anti-Human IgG Clear 401010/401000 Annex Il List B
Anti-Human IgG Green 402010/402000 Annex Il List B
Monoclonal Rh Control 640010 Annex Il List A
Monoclonal D Negative Control 650010 Annex Il List A

File Number A12241

Cycle Start Date 23 May 2017
Effective Date 23 May 2017
Expiry Date 22 May 2022

Certificate No. 354.170425

Authorised by

Za

B. Rodgers
Certification Manager
For and on Behalf of UL International (UK) Ltd

Notified Body

0843

UL International (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,
Guildford, Surrey, GU3 1LR, United Kingdom

IVDD A4 S3 FQ 00-NB-FO0051 Issue: 6.0



%/_)

QEAEPAABHASA CAVXBA MO HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

PETHCTPALIMOHHOE YAOCTOBEPEHHE
HA MEAWULIMHCROE U3AEJIME
ot 07 nexabps 2015 rona Ne ®CP 2011/11306
Ha MeauiHCcKoe H3/eHe

Kpacureab Asyp-Jo3un no PomaHoBCKOMY (MuaaMen-P)
mo TY 9398-003-29508133-2011

Hacrosimee perucTpalHOHHOE YAOCTOBEPEHHE BBIIAHO

O6mecTBo ¢ OFPAaHAYMEHHOH 0TBETCTBEHHOCTLIO "MunnMen"

(000 "MunuMen''), Poccus,

241520, Bpsinckas o6aacts, Bpaucknii paiion, c. Cynoneso, yi1. Ilocceitnas, a. 17A

[IpousBoauTens

ObmecTBo ¢ orpanntennoii orseTcrBennocTbI0 "MunnMen"

(000 "MunuMen''), Poccus,

241520, Bpsckas o6aacts, Bpanckuii paiion, ¢. Cynouneso, yJ1. Illocceiinas, a. 17A

MecTo npor3BOACTBA MEAHIHHCKOTO H3/CIHA
241520, Bpanckas o61acTs. bpsHckui paiion, ¢. Cynouneso, nep. Komcomoabcxuii,
a. 7, kopm. 2-a

Howmep peructpanuonnoro gocke Ne PJ1-9275/51846 ot 18.11.2015
Bua MeaunuHcKoro usnenus 232730
Ki1ace OTEHIHAIBHOTO PHCKA PUMEHEHHS METHIMHCKOrO H3/Ie/Hs 3 &

Koz OBimepoccuiickoro KiaccHpuKaropa NpoAyKIHH LA MEAHIHHCKOTO usnenus 93 9816

npukasom Pocanpaeranzopa ot 07 aex px EGLS rona NEQIM
monymeHo K obpammennio Ha Teppuropun-Poceniickoit Pejep
Pykopoautens Menepanbuoii caymbsr o/ N
no Hajsopy B cepe 3APABOOXpaHenMs - L M.A. Mypamko |/ |
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