Declaration of Conformity helena

Biosciences Europe

HL-7-0673DC 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
5562 APTT Si L Minus 55981

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: 11 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 es

www.helena-biosciences.com
Digitally signed by Ceaicovschi Tudor
Date: 2021.02.15 16:14:44 EET
Reason: MoldSign Signature
Location: Moldova




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



Declaration of Conformity

HL-7-0511DC DOI 2015/08 (4)

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
5376 Clauss Fibrinogen 100 55997

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: 12 Aug 2015

7
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


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity helena

Biosciences Europe

HL-7-0137DC DOI 2015/07 (7)

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: Z{/, CM /% Date: 28 Jul 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



Declaration of Conformity helena

Biosciences Europe

HL-7-0135DC DOI 2015/07 (7)

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

[, 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: Z& M /% Date: 28 Jul 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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 CEPTHOUKAT COOTBETCTBHSI

Ne C)]C.PTC.CMK.00976-19
Cpox neitctBus: ¢ 17.01 2019

mo: 17.01.2022

CEPTU®HUKAT BBITAH

OO61IecTBO ¢ OrPAHNYEHHOH OTBETCTBEHHOCTHIO «ATAT CopT»
(000 «ATAT CodhT») ’

Poccust, 129343, r. MockBa, Ipoe3z CepebpsikoBa, JoM No 14, crpoeHue 15, noMeleHue 7

MHH 7716586011

| HACTOSIII.[I/IfI CEPTU®UKAT YAOCTOBEPSET, HTO
- CUCTEMA MEHEJUKMEHTA KAYECTBA '

NPHMEHUTEIBHO K IPOU3BOACTBY H CEPBHCHOMY 00CJayKHBAHHIO YYPEKIeHIECKO-
IPOH3BOICTBEHHBIX aBTOMATHYECKUX tenedonubix crannuii (IP-ATC), cucrem 3aNHCH,
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~ TOCT P BCO 9001-2015 (ISO 9001:2015)
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3aperucTpupoBaH B PEeCTpe CUCTEMBI H06POBOBHOH cepTHduKanu «PocTexCeprudukauusay 17.01.2019r -

CucTema 10GpOBOILHOM cepTHdUKaLIHI «PocTchepmd)hKamm» '3‘apemcrpupoaaua B EIMHOM pPEecTpe
3aperucTpUpOBaHHBIX CHCTEM 200pOBOJIBHOI ceprudukauun POCCTAHZIAPTA: Peructpal

uwonHBIH Homep POCC RU.31175.042CHXKO0
HacTosuii cepTidMKaT 0635IBACT OPraHN3aLMIO MOJIEPIKHMBATH COCTONHHE BBITIOHAEMBIX PaGOT B COOTBETCTBUM CTI

paBHIaMi
(yHKLHOHUPOBAHHA CHCTEMBI J0OPOBONBHOMN CepTHhUKaLMK «PocTexCepTH(HKALHAN

002891 |

'AO «OnuytoH», Mocksa, 2016 1., «By. Miueraua Ne 05-05-09/003 GHC P, T3 No 508. Bnatk He ABnAeTCA LeHKoR Gymaroi, Mo 3akasy 000 «Alb®A PETUCTP. Ten.: (495) 726-47-42, www.opcion.




P 3pEmEHnEHA HPI/IMEHEHHE *
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Ne CJIC.PTC.PIL.00622-19
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Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

. medical device certification I Head 4ﬁon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AO Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peifd

Heaw Certification Body




& Nsal

Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacturing, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager

GCT-25-07 Rev 2.0
Page 2 of 2



2013-09 DoC_MB_v08

ﬁg Declaration of Conformity .
=) Monobind Inc. Page: 1 of 5

DECLARATION OF CONFORMITY

1) Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS,;
(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartner4u.eu)

3) PI’OdUCt(S} (name, type or model/batch number, etc.):

Immunoassay products;

ELISA,

CLIA,

Control,

Instruments (see appendix)

4)  The product(s) described above is in conformity with:

Title Document No.
In vitro Diagnostic Medical Devices Directive 98/79/EC

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive,
Annex Il
Registration nr. : NL- CA002-22758 and NL- CA002-22762

Lake Forest, USA; 2013-09-16 ~ ----------- kSl«a'h'« ----------------------------

Tony Shatola; QA Director, Monobind Inc.

(Place & date of issue (yyyy-mm-dd)) (name; function and signatu%fcturer)
Maarn, NL; 2013-09-16 //%/ ............................

Olga Teirlinck; Consultant, CEpartner4U BV

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of authorized representative)

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2011-X




2013-09 DoC_MB_v08

ﬁB Declaration of Conformity .
=) Monohind Inc. Page: 2 of 5

Appendix

Date: 2013-09-16

List of devices.

ltem# N IteT_# ® | ltlemi QSure® ltem#
; i . .
Device types ACEE:BSH;\CJ@ (_:éuu;e Control Inset;Ltjm EDMS code g:sks Ellrzs.trr?:rtlzncg
Microwells Microwells

Thyroid
Total Triidothyronine (tT3) Test System 125-300 175-300 12.04.01.05.00 | Low 2005-11-11
Free Triidothyronine (fT3) Test Stystem 1325-300 1375-300 12.04.01.01.00 | Low 2005-11-11
Thyroxine (tT4) Test System 225-300 275-300 12.04.01.07.00 | Low 2005-11-11
Free Thyroxine (fT4) Test System 1225-300 1275-300 12.04.01.02.00 | Low | 2005-11-11
Thyrotropin (TSH) Test System 325-300 375-300 12.04.01.11.00 | Low 2005-11-11
Rapid TSH Test System 6025-300 6075-300 12.04.01.11.00 | Low | 2010-06-29
T3-Uptake (T3U) Test System 525-300 575-300 12.04.01.06.00 | Low 2005-11-11
Thyroxine-Binding Globulin (TBG) Test System 3525-300 3575-300 12.04.01.09.00 | Low | 2005-11-11
Thyroglobulin (Tg) Test System 2225-300 2275-300 12.04.01.08.00 | Low 2005-11-11
Total Thyroxine (tT4), Total Triidothyronine (tT3)
& Thyroid Stimulating Hormone (TSH) Thyroid 8025-300 8075-300 12.04.01.01.00 | Low 2005-11-11
Panel (VAST) Test System
Total Triidothyronine (tT3 SBS) Test System 8125-300 8175-300 12.04.01.01.00 | Low 2010-06-29
Total Thyroxine (tT4 SBS) Test System 8225-300 8275-300 12.04.01.01.00 | Low | 2010-06-29
Free Thyroxine (fT4), Free Triiodothyronine
(fT3) & Thyroid Stimulating Hormone Free 7025-300 7075-300 12.04.01.01.00 | Low 2010-06-29

Thyroid Panel (VAST) Test System
Neonatal Thyroid & Genetics

Neonatal TSH (N-TSH) Test System 3425-300 3475-300 12.04.01.90.00 | Low | 2005-11-11
Neonatal (N-T4) Thyroxine Test System 2625-300 2675-300 12.04.01.12.00 | Low 2005-11-11
Neonatal 170HP (N-170HP) Test System 5525-300 5575-300 12.05.01.07 Low | 2008-02-01
Neonatal TBG (N-TBG) Test System 8925-300 8975-300 12.04.01.09.00 | Low 2013-09-16

Autolmmune Thyroid

Anti-Thyroglobulin (Anti-Tg) Test System 1025-300 1075-300 12.10.03.04.00 | Low 2005-11-11
Anti-Thyroperoxidase (Anti-TPO) Test System 1125-300 1175-300 12.10.03.01.00 | Low 2005-11-11

Fertility & Prenatal

Luteinizing Hormone (LH) Test System 625-300 675-300 12.05.01.05.00 | Low 2005-11-11
Folicle Stimulating Hormone (FSH) Test System 425-300 475-300 12.05.01.04.00 | Low 2005-11-11
Prolactin Hormone (PRL) Test System 725-300 775-300 12.05.01.08.00 | Low 2005-11-11
Prolactin Hormone Sequential (PRLs) Test 6025-300 | 6075-300 12.05.01.08.00 | Low | 2005-11-11
System

B-Human Chorionic Gonadotropin (hCG) Test 825-300 875-300 12.05.02.05.00 Low 2005-11-11
System

B-Human Chorionic Gonadotropin Extended 8825-300 | 8875-300 12.05.02.05.00 | Low | 2013-09-16

Range (Ext. Range hCG) Test System
Rapid B-Human Chorionic Gonadotropin (Rapid 3325-300 12.05.02.05.00 | Low | 2005-11-11




2013-09 DoC_MB_v08

ﬁB Declaration of Conformity .
=) Monohind Inc. Page: 3 of 5

Item# Iltem# Iltem#
AccuBind® = AcculLite® | Item# QSure® | | cirim EDMS code Risk  First date of
ELISA CLIA Control ent Class CE-marking

Microwells Microwells

Device types

-hCG) Test System

Human_ Chorionic Gonadotropi_n_(hCG) , Human

(F;]rﬂ:a)":tl'znol(l?gsg){ir;'lj‘l’;‘t?n”gL};‘é‘imgr']’ég(lt'gm)‘o”e 8325300 | 8375-300 12.05.01.90.00 | Low | 2006-08-24
Fertility Panel (VAST) Test System

Alpha-Fetoprotein (AFP), Human Chorionic

Gonadotropin ( hCG ), Unconjugated Estiol (u- 8525-300 8575-300 12.05.01.90.00 | Low 2010-06-29
E3) Triple Screen (VAST) Test System

ng%n;%yézfgzgﬁplasma Protein - A 7925-300 | 7975-300 12.05.02.10.00 | Low | 2013-09-16
Steroid

Cortisol Test System 3625-300 3675-300 12.06.02.04.00 | Low | 2005-11-11
DHEA-S Test System 5125-300 5175-300 12.05.01.02.00 | Low | 2010-06-29
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12.05.01.02.00 | Low 2011-09-26
Estradiol (E2) Test System 4925-300 4975-300 12.05.01.03.00 | Low 2010-06-29
Unconjugated Estiol (u-E3) Test System 5025-300 5075-300 12.05.02.02.00 | Low 2010-06-29
Progesterone Test System 4825-300 4875-300 12.05.01.06.00 | Low 2010-06-29
gggteHr‘T’]rmO”e Binding Globulin (SHBG) Test 9125-300 | 9175-300 12.05.01.09.00 | Low | 2013-09-16
Testosterone Test System 3725-300 3775-300 12.05.01.10.00 | Low 2007-11-01
Free Testosterone Test System 5325-300 5375-300 12.05.01.10.00 | Low 2010-06-29
170-OH Progesterone Test System 5225-300 5275-300 12.05.01.07.00 | Low 2010-06-29
17a-OH Progesterone - S| Test System 9925-300 9975-300 12.05.01.07.00 | Low 2010-10-18
Growth & Bone Metabolism

Growth Hormone (hGH) Test System 1725-300 1775-300 12.06.04.02.00 | Low | 2005-11-11
Parathyroid Hormone (PTH) Test System 9225-300 9275-300 12.06.03.13.00 | Low | 2011-09-26
éf/‘s'?g’r‘iroxy"itami” D3 (Vitamin D3) Test 7725300 | 7775-300 12.06.03.10.00 | Low | 2011-09-26
Diabetes

Insulin Test System 2425-300 2475-300 12.06.01.03.00 | Low 2005-11-11
Rapid Insulin Test System 5825-300 12.06.01.03.00 | Low 2010-06-29
C-Peptide Test System 2725-300 2775-300 12.06.01.01.00 | Low 2005-11-11
Insulin - C-Peptide (VAST) 7325-300 7375-300 12.06.01.03.00 | Low 2005-11-11
Cardiac Markers

CK-MB Test System 2925-300 2975-300 12.13.01.02.00 | Low 2005-11-11
Troponin | (cTnl) Test System 3825-300 3875-300 12.13.01.07.00 | Low 2005-11-11
Digoxin (DIG) Test System 925-300 975-300 12.08.01.01.00 | Low 2005-11-11
High Sensitivity CRP (hs-CRP) Test System 3125-300 3175-300 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test System 3225-300 3275-300 12.13.01.05.00 | Low 2005-11-11




2013-09 DoC_MB_v08

ﬁB Declaration of Conformity .
=) Monohind Inc. Page: 4 of 5

Item# Iltem# Iltem#
AccuBind® = AcculLite® | Item# QSure® | | cirim EDMS code Risk  First date of
ELISA CLIA Control ent Class CE-marking

Microwells Microwells

Device types

Infectious Diseases

Anti-H. Pylori IgG Test System 1425-300 1475-300 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM Test System 1525-300 1575-300 15.01.04.03.00 Low 2005-11-11
Anti-H. Pylori IgA Test System 1625-300 1675-300 15.01.04.03.00 | Low | 2005-11-11
Cancer Markers

Alpha-Fetoprotein (AFP) Test System 1925-300 1975-300 12.03.90.01.00 | Low 2005-11-11
CA-125 Test System 3025-300 3075-300 12.03.01.06.00 | Low | 2005-11-11
CA 15-3 Test System 5625-300 5675-300 12.03.01.02.00 Low 2010-06-29
CA -19-9 Test System 3925-300 3975-300 12.03.01.03.00 | Low | 2005-11-11
Carcinoembryonic Antigen (CEA) Test System 1825-300 1875-300 12.03.01.31.00 | Low 2005-11-11
(N(f’étA??QE{ asti;’s’:ecrif‘minoembry"“ic Antigen 4625-300 | 4675-300 12.03.01.31.00 | Low | 2010-06-29
Zgﬁggﬂggg;ﬁ?” Chorionic Gonadotropin | 5055 300 | 2075-300 12.03.01.90.00 | Low | 2005-11-11
Allergy & Anemia

Ferritin Test System 2825-300 2875-300 12.07.01.02.00 Low 2005-11-11
Folate Test System 7525-300 7575-300 12.07.01.03.00 | Low | 2010-06-29
Immunoglobulin E (IgE) Test System 2525-300 2575-300 12.02.01.02.00 | Low 2005-11-11
;;i’:zfrﬁ"i” Soluble Receptor (STIR) Test 8625-300 | 8675-300 12.07.01.06.00 | Low | 2010-06-29
Vitamin B-12 (B12) Test System 7625-300 7675-300 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (VAST) Test System 7825-300 7875-300 12.07.01.00.00 Low 2013-09-16
Miscellaneous Controls

Anti-Thyroglobulin (Anti-Tg), Anti-

Thyroperoxidase (Anti-TPO) Control — Positive AIT-101 12.50.01.16.00 | Low 2010-06-29

& Negative

High Level Fertility Control — Single Level —
Progesterone, Estradiol, Human Chorionic FC-300 12.50.01.16.00 | Low 2010-06-29
Gonadotropin

Maternal Control — Tri Level - Human Chorionic
Gonadotropin, Free Beta Human Chorionic

Gonadotropin Subunit, Alpha Feta Protein, MC-300 12.50.01.16.00 | Low | 2010-06-29
Estriol

Thyroglobulin (Tg) Control — Tri Level TG-300 12.50.01.16.00 | Low 2010-06-29
H. Pylori IgG Control — Positive & Negative HPy-1gG-300 12.50.01.16.00 | Low 2010-06-29
H. Pylori IgM Control — Positive & Negative HPy-IgM-300 12.50.01.16.00 | Low 2013-09-16
H. Pylori IgA Control — Positive & Negative HPy-1gA-300 12.50.01.16.00 | Low 2013-09-16
-Il_-z\)//gljid Binding Globulin (TBG) Control — Tri- TBG-300 12.50.01.16.00 | Low | 2013-09-16
Miscellaneous Instruments

Autoplex ELISA & CLIA Analyzer INOO6 21.02.10.01 Low 2010-06-29
Autoplex Generation 2 ELISA & CLIA Analyzer INO06-2 21.02.10.01 Low 2013-09-16
Lumax CLIA Analyzer INOO1 21.02.10.01 Low 2006-08-24

Neo-Lumax CLIA Analyzer INO10 21.02.10.01 Low 2011-09-26




2013-09 DoC_MB_v08

ﬁB Declaration of Conformity .
=) Monohind Inc. Page: 5 of 5
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Device types ACEE?S”;CJ@ cguu ;e Control Inset;Lt‘m EDMS code Qstmd:rtﬁncg
Microwells Microwells
Impulse 2 CLIA Analyzer INOO5 21.02.10.01 Low 2006-08-24
Impulse 3 CLIA Analyzer INOO7 21.02.10.01 Low 2010-06-29
Lumax96 CLIA Analyzer INOO4 21.02.10.01 Low | 2007-03-01
LuMatic CLIA Analyzer INOO8 21.02.10.01 Low 2011-09-26
Eldex 3.8 ELISA Analyzer INOO3 21.02.10.01 Low | 2007-09-10
Neo-Eldex ELISA Analzyer INOO9 21.02.10.01 Low 2011-09-26
PrisMAtic ELISA Analyzer INO13 21.02.10.01 Low | 2013-09-16
Plate Washer Microplate Washer INO002 21.02.10.01 Low 2010-06-29
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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 10/05/2014
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:
Fabricante/Manufacturer:
Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para los productos/For the products:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompafiado por certificado de examen de disefio: NO
This certificate must be accompanied by design examination certificate: NO

Este certificado es consecuencia de la auditoria del Sistema Completo de Garantia de Calidad y del examen de la
documentacion técnica contenida en el expediente n°® 2003 05 0240, y garantiza que los productos descritos cumplen los
requisitos de la Directiva. / This certificate is issued on the full quality assurance system audit, and the examination of the
technical documentation contained in dossier n® 2003 05 02405, and guarantees that the described products fulfil the
requirements of the Directive.

Madriq, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' med'came"tos de
Productos y

Sanitarjog

Fdo. M2 Jesls Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: YD6VVGJ021
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 6 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 10/05/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.lI.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de
control para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products,
calibrators and control materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista B, anexo Il / List B, Annex |1

1. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de

marcadores de infeccion en muestras humanas mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and
quantification of infection markers in human samples by Enzyme-linked immunosorbent assay
(ELISA) [NANDO: I'VD 0303; 1'VD 0305]

1.1. CMV IgM
- CMVM.CE (96 test)

1.2. CMV IgG
- CMVG.CE (96 test)

1.3. Toxo IgM
- TOXOM.CE (96 tests)

1.4. Toxo IgG
- TOXOG.CE (96 tests)

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: YD6VVGJ021
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 6 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 10/05/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

1.5. RUB IgM
- RUBM.CE (96 tests)

1.6. RUB IgG.

- RUBG.CE (96 tests)
- RUBG.CE.192 (192 tests)
- RUBG.CE.480 (480 tests)

1.7. TORCH IgM
- TORCHM.CE (96 tests)

1.8. Chlamydia Trachomatis 1gG
- CTG.CE (96 tests)

1.9. Chlamydia Trachomatis IgM
- CTM.CE (96 tests)

1.10. Chlamydia Trachomatis IgA
- CTA.CE (96 tests)

1.11. Chlamydia Pneumoniae 1gG

- CPG.CE (96 tests)

1.12. Chlamydia Pneumoniae IgM
- CPM.CE (96 tests)

1.13. Chlamydia Pneumoniae IgA
- CPA.CE (96 tests)

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: YD6VVGJ021
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 3 de 6 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N9/ANNEX NO: |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 10/05/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no

2004 050442 CT

Fecha de validez/Date of validity
Desde/From 26/11/2018 Hasta/To 18/11/2023

ON n°NB no
0318

2. Reactivos y productos reactivos para la determinacién, confirmacion y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de PCR en tiempo real/
Reagents and reactive products for the determination, confirmation and quantification of
infection markers in human samples by Real-Time PCR) [NANDO: 1'VD 0303; 1'VD 0305]

2.1. CMV DNA Quantitation (QT) 2"d Generation

- CMVDNAQT.2G.CE (50 tests)

- CMVDNAQT.2G.CE.25 (25 tests)

- CMVDNAQT.2G.CE.100 (100 tests)
- CMVDNAQT.2G.CE.150 (150 tests)

2.2. Dx CMV Assay
-  DxCMV Assay

2.3. Toxoplasma Gondii DNA

- TOXODNA.CE (50 tests)

- TOXODNA.CE.25 (25 tests)
- TOXODNA.CE.100 (100tests)
- TOXODNA.CE.150 (150 tests)

2.4. Chlamydia Trachomatis DNA

- CTDNA.CE (50 tests)

- CTDNA.CE.25 (25 tests)

-  CTDNA.CE.100 (100 tests)
- CTDNA.CE.150 (150 tests)

Fecha de la firma: 23/11/2018

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios

Localizador: YD6VVGJ021

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

|CORREO ELECTRONICO
on0318@aemps.es
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ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 10/05/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

3. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de
marcadores de infeccion en muestras humanas mediante ensayos de quimioluminiscencia
(CLIA)/ Reagents and reactive products for the determination, confirmation and quantification of
infection markers in human samples by Chemiluminescence Immunoassay (CLIA) [NANDO:
IVD 0201; IVD 0202; 1\VVD 0203]

3.1. DIA.CHEMILUX Cytomegalovirus IgM
- RACMVM.CE (100 tests)

3.2. DIA.CHEMILUX Cytomegalovirus 1gG
- RACMVG.CE (100 tests)

3.3. DIA.CHEMILUX Toxoplasma IgM
- RATOXOM.CE (100 tests)

3.4. DIA.CHEMILUX Toxoplasma IgG

- RATOXOG.CE (100 tests)

3.5. DIA.CHEMILUX Rubella IgM

- RARUBM.CE (100 tests)

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: YD6VVGJ021
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 5 de 6 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 10/05/2004
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2004050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

3.6. DIA.CHEMILUX Rubella 1gG

- RARUBG.CE (100 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 23 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: YD6VVGJ021
Fecha de la firma: 23/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 6 de 6 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:
Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para los productos/For the products:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompafiado por certificado de examen de disefio: SI
This certificate must be accompanied by design examination certificate: YES

Este certificado es consecuencia de la auditoria del Sistema Completo de Garantia de Calidad y del examen de la
documentacion técnica contenida en el expediente n°® 2003 05 0240, y garantiza que los productos descritos cumplen los
requisitos de la Directiva. / This certificate is issued on the full quality assurance system audit, and the examination of the
technical documentation contained in dossier n® 2003 05 02405, and guarantees that the described products fulfil the
requirements of the Directive.

Madriq, 26 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' med'came"tos de
Productos y

Sanitarjog

Fdo. M2 Jesls Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: X9GVDEF5C3
Fecha de la firma: 26/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n%Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de
control para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products,
calibrators and control materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, anexo Il / List A, Annex |1

1. Reactivos y productos reactivos para la determinacién, confirmacion y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and
quantification of infection markers in human samples by Enzyme-linked immunosorbent assay
(ELISA) [NANDO: 1VD 0201; 1VD 0202; 1VD 0203]

1.1. HBsAgone

- SAGL.CE (192 tests) Descrito en el certificado / Described in the certificate
- SAGL.CE.96 (96 tests) 2003 12 0389 ED
- SAG1.CE.480 (480 tests)
- SAG1.CE.960 (960 tests)
1.2. HBs Ab
- SAB.CE (96 tests) Descrito en el certificado / Described in the certificate
2003 12 0390 ED
1.3. HBc Ab
- BCAB.CE (96 tests) Descrito en el certificado / Described in the certificate

2003 12 0391 ED

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: X9GVDEF5C3
Fecha de la firma: 26/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n%Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

1.4. HBc IgM

- BCM.CE (96 tests) Descrito en el certificado / Described in the
certificate 2004 03 0424 ED

1.5. HBe Ag & Ab

- HBE.CE (96 tests) Descrito en el certificado / Described in the
certificate 2004 03 0425 ED

1.6. HBs Ag Confirmation

- SCONF.CE (20 tests) Descrito en el certificado / Described in the
- SCONF.CE.40 (40 tests) certificate 2006 11 0511 ED

1.7. HBs Ag one Version ULTRA

- SAGLULTRA.CE (192 tests) Descrito en el certificado / Described in the

_ SAGLULTRA.CE.96 (96 teStS) certificate 2008 12 0588 ED
- SAGLULTRA.CE.480 (480 tests)
- SAGIULTRA.CE.960 (960 tests)
- SAGLULTRA.CE.DB (192 tests)

1.8. HCV Ab
- CVAB.CE (192 tests) Descrito en el certificado / Described in the
- CVAB.CE.96 (96 tests) certificate 2003 12 0392 ED
- CVAB.CE.480 (480 tests)
- CVAB.CE.960 (960 tests)

- CVAB.CE.DB (192 tests)

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: X9GVDEF5C3
Fecha de la firma: 26/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 3 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
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ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n®Certificate no

2003120388 CT

Fecha de validez/Date of validity
Desde/From 27/11/2018 Hasta/To 18/11/2023

1.9. HCV Ab Confirmation

- CCONF.CE (12 tests)

1.10. HCV IgM

- CVM.CE (96 tests)

1.11. HCV Ab (Format 20)

- CVAB.CE.EG (192 tests)

- CVAB.CE.EG.96 (96 tests)

- CVAB.CE.EG.480 (480 tests)
- CVAB.CE.EG.960 (960 tests)

Descrito en el certificado / Described in the certificate
2005 09 0485 ED

Descrito en el certificado / Described in the certificate
2007 09 0532 ED

Descrito en el certificado / Described in the certificate
2015100842 ED

ON n°NB no
0318

1.12. HDV Ab

- DAB.CE (96 tests)

1.13. HDV Ag
- DAG.CE (96 tests)

1.14. HDV IgM
- DIM.CE (96 tests)

Descrito en el certificado / Described in the certificate

2003 12 0393 ED

Descrito en el certificado / Described in the certificate

2003 12 0394 ED

Descrito en el certificado / Described in the certificate

2003 12 0395 ED

Fecha de la firma: 26/11/2018

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios

Localizador: X9GVDEF5C3

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS
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ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n%Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

1.15. HTLV I & Il Ab

- HTLVAB.CE (192 tests) Descrito en el certificado/ Described in the
- HTLVAB.CE.96 (96 tests) certificate 2005 12 0493 ED

- HTLVAB.CE.480 (480 tests)
- HTLVAB.CE.960 (960 tests)

1.16. HTLV | & Il Ab Version ULTRA

-  HTLVABULTRA.CE (192 tests) Descrito en el certificado/ Described in the
- HTLVABULTRA.CE.96 (96 tests) certificate 2011 11 0775 ED

- HTLVABULTRA.CE.480 (480 tests)

- HTLVABULTRA.CE.960 (960 tests)

- HTLVABULTRA.CE.DB (192 tests)

1.17. HIV Ab & Ag

- IVCOMB.CE (192 tests) Descrito en el certificado/ Described in the
- IVCOMB.CE.96 (96 tests) certificate 2008 02 0539 ED
- IVCOMB.CE.480 (480 tests)

- IVCOMB.CE.960 (960 tests)
- IVCOMB.CE.DB (192 tests)

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: X9GVDEF5C3
Fecha de la firma: 26/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 5 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N9/ANNEX NO: |

CERTIFICADO CE DE

SISTEMA DE GARANTIA DE CALIDAD TOTAL

de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with A

nnex 1V (except Section 4) of Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003

Fecha de alti

ma prorroga/ Last extension date: 27/11/2013

Certificado n®Certificate no

2003120388 CT

Fecha de validez/Date of validity ON n%NB no
Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

2. Reactivos y productos reactivos para la determinacién, confirmacion y cuantificacion de

marcadores de infeccién en
Reagents and reactive produ

muestras humanas mediante técnicas de PCR en tiempo real/
cts for the determination, confirmation and quantification of

infection markers in human samples by Real-Time PCR [NANDO: 1VD 0203]

2.1. HBV DNA Quantitation (QT)

- HBVDNAQT.CE (50 tests) Descrito en el certificado / Described in the
- HBVDNAQT.CE.25 (25 tests) certificate 2012 09 0790 ED

- HBVDNAQT.CE.100 (100 tests)

-  HBVDNAQT.CE.150 (150 tests)

2.2. HDV RNA Quantitation (QT)

- DRNA.CE (50 tests)

- DRNA.CE.25 (25 tests)

- DRNA.CE.100 (100 tests)
DRNA.CE.150 (150 tests)

Descrito en el certificado / Described in the
certificate 2009 11 0660 ED

3. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de

marcadores de infeccion en
(CLIA)/ Reagents and reactive

muestras humanas mediante ensayos de quimioluminiscencia
products for the determination, confirmation and quantification of

infection markers in human samples by Chemiluminescence Immunoassay (CLIA) [NANDO:

IVD 0201; 1'VD 0202; 1VD 02

03]

3.1. DIA.CHEMILUX HCV Ab

- RACVAB.CE (100 tests)

3.2. DIA.CHEMILUX HBs Ag
- RASAG.CE (100 tests)

Descrito en el certificado / Described in the
certificate 2015 01 0834 ED

Descrito en el certificado / Described in the
certificate 2015 10 0841 ED

Fecha de la firma: 26/11/2018

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: X9GVDEF5C3

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

|CORREO ELECTRONICO
on0318@aemps.es

Péagina 6 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



ANEXO N°9/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n%Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From 27/11/2018 Hasta/To 18/11/2023 0318

3.3. DIA.CHEMILUX HIV Ab & Ag

- RAIVCOMB.CE (100 tests) Descrito en el certificado / Described in the
certificate 2016 02 0844 ED

3.4. DIA.CHEMILUX HBc Ab

- RABCAB.CE (100 tests) Descrito en el certificado / Described in the
certificate 2017 07 0863 ED

3.5. DIACHEMILUX HTLV | & Il Ab

- RAHTLVAB.CE (100 tests) Descrito en el certificado / Described in the
certificate 2018 11 0878 ED

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 26 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med,Camemos de
Productosg y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: X9GVDEF5C3
Fecha de la firma: 26/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 7 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89




o ¥ MINISTERIO \gencia espafiola de
Q DE SANIDAD, CONSUMO I I l medicamentos y
Y BIENESTAR SOCIAL . productos sanitarios '
. = CERTIFICACION
N°  39/C-SGO055

A}

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 produccidon 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



ENAC

CERTIFICACION
N°  39/C-SGO055

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



REPUBLIQUE FRANCAISE
>
@ CCI PARIS ILE-DE-FRANCE

Direction Générale Adjointe - Services aux Entreprises et Développement International
Direction des réseaux et partenariats internationaux
Service CLV

Certificat de Libre Vente pour I’exportation vers les pays non membres de I'Union Européenne
Free sale certificate for exportation to the non-EC Member States

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE
in vitro diagnostic medical devices covered by Directive 98/79/EC

[PARTIE A COMPLETER PAR LE DEMANDEUR|
Section to be completed by the applicant

Catégorie(s) du(des) dispositif(s) : : Réactifs et instruments de laboratoires pour la Biologie Médicale

Device(s) category: Reagents § Instruments for Medical Biology

Nombre de page en annexe : 5
Page in annex : 5

La designation du(des) dispositif(s) apparait sur la déclaration(s) CE de conformité du fabricant ou du
mandataire

The name of the device(s) appears on the EC declaration(s) of conformity of the manufacturer or the authorized
representative

Classification du(des) dispositif(s) :

Classification of the device(s) :

[ dispositif de I’'annexe Il liste A [] dispositif de annexe Il liste B
device of list A annex I device of list B annex I/

[] autotest hors annexe I X] autre dispositif (tous les dispositifs saufdispositifs de
device for self-testing not listed in annex Il I'annexe Il et autotests)

other device (all devices except annex Il and self-testing devices
Nom et adresse du fabricant ou du mandataire :
Name and address of the manufacturer or the authorized representative:
BIOLABO SAS / Mr Jean Frangois CHARPENTIER, Les Hautes Rives 02160 MAIZY

Nom et adresse du site de production (facultatif):

Name and address of Production site (optional):

BIOLABO SAS, Les Hautes Rives 02160 MAIZY

Je soussigné Isabelle, Oget, Directrice Affaires Réglementairescertifie que les informations mentionnées ci-
dessus sont exactes et que les dispositifs médicaux de diagnostic in vitro figurant sur la(les) déclaration(s) CE
de conformité sont marqués CE sous ma responsabilité au titre de la directive n°98/79/CE et répondent aux
exigences essentielles de santé et de sécurité.

I the undersigned Isabelle, Oget, Director of Regulatory Affairs declare that the information above-mentioned is
correct and the in vitro diagnostic medical devices on the EC declaration(s) of conformity are CE marked under my
responsibility within the meaning of the European directive n°98/79/EC and fulfil the essential requirements of health and —
safety. ]

Date :30/08/2018

IPARTIE RESERVEE A LA CCIR PARIS IDF]
Section reserved for the administration \
Les dispositifs médicaux de diagnostic in vitro marqués CE en conformité avec la directive 98/79/CE peuvent etre mis sur Ie
marché en France et dans les autres Etats membres de I'Union Européenne et parties a I'accord sur 'espace économique
européen, et étre exportés vers les pays tiers. Ce certificat de libre vente est valide a concurrence du maintien, par le
fabricant des dispositifs concernés, d’'une déclaration de conformité (autre dispositifs), accompagnée le cas échéant, des
certificats nécessaires délivrés par un organisme notifié (dispositif de 'annexe Il liste A et liste B, autotests-hors annexe ).
Ce certificat de libre vente est utilisable uniquement a des fins d’exportation hors Union européenne.

CCIR Paris IDF / DGA-SEDI
Service des CLV
9, rue Coquilliére
75001 PARIS

market and in the other Member states of the izuropean Uriion and part of the European Free Trade Association;-and be
exported in the non-EC Membe:. States. This. free sale” certificate is valid until the maintenance, by the manufacturer of the
concerned devices, of an CE declaration of conformity (other devices) together with when appropriate, the certificates
delivered by a notified body (devices of list A and B, annex I, devices for self-testing not listed in annex Il). This free sale
certificate can only be used for exportation outside European Union.

9, rue coquilliére — 75001 Paris -_http://www.entreprises.cci-paris-idf.fr/web/international



BIOLABO - Désignation des Dispositifs / Devices Designation pus

REF
80351
80001
87601

LP80501
LP80601
80002
99029
99059
80027
80127
80227
80327
LP80507
LP80607
92027
99523
99123
99223
LP99553
80023
80123
80223
99261
80025
80125
80225
80325
LP80505
LP80605
92025
92026
99832
99852
80403
80443
80553
97443
97553
90004
80004
80005
80106
LP80106
87656
88656
99656
87356
90206
90406
90426
86536
86516
90416
90816
82526
97217
97317

DESIGNATION FR

ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ALBUMINE Méthode BCG
ALCOOL Ethanol

ALCOOL Ethanol

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC)

ALT TGP (IFCC)

ALT TGP Méthode Colorimétrique
AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMMONIAC Méthode Enzymatique
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC)

AST TGO (IFCC)

AST TGO Méthode Colorimétrique
Solution Soude 0,4 N
BICARBONATE Méthode Enzymatique
BICARBONATE Méthode Enzymatique

BILIRUBINE TOTALE Méthode Acide Sulfanilique
BILIRUBINE DIRECTE Méthode Acide Sulfanilique
BILIRUBINE TOTALE Méthode DCA
BILIRUBINE DIRECTE Méthode DCA
CALCIUM Méthode Arsenazo llI

CALCIUM Méthode CPC

CHLORURES Méthode Colorimétrique
CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL Non estérifie CHOD-PAP
CHOLESTEROL Non estérifi€ CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-LNL. Méthade Diracte
CHOLESTEROL-L_DL "Méthoce Directe
CHOLINESTERASE Butvryltniocholine
Isoenzyme CK-MB Méthode.d’'immunoinhibition

BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique

DESIGNATION GB

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

ALBUMIN BCG Method

ALCOHOL Ethanol

ALCOHOL Ethanol

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC)

ALT GPT (IFCC)

ALT GPT Colorimetric Method

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMMONIA Enzymatic Method

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC)

AST GOT (IFCC)

AST GOT Colorimetric Method

NaOH Solution 0.4 N

BICARBONATE Enzymatic Method
BICARBONATE Enzymatic Method
TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN Sulfanilic Acid Method
DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN DCA Method

DIRECT BILIRUBIN DCA Method
CALCIUM Arsenazo Ill Method

CALCIUM CPC Method

CHLORIDE Colorimetric Method
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP

Non Esterified CHOLESTEROL CHOD-PAP
Non Esterified CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
CHOLESTEROL-HDL (PTA) Precipitant
CHOLESTEROL-HDL (PTA) Precipitant
LDL-CHOLESTEROL Direct Method
LDL-CHOLESTEROL Direct Method
CHOLINESTERASE Butyrylthiocholine
CK-MB Isoenzyme Immunoinhibition Method
CK-MB Isoenzyme Immunoinhibition Method




BIOLABO - Désignation des Dispositifs / Devices Designation p2ss

REF
92207
92307
80107
80008
92108
92308
97408
97089
97099
81110
81210
81310
80009
87109
87409
16GL8

LP80209
LP87809
3502200
82250
92011
92111
92511
99881
99891
87212
98212
92214
92314
82560
3300060
99105
99110
80015
80016
LP87016
97016
80019
87319
LP80519
LP80619
80221
80321
92032
92132
99032
99132
LP99532
LP99632

DESIGNATION FR

CK-NAC IFCC Monoréactif

CK-NAC IFCC Monoréactif

CREATININE Méthode cinétique

FER (SFBC) Bathophénanthroline

FER Méthode directe (Féréne)

C.T.F. Capacité Totale de Fixation du Fer
C.L.F. Capacité Latente de Fixation du Fer
G6-PDH Méthode cinétique U.V.

G6-PDH lyophilisée Méthode cinétique U.V.
GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
L.D.H. (LDH-P) Méthode SFBC modifie

L.D.H. (LDH-P) Méthode SFBC modifiée

L.D.H. (LDH-P) Méthode SFBC modifice

LIPASE Méthode cinétique

LIPASE Méthode cinétique

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité
PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ACIDE Méthode Cinétique
PHOSPHATASE ACIDE Méthode Point Final (PNPP)
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHORE Inorganique Méthode U.V.

PROTEINES TOTALES Méthode Biuret

PROTEINES TOTALES Méthode Biuret

PROTEINES U.S. Méthode Rouge de Pyrogallol
TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

UREE Méthode colorimétrique

UREE Méthode colorimétrique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

DESIGNATION GB

CK-NAC IFCC Single Vial

CK-NAC IFCC Single Vial

CREATININE Kinetic method

IRON (SFBC) Bathophenanthrolin

IRON Direct Method (Ferene)

T.1.B.C. Total Iron Binding Capacity

U.1.B.C Unsaturated Iron Binding Capacity
G6-PDH U.V. Kinetic Method

Lyophilised G6-PDH U.V. Kinetic Method
GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

LIPASE Kinetic Method

LIPASE Kinetic Method

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE High Stability — High Linearity
ALKALINE PHOSPHATASE (DEA)

ALKALINE PHOSPHATASE (DEA)

ACID PHOSPHATASE Kinetic Method

ACID PHOSPHATASE End Point Method (PNPP)
PHOSPHOLIPIDS Colorimetric enzymatic Method
PHOSPHOLIPIDS Colorimetric enzymatic Method
Inorganic PHOSPHORUS U.V. Method

TOTAL PROTEIN Biuret Method

TOTAL PROTEIN Biuret Method

U.S. PROTEIN Pyrogallol Red Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method

UREA Colorimetric Method

UREA Colorimetric Method

UREA U.V. Kinetic Method

UREA U.V. Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

92315
92330

KIT CALCULS URINAIRES Méthode qualitative chimique

KIT CALCULS URINAIRES Méthode qualitative chimique

STONE ANALYSIS SET Chemical qualitative method
STONE ANALYSIS SET Chemical qualitative method




BIOLABO - Désignation des Dispositifs / Devices Designation pas

REF

DESIGNATION FR

DESIGNATION GB

95010
95011
95015
95020
95403
95406
95806
95506
95516
95526
95801
95013
95023
95089
95289
95012
95315

BIOLABO EXATROL-N Taux 1

BIOLABO EXATROL-P Taux 2

BIOLABO MULTICALIBRATOR Calibrateur Multiparamétrique
BIOLABO EEQ Evaluation externe de la qualité

BIOLABO CONTROLE PEDIATRIQUE

CALIBRATEUR CHOLESTEROL-HDL

CALIBRATEUR CHOLESTEROL-LDL

CALIBRATEUR HDL LDL CK-MB

Sérum de contréle HDL LDL CK-MB Lipides Taux 1

Sérum de contréle HDL LDL CK-MB Lipides Taux 2

Calibrant LIPASE

Contrdle Normal AMMONIAC ALCOOL BICARBONATE
Contrdle Pathologique AMMONIAC ALCOOL BICARBONATE
G6-PDH Controle normal (hémolysat humain lyophilisé)
G6-PDH Contréle Déficient (hémolysat humain lyophilisé)
Contréle urinaire Taux 1 et Taux 2

KIT CALCULS URINAIRES Controles Positifs et Négatifs

BIOLABO EXATROL-N Level 1

BIOLABO EXATROL-P Level 2

BIOLABO MULTICALIBRATOR Multiparametric calibrator
BIOLABO EQA External Quality Assessment

BIOLABO PAEDIATRIC CONTROL

HDL-CHOLESTEROL CALIBRATOR

LDL-CHOLESTEROL CALIBRATOR

HDL LDL CK-MB CALIBRATOR

Control serum HDL LDL CK-MB Lipids Level 1

Control serum HDL LDL CK-MB Lipids Level 2

LIPASE Calibrator

Normal Control AMMONIA ALCOHOL BICARBONATE
Pathological Control AMMONIA ALCOHOL BICARBONATE
G6-PDH Normal control (Lyophilised human hemolysed blood)
G6-PDH Deficient control (Lyophilised human hemolysed blood)
Urinary Control Level 1 and Level 2

STONE ANALYSIS SET Positive and Negative Controls

13880
13885
13881
13702
13704
13712
13883
13560
13570
13660
13670
13565

13450
13451
13980

13965
13970
13961
13962
13963
13210
13211
13212
13302
13305
13307

BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
TAMPON OWREN KOLLER

BIO-CK TCA Kaolin

BIO-CK TCA Kaolin

BIO-SIL TCA Silice

BIO-SIL TCA Silice

CHLORURE DE CALCIUM 0,025M

BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-TT Temps de Thrombine

TP-CALSET Set de Plasmas de Référence

BIO-CAL Plasma de référence
PLASMA CONTROLE Taux 1
PLASMA CONTROLE Taux 2
PLASMA CONTROLE Taux 3
D-DIMER Test Immunoturbidimétrique
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Plasma Déficient
FACTOR V Plasma Déficient
FACTOR VII Plasma Déficient

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
OWREN KOLLER BUFFER

BIO-CK APTT Kaolin

BIO-CK APTT Kaolin

BIO-SIL APTT Silica

BIO-SIL APTT Silica

CALCIUM CHLORIDE 0.025M

BIO-FIBRI Chronometric determination of Fibrinogen
BIO-FIBRI Chronometric determination of Fibrinogen

BIO-TT Thrombin Time

TP-CALSET Standard Set
BIO-CAL Reference Plasma
CONTROL PLASMA Level 1
CONTROL PLASMA Level 2
CONTROL PLASMA Level 3

D-DIMER Turbidimetric Immunoassay
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Deficient plasma
FACTOR V Deficient plasma
FACTOR VIl Deficient plasma
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REF DESIGNATION FR DESIGNATION GB
13308 FACTOR VIl Plasma Déficient FACTOR VI Deficient plasma
13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma
13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma
13311 FACTOR XI Plasma Déficient FACTOR XI Deficient plasma
13312 FACTOR XII Plasma Déficient FACTOR Xl Deficient plasma
13971 COATROL 1 Taux 1 COATROL 1 Level 1
13972 COATROL 2 Taux 2 COATROL 2 Level 2

9905TH S. Typhi H (d.H) S. Typhi H (d.H)
9905TO S. Typhi O (9,12-0) S. Typhi O (9,12-0)
9905AH S. Paratyphi AH (a-H) S. Paratyphi AH (a-H)
9905A0 S. Paratyphi AO (1,2,12-0O) S. Paratyphi AO (1,2,12-0)
9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)
9905BO S. Paratyphi BO (1,4,5-0O) S. Paratyphi BO (1,4,5-0)
9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)
9905CO S. Paratyphi CO (6,7-O) S. Paratyphi CO (6,7-O)
9905BA Brucella abortus Brucella Abortus
9905PK Proteus OXK Proteus OXK
9905P19 Proteus OX19 Proteus OX19
9905P2 Proteus OX2 Proteus OX2
9905BM Brucella Melitensis Brucella Melitensis
9905RB Rose Bengal (B. Abortus) Rose Bengal (B. Abortus)
9901PC Contréle Positif Polyvalent Positive Polyvalent Control
9901NC Controle Négatif Polyvalent Negative Polyvalent Control
99054 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99056 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99058 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
081050 ASLO-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHARBON RPR-CHARBON
3800150 RPR-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TPHA
085100 HCG-LATEX HCG-LATEX
RFO50E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF520E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF CALSET51 |BIOLABO FR Kit de Calibration BIOLABO RF Standard Set
RF CALSH1 BIOLABO FR Calibrant Super Haut BIOLABO RF Standard Super High
RF CONT1 BIOLABO FR Controle BIOLABO RF Control
RF CONT5 BIOLABO FR Controle BIOLABO RF Control
CRPO50E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP CALSET51 |BIOLABO CRP Kit de Calibration BIOLABO CRP Standard Set
CRP CALSH1 |BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High
CRP CONTL1 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTL5 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTH1 |BIOLABO CRP Contréle Haut BIOLABO CRP Control High
CRP CONTH5 |BIOLABO CRP Contrdle Haut BIOLABO CRP Control High
ASLOO050E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO620E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO CALH1 |BIOLABO ASLO Calibrant Haut BIOLABO ASLO Standard High
ASLO CALSH1 |BIOLABO ASLO Calibrant Super Haut BIOLABO ASLO Standard Super High
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REF DESIGNATION FR DESIGNATION GB
ASLO CALSET41 |BIOLABO ASLO Kit de Calibration BIOLABO ASLO Standard Set
ASLO CONT1 |BIOLABO ASLO Contréle BIOLABO ASLO Control
ASLO CONT5 |BIOLABO ASLO Controle BIOLABO ASLO Control
APOA1620E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOB620E  |APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Imnmunoassay
APOA1050E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOBO050E APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Inmunoassay
A1B CALH1 BIOLABO A1B Calibrant Haut BIOLABO A1B Standard High
A1B CONT1 |BIOLABO A1B Controle BIOLABO A1B Control
23010 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23011 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23012 MICROALBUMINE Calibrant Super Haut MICROALBUMIN Standard Super High
23013 MICROALBUMINE Kit de calibration MICROALBUMIN Standard Set
23014 MICROALBUMINE Controle MICROALBUMIN Control
22050 HbA1c ENZYM HbA1c ENZYM
22052 HbA1c ENZYM Kit de calibration HbA1c ENZYM Standard Set
22010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
22011 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Inmunoassay
22012 HbA1c Kit de calibration HbA1c Standard Set
22013 HbA1c Kit de contrble HbA1c Control Set
KENZA MAX KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER
KENZA 120TX |KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240TX |KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE |avec module ISE with ISE Module
KENZA 450TX |KENZA 450TX KENZA 450TX
KENZA 450ISE |KENZA 450ISE KENZA 450ISE
BIOSOLEA 2 |[BIO SOLEA 2 - COAGULOMETRE 2 CANAUX BIO SOLEA 2 - COAGULOMETER 2 CHANNELS
BIOSOLEA 4 |BIO SOLEA 4 - COAGULOMETRE 4 CANAUX BIO SOLEA 4 - COAGULOMETER 4 CHANNELS
SOLEA 100 |SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER
SCUP120|Serum Cup K120TX Serum Cup K120TX
COO0080|SERUM CUPS SERUM CUPS
CO04015|Extra Cleaning Extra Cleaning
C04020|Ipo Cleaning Ipo Cleaning
COO0058|SERUM CUPS K450 SERUM CUPS K450
K450CS|Cleaning Solution K450 Cleaning Solution K450
RP240ISE|Pack Réactifs - ISE Reagent Pack - ISE
G2058/A|Cleaning Solution - ISE Cleaning Solution - ISE
5202|Electrode K - ISE Electrode K - ISE
5205|Electrode Li - ISE Electrode Li - ISE

5207 |Electrode Cl - ISE Electrode Cl - ISE
5201|Electrode Na - ISE Electrode Na - ISE

5204 |Electrode de référence Reference Electrode
S100CS|CLEANING SOLUTION SOLEA 100 CLEANING SOLUTION SOLEA 100
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S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HERFBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede ! Head Office
Via dellIndustria,12 — 35020 Arzergrande (PD) - ltalia
Unita Operative | Operative Units
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VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

4265/4

E CONFORME ALLA NORMA / IS iIN 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

EA: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
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.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiolegia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

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. Design and production of
Holders for vacuum sampling. 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. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Riferirs! alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilits del requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of appiication to reference standard requirements.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di conlattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For fimely and updated information aboul 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 18/01/2019 17/01/2022
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



DNV-GL
MANAGEMENT SYSTEM
CERTIFICATE

CepTtudukar NO: [aTa HayanbHOM cepTudUKaLmn: Jenctsutenen:
59878-2009-AQ-MCW-FINAS 20 pexabps 2000 21 nioHs 2018 - 31 aerycra 2021

HacTosawmnm yaoctoBepsaeTcs, YTo CUCTEMa MEHEAXMEHTa OpraHn3aummn:

AO «TEPMO ®ULLUEP CAMEHTU®OUK »

Ky6buHckas, .73, nutep A, kopnyc 1, CaHkT-MNeTepbypr, Poccuinckaa denepauus,
196240

6blnia Npu3HaHa COOTBETCTBYHOLWEN CTaHAApTY:

ISO 9001:2015

HacToawuii ceptudukaTt gencTeButeneH ana cneaytouwen obnacru:
NPON3BOACTBO AO3ATOPOB NMUNETOYHbLIX U CNELUMAJIBHOIO
ANATHOCTUYECKOIO NJIACTUKA.

Ot BbINycKatowero opuca:

DNV GL - Business Assurance
TpexnpyaHbii nepeynok 9, crp. 2, MocCkBa,
Poccuiickan dPeaepaumna

MecTo 1 paTta:
MockBa, 21 uoHa 2018

[4)
FINAS S, G oo bine

/,é ' Finnish Accreditation Service Cepre# Fpy6uH
=] - ’ S001 (EN ISO/IEC 17021) Mpeacrasutens pyKoBOACTBA

HeBbinonHeHne ycnosuil loroBopa Ha cepTuduKaumio Aenaert AaHHbli CepTudnKaT HeAeHCTBUTENbHBIM.
AKKpeauToBaHHbli ocduc: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200

assurance.dnvgl.com
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