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APTACA S.p.A.
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i concerning the fo/ oWing 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
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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
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e 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 orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

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 I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il 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 cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |
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MANAGING DIRECTOR
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\ \

Dr. Ing. Roberto Cusolits
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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.com)

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

Immunoassay products;
AccuBind® ELISA,
Acculite® CLIA,
QSure® Control,
Instruments

see appendix

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

Document No. Title
98/79/EC In vitro Dlagno_stlc Medlcal Devices
Directive

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

AShahla

Tony Shatola; QA Director, Monobind Inc.
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer)

Lake Forest, USA; 2021-09-20

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2020-11
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List of devices.

Device types

Appendix

Item#
AccuBind®
ELISA

Item#
AcculLite®
CLIA

Item#
QSure®

Control

Instru-

Date: 2021-09-20

Item#
Risk  First date of

EDMS code Class CE-marking

ment

Allergy & Anemia

Microwells

Microwells

" 2825-300A | 2875-300A
Ferritin Test System 2825-300B 2875-300B 12.07.01.02.00 | Low | 2005-11-11
Folate T 7525-300A | 7575-300A 12 ] L 201 5
olate Test System 7525-300B 7575-300B .07.01.03.00 ow 010-06-29
. 2525-300A | 2575-300A
Immunoglobulin E (IgE) Test System 2595-300B 2575-300B 12.02.01.02.00 | Low | 2005-11-11
Transferrin Soluble Receptor (sTfR) Test 8625-300A | 8675-300A AL
System 8625-300B | 8675-300B 12.07.01.06.00 | Low | 2010-06-29
o i 7625-300A | 7675-300A
Vitamin B-12 (Vit B12) Test System 7625-300B 7675-300B 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (Anemia Panel VAST) Test | 7825-300A | 7875-300A
System 7825-300B | 7875-300B 12.07.01.00.00 | Low | 2013-09-16
Autoimmune
Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP | 12725-300A | 12775-300A "
IgG) Test System 12725-300B | 12775-3008 12.11.01.90.00 | Low | 2019-04-03
) . ) 1025-300A | 1075-300A
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300B 1075-300B 12.10.03.04.00 | Low | 2005-11-11
Anti-Th i Anti-TPO) T 1125-300A 1} 1175-300A 12.1 1 L 2005-11-11
nti-Thyroperoxidase (Anti-TPO) Test System 1125-300B 1175-300B .10.03.01.00 ow 005-11-
Bone Metabolism & Growth
L 9325-300A | 9375-300A
Calcitonin Test System 9325-300B 9375-300B 12.06.03.02.00 | Low 2019-04-03
1725-300A | 1775-300A
Growth Hormone (hGH) Test System 1725-300B 1775-300B 12.06.04.02.00 | Low 2005-11-11
. 9025-300A | 9075-300A
Parathyroid Hormone (PTH) Test System 9025-300B 9075-300B 12.06.03.13.00 | Low | 2011-09-26
Parathyroid Hormone (PTH) 3rd & 2nd Gen 10025-300A | 10075-300A A
(VAST) Test System 10025-3008 | 10075-3008 12.06.03.13.00 | Low | 2019-04-03
25(OH) Vitamin D Total Direct (Vit D-Direct) 7725-300A | 7775-300A oo
Test System 7725-3008 | 7775-3008 12.06.03.10.00 | Low | 2017-07-05
Cancer Markers
) 1925-300A | 1975-300A
Alpha-Fetoprotein (AFP) Test System 1925-300B 1975-300B 12.03.90.01.00 | Low 2005-11-11
A125 T 3025-300A | 3075-300A 12 ] L ) 1111
CA-125 Test System 3025-300B 3075-300B .03.01.06.00 ow 005-11-
5625-300A | 5675-300A
CA 15-3 Test System 5625-300B | 5675-3008 12.03.01.02.00 | Low | 2010-06-29
A 199 T 3925-300A | 3975-300A 12 1 L 5 1111
CA 19-9 Test System 3925-300B 3975-300B .03.01.03.00 ow 005-11-
. . ) 1825-300A | 1875-300A
Carcinoembryonic Antigen (CEA) Test System 1825-300B 1875-300B 12.03.01.31.00 | Low | 2005-11-11
Next Generation Carcinoembryonic Antigen 4625-300A | 4675-300A 12.03.01.31.00 | Low | 2010-06-29




ﬁg Monobind Inc.

Declaration of Conformity

Document ref.: DoC2021 vs. 12

Page: 3 of 6

Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

(CEA-Next Gen) Test System 4625-300B | 4675-300B
Free B-Subunit Human Chorionic Gonadotropin | 2025-300A | 2075-300A
(Free Beta hCG) Test System 2025-300B | 2075-300B 12.03.01.90.00 | Low | 2005-11-11
Cardiac Markers
s 2925-300A | 2975-300A
CK-MB Test System 2925-300B 2975-300B 12.13.01.02.00 | Low 2005-11-11
Digoxin (DIG) T 925-300A | 975-300A 12.08.01.01 L 2005-11-11
igoxin (DIG) Test System 925-300B 975-300B .08.01.01.00 ow 005-11-
_ - 3125-300A | 3175-300A
High Sensitivity CRP (hs-CRP) Test System 3125-300B 3175-300B 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test S 3225-300A | 3275-300A 12.13.01.05.00 | L 2005-11-11
yoglobin Test System 3225.300B | 3275-300B 13.01.05. ow -1-
. 3825-300A 3875-300A
Troponin | (cTnl) Test System 3825-300B 3875-300B 12.13.01.07.00 | Low | 2005-11-11
Diabetes
. 2725-300A 2775-300A
C-Peptide Test System 2795-300B 2775-300B 12.06.01.01.00 | Low 2005-11-11
Insulin T 2425-300A 2475-300A 12 1 L 5 11-11
nsulin Test System 2495-300B 2475-300B .06.01.03.00 ow 005-11-
_ _ 5825-300A
Rapid Insulin Test System 5825-300B 12.06.01.03.00 | Low 2010-06-29
Insulin - C-Peptide (Di Panel VAST 7325-300A | 7375-300A 12.06.01 L 2005-11-11
nsulin - C-Peptide (Diabetes Panel VAST) 7325-300B 7375-300B .06.01.03.00 ow 005-11-
Endocrine
ACTH Test System 10625-300 10675-300 12.06.04.01.00 | Low 2019-04-03
Aldosterone Test System 10125-300 10175-300 12.06.02.01.00 | Low | 2019-04-03
Leptin Test System 10925-300 10975-300 12.06.90.17.00 | Low 2019-04-03
Fertility & Prenatal
- 9725-300A | 9775-300A
Anti-Mllerian Hormone (AMH) Test System 9725-300B 9775-300B 12.05.02.16.00 | Low | 2019-04-03
) . ) 425-300A 475-300A
Folicle Stimulating Hormone (FSH) Test System 495-300B 475-300B 12.05.01.04.00 | Low 2005-11-11
B-Human Chorionic Gonadotropin (hCG) Test 825-300A 875-300A L
System 8253008 | 875-3008 12.05.02.05.00 | Low | 2005-11-11
B-Human Chorionic Gonadotropin Extended 8825-300A 8875-300A
Range (hCG-XR) Test System 8825-300B | 8875-300B 12.05.02.05.00 | Low | 2013-09-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300A L
-hCG) Test System 3325.300B 12.05.02.05.00 | Low 2005-11-11
. 9525-300A 9575-300A
Inhibin A Test System 9525-300B 9575-300B 12.05.01.90.00 | Low 2019-04-03
Inhibin B Test S 9625-300A 9675-300A 12.05.01.90.00 | L 2019-04-03
nhibin B Test System 9625-300B | 9675-300B :05.01.90. ow -04-
T 625-300A | 675-300A 12.05.01
Luteinizing Hormone (LH) Test System 625-300B 675-300B .05.01.05.00 | Low | 2005-11-11
Pregnancy Associated Plasma Protein — A Mass | 12625-300A | 12675-300A
Units (PAPP-A Mass Units) Test System 12625-300B | 12675-3008 12.05.02.10.00 | Low | 2017-07-05
Prolactin H PRL) T 725-300A | 775-300A 12.05.01 L 2005-11-11
rolactin Hormone ( ) Test System 725.300B 775-300B .05.01.08.00 ow 005-11-
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

Prolactin Hormone Sequential (PRLs) Test 4425-300A | 4475-300A L
System 4425-300B | 4475-3008 12.05.01.08.00 | Low | 2005-11-11
Human Chorionic Gonadotropin (hCG) , Human | 83253008 | 8375-300B
Prolactin (hPRL), Human Luteinizing Hormone 8325-300D | 8375-300D e
(hLH), Follicle Stimulating Hormone (FSH) 5305.300E | 8375.300E 12.05.01.90.00 | Low | 2006-08-24
(Fertility Panel VAST) Test System
Alpha-Fetoprotein (AFP), Human Chorionic 8525.300A | 8575.300A
Gonadotropin (hCG), Unconjugated Estiol (u- - - R
E3) Triple Screen (Triple Screen Panel VAST) 8525-300B 8575-300B 12.05.01.90.00 | Low | 2010-06-29
Test System
Infectious Diseases
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 1425-300A | 1475-300A
System 1425-300B 1475-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM (H. Pylori Ab IgM) Test 1525-300A | 1575-300A L
System 1525-3008 1575-300B 15.01.04.03.00 | Low | 2005-11-11
) ) i 1625-300A | 1675-300A
Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 1625-300B 1675-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-SARS-CoV-2 (COVID-19) IgG Test S 11925-300A 1 11975-300A 15.04.80.90.00 | L 2020-08-25
nti-SARS-CoV-2 ( -19) IgG Test System | 44955 3008 | 11975-3008 04.80.90. ow -08-
) 11725-300A | 11775-300A
Anti-SARS-CoV-2 (COVID-19) IgM Test System 11725-300B | 11775-3008B 15.04.80.90.00 | Low | 2020-08-25
] 11825-300A | 11875-300A
Anti-SARS-CoV-2 (COVID-19) IgA Test System 11825-3008 | 11875-300B 15.04.80.90.00 | Low | 2020-08-25
Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 12025-300A | 12075-300A oL
Test System 12025-300B | 12075-300B 15.04.80.90.00 | Low | 2021-09-20
) 9225-300A | 9275-300A
D-Dimer Test System 9295-3008 9275-300B 13.02.05.03.00 | Low 2020-08-25
o 1425-300A | 1475-300A
Procalcitonin (PCT) Test System 1425-300B 1475-300B 12.06.90.16.00 | Low 2017-07-05
Neonatal
5525-300A
Neonatal 170HP (N-170HP) Test System 5525-300B 12.05.01.07.00 | Low | 2008-02-01
N | (N-T4) Thyroxine TestS 2625-300A 12.04.01.12.00 | L 2005-11-11
eonatal (N-T4) Thyroxine Test System 2625-300B .04.01.12. ow -11-
8925-300A
Neonatal TBG (N-TBG) Test System 8925-300B 12.04.01.09.00 | Low | 2013-09-16
3425-300A
3425-300B
Neonatal TSH (N-TSH) Test System 3425-300D 12.04.01.90.00 | Low | 2005-11-11
3425-300E
Steroid
. 12425-300A | 12475-300A
Androstenedione (ANST) Test System 19425-300B | 12475-300B 12.05.01.01.00 | Low | 2021-09-20
) 3625-300A | 3675-300A
Cortisol Test System 3625-300B 3675-300B 12.06.02.04.00 | Low 2005-11-11
Deh i DHEA) T 7425-300A | 7475-300A 12.05.01.02.00 | L 2011-09-2
ehydroepiandrosterone ( ) Test System 7425-300B 7475-300B .05.01.02. ow 011-09-26
Dehydroepiandrosterone Sulfate (DHEA-S) 5125-300A | 5175-300A .
Test System 5125-3008 | 5175-3008 12.05.01.02.00 | Low ) 2010-06-29
E E1) Test S 10325-300A | 10375-300A 12.05.02.04.00 | L 2019-04-03
strone (E1) Test System 10325-300B | 10375-300B 05.02.04. ow -04-
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Itemi# Itemi# o ltemi#t Itemi
. AccuBind® | Acculite QSure® Instru- Risk  First date of
Device types ELISA CLIA ment ~ EPMScode | cics  CE-marking
Microwells Microwells Control
. 4925-300A | 4975-300A
Estradiol (E2) Test System 4925-300B 4975-300B 12.05.01.03.00 | Low | 2010-06-29
. ) 5025-300A | 5075-300A
Unconjugated Estiol (u-E3) Test System 5025-300B 5075-300B 12.05.02.02.00 | Low | 2010-06-29
4825-300A | 4875-300A
Progesterone Test System 4825-300B 4875-300B 12.05.01.06.00 | Low 2010-06-29
5225-300A | 5275-300A
17-OH Progesterone (17-OHP) Test System 5225-300B 5275-300B 12.05.01.07.00 | Low | 2010-06-29
17-OH Progesterone S| (17-OHP-SI) Test 9925-300A | 9975-300A
System 9925-300B | 9975-3008B 12.05.01.07.00 | Low | 2010-10-18
Sex Hormone Binding Globulin (SHBG) Test 9125-300A | 9175-300A oL
System 9125-300B | 9175-300B 12.05.01.09.00 | Low | 2013-09-16
3725-300A | 3775-300A
Testosterone Test System 3795-300B 3775-300B 12.05.01.10.00 | Low 2007-11-01
5325-300A | 5375-300A
Free Testosterone Test System 5325-300B 5375-300B 12.05.01.10.00 | Low 2010-06-29
Thyroid
125-300A 175-300A
. . 125-300B 175-300B
Total Triidothyronine (tT3) Test System 125-300D 175-300D 12.04.01.05.00 | Low 2005-11-11
125-300E 175-300E
1325-300A | 1375-300A
. . 1325-300B 1375-300B
Free Triidothyronine (fT3) Test Stystem 1325-300A 1375-300D 12.04.01.01.00 | Low 2005-11-11
1325-300B 1375-300E
. ) 8125-300A | 8175-300A
Total Triidothyronine (tT3 SBS) Test System 8125-300B 8175-300B 12.04.01.01.00 | Low | 2010-06-29
i i i id - 11225-300A
gsstlgn':'otal Triidothyronine (Rapid -tT3) Test 112953008 12.04.01.01.00 | Low 2017-07-05
525-300A 575-300A
T3-Uptake (T3U) Test System 525.300B 575-300B 12.04.01.06.00 | Low | 2005-11-11
225-300A 275-300A
) 225-300B 275-300B
Thyroxine (tT4) Test System 225-300D 275-300D 12.04.01.07.00 | Low 2005-11-11
225-300E 275-300E
1225-300A | 1275-300A
) 1225-300B 1275-300B
Free Thyroxine (fT4) Test System 1225-300D | 1275-300D 12.04.01.02.00 | Low | 2005-11-11
1225-300E 1275-300E
) 8225-300A | 8275-300A
Total Thyroxine (tT4 SBS) Test System 8225-300B 8275-300B 12.04.01.01.00 | Low 2010-06-29
) ) ) 11125-300A
Rapid Total Thyroxine (Rapid -tT4) Test System 11125-300B 12.04.01.01.00 | Low | 2017-07-05
325-300A 375-300A
) 325-300B 375-300B
Thyrotropin (TSH) Test System 325-300D 375-300D 12.04.01.11.00 Low 2005-11-11
325-300E 375-300E
6025-300A | 6075-300A
Rapid TSH Test System 6025-3008 | 6075-300B 12.04.01.11.00 | Low | 2010-06-29
) o ) 3525-300A | 3575-300A
Thyroxine-Binding Globulin (TBG) Test System 3525-300B 3575-300B 12.04.01.09.00 | Low | 2005-11-11
Thyroglobulin (Tg) Test System 2225-300A | 2275-300A 12.04.01.08.00 | Low | 2005-11-11
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Itemi# B /teT# o ltemi#t Itemi
AccuBind® ceulLite QSure® Instru- First date of
ELISA CLIA ment EDMS code CE-marking

Microwells Microwells Control

Device types

2225-300B 2275-300B
Total Thyroxine (tT4), Total Triidothyronine (t73) | 8025-300B | 8075-3008
& Thyroid Stimulating Hormone (TSH) (Thyroid | 8025-300D | 8075-300D 12.04.01.01.00 | Low | 2005-11-11
Panel VAST) Test System 8025-300E 8075-300E
Free Thyroxine (fT4), Free Triiodothyronine 7025-300B | 7075-300B
(fT3) & Thyroid Stimulating Hormone (TSH) 7025-300D | 7075-300D 12.04.01.01.00 | Low | 2010-06-29
(Free Thyroid Panel VAST) Test System 7025-300E 7075-300E
Miscellaneous Controls
Anti-H. Pylori Control (IgA, IgG, IgM) — Positive HPC-300 12.50.01.16.00 | Low | 2013-09-16
& Negative
Anti-Tg & Anti-TPO Control — Positive & AIT-101 12.50.01.16.00 | Low | 2010-06-29
Negative
Materna_l Control — (AFP, uE3, hCG, Free beta MC-300 12.50.01.16.00 | Low 2010-06-29
hCG) Tri Level
TBG Control — Tri-Level TBG-300 12.50.01.16.00 | Low 2013-09-16
Tg Control — Tri-Level TG-300 12.50.01.16.00 | Low 2010-06-29
Tumor Marker Control - (CA 125, CA 15-3, CA TMC-300 12.50.01.16.00 | Low | 2013-09-16
19-9) Tri-Level
Miscellaneous Instruments
Autoplex® ELISA & CLIA Analyzer INOO6 21.02.10.01 Low | 2010-06-29
Autoplex® G2 ELISA & CLIA Analyzer INO06-2 21.02.10.01 Low | 2013-09-16
Autoplex® G3 ELISA & CLIA Analyzer INO06-3 21.02.10.01 Low | 2017-07-05
NeoEldex® ELISA Analzyer INOO9 21.02.10.01 Low | 2011-09-26
Impulse® 3 CLIA Analyzer INOO7 21.02.10.01 Low | 2010-06-29
NeoLumax® CLIA Analyzer INO10 21.02.10.01 Low | 2011-09-26
LuMatic® CLIA Analyzer INOO8 21.02.10.01 Low | 2011-09-26
PrisMatic® ELISA Analyzer INO13 21.02.10.01 Low | 2013-09-16
PlateWash - Immunoassay Washer INOO2 21.02.10.01 Low | 2010-06-29
TITIN® ELISA & CLIA Analyzer INO15-EC 21.02.10.01 Low | 2017-07-05
TITIN® ELISA Analyzer INO15-E 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA & CLIA Analyzer INO16-EC 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA Analyzer INO16-E 21.02.10.01 Low | 2017-07-05
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Certificate of Registration
of Quality Management System
to ISO 13485:2016

Brazil - RDC ANVISA n. 16/2013 RDC ANVISA n. 23/2012 RDC ANVISA n. 67/2009
Canada - Medical Devices Regulations - Part 1- SOR 98/282
United States- 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts A to D,

21 CFR 820 - Quality System Regulation,

The National Standards Authority of Ireland is an MDSAP Recognized Auditing
Organization and certifies that:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630
USA

Facility ID: F002818
has been assessed and deemed to comply with the requirements of the above
standard and regulations in respect of the scope of operations given below:

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

Additional sites covered under this multi-site certification are listed on the Annex (File
No. MP19.4585)

Approved by:
Kevin Mullaney /
Director of Certification

Certificate Number: MP19.4585 / Rev 2 —
Certification Granted: 2019/09/25
Effective Date: 2022/09/25 M

Expiry Date: 2025/09/24

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

National Standards Authority of Ireland, 20 Trafalgar Square, Nashua, New Hampshire, NH 03063, USA T +1 603 882 4412

All valid certifications are listed on NSAI's website - www.nsaiinc.com The continued validity of this certificate may be verified under "Approved
Client Listing

MCT-1003 Rev 2.0
Page 1 of 2
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Annex to Certificate Number: MP19.4585 / Rev 2

Scope of Registration:

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

Activity Location

Headquarters, Design, Monobind Inc.

Manufacture 100 North Pointe Drive
Lake Forest, CA 92630
USA

File No.: MP19.4585
Facility ID: F002818

Manufacture, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MP19.4585/A
Facility ID: FO02818

Verified by:
Director of Certification

MCT-1003 Rev 2.0
Page 2 of 2



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
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.......... e Y7 Qo:mv >-_m_<_ . mqrhwm _.S _“oq ..nm.m:s_:m:o: o* _Es 3 .._mvma_m > O. owmm
: . - ~ “|EUSA kit for = quantitatve and qualitative |
s 2. fVectohep A-gG determination of 9G to hepatitis Avirus, D-0352
............ i qmn::.mBm:ﬁ of Annex | Directive wmnw\mo o« Mq Onﬁocmq 1998 :wmw_‘n_:m invitrodiagnostic 13, Vectohep ITV-igG- ELISA kit for detemmination of IgG 10 TT-virus D-0802
medical devices. 1 it for. de ination -of - itis - |
4; (00»03&ﬂ E-lgG mwhw}r; -G g.ﬁm»_oﬁ. Oﬂ _mm to _Jm_umnm_m m D-1056

B e ST e A, : 2 | Vectohep E-igM.
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__________________ _ Other devices (all de e 0, | . |ELISA kit _for_determination of IgG.to_he atitis G
self-testing devices) G=\fectohep"G-igG: 3 virus =75 S N N
) ELISA kit for determination cf 19G 1o _zﬂmn_ocm
S 00303_5 assessment procedurs: Annex Il (not m:m_ﬁm:m.mm&wa 6). i 7. ._r<8m.mmm»._.n0 ~ |poreliosisagents - .i..|iml e |D.Kmm -
g |lymeBestight ELISA - kit for nm»m::.:m:o: of IgM to _:an_oﬁ 3 D-1454
o _uo gents
Maoufacturer. ZAO “Vector-Best” e
>aa..mmm AHC, _Ao_»mo<o

9. |RecombiBest antipallidum-gG EUSA kit for determination of _nm to Treponema

D-1852
: mmw x:mm_m pallidum
.......... : 3 ?_.m +..~ nwmwvu umo R 3.. RecombiBest m.avm__aczf TELISA™ kit for nmﬁ::.:m».o: Q S,m_ m:mcoa_mm 3 " _“....mm.nm. S
" Fax 47 (383) 363 36 mm 17| total antibodies > I Treponema pallidam e, T s e
i 11 RecombiBest m:nvm___aca. ELISA kit for determination of _mz_ to ._.nm_vo:mam D-1858
“ligh . - jpaliidum = i
European authorized representative: Bioron GmbH, 12 RecombiBest antipallidum- ELISA (it for determination of total ‘antibodies to D857
Rheinhorststr. 18, D-67071 " itotal antibodies Treponema pallidum
Ludwigshafen, Germany. j ELISA kit for determination of 1gG to herpes simplex
tel’z +49 (0) 621 5720 915, feefieaiion.1.2 095 virus types 1 and 2 D-2152
: fax: +49 (0) 621 5720 916 K * ELISA kit for determination of IgM to sm.ﬂmm m_Bn_ox .
14, fVectoHSV - IgM virus types 1 and 2 D-2154
; ELISA kit for determination of IgG 6 human —_m_dmm i
15, |VectoHHV-8 - IgG vius type 8 D-2160
16_ | VECtaHHV.A - 196 ¢m:m> kit M: nm,m_.a_:m._o: of 19G to human :mimm R .
17 Ureaplasma urealyticum — ELISA kit for determination of 1gG to Ureaplasma D2254
~ {IgG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — EUSA kit for detemmination of 1gA to Ureaplasma D-2258
Date: 2013/04/12 Murat Khusainov " |ISA-EIA-BEST urealyticum anligens > =
General Director ZAO «Vector-Best» 19. |VectoParotitisHgG - ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-igM - " | ELISA kit for determination of g to parotitis virus D-2604
2 ELISA kit for determination of IgG to toxocara
M.._. ,_.oxooﬁ_.:mw_uo.m_?mmmq antigens _u,.Nwa

; Onmmﬁ.:oﬁ:mmmmm — laG-ElA- ELISA kit for determination of 1gG to ou.m:._oqo:_mm_m ;
“ 5 BEST m:»ﬁm_..m D-2952

23. | Echinococcus-1gG-EIA-BEST

ELISA kit for determination of 1gG to Echinococcus| D-3356
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_ - - s dmr_m> kit for determination of concentration of 1.8552
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25. | Lamblia-antibodies-EIA-BEST W.Mb_mzwhmmoaam_wwa_:m»_% of 1gG. IgM and IgA to} - ¢y e B 19&
. . 48. |1gG total EIA-BEST ELISA kit for determination of concentration of total 28662
26. | Lamblia-IgM-EIA-BEST m_n_w> _a_» for detemination of _az_ to _.ma_u__m D-3554 : A 19G :
57, | LambiiaantigenmEIA-BEST | ELISA kit for determination of Lambtia anfigen "B-35%6 48. | IgM total-EIA-BEST il R
ji it Helicobacter pylofi-CagA- ELISA kit for detemnination of “total “ antibodies te |* : ELISA kit for determination of concentration of total S
28. | antigen-EIA-BEST CagA Helicobacter pylori D-3752 50. | 1gA total E1A-BEST IgA Rt
e ra ~|ELYSA kit for determination of 8:8:33: of . = ELISA kit for amﬁm_._é:m»_o: 3 -concentration of i
RSN 284 TSH-EIA-BEST ““Ithyroid=stimualating Hiornmione™ iy Xw.m.m...w - {Gammaclntedferon-EIA-BEST.. ~l garmma-ereron— - SIS LSRR, e =TI Sy
= i ELSA kit fordeterminationof - no_..om:n.mno: of -total T .I|......|.mEm>Jrn ~for—determination--of--concentration--of o ke —
30.| T3 toal-EIA-BEST tHiodothyromine 52. | Intedeukine4-EIA-BEST rterisnlcine-4 A8754
! i e ELISA kit for determination of concentration of total ELISA kit for determination of no:nhnemco: oa
31 | T4 0t EIABEST | thyroxine i = . i i 183, [Alpha-TNF-EIABEST 1 by imar necrosis factor .. ottt
" 3 ELISA kit for determination of antbody a ELISA kit for determination of concentration of
e SantiiR GEG BESTE concentration to thyroperoxidase GS069 54. | Alpha-interferonrEIA-BEST & e feron BTeE
el ELISA kit for determination of concentration of . ELISA kit for determination of concentration of}|.
: 33. | PAPP-A-EIA-BEST pregnancy-associated plasma protein A U.A._.mc 55. intarleukine-6-EIA-BEST Interdeukine 6 £-8768
.| Mycoplasma hominis-igG- EUSA kit for determination of 1gG to z_woov_mmq:m st | SR ¥ ~_|ELISA kit _for determination of concentration ~of{" ki SR
34 | pla-BEST hominis D-4352 56 | Intereukine-2-EIA-BEST | "iioiiine 2 ~ABIT2
Mycoplasma :o:.::_m-_u> -ElA- [ELISA kit for nmﬁ::.:m:o: of IgA to Z_waou_mwam B s T 1ELISA kit for nﬁm::.:m__o: oq Bsomzc.meo: oq
135 |gEST hominis Ulum.a 57. | Procalcitonin-EIA-BEST SrocakDnin A-9004
Mycoplasma pneumoniae- ELISA «it for determination of IgG to Mycoplasma EUISA kit for n&w::s.ﬂmo_.. of concentration of N= g
o 1gG-EIA-BEST. pneumoniae SR 58. | NTproBNP-EIA-BEST terminal prohormone of brairy natriuretic peptide A
1.7 |Mycoplasma pneumoniae- ELISA kit for determination of IgM to _s<ncu_mm5m : ELISA kit for determination of concentration of|] ..
37 {{gM-EIA-BEST pneumcniae D-4366 59. | Troponin |-EIA-BEST traponia | e HI00
e y ELISA kit for determination of 19G to ‘Crmean-
38. | Vectocrimean - CHF —19G | o010 hemorthagic fever virus D2
- ELISA kit for determination of igM to O:_.:mm:-
38. { Vectocrimean — CHF —IgM Congo hemorrhagic fever virus R0y
-BEST T | ELISA kit for determination of _copceptration. of s
40, | CEA-EIA-BEST carcinoembryonic antigen T=8454
ELISA kit for determinaton of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein T-8456
: et ELISA kit for determination of concentration of
42. |CA-125-EIA-BEST e e T-8466
43. |CA 19.9-EIA-BEST _._mw.._w> kit for determination of concentration of CA 1-8470
biief BEX R ELISA kit for detemmination of concentration of
4a54CH 15 3 CIREST oncomarker CA 15-3 84w
2 T : ELISA kit for determination of concentration of
45 NSE-EIA-BEST neuron specific énclase T-8476
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