MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity e

Product Name: Model/Type:
EasyLyte Analyzer and accessories per attachment Na/K, Na/K/Cl, Na/KI/Lli,
Na/K/CI/Li, Na/K/Ca/pH,
Na/K/Cl/Cal/Li
Manufacturer

sl Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA
Single Registration Number (SRN): US-MF-000037250

Representative

EC REP] Emergo Europe, Prinsessegracht 20,

2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive
98/79/EC. These products are self-certified since they are for professional use only and are not
listed on Annex Il, List A or Annex Il, List B of Directive 98/79/EC. In addition, they are in
conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of
Hazardous Substance in Electrical and Electronic Equipment, and their corresponding
amendments.

Place and Date: Bedford, Massachusetts, USA, 26 May 2022

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs

Digitally signed by Ceaicovschi Tudor
Date: 2024.03.28 11:22:51 EET
Reason: MoldSign Signature




MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

(N:gt.alog EasyLyte Analyzer and Accessories EDMA Code Class

2004 EasyLyte Analyzer, Na/K 21071102 g
2014 EasyLyte Analyzer, Na/K/Cl 21071102 2
2015 EasyLyte Analyzer, Na/K/Li 2107 11 02 )
2016 EasyLyte Analyzer, Na/K/Ca/pH 21071102 S
2021 EasyLyte Analyzer, Na/K/CI/Li 21071102 =
2030 EasyLyte Analyzer, Na/K/Cl/CalLi 21071102 =
C2004 EasyLyte Analyzer, Na/K 2107 11 02 @
C2014 EasyLyte Analyzer, Na/K/CI 21071102 5,
C2015 EasyLyte Analyzer, Na/K/Li 21071102 7
C2016 EasyLyte Analyzer, Na/K/Ca/pH 21071102 %
C2030 EasyLyte Analyzer, Na/K/Cl/Ca/Li 21071102 -
L2014 EasyLyte Analyzer, Na/K/Cl 21071102 é
L2015 EasyLyte Analyzer, Na/K/Li 21071102 g
L2016 EasyLyte Analyzer, Na/K/Ca/pH 2107 11 02 %
L2021 EasyLyte Analyzer, Na/K/CI/Li 2107 1102 x
2101 EasyLyte K+ Electrode 1104 01 06 %_a
2102 EasyLyte Na+ Electrode 11 04 01 07 i
2103 EasyLyte Reference Electrode 1104 04 01 %_
2113 EasyLyte CI- Electrode 11 04 01 03 =
2106 EasyLyte Lithium Electrode 11040104 %
2150 EasyLyte Cat+ Electrode 1104 01 02 e
2151 EasyLyte pH Electrode 11703102 S
2152 EasyLyte Disposable Reference Electrode 1104 04 01 (‘_ﬁh
2109 EasyLyte Solutions Pack, 400mL 1104 04 02 é’
2120 EasyLyte Solutions Pack, 800mL 11 04 04 02 é’
2112 EasyLyte Plus Solutions Pack, 400mL 1104 04 02

2121 EasyLyte Plus Solutions Pack, 800mL 1104 04 02

2115 EasyLyte Lithium Solutions Pack, 400mL 1104 04 02

2122 EasyLyte Lithium Solutions Pack, 800mL 1104 04 02

2114 EasyLyte Calcium Solutions Pack, 400mL 11 04 04 02

2123 EasyLyte Calcium Solutions Pack, 800mL 1104 04 02

2026 EasyLyte Na/K/Cl/Li Solutions Pack, 800mL 11 04 04 02

2028 EasyLyte Na/K/CI/Li Solutions Pack, 400mL 1104 04 02

EasyLyte Na/K/Cl/Ca/Li Solutions Pack,
2124 800mL 11 04 04 02




MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

ﬁgt.alog EasyLyte Analyzer and Accessories EDMA Code Class
2814 EasyQC Bi-Level Quality Control Kit 1150 02 04 =
2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04 32 @
L2026 EasyLyte Solutions Pack, Na/K/CI/Li, 800mL 11 04 04 02 % 7 g
L2112 EasyLyte Solutions Pack, Na/K/Cl, 400mL 11040402 3 2 & =
L2121 EasyLyte Solutions Pack, Na/K/Cl, 800mL 11040402 [ %?3 i w)
L2122 EasyLyte Solutions, Na/K/Li Pack, 800mL 11040402 £ = é 5
L2123 EasyLyte Solutions Pack, Na/K/Ca/pH, 800mL | 11040402 R & g 3

132

g28




NVEDICA

Medica Corporation

5 Qak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731
www.medicacorp.com

Products For Health Care

Declaration of Conformity ce

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li, Na/K/Ca/pH
__EasyElectrolyte and accessories per attachment . FasyFlectrolyte Na/K/CI, Na/K/Li_

EasyStat and accessories per attachment pH/pCO2/pO2/NalK/CalHct, pHIpCO2/pO2/Na/K/Cl/Hct

EasyBloodGas and accessories per attachment pH/pCO2/p02

Manufacturer

#d Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Molenstraat 15
NL-2513 BH The Hague, The Netherlands

Tel: +31 70 345 8570
Fax: +3170 346 7299

Means of Conformity

Medica Corporation declares that the products listed are in conformity with the Annex Iil, essential requirements and provisions of
council Directive: 98/79/EC

Place and Date: Bedford, Massachusetts, USA, March 1, 2012
Signature:

Gzyﬂyj /[Mg /Z?}//f 5

Néme: Photios Makris

Title:  Director of Regulatory Affairs



EasyBloodGas and EasyStat Accessories
Catalog No. Accessory

6201
6202
6203
6204
6101
6301
6303
6304
6305
2118
6402
6503
6603
6306
6504
6505
6506
6507
6508
6518
6537
6520
7101
7205
7206
7207
7208
7301
7309
7603
7303
7306
7304
7506
7302

EasyStat/EasyBloodGas pH Electrode
EasyStat/EasyBloodGas pCO2 Electrode
EasyStat/EasyBloodGas pO2 Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyBloodGas Reagent Module

EasyBloodGas Troubleshooting Kit

EasyQC Level 1 Blood Gas and Electrolyte Quality Control
EasyQC Level 2 Blood Gas and Electrolyte Quality Control
EasyQC Level 3 Blood Gas and Electrolyte Quality Control
Daily Cleaning Solution Kit

Red Test Dye Solution

EasyBloodGas Capillary Tube Kit

EasyBloodGas Demonstration Kit

EasyBloodGas Sampler

EésYBIoodGas/EéSyE!ectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolis)
EasyBloodGas Sensor Module
EasyStat/EasyBloodGas Valve Module
Compression Plate

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EasyStat Reagent Module
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode
EasyStat Ca Electrode

EasyStat Cl Electrode

EasyStat Troubleshooting Kit

Bi-Level Hematocrit Quality Control
EasyStat Demonstration Kit
EasyStat/EasyBloodGas Capillary Tube Kit
EasyStat Sampler

EasyStat Pump Tube

EasyStat Sensor Module

Probe Wipers

EDMA Code
11703104
11703104
11703104
11040401
11703110
21041001
11703150
11703150
11703150
11010127
11703190
21041001
21041001
21041001

21041001
21041001
21041001
21041001
21041001
21041001
21041001
11703110
11040107
11040106
11040102
11040103
21041001
13017003
21041001
21041001
21041001
21041001
21041001
21041001



EasyElectrolyte Accessories
Catalog No. Accessory

4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815

s

4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6518
6537
6520

EasyElectrolyte Reagent Module Na/K/Cl
EasyElectrolyte Reagent Module Na/K/Li
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode
EasyElectrolyte Cl Electrode
EasyElectrolyte Li Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyElectrolyte Spacer Electrode
EasyElectrolyte Troubleshooting Kit
Daily Cleaning Solution Kit

Red Test Dye Solution
EasyElectrolyte Urine Diluent
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit

EDMA Code

110301
110301
11040107
11040106
11040103
11040104
11040401
11040180
21041001
11010127
11703190
11040480
11500204
11500204

EasyEkl‘ectrolyte Demonstration Kit,kN'a/K/Cl‘ B
EasyElectrolyte Demonstration Kit, Na/K/Li
EasyElectrolyte Capillary Tube Kit
EasyElectrolyte Sampler
EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls)
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module

Compression Plate

Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001



EasylLyte Accessories
Catalog No. Accessory

2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123

2028

2109
2112
2115
2114
2026
2814
2815
2843
2118
2598
2108
2107
2257
2104
2100
2492
2309
2111
2577
2323
2541

Easylyte EasySampler

Easylyte K+ Electrode

EasylLyte Na+ Electrode

Easylyte Cl- Electrode

Easylyte Li+ Electrode

Easylyte Ca++ Electrode

Easylyte pH Electrode

Easylyte Disposable Reference Electrode
Easylyte Refrence Electrode

Easylyte Membrane Assembly

EasyLyte Na/K 800mL Solutions Pack
Easylyte Na/K/Cl 800mL Solutions Pack
Easylyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack

Easylyte Na/K/CI/Li 800mL Solutions Pack

Easylyte Na/K 400mL Solutions Pack
Easylyte Na/K/Cl 400mL Solutions Pack
Easylyte Na/K/Li 400mL Solutions Pack
EasylLyte Na/K/Ca/pH 400mL Solutions Pack
Easylyte Na/K/Cl/Li 400mL Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
Easylyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

Easylyte Daily Cleaner Cup

Easylyte Solutions Valve

Easylyte Sample Probe

EasylLyte Sample Detector

Easylyte Tubing Kit

Easylyte Calcium Tubing Kit

Easylyte Internal Filling Solution (125ml)
Easylyte Wash Solution {(50mL)

Easylyte Urine Diluent {(500mL)

Easylyte Standard Solution, Urine (50mL)
Easylyte Probe Wipers (6)

Easylyte Printer Paper (3 rolls)

EDMA Code
21041001
11040106
11040107
11040103
11040104
11040102
11703102
11040401
11040401
21041001

110301
110301
110301
110301
110301

110301
110301
110301
110301
110301
11500204
11500204
21041001
110101 27
21041001
21041001
21041001
21041001
21041001
21041001
110404 90
11040490
11040490
11040490
21041001
21041001



Easylyte Accessories, continued
Catalog No. Accessory

2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118

44

Easylyte C Series Printer Paper (5rolls)

EasyLyte EasySampler Sample Cups, 500ul (500)
Easylyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

Easylyte Capillary Tubes

Easylyte Capillary Adaptor Kit

Easylyte Capillary Adaptor Cleaning Kit
Easylyte Red Dye Test Solution (50ml)

Easylyte Troubleshooting Kit

Easylyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
Easylyte Quarterly Operating Kit

Easylyte Maintenace Kit

EasylLyte Sample Tray

EasylLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit

EDMA Code
21041001
21041001
21041001
21041001
21041001
11040490
11040490
21041001
21041001
21041001
21041001
21041001
21041001
11010127

241000




MEJINK/IOH

UoAVKAOH GHTH — A — MOHOKAOHGABHbIe aHTUTEAQ (IgM) K aHTUreHy A
LioAYKAOH QHTH — B — MOHOKAOHOABHBIE aHTUTEAd (IgM) K aHTUreHy B

000 "Meankaon”

127276 Mockea, botannyieckas ya. 35, \p  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha «Habop peareHToB AAR ONPeAeAeHHs [PYNN KPOBH YeAOBEKA
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LIoAMKAOH cHTM — AB — MOHOKAOHQALHBIE aHUTeAa (IgM) Kk aHTMreHam A u B
PeructpaumonHoe yaoctoseperne Ne $CP 2009/06043 ot 05 Hoabpq 2009 r.

HaumenoBanue: LlomuxioH AHTH-B Bo ¢akoHax 1o 10 M ¢ CHHMMM KpBIITKaMHu

Cepusi: 239604

HMsrorosaen: 23.04.2023

Toaen po: 23.04.2025

Ennnuna: 100 mn
KonuuecrBo equnann 80

O0bem cepun: 10000 M.

Hacnopt: B239604 ot 23.04.2023

HaumeHoBaHne PeayAbrarhl
NoKasareAs Hopwa o TV WCTIBITaHUIA
1, BHeLiHWit BUA
1.1 UoankaoH autn-A Mpo3payHan XMAKOCTb KPACHOTO LBeTa. CoometctayeTt
1.2 Hoankaor aHm-B lMpospauHas XMAKOCTL CUHErO LUBeTA.
1.3 LioamkaoH aHtn-AB MpospayHas 6ecLiBeTHas AU CABTKQ OKPOLLISHHAS
HUAKOCTB.
2. Ceponormyeckie
CBOMCTBA
2.1 CneuudpnyHoCTs LloankaoH aHTK-A He AOAKeH AaBATb arfaloTURauMKu ¢ | CooTeeTcTeyeT
sputpoumtamy rpynn B(lll) n Of)
LioavikanoH aHT-B He Ao/keH AQBQTh OrTADTMHOUMM ¢ | CooTBeTCTBYeT
spuTpoumtamy rpynn Afll) u Of))
LioakaoH aHTM-AB He A0 KeH AQBATHL armaAloiHauuy ¢ | CooteeTcTeyeT
sputpoumTamy rpynns O(f)
2.2 MeMarrAIcTUHUPYIOLWAR | AITAITUHALIMS HA NAOCKOCTH spuTpoLiMToB AL B ¢ Cooterctayer
cnocobHoCTb coomercmyncuuaw HOMK.‘\DHGMM AONKHO MOSIBUTLCA 10cek.
2.3 Tuip CoorseTcTBYST
1:32- 1:64
CoortseTcTBYST
1.64
° rmomnauuu Ha| CooTteercTayeT
MAoCks (- 1:32 - 1:64| 1:32-1:64
u B(lll
HoankaoH cooteetctayert Tpebon GHb 90-2009
Saseaytowas OTK OO0 «Meauknao K.B. IOwetko




MEINK/IOH

000 "Meankaon

127276 Mockea, BoraHuueckas ya. 35, T +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUDPUKAT MNPOU3IBOAUTEASA
Ha «Habop peareHToB AAM onNpeAeAeHUs TPy KPOBU YeAOBeKa
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LloAMKAOH GHTK — A — MOHOKAOHQALHBIE aHTUTEAA (IgM) kK aHTUreHy A
LloAvKAOH aHTK — B — MOHOKACGHOABHBIE aHTUTeAd (IgM) K aHTMreny B

LloAMKAOH aHTK — AB — MOHOKACHOALHEIE aHTWTEAd (IgM) K aHTMreHam A u B
PerucTpauviodHoe yaoctoBepeHne Ne $CP 2009/06043 ot 05 Hoabpa 2009 T.

Hanmenosanne: L{onuiiioH AHTH-A Bo durakoHax o 10 M ¢ KpacHBIMU
KpBIMKaMH

Cepusi: 239504

M3rorosaen: 24.04.2023

Tonen mo: 24.04.2025

Ennuuna: 100 mu
Konuuectso equuun 80

O6nem cepun: 10000 M.

Macnopt: A239504 or 24.04.2023

HaumeHosaHne
NOKQ3ATOAS

Hopma no TV

PeayAbtarhl
UCMbITaHUA

1, BHeLlwHui KA

1.1 UoamkAoH aHTU-A

1.2 LloAnkaoH aHTM-B

1.3 LioAMkaoH QRTu-AB

MNpPo3payHaa XMAKOCTL KPACHOTO LiBeTA.
MpospayHas XMAKOCTb CUHEro LReTa.
Mpoapaykas HecLBETHAsN MAM CASTKO OKPOLUSHHAS
HUAKOCTD.

CooraercTryet

2. CepoAoryeckme
CBOIICTBA
2.1 CnewvichruHoCTs

2.2 TeMarTAICTUHMPYIOWARA
CNocoBHOCT:

LloAMKAOH GHTK-A He AONKEH AQRATL QITAITUHALMK C
aputpowmtamu rpynn B(lll) u O(l)

LioAKAOH OHTI-B He AO/NKESH AQBATL AITAIOTUHAUMMU C
sputpoumramm rpynn A(ll) u Ofl)

LioAvkaoH aHTU-AB He AOAKeH AGBATH QITAIDTUHALMK C
aputpourTami rpynnss Off)

AFTAIOTUHALIMS HG NADCKOCTU SpuTpoLinToB Al B¢
COOTRETCTBYIOWMMK LIOAMKAOHTMM AOAKHQ NORBUTECS

Coortpetcieyer
CooTtserciayer
CootBeTtcrByeT

CoortBerciByer
10cek.

2,3 Turp

AMOTUHOUMA HQ

AV ANOTUHALMA HO
: I)—1:32-l:64

CootseTtcTByeT
1:32- 1:64
CoorBaTcTBYST
1:64
CoorserciayeT
1:32-1:64

K.B. lKOweHko

V /4




Ff%j 000 "Meankaon”

MELVK/IOH

127276 Mockpa, botaHnueckas ya. 35, \p +7495231-2272 +7499 502-1214

NMACNOPT-CEPTUPUKAT NPOUIBOAUTEAS
Ha «Habop peareHToB AAS onpeaAeAeHHs FPYNN KPOBKU YOAOBEKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( UOAMKAOH Antu-D Cynep )
PeructpauvionHos yaoctoseperme Ne $CP 2009/06043 ot 05 Hosibpa 2009 .

Hanmenopanne: llomnkion AHTH-D Cynep Bo diakoHax mo 10 M ¢ 3eJIeHRIMH

KpPBIIIKAMHA
Cepusi: 236105 Eaunuvna: 100 mu
HMsroroeyen: 15.05.2023 KoauuyectBo equnun 50
Tonen go: 15.05.2025 O6bem cepun: 10000 ML

Tlacmopr: Jc236105 ot 15.05.2023

HaumeHoBaHUe Hopma o TV P63Y/\bTGTI:l
noxasareaa MCHLITaHUI
1. BHeLWHWA BHA MpospayHas GeclpaTHAs NAK CASTKO OKPOLLSHHAS
AUAKOCTb Coorsetcieyer
2. Ceponornyeckue
CBOMCTBA
2.1 CneupuiHOCTb LoaukaoH AHTU-D Cynep He AONKEH arfAoTUHUpPoBATE | CooTBETCTBYET
D(-) sputpoumTthbl.
2.2 FTemarraioTARMpYIOWAas | YeTkas peakLma arrhoTMHALMU AOAKHG HacTyriatk B | CooTeetcTayer
cnocobHOCTL TeusHMe 30 cek. NocAe CMeWMBAHNA peareHTa ¢ D{+) 30cex.
SPUTPOLIMTAMMA.
2.3 Turp Tutp UommkroHa Axtu-D.Cyvpe CoortBercrByer
QITAIOTUHOLAY HERACEROSTH 25 1:32
1:32 ;
Turp Lioau, CooTtBeTCTBYST
QITAOTIH: 1:256

He HXe




000 "Meankaon”

127276 Mocksa, botaHnyeckad ya. 35, b +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUDPUKAT MNPOUIBOAUTEAG
Ha «Habop peareHToB AAS onpeAeAeHHs rpynn KpOBU YeAOBEeKa
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

MEAVKIOH

LioAMKAOH GHTM — A — MOHOKAOHGABHBIE aHTUTEAd (IgM) K aHTMreHY A
LloAKAOH QHTU — B — MOHOKACHOABHBIE QHTUTEAQ (IgM) K aHTUreHy B
LioAnkaoH aHTK — AB — MOHOKAOHOABHEIE aHTUTeAd (IgM) K aHtureHam A n B

PeructpauvionHoe yaoctoBepetive Ne $CP 2009/06043 ot 05 Honbpd 2009 r.

HanmenoBanue: Llomuxnon Axtu-AB
Cepusi: 037805
HsroToBnen: 29.05.2023

Tonen po: 29.05.2025

Eauuuua: 100 ma
‘KosumuecrBo equnnn 10

O6nem cepun: 10000 ML

ITacmopt: ABO037805 ot 29.05.2023
HaumeHosaHue PesyasTarsl
noxasareas Hopwma o T WCTILITAHWIA
1, BHeLuHWi1 BUA
1.1 LoamkaoH aHt-A MpospauHan ¥MAKOCTL KPACHOro LseTa. CooTBeTctByer
1.2 Loanmkaon avm-B lMpo3payHas XMAKOCT CUHEro LBeTd.
1.3 UoavkaoH aHm-AB NpoapayHan BeciBeTHAs MAM CASTKQ OKPALLEHHAS
MHAKOCTb,
2. Ceponorimyeckiie
CBOWCTBA
2.1 CneundpuyHoCcTs LioankaoH aHTU-A He AOAKEH AQBOTL ArFAOTUHALMM ¢ | CooTBeTCTBYOT
sputpoumtamu rpynn B(ll)) u O(f)
LloavkaoH aHTU-B He AOAKeH AaBaTL QITAIOTUHALMK ¢ | CooTBeTCTBYOT
sputpoumTamy rpynn A(ll) u Of))
LloAvknoH aHTU-AB He A0NKeH AQBATE QrTAIOTUHALMK ¢ | CooTeeTcTByeT
3puTpoumuTamu rpynnst O(l)
2.2 TeMarTAIOTMHWPYIOLLIOR | AITAIOTUHALMS HO NAOCKOCTH 2puTpoumMToR AL B ¢ CoorBetctayer
cnocobHocTs COOTBETCTBYIOLLIAN] AKADHOMMU AOMIHA NOSBUTLCS 10cek.
He nosaxee 10 i '5’?'"¢ aHMA
2.3 Twip Tutp Uoank, oKGAIrNOTHOWM Ha | CooTeeTcTayeT
MAOCKOCT M- 1:32-1:64 | 1:32- 1:64
Turp Lo AloTMHAMM Ha| CooteeTtcieyeTt
naocKos - 1:64 1:64
Turp L!.o movHaUMM Ha| CooTeetcTayer
TIAQCKO i -1:32-1:64| 1:32-1:64
v B(llly — 1 A
LIoAvKAOH cooTBeTCTBYET Tpeﬁoaquvmm -2009
3aseayiowias OTK OO0 «MeavikaoH» K.B. IOweHko




DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

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

PRODUCT HDV Ab

CODE: DAB.CE (96 tests)

CLASSIFICATION ANNEX I - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

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

NOTIFIED BODY AEMPS —n° 0318

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

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

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

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

ﬁB Declarati £ Conformit Document ref.: DoC2021 vs. 12
%) Monobind Inc. eclaration of Conformity Page: 1 0f 6

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
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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

(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



Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98/ 79 EC
For In-Vitro-Diagnostics

2020-02-1

1 20022020-BZ
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NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) I1gG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 19G

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) 1gG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A IgA

INFG0290 Influenza Virus A I1gG

INFM0290 Influenza Virus A IgM

INFA0300 Influenza Virus B 1gA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus 1gG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 I1gG

PARMO0370 Parvovirus B 19 IgM

RSVAO0380 Respiratory syncytial Virus IgA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG

2
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ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICMO0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVM0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovalLisa Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTAO0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis IgA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae I1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELAO0220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori 19G

PHELAO022 Helicobacter pylori IgA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGG0650 Legionella Pneumophila 1IgG
LEGMO0650 Legionella Pneumophila IgM
LEPGO0660 Leptospira IgG

LEPMO0660 Leptospira IgM
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MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovalLisa Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
NovalLisa Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus IgG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM
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NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva
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PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3
DNOV063 CA 19-9
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture
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NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH
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Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG
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Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM
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