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BioSystems
EC DECLARATION OF CONFORMITY

Biosystems S.A., a company placed in Costa Brava 30,08030 Barcelona (Spain)

dedicated to the design, d6velopment and manufacturing ol in vitro diagnostlc

medical devlces,

Hereby DECLABES

That the products stated in the annex of thirteen (13) pages joined herewith, meet

the appllcable provrsions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the speclficat ons declared by BioSystems S A.

It means that the products:

. comply with all applicable Essential Requlrements as set out in the Annex l, and

its technl6al documentation is performed followlng the requirements of the Annex lll

' are classif ed as Other Devices (all devices except Annex ll and Self-Testing

Devices), that is why the Conformlty Assessment follows the procedure stated in

the Annex lll of the Directlve w thout the lntervention of a Notlfied Body

Barcelona, November 3rd, 2023

l- (,, Costd llrava,30.0u030 tsC l
N1fr408676823

Pau Vlla Cases, PhD
CEO
BioSystems S.A.
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A-AMYLASE-PANCREATIC

alpha-GLUCOSIDASE

ACID PHOSPHATASE (ACP)

ADENOSINE DEAMINASE

ALANINE AMINOTRANSFERASE (ALT/GPT)

ALKALINE PHOSPHATASE (ALP) . AMP

1 1593
11598
1251 I
21592

Bio$Vstem

CODE

a-AMYLASE - DIRECT

11583
11550
12550
21550
23550

a-AMYLASE - EPS
11534
21534
12535

11799
12799
21799

12522
21522

11548

12754
23754

11832
11533
11568
11562
12533
21533
23533

ALBUMIN

1 1573
11547
12547
21547
24447
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ALKALINE PHOSPHATASE (ALP) . DEA

11590
1 1591
11597
12514
21 590
23590

ASPARTATE AMINOTHANSFERASE (AST/GOT)

11830
'I 153'1

11567
1 1561
12531
21531
23531

BTLtRUBIN (DIRECT)

1 151 1

11545
12504
21504
23504

BILIRUBIN (TOTAL AND DIRECT)
11515
1t 555

BILIRUBIN (TOTAL)

1 1510
11544
12506
21506
23506

CALCIUM.ARSENAZO

11570
11571
1257 0
21570
23570

CALCIUM.CRESOLPHTHALEIN

1 18'1 1

11812
12513
2151 1

2351 1

CALCIUM-MTB
11527
11507

cARBON DTOXIDE (CO2)

1 1558
11827
12558
21558

CHOLESTEROL

11805
'1 1505
11506
11539
12505
z tcvc
23505

CHOLESTEROL HDL 11523
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CHOLESTEROL HDL DIRECT

21557
23557
I I tct
12757
21594
23594

CHOLESTEROL HDL PRECIPITATING REAGENT 11648

CHOLESTEROL LDL DIRECT

12585
21585

11785
12785
21785
23785

CHOLESTEROL LDL PRECIPITATING REAGENT 11579

CHOLINESTERASE (CHE)

11588
11589
12588
2,1 58 B

CITRATE
11795
11895
23795

COPPER . PAESA 11837

CREATINE KTNASE (CK)

11790
11791
12524
21790
23790

CREATINE KINASE.MB (CK-MB)

11792
'12566

2-t792
23792

CREATININE

11802
11502
11542
12502
21502
23502

CREATININE.ENZYMATIC
11734
12734
21734

FRUCTOSAMINE 1046

FRUCTOSE
11794
23794

g-GLUTAMYLTBANSFERASE (s-GT)

11584
1 1520
12520
21520
23520
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GLUCOSE

11803
11503
11504
1 1538
12503
21503
23503

GLUCOSE.HEXOKINASE

I 1656
12756
2'1656
23656

IRON. CHROMAZUROL 11546

IRON-FERROZINE

11509
12509
21509
23509

LACTATE

11736

23736

LACTATE DEHYDROGENASE (LDH)

11580
11581
12580
21580
23580

LACTATE DEHYDROGENASE (LDH) . IFCC

1 1586
1 1587
21586
23586

LIPASE

12793
23793
11760
12760
21764

MAGNESIUM

11797
12797
21797
23797

PHOSPHORUS

1 
'1508

12508
21518
23518

PROTEIN (TOTAL)

11800
11572
11500
't 1553
12500
2151 3
23513

PROTEIN (UBINE)

1 1501
11559
12501
21512
23512 #
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ffi 1 166
11554

TRIGLYCERIDES

11828
11528
11529
12528
21528
23528

UNSATURATED IRON BINDING CAPACITY (UIBC)
11835
12835
21835

UREAJBUN - COLOR
11536
11537

UREfuBUN - UV

1 1516
11517
1 1541
12516
21516
2351 6

UFIC ACID

11821
11521
11522
11540
12521
21521
23521

ztNc 12526

ADENOSINE DEAMINASE (ADA)
12754
237 54

AMMONIA
12532
23532

ANGIOTENSIN CONVEHTING ENZYME (ACE)
12796
21796

b.HYDROXYBUTYBATE
12525
21525

ETHANOL
12789
21789

HOMOCYSTEINE

12737
21737

OXALATE
12539
23539

OXALATE PRETREATMENT REAGENTS 11839

TOTAL BILE ACIDS

12551
21551
23551

(&,,,"X"EXr
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A1-ACID GLYCOPROTEIN
31928
23107

ALBUMIN (MICROALBUMINURIA)

31324
31924

22324
23324

ACTIVATED PARTIAL THBOMBOPLASTIN TIME
(APTT)

61004
61005
61009

ANTFSTREPTOLYSIN O (ASO)

31323
31923
31 031

22923
23923

ANTITHROMBIN III

31936
13936
22936
23936

APOLTPOPROTEIN A-l (APO A-l)
31095
23095

APOLIPOPROTEIN B (APO B)
31098
23098

b2-MICROGLOBULIN

31920
31925
22925
23925

COMPLEMENT COMPONENT C3

31073
31079
13084
23103

COMPLEMENT COMPONENT C4

3107 4
31080
13085
23104

c-REACTTVE PROTEIN (CRP)

31321
31921
31029
I aocl

22921
23921

C-REACTIVE PROTEIN'er (CRP-er)
22942
23942

C-REACTIVE PROTEIN'hs (CBP'hs)

31927
13927
22927
23927

{t,lrouUu.u*t
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D.DIMER 21519

FEhBITIN

31934
31935
22934
23934
13934

FIBRINOGEN

31600
13600
22804
23804

FIBBINOGEN CLAUSS
61002
61003
61020

HEMOGLOBIN A1 C-DIRECT (HbAl C-DlH)

31047
13047
22047

IMMUNOGLOBULIN A (IgA)

31 071

31077
13082
23101

IMMUNoGLOBULIN G (lsG)

31070
31076
13081
23100

IMMUNOGLOBULIN M (IgM)

31072
31078
13083
23102

PREALBUMIN
31929
23106

PROTHHOMBIN TIME (PT) 61001

RHEUMATOID FACTORS (RF)

31922
31030
13922
22922
23922

THROMBIN TIME (TT) 61000

TBANSFERRIN

31091
31092
31093
13091
22105
23105

'r 7-HYDROXYCOHTICOSTEROIDS (1 7-OH) 11006

lT.KETOSTEROIDS 11002

Biogli.srem
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PRODUCT NAME CODE



Page Bi 13

ffiPHoBlLlNocEN

Y. STANDARDS &

RHEUMATOID FACTORS (RF) STANDARO



Page 9/13

CLINICAL CHEMISTRY. INTERNAL QUALITY
CONTROL
PRODUCT NAME 

-

CODE

ADA CONTROLS l B04B
1806s

ffi 18064

b2.IV'ICROG LOBULIN CONTROL URINE 3'121 5

br-ri cROG LOB U Ll l't co[TRalg 31592

BIOCHEt/tlSTRY CONTROL SERUM (HUMAN) | 18042
18043

BIOCHEMISTBY CONTROL SERUM I
18009
18005

BIOCHEMISTRY CONTROL SERUM II
1801 0
18007
18054

ffi 'i8066

18A24

CKN.iIB CONMOL SERUMN 18061

eoAGULArto@ 61007

coAGIIATION CONTROL II 61008

CONTROL URINE
18036
18037

D-DTMER CONTBOLq_ 18078

FERr Lrry B tocHEIv! QfEI_QQNTEQ!- 18053

TTeRTNoGEN coNTRoL PLasU4 31602
18057

nenirocu6elNTl C CONTROL (eLEVareo)
HEMOGLOBIN Al C CONTROL (NORMAL)

HEMOGLOBIN 42 CONTROL

18002
18001
1001 1

nol/locvstellte coNr!q!_! 18058

nouocvsrEtrue coNTRoL ll 18059

LIPID CONTHOL SERTX!' I 18040

LIPID .OTITBOL SERUM II 18041

OXALATE COI{TROL URINE I 18080

OXALATE.ONTROL URINE II 18062

PHOTEIN COirTNOL SEHUM I 3121 1

FRorEtt'r coNTBoL sERUM ll 31212

RHEUMATOID CONTROL SERUM
ffi11 31214

PRODUCT NAME CODE

ffi(aacn)

ANTI.ENDOMYSIUM ANTIBODIES (AEA)

4457 4
4457 5
29022
44148
44548
44715
44557
44710
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ANTI.ISLET CELL ANTIBODIES (AICA)

ANTI.KEHATIN ANTIBODIES (AKA)

ANTFMITOCHONDBIAL ANTIBODIES (AMA)

ANTI-nDNA ANTIBODIES (nDNA)

44609
44572
4461 B

44517
44510
44514
44511
44515

44825
44818
44817
44820
44819

ANTFNEUTROPHIL CYTOPLASMIC ANTBODIES (ANCA)

ANTI-NUCLEAR ANTIBODIES HEp'2 (ANA'HEp'2)

44850
44851
44852
44911
44108
44508
44509
44546
44547

ANTI.NUCLEAR ANTIBODIES RL (ANA'RL)

ANTFSKIN ANTIBODIES (ASA)

ANTI.SMOOTH MUSCLE ANTIBODIES (ASMA)

ANTI.STRIATED MUSCLE ANTIBODIES (ASIMA)

ANTFTHYROID ANTIBODIES (ATA)

44506
44507
44560
44561
44520
44524
44521
44525
44649
29017
4455U
44551
29012

^]IT.'Ah'TIBoDIES 
I,,SK/MSS (AA.MSKIMSS)

4487 4
44518

AUTOANTIBODIES MSL/MSK/MSS (AA. MSL/MSK/MSS)

AUTOANTIBODIES-RI(RS (AA.RK/RS)

44826
44827
44758
44568

AUTOANTIBODIES.RL/RK/RS (AA.BL/RK/RS)

44558
44648
44570
44639

@TlBoDlES
(GBMA)

44588

^ ^^ ^-nslritE cffiur- 44578

AEA POSITIVE CONTROL

44549
44893
44732
44577

/6)

11''
BioS16rem
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AKA POSITIVE CONTROL 44619

AMA POSITIVE CONTBOL
44s12
44891

ANA.CE P6SITIVE COt.ITHOL 44585

ANA"Ho POSITIVE CONTROL
44502
44890

ANA"l.lu POSITIVE CONTRO! 44504
44503

APCA POSITIVE CONTBOL 44532

ASA-bm POSITIVE CONTROL 44562

ASA-is PoSITIVE CONTROL 44563

ASMA POSITIVE CONTBOL
44522
44892

A.SIMA POSITIVE CONTROL 44843

ATA POSITN/E CO[''TROL 44553

BLOTTING PAPER 12 44669

BLOTTING PAPER 4 44731

BLOT-TiNG PAPER 6 44667

BLOfiING PAPER 8 44716

C.ANCA POSITIVE CONTROL
44854
44912

FrTCi EVANS (R)
44590
44836
4491 6

GBMA POSITIVE COiITROL 44678

GLYCIN 44846

PRODUCT NAME 

-

CODE

lsA FITC/EVANS
44692
44835

IgG FITC/EVANS
44697
44834

lgG FITC/EVANS (M)
44847
44882

LKrJr POSTTIVE COl'lTRO! 44766

MOUNTING MEDIUM 44694

NDNA POSITIVE CONTROL
44542
44894

NEGATIVE CONTROL
44696
44889

P-ANCA POSITIVE CONTROL
44855
4491 3

PBS (10x) 44592

X-ANCA POSITIVE CONTROL 44896
-nliotMMUNtrY - ELEA
PRODUCT NAME_ CODE
ANA.SCREENING 44785

Arufi NNEXTN vlqGxsM (AI'tn 44869
44868

ANTI.BPI ANTIBODIES 44905

ffi(AA4:!s94sI4I_ 44780

ANTI-CATHEPSIN G ANTIBODIES 44906

ffiEr.tE-B) 44865

.g€iz;
fu.,r*ld
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44860
44885
44884

aNTl-dsDNA ANTIBODIES 44705

_I.ELASTASEAI'ITIBODIES 44907

ANTrc B M ATI{ B M ANTI B O D I ES. E IA (G B M) 4487 0

ANTLGLIADIN ANrlBoqES-IAGA:ISsl-S4) 44704

afrI-HtsroNEs ANTTBoDIES (Hls) 44862
44873

ANTI-JOI ANTIBODIES 44864

ENir-IAcroFER Bll't At,trlBo Dl ES 44908

ANiiLYSOZYME ANTIBODIEg 44909

ANTl-M2 ANrl BoplEs.(l!l?L- 44871
44790
44861
44867
44791

ffi 44866

ANTI-Scl70 ANTIBODIES 44863

A}'TI€M ANTIBODIES 44755..-aNr.smnrwa.NrraoDtEL 44770

ffi 4476s

ANrl-sS-B (La) ANTIEQPIES ,--- 44750
44796
44795

ANTI-tTRANSG LUTAMINASE ANTIBODIES IgA (ANTI.ITG

lsA)
ANTI-TTRANSGLUTAMINASE ANTIBO0IES lgG (ANTI'tTG
l.t G)

447 54

44798

ASCA-lqG/lqA (ASCA) 

-

44872

ENA4.PBOFILE 44775

ENA 6-PROFILE 4491 0

ENA6.SCREENING 447 40

1@
PRODUCT NAME 

-

CODE

ffi

@

ffi

31019
3131 9
3 t086
31448
3101 1

3131 1

31012
31 '107

31013
3131 3
31014
3 108

- 
t N F ECfl O u sl M M U No LO G Y'j!E tl! LE
PRODUCT NAME CODE

BioSi[Ptem
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