AA24TH
AB 362
ABZ80S
AB3800
AGCT01
AD 189
ADEQOD
ADBCDT

ADSC02
AE1032

AG2472
AL 100

AL 146

AL1027
AL120C
AL1205
AL1268B
ALZ360
AL2808
AL3BCH

AL3B75
AL7904
AL7930
AMIDS
AMI054
AM3E79
AN1026
AP 307

AP 311

AP 313

AP 542

AP2809
AP32802
AP3803
APZETT
AP3882
APTO27
AS 101

AB 147

AS1202
AS1204
AB1267
AB2359
AS2800
AS3804
AS3876
ASTH05
AST938

DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/72/EC

We

Randox Laboratories Lid

55 Diamond Road Crumlin

Co. Antrim, UK BT29 4QY

Certify These Products Conform to the Directive 98/79/EC

ALT {GPT) (Liquid) {Mono Reagent)

ALT (GPT) {Liguid}

IFCC (RX daytona™}
IFCC

AL#HA-1 ANTITRYPSIN IMMUNGTLURS. R1 3x16, RZ 3x8
ALBUMIN BCG 6x100
ALBUMIN BCP {DIMENSION®) 4B0T

ALBUMIN (1 3quid) BCG {RX series) Sx51

ACID PHOS. KINETIC {FAST RED} 20x3
ALDOLASE uv 5x20
ALDOLASE CALIBRATOR Sxt

ALDOLASE CONTROL LEVEL 2 axt

ALDOLASE CONTROL LEVEL 3 At

_BOVINE ASSAYED MULTI-BERA LEVEL 3 20%5

ALPHA-1 ACID GEYCOPROTEIN IVMUNOTURB. R1 2x16, R2 3x5
ALT (GPT} (manual onty} COLOR. 2x100

ALT {GPT) (manual oniy) COLOR. 2100

BOVINE ASSAYED MULTI-SERA LEVEL 1 20x5

ALT (GPT) IFCC 20%2

ALT (GPT) IFCC 1010

ALT {GPT) IFCC 5x20

ALT (GPT) IFCC 5100

ALT (GPT} IFCC WITH PSP {DIMENSIONS) AxBOT

ALT {GPT) (Ligurd) MOD. BGKE (RX series) R1 6x51, R2 6x14

8x20.5

R1 7x50, R2 2x44

ALT (GPT) {Licsid) IFCC R1 7x100, R2 360
AMMONIA wv 10x5

AMMON:A UV NADH 203

AMMONIA W 05T

BOVINE ASSAYED MULT-SERA LEVEL 2 20x5

ALK PHOS. DEA 10x10

ALK FHOS. AMP 10010

ALK. PHOS. AMP Ex100

ALK, PHOS. DEA .

ALK, PHOS, AMP (DIMENSION®) -

ALK, PHOS. {Liquid}
ALK, PHOS, (Liguid)

ANP {(IFGC} RX series)
DEA {DGKG) (RX series}

R16x51, R2 6x14
R16x51, R2 8x14

ALK, PROS. {Liguid) (Mono Reagent} AMP (RX serias) 6x20.5

ALK PHOS. {Liguid) (Mono Reagent) DEA {RX series) 6x20.5

ALK PHOS. {Liquid) AMP R1 5x100, R2 5x20
AST {GOT) (manual oniy} COLOR. 2%100

AST (GOT) {manual only} COLOR. 26100

AST (GOT) IFCC 20x2

AST (GOT) IFGG 10x10

AST (GOT) IFGC 520

AST (GOT) IFCC Ex100

AST (GOT) FCG WITH PSP (DIMENSION®) 360T

AST{GOT] (Liguid)

MOD. IFCC (RX series)

R1 6x51, R2Bx14

AST {GOT) (Liguid) (Mono Reagenf) IFCC (RX series) 6x20

AST (BOT) (Liquid) IFCC R1 7x5C, R2 2x44

AST (GOT) (Liquid) IFCC R4 7x100, RZ 3x60
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ALI2352
ALZ353
AY1580
AY1582
AYZ81%
AYZ862
AY3805
AY3855
AYTEOT
AYTE47
AY7931
AY7832
AY7934
AYR707
AYS708
BE 454

BI2672

Bi2863

BI7982

815001

BL.5002
BLECO3
BM1362

BM3887
BR 243

BR 411
BR 412
BR23E1
BR2362
BR2801
BR2802
BR3807
BR3B59
BR7939
CA 580
CAZ390
CA2807
CA3871
CAT941
CART14
CAL2380
G351
Ch 118
o127
Cch 129
CO 136
Chi354

€D4008

We

DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79/EC

Randox Laboratories Ltd

55 Diamond Roa

d Crumlin

Co. Antrim, UK BT28 4QY

Certify These Products Conform to the Directive 98/79/EC

d AYTH34
d CA7941
d CD4008

29 Jan 2009

URINE ASSAYED CONTROL LEVEL 2
URINE ASSAYED CONTROL LEVEL 3
AMYLASE

AMYLASE

AMYLASE

AMYLASE PANCREATIC (lLiguid)
AMYLASE (Liquic}

AMYLASE PANCREATIC (Liquic)
ANIYLASEAMYLASE PANGREATIC (Liguid)
AMYLASE

AMYLASE [Liquid)

AMYLASE (Liquid)

AMYLASE PANCREATIC {Linuid)
AMYLASE (Liquid)

AMYLASE PANCREATIG (Liquid)
BILIRUBIN ELEVATED

BILE ACIDS

BILE ACIIS (Liquid}

BILE ACIDS

BLOOD GAS CONTROL. LEVEL ¥
BLOOND GAS CONTROL LEVEL 2
BLOOE GAS CONTROL LEVEL 3
B2 MICROGLOBULIN CALIBRATCOR
B2 MICROGLOBULIN

BILIRUBIN (Liquid)

BILIRUBIN {Liquid}

BILIRUBIN {Liguid)

BILIRUBIN (TOTAL} (Liguid)
BILIRUBIN (DIRECT) (Liquid)
BIIRUBIN {RECT)

BILIRUBIN {TOTAL)

BILIRUBIN (DIRECT} {Liquid)
BILIRUBIN (TOTAL}

BILIRUBIN

CALCIUM

CALCIUM

CALCIUM

CALCIIM (Liquig} {Mona Reagent)
CALCIUM (Liguid)

CALCIUM (Liguid)

CALIBRATION SERA LEVEL 2
CALIBRATION SERALEVEL 3
GO2 TOTAL

CO2 TOTAL

CO2 TOTAL

CO2 TOTAL

COZ TOTAL (Liquid)

CO2 TOTAL

ETHYLIDENE PNPG7
ETHYLIDENE PNPG?
CNPG3 [DIMENSION®)
EPS {DIMENSIOND)
EPS (RX series)

EPS (RX series)

EPS

£P3

ERS

EPS

EPS

EPS

EPS

COLOR.

COLOR, Sth GEN. (RX series)

COLOR. 5t GEN.

IMMUNOTURBICHIMETRIC
DCA

JENDRASSHK
JENDRASSIK
MOD. JENDRASSIK
MOD. JENDRASSIK

MOB. JENDRASSIK {DIMENSIONS)
MOD. JENDRASSIK (DIMENSIONS)

JENDRASSIK (RX series)
JENDRASSIK (RX series)
DPD

CPC/ANP

ARSENAZO

CPCIAMP (DIMENSION®)
ARSENAZO (RX series)
CPC/AMP

CPC/AMP

380 nm
340 nm
340 nm
380 rm
380 nm

415 nm

2o0f 12

12x90

123810

20x5

8x20

2407

280T

R1 4x16, R2 4x5
R1 Ax16, R2 4x5
R2 ExH0

8x200

R1 6x50, R2 4x18
R1 6x20, R2Z 3x10
R 6x20, RZ 3x10
R1 8x63, R2 916
R1 0x63, R2 8x16
10x3

R1 1010, R2 1x30
R1 2x18, R2 2x8
R16x50, R2 6x18
30x1.8

30x1.8

30x1.8

3t

R 113G, R2 1x10
20150

1228

26625

2250

2250

3207

480T

1 2x30, R2 8x4
R1 2x50, R2 Bxd
R1 6150, R2 3x20
1200

6x100

480T

9x51

R1 6x50, R2 3x50
R? 9xd6, R2 9x20
20x5

20x5

1010

10x10

10x50

Sx100G

Bx20

R1 4x21.7



Co7a42
CE 180

CE7944
CF1500
CF1501

G502
£45022

CGS5023
CH 200

CH 201
CH 202
CH 202
CH1383

CH1384
CH2652

(#2858
LH2656
CH2657
CH2e64
CH2865
CH2673
CH2823
CH2849
GH2850
CHz851
CH3IB1o
CH3B11
CH3841
CH571%
CH5730
CHS5731
CH7657
CHT24%
CH8701
CHOT02
562555

CHET5
CK 110

CK 113

CK 335

CK 522

CKri212
cK1208
CK1651
CK1563
CKz383
CKzZ813

CKaB12

DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79/EC

We

Randox Laboratories Lid
§5 Diamond Road Crumiin
Co. Antrim, UK BT29 4QY

Certify These Products Conform fo the Directive 98/79/EC

CO2 TOTAL 380 nm
CHOLINESTERASE (BUTYRYL) COLOR.
CHOLINESTERASE (BUTYRYL) COLOR.
C.5.F, CONTROL LEVEL 2
G.S.F, CONTROL LEVEL 3

. COAGULATION CONTROL LEVEL 1

. COAGULATION CONTROL LEVEL 2

. GOAGULATION CONTROL LEVEL 3
CHOLESTEROL {Liguid) CHOD-PAP
CHOLESTEROL {Liguid) CHOD-PAP
CHOLESTEROL {Liguid) CHOD-PAP
HDL-GHOLESTEROL (Liguid) PHOSPHOTUNG

. HDL-CHOLESTERGL (Liquid) CLEARANCE

. LDL-CHOLESTEROL (Liguid) CLEARANCE
HOL-CHOLESTEROL {Liguid) CLEARANCE
HDL-CHOLESTEROL (Liguid) CLEARANCE
LOL-CHOLESTERGL {Liguid) CLEARANCE
LOL-CHOLESTEROL {Liguid) CLEARANCE
HOL-GHOLESTEROL (Liquid} CLEARANCE
HOL-GHOLESTERQL {Liguid) CLEARANCE
HOULDL-CHOLESTEROL CALIB, CLEARANCE
CHOLESTEROL CHOD-PAP {DIMENSION®}
HOL-CHOLESTERCE CLEARANCE (DIMENSION®)

tDL-CHOLESTEROL,
HOL-CHOLESTEROL {(AHDLY
CHOLESTEROL (lLiquid)
HDL-CHOLESTEROL. (Liquid)
LOL- CHOLESTEROL (Liquid}

CLEARANCE [DIMENSICNS)
CLEARANCE (DIMENSICN®)
CHOD-PAP (RX sefies)
CLEARANCE (RX series)
CLEARANCE (RX series)

d No Altemative CHOLESTEROL CHOD-PAP
HDL-CHOLESTEROL CLEARANCE
LDL-CHOLESTEROL CLEARANCE
CHOLESTEROL (Liguid) CHOD-FAP
CHOLESTEROL E.P. (Liguid) CHOD-PAP
HOL-CHOLESTEROCL (Liquid) CLEARANCE
L.DL-CHOLESTEROL {Liguid) CLEARANCE
sLOL-C Gl EARANCE
CHOLESTEROL (Liguid) CHORG-PAP
CK-NAG DGKG
CK-NAC DGKC
GK-NAG DEKC
GI-NAG DEKC
CK-MB CONTROL
CK-MB IMMUROINHEBITION
CK-MB IMMUROINHIBITION
CK-MB IMMUNDINHIBITION
CK-MB CALIB.

CK-NAC SZASZ (DIMENSION®)
CKr-NAC DGKE (RX series)
29 Jan 2009 3o0f12

R1 6x50

5x%30

R1 6x40, R2 6x@
10x3

10x3

12x1

2x1

2xt

6x30

6x100

8250

4xB0

R1 32,51, RZ @50
R1 32 51, R2 150
R1 6230, R2 3x20
R{ 6x78, R2 3x52
R &x78, R2 3x62
R 6x30, R2 @x20
R1 52252

R2 3x150

3x1

480T

2407

1607

2407

Bx51

R13x51, R2 3x20
R1 3x51, R2 3x20
8007

540T

840T

6x500

R1 9x50

R1 6x20, RZ 2320
R16x20, R2 2x20
507

R1 12x68

2025

&x30

20%3.0

10x10

102

19x2.5

5x30

520

10x1

4807

R1 420, R2 46



CK3813
CK3878

CK3E79
CK3882

CK3883
CK7851

CK7es2

CK7948
CK7947
CKa717
CL1e4s

V345
CM3B46
CP1423
CP2179

cra47e
CP2477

CP2478
CP2479
CP2480
Cre4gi

CP2489
CP2672
CP2714

cPzes?

CP3B26
cPas4a?

CP3849
CP3850
CP388s
CP7948
CP7850
CPa742

caaiae
CQ3258
cQasoz7
CQos028
CQsG29
CQ5030
CQE031

Q5032
CR 510

CR 524
CR2336
CR2337
CR2804
CR3814
CR7668

DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 28/79/EC

We

Randox Laboratories Lid

55 Diamond Road Crumfiin

Co. Antrim, UK BT29 4QY

Certify These Products Conform to the Directive 88/79/EC

CK-MB
CK-NAC (Licuid) (Mono Reagent)
CK-MB (Liquid} (Mone Reagent)
. CR-NAC (Liguid)
. CK-MB (Liquid)
CK-NAC {Liquid)
CHI-NAC {Liguid)
CK-MB
GE-NAC
CK-MB
CHLORIDE
COMPLEMENT COMPONENT 3 (Liguid)
COMPLEMENT COMPONENT 4 (Liguid)
CRP (Complete IGt with Dispusible Cards)
CRP CALIB. (Midti-paint, Bquid)
CRP HIGH SENSITIVITY CONTROL LEVEL 1 (Liguid}
CRP HIGH SENSITIVITY CONTROL LEVEL 2 (Liguid}
CRP HIGH SENSITIVITY CALIB. SERIES (Multi-point, Tiquid})
CRP CALIB. SERIES (Muiti-point, Hiquid)
CRP CONTROL LEVEL 2 (Liguid}
CRP CONTROL LEVEL 3 (Liguid)
CRP FULL RANGE {0.1-160 mg/t)) CALIB. SERIES
GRP (Liquid}
CRP (Complete Kit with Glass slides)
CRP
CRP (Liguid)
CRP FULL RANGE {0.1-160 mg/i}
CRP FULL RANGE (0.1-160 mgfl)
CRP FULL RANGE (0.1-160 mgl)
CRE HIGH SENSITIMITY (|Liguid)
CRP (Liquid)
CRP (Liguid)
CRP {{iquid)
TRI-LEVEL CARDIAC CONTROL
TRILLEVEL CARDIAC CONTROL
. LEQUIE CARDIAC CONTROL LEVEL 4
. LiQUI CARBIAC CONTROL LEVEL 2
- LIQUIE CARDIAC CONTROL LEVEL 3
. LIQUID CGARDIAC GONTROL LEVEL 1

* LINRAD CARDIAC CONTROL LEVEL 2
. LIGUID CARDHAC CONTROL. LEVEL 3
CREATININE (Licpsic)

CREATININE (Liquid)
CREATININE
CREATININE
CREATININE
CREATININE (Liguid)
CREATININE {Liquid)

DGEKC (RX series)

FGLC (RX series)
MMUNOINHIBITION {RX series)
ENZYMATIC

ENZYMATIC
GGKG

DOKG
IMMUINOINHIBITION
DGKC
IMMUNGINHIBITION
THYDCYANATE
HWMUNGTURB. (RX series)
IMMUNOTURB. (RX series)
LATEX SLIGE TEST
IMMUNOTURB.

L.E L

LEEL

LE &

IMMUNOTURS.
IMMUNCTURB.
MMUNCTURB.

IMMUNOTURB.

LATEX SLiDE TEST
IMMUNQOTURB. {(DIMENSION®)
MMUNOTURB. (RX series)
L. E. & {RX series)

i.. E. 1. (RX series)

L. E. I. (RX series)

L. £, |. {RX series)
MMUNGCTURB.
IMMUNOTURB.
IMMUNOTURB.

JAFFE

SAFFE

ENZYMATIC
ENZYMATIC

JAFFE (DIMENSION®)
JAFFE (RX series)
JAFFE

29 Jan 2009 4 0f 12

R1 4x20, R2 4x6
6x20.5

£x20.5

R1 4x16.9, R2 4x5.5

R 4x20, R2 4x6
R1 3x200

R2 3x1C0

R 6x20, R2 3x10
R1 6x20, R2 3x10
RA 6221, R2 2015
Ex500

RY 3x20, B2 36
1 3x20, R2 36
1007

3xt

10x1

10x1

6x2

6x2

10x1

10x1

&x1

R1 x50, R2 1x50
1007

2007

R1 6x20, R2 3x&
R12x11, R2 2¢i1
1 4x50, R2 4250
R1 &x100, Rz 5x100
R1 2x1%, R2 2x11
R1 8x100, R2 2x70
R17x20, R2 2x12
R1 6x66, R2 6x13
3x1

B2

3x1

3xi

3Ixi

3x2

3x2

3Ix2

1x200

5x500

4xE0

4x100

4807

R1 6x61, R2 3x28
6x500



GCRY24B
Cu2340
CY5006
CYS52689
CYs4a004
CYB5019
CYS5020
DAZ700
DAZTOH
DAZ2702
DA2703
0A2704
DA4007
DA4008
DA4CDR
DAACID
DALO11
DA4012
DA4013
DA4014
DA4D1E
DA4016
DC1363
D{ 1364

DG1365
DN2B30

DN2B38
DN2841
EAT365
EA1367

EAT368
£55734

EV3500
EV3501
EV3502
EV3503
EV3508
EV3§12
EV3a513
EV3514
EV3516
EV3516
EV3517
EV3520
£V3527
EV3528

EV3529
EV3542

We

DECLARATION OF CONFORMITY

Randox Laboratories L.td
55 Diamond Road Crumlin
Co. Antrim, UK BT29 4Q0Y

Certify These Products Conform to the Directive 98/79/EC
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CREATININE {Liquid)

COPPER (Liguid)

CYTOKINE CONTROL

CYSTATIN € CALIBRATOR SET
CYSTATIN G

CYSTATIN C NORMAL CONTROL,
CYSTATIN C ELEVATED CONTROL
CANNABINGID CALIBRATORICONTROL SET
EGSTASY CALIBRATOR/CONTROL SET
EDDP CALBRATOR/CONTROL SET
ETHANOCL CALIBRATOR/CONTROL. SET
MULTIDRUG CALIBRATOR/GONTROL SET
AMPHETAMINES

BARBITURATES

BENZODIAZEPINES

CANNABINOIDS

COCAINE METABOLITE

OPIATES

EDDP

EGSTASY

ETHANGL

METHADONE
DRUGS OF ABUSE CONTROL LEVEL 1

DRUGS OF ABUSE CONTROL LEVEL 2
DRUGS OF ABUSE CONTROL LEVEL 3
PURIFIED WATER

HOL CHOLESTEROL CALIB.

ENZYME DILUENT
AMMON3IA ETHANOL CONTROL LEVEL 1

AMMONIA ETHANOL CONTROL LEVEL 2
AMMONIA ETHANOL CONTROL LEVEL 3
ELECTROLYTE BUFFER {Synchron CX® series)
DRUGS OF ABUSE ARRAY

THYROID (FOTAL)Y ARRAY

THYROID (FREE) ARRAY

TUMOUR {(MONITORING) ARRAY

CYTCHINE ARRAY
DRUGS OF ABUSE ARRAY

CYTOKINE AND GROWTH FACTORS ARRAY
TUMOUR {MONITORING) ARRAY

TUMOUR {PSA) ARRAY

THYROID {TOTAL) ARRAY

THYROID (FREE) ARRAY

SERVICE ARRAY

TUMOUR (PSA) ARRAY

FERTILITY HORMONE ARRAY

SIGNAL P1LUS REAGENT
DRUGS OF ABUSE ARRAY | (Urine gualitative)

JAFFE
COLOR.

HIMLUNOTURB.

ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC
ENZYMATIC

DEMENSION®
DIMENSION®
DIMENSION®

B AT (evidence®)
B AT {evidence®)
B AT {evidence®)
B AT (evidence®)
B AT (evidence®)
B A T (evidence investigator™)
8 A T {evidence investigator™)
8 A T {evidence investigator™)
B A T {evidence investigator ™)
B AT (evidence investigalor™)
B AT (evidence investigator™)
B A T (evidence investigator™)
B AT (evidence®)
BAT (evidence®)

B AT (avidence®)
B AT (evidence®)

50f12

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79/EC

R1 7x50, R2 2x40
5x20

3x3x1

52

R1 2x17.6, R2 2x6.1
3x2

32

5xi0

Hxi0

x10

4x10

5xin

R 2x16,9, R2 2x8
R% 2x16.9, R2 2x8
R1 2x16.9, R2 2x8
R1 2x16,9, R2 2x8
R1 2x16.,9, R2 2x8
R12x16.9, R2 28
R1 2x16.9, R2 2x8
R1 2x16.8, R2 2x8
Ri 2x16.9, R2 2x8
R12x16.9, R2Z 28
10010

40x10

10x10

4x3. 88

ax1

10x10

6x2

Bx2

6x2

2000

4x80 (360 bicchips)
4x80 {360 biochips)
4%S0 (360 biochips)
4x30 (360 biochips)
4%80 (360 biochips)
54 Biochips

&4 Biochips

54 Biochips

54 Biochips

54 Biochips

£4 Biochips

18 Binchips

4x80 (360 biochips)
4x80 (380 biochips)
2x250

4x45 (180 biochips)



DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79/EC

Wea

Randox Laboratories Ltd

55 Diamond Road Crumiin

Co. Antrim, UK BT29 4QY

Certify These Products Conform to the Directive 98/79/EC

EV3543 TUMOUR (MONITORING) ARRAY BA T {evidence®) 4x45 (180 biochips)
EV3544 CYTOKINE ARRAY B AT {evidence®) 4x45 {180 biochips)
EV3545 THYROID (TOTAL) ARRAY B AT (evidence®) 4x45 {180 biochips)
EV3546 THYROID {FREE) ARRAY BAT (evidence®) 4x45 {180 bicchips)
EV3548 TUMOUR {PSA) ARRAY BAT (evidence®) 4x45 (180 biochips)
EV3550 DRUGS OF ABUSE ARRAY CALIB. SERIES 8x1
EV3551 DRUGS OF ABUSE ARRAY CONTROL B AT (evidence®) dxaxt
EV3562 TUMOUR (MONITORING) ARRAY CALIB. SERIES oxt
V353 TUMOUR ARRAY (PSA) CALIB, SERIES ox1
EV3555 THYROID (FOTAL) ARRAY CALIB, SERIES oxi
EV3559 FERTILITY HORMONE ARRAY CALIB, SERES ax1
Eva661 CYTOKINE ARRAY CALIB. SERIES ax1
EV3563 THYROID (FREE) ARRAY CALIB, SERIES 9xi
EV3570 IMMUNOASSAY YRILEVEL CONTROL B A T {evidence®) 435
EVES71 FERTILITY HORMONE ARRAY B AT {evidence®} 4x45 (180 biochips)
EV3580 DISPLACEMENT FLUID BAT (evidence®) 6x500
EVS581 WASH BUFFER BAT (evidence®) Bx320
EV3600 ANALYSER B AT (evidence®) 1
EV3601 SIGNAL REAGENTS BAT (evidence®) 2x250
EV3E602 ANALYSER {INC. B/C SCANNER) B AT {evidence investigator™) 1
£V3603 . SAMPLE DILUENT 1 B AT (evidence investigator ™) 12%5
£V3604 . SAMPLE DILUENT 2 B AT (evidence investigator ™) 12x5
EV3610 FERTILITY ARRAY B AT (evidence investigator ™} 54 Biochips
EV3614 DRUGS DF ABUSE ARRAY | (Urine semi-quantilative) B AT (evidence®) 4x80 {360 biachips)
EV36i4 DRUGS OF ABUSE ARRAY | (Urine semi-quantilative) 8 AT (evidence®) 4x45 (1180 biochips)
EV3817 ORUGS OF ABUSE ARRAY | (Urine semi-guantitative) B A T {evidence investigator™) 54 bigchips
EV3622 . SAMPLE DHLUENT 3 B A T {evidence investigator™) 12%5

DRUGS OF ABUSE ARRAY 1 {Urine semi-quantitative) GALIB,
EV3629 SERIES oxt

DRUGS OF ABUSE ARRAY | {Urine semi-quantitative)
EV3530 CONTROLS ot
EV3647 DRUGS OF ABUSE ARRAY (high opiate) CONTROLS 2xdxi
EV3634 DRUGS OF ABUSE ARRAY | B AT (evidence®) 4x45 {180 biochips)
EV3555 DRUGS OF ABUSE ARRAY il BAT (evidence®) £x80 {360 blochips)
EV3556 DRUGS OF ABUSE ARRAY 1l {Urin) CALIBRATOR SERIES B A T (avidence®/investigator™) Ot
EV3867 DRUGS OF ABUSE ARRAY 1} (Urine) CONTROL B AT (avidence@finvestigator™) 4x2x1
V3652 DRUGS OF ABUSE ARRAY I (Urine) B AT {evidence@finvestigator™} 54 biochips
EVEGEE . CARDIAL ARRAY BAT (evidence®)} 480 (360 biochips)
EV3689 - CARDIAC ARRAY BAT (avidence®) 4x45 (180 biochips)
EV3680 . CARDIAC ARRAY CALIBRATOR SERIES ox1
EV3501 - CARDIAC ARRAY CONTROLS 3x3x1
EV3592 . CARDIAC ARRAY 8 AT (evidence investigator™} 54 biochips
FA 115 NEFA (Non-Esterified Fatly Acids} COLOR. R1 8x10, R2 3x20
FN3452 FERRITIN LEL R1 x40, R2 1x20
FN3453 FERRITIN LE. 1 R1 4%40, R2 4x20
FN3588 FERRITIN L. E. I {RX series) R1 3x20 R2 3x11
FR2992 FRUCTOSAMINE ENZYMATIC R 5x525, R2 5x8
FR2983 FRUCTOSAMINE GALIB, 3x1
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FR2894
FR2GI6
FR3620
Gl 145

Gl 364

GL 365

Gl 441

61442

aL1021

LI

GL2614
GLze23
GLz8ze
GL3816
GL3B1S
(513881

GL3981

GL76E0
GL7952
GL7asd
GRZISE
GRZG0B
GR2E0D
eYam

GT2750
GT2815
G817
GT3674
GT7955
GT7957
GY 105

GY1369
HAZBBG
HAG444
HAZ445
HAZ450
HA830
HO1667
HD1668
HD1669
HE1532
HG1539
HN1530
1HP1350

HP3886
HE2611

1A2447

1A2633

We
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Cerlify These Products Conform to the Directive 98/79/EC
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FRUCTOSAMINE CONTROL LEVEL 1
FRUCTOSAMINE CONTROL LEVEL 3
FRUCTOSAMINE

GLUCOSE

GLUCQSE

GLUCOSE

GLDH

GLDH

GLUCOSE

GLUCOSE (NAD) (Liguid)

GLUCOSE (Liguid}

GLUCOSE (Liguid)

GLUCOSE

GLUCOSE (Liguid)

GLUCOSE (Liquid)

GLUCOSE (Liquid) (Mono Reagent)
GLUCOSE

GLUGOSE {Liguid)

GLUCOSE {liquid)

GLUCOSE {NAD) (Liquid)
GLUTATHIONE REDUCTASE
GLUTATHIONE REDUCTASE CONTROL
GLUTATHIONE REDUCTASE CALIB.
GAMMA GT

GAMMA GT

GAMMA GT

GAMMA GT {Liquid)

GAMMA BT {Liquid) (Meno Reagent}
GAMMA GT {Liquid)

GAMMA GT

GLYCEROL

GLYCEROL CONTROL.

HbAlG

#bA1c CALIB. SERIES

HbA1c CONTROL SET LEVEL 1 and LEVEL 2
HAEMOGLOBIN DENATURANT REAGENT
HbAtcHD (Liguid)

DRUG CONTROL LEVEL 1

DRUG CONTROL LEVEL 2

DRUG CONTROL LEVEL 3

HUMAN ASSAYED MULTI-SERA LEVEL 3
HAEMOGEOBIN {mahual only} (Liguid)
HUMAN ASSAYED MULTI-SERA LEVEL 2
HAPTOGLOBIN CALIBRATOR
HAPTOGLOBIN

HUMAN ASSAYED UL TI-SERA LEVEL 2 AND LEVEL 3

IgA {semple diiution, 2-shot only) {[iquid)
TRI-LEVEL IMMUNOASSAY CONTROL

COLOR. {RX series)

GOD-PAP

GOD-PAP

DGKC

DGKC

GOD-PAP

HEXOKINASE

GOD-PAP

GOD-PAP

HEXOKNASE (DIMENSION®)
GOD-PAF (RX series)

UV (RX series)
HEXOKINASE {RX serigs)
GOD-PAP (RX series)
HEXOKINASE

GOD-PAP

HEXOKINASE

uw

[EY

uv

CARBOXY

CARBOXY

MOD. IFCC {DIMENSIONS)
CARBOXY {RX series)
CARBOXY (RX series)
CARBOXY

CARBOXY

GPO-PAP

BMUNOTURB. (DIMENSION®)

MMUNOTURB.

L. E. i. (RX series)

CYANMETHAEMOGLOBRN

RX series

IMMUNOTURS.
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3x1

3xi

Rt 3x25, R2 2x10
4x250

10100

6x500

Bx&

5x1060

2x500

4x100

2x500

6x100

8607

Gxb

R1 4x51, RZ 3x20
4x50

420

Bx500

R 10x100

R% 5x100, R2 3x40
5x5

10x5

10x5

10x10

20x3

2887

R16x51, R2 6x14
6x20.5

R1 7x50, R2 2x40
R16x50

6x15

x5

2647

1xB, 5x2
222x0.26

260

K1 3x14, R2 3x14
20x5

20x5

20x5

20x5

5x100

20x5

a2

Rt 112, R2 2x2.75
5x2x5

R1T 1x60, R2 1x5
4x3x5



1AZ2838
IA2638
1AZ840
1A2872
1A3B32

IA3895
IAT157

1E2492
IE7308
1G2448
162874
1G3833
HG3806
IG7158
M2449
M2873
MaB34

M3Be7
7977

2691

72692

73861

LA 581

LC2389
LCB380
LD 401

Lozg12
Lo3818
L23842
LO7963
LE2661
LE2882
LE2663
LE25€E8
LE2669
LE2670
LEEM3
LEEDY4
LES0%5
LESDE
LES017

LESO18
11188

L1164
LIBB3T
LITO7S
LM1355

LM4005

We

DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAIL DEVICES DIRECTIVE 98/79/EC

Randox Laboratories [id
55 Diamond Road Crumlkin
Co. Antrim, UK BT29 4QY

Certify These Products Conform to the Directive 98/T9/EC

d

No Alternative

29 Jan 2009

IMMUNOASSAY CONTROI, LEVEL 1
IMUNCASSAY CONTROL LEVEL 2
IVRLNOASSAY CONTROL LEVEL 3
IgA

lgA (Liguid)

IgA

IgA (sample dilution, 1-shot only) (Liguid)
IgE CALIB. SET

IgE

19G fsample diution, 2-shot anly) {Liquid)
i9G

109G {Liquid)

igG

1gG {sempie dilution, 1-shot only} (Liquid)
IgM {sample dilution, 2-shot only) (Liguid)
lgM

Igh (Liguid)

Igvi

Igh (sampie dilution, 1-shot only) (Liquid)
SPECIFIC PROTEIN CALIB. {Liquid)
SPECIFIC PROTEIN CALIB. (Liguid)

G CALIB. (Single Paint)

LEUCINE ARYLAMIDASE (LAP) (Ligquid)
LAGTATE

LACTATE

£D PYRIUVATE -> LACTATE

iDH

L0 PYRUWATE -> LACTATE (Liguid)

L0 LACTATE -> PYRUVATE (Liguid)

LD LACTATE -» PYRUNVATE (Liguid)
LIP3 CONTROL. L EVEL 1

LIPS CONTROL. |LEVEL 2

LiPHD CONTROL LEVEL 3

LiPID CONTROL LEVEL 1

LIPiD CONTROL LEVEL 2

LIPID CONTROL LEVEL 3

stDL CONTROL LEVEL 4

stDL CONTROL LEVEL 2

st.DL CONTROL LEVEL 3
APCLIPOPROTEIN CONTROL LEVEL 1

APCLIPOPROTEN CONTROL LEVEL 2
APOLIPOPROTEIN CONTROL LEVEL 3

LIPASE UV

LIPASE LV
LIPASE

LIPASE (Liguid)
LITHIUM CALIBRATOR

LITHiUM

IMMUNOTURB. (DIMENSION®)
IMMLINOTURE. (RX series)

IMMUNOTURE.
IMMUNOTURB.

LEL
IMMUNOTURS.

IMMUNOTURS. {DEMENSION®)
IMMUNOTURB. {RX series}

IMMUNOTURS.
IMMUNOTURB.

iIMMUNCTURB,

SIMUNGOTURB. (DIMENSION®)
WMUNGCTURB. (RX series)

MMUNCTURB.
IMMUNOTURB.

UNDHLUTED SAMPLE ASSAYS
DILUTED SAMPLE ASSAYS

RX series

COLOR,

COLOR,

COLOR.

DGKG

RAD (DIMENSION®)
MOD. DGKG {RX series)
NAD (RX serigs)

RAD

TURBIDIMETRIC
TURBIDIMETRIC
GOLOR, (RX series)
COLOR.

COLORBMETRIC
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10x5

10x5

1065

1807

R1 3x20, R2 3x14
Rt 3x20, R2 3x6.2
R1 4x20, R2 4x20
Bxi

R11x8, R2 1x5
R1 1x80, R2 1x5
16GT

R1 3x20, R2 3x14
R1 3x20, R2 3x6.2
Rt 4x20, R2 4x20
Rt 1x60, R2 1x5
1607

R1 3x20

R1 3x20, R? 3x6.2
R18x20

51

Sl

3x1

100

16x8

4x95T

20x3

4807

R1 6x20, RZ 3x11
R16x20, RZ 3x18
R% 7x100, K2 3x100
Sx3

Sx3

5x3

5x1

5xl

Bxi

3x1

3x1

3x1

3x1

3x1

3x1

20x2.5

Ax3C

R13x9, R23x6
R16x20, R2 3x20
3x3

R12x18.3, R2 2x8.5
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We

Randox Laboratories Ltd

55 Diamond Road Crumtin

Co. Antrim, UK BT29 4QY

Certify These Products Conform to the Directive 98/79/EC

LO1476 ASO (Complete Kit with Disposable Cards) LATEX SLIDE TEST 100T
LO2305 ASO CALIB. LEE 5x1
Lo2715 ASO (Complete Kit with Giass Slides) LATEX SLIDE TEST 1007
102868 ASD IMMUNDTURB. (DIMENSION®) 180T
102998 ASD R 2x8, R2 2x14
LO3099 ASD R16x17.2, R? 6x28.4
LP211s APOLIPOPROTEIN A-1 (Liquid) IMMUNOTURS. R1 4x40, R2 4x17
tez117 APOLIPOPROTEIN 8 (undiluted sample) (Liguid} IMMUNGTURS. R1 4x50, R2 4x9
1.P2400 APOLIPOPROTEIN A-1 (undiluted sample) {Liquid) IMMUNGTURS. R% 4x100, RZ 4x17
| P2B66 APOLIPOPROTEIN A1 IMMUNGTURB. {(DIMENSICN®) 180T
L2867 APQLIPOPROTEN B IMMUNCTURB. (DIMENSIONG) 180T
LP2578 LIPOPROTEIN {a) IMIBNOTURB. (DIMENSION®) $60T
Lr2ges APOLIPOPROTEN A1 {Liguid) IMMUNOTURB, R% 4x60, R2 4x36
LP2se0 APOLIPOPROTESN B {Liquid) IMMUNOTURB. R 4x60, R2 4x15
LP3023 APOLIPOPROTEIN CALIBRATOR a1
LP3403 LIPOPROTEIN {2) IMMUNOTURB. Rt %10, R2 1%6
LP3404 LIPOPROTEIN (a) CALIB. SERIES 5x1
LP3408 LIPOPROTEIN {a) CONTROL LEVEL 3 3x1
LP3638 APOLIFOPROTEIN Al {Liguid) IMMUNCTURR. (RX series) R1 4x30, R2 4x12
1p3gae APOLIFOEROTEN B (Liquid) IMMUNOTURE. (RX series) R1 4x20, R2 4x6
LP3884 APOLIPOPROTEIN E (Liquid) IMMUNOTURR, (RX series) Ri 2x11, R2 2x5
LP3865 APOLIPOPROTEIN CHE (Liquid) IMMUNOTURE, (RX series) R1 2x11, R2 2x5
LP3885 APOLIPOPROTEIN CH (l.iguid) IMMUNOTURE. (RX series) R1 2x11, R2 2x5
LP3867 APOLIPOPROTEIN Al {Liguid) IMMUROTURB. (RX series) R1 2x11, R2 2x5
MA1361 MICROALBUMIN CONTROL LEVEL 1 and LEVEL 2 {Liguid) axxd
MATSET MICROALBUMIN CALIB. SERIES IMMUNOTURB. 6x2
MAZ423 MICROALBUMIN {2-shot onty) (Liquid) IMMUNOTURB. R1 3x100, R2 8x7
MAZ426 MIGROALBUMIN {2-shot anly) (Liguid) MMUNOTURB. R1 160, RZ 17
MA2E64 MICROALBUMIN MMUNOTURE. (DIMENSION®) 2007
MARE2e MICROALBUMEN {Liquid) MMUNOTURE. {RX series) R1 6x20, R2 38
MG 531 MAGNESIUM (Liguid) XYLIDYL BLUE 3100
mMG2817 MAGNESIUM METHYLTHY. BLUE (DIMENSION®) 1207
MG3BEG MAGNESIUM {Liquid) (Meno Reagent) XYLIDYL. BLUE (RX series) 6420
MS5007 SERUM DILUENT 205
MYZiZ7 MYQGLOBIN (Liquid) LEL R11x7, R2 1x6
MY2456 MYOGLOBIN CALIB. IMMUNCTURB. ax
NA3B5t SODER ENZYMATIC (RX series) R1 320, R2 3x9
NAT167 SODRIM ENZYMATIC Rl 4x45, R2 2x39
NX2331 TOTAL ANTIOXIDANT STATUS CONTROL COLOR. 10x5
NX2332 TOTAL ANTIOXIDANT STATUS COLOR. 5x10
NX2615 TOTAL ANTIOXIDANT STATUS STANDARD COLOR. 10x1
PA3B43 TRANSTHYRETIN (PREALBUMIN) {Liguid) IMMUNOTURB. (RX series) R1 6x20, R2 3x11
PD 40 G6P-DH W 207
PD2E15 GEP.DH SCREEN TEST 750T
PL2ETT G6P-DH CONTROL DEFICIENT SCREEN TEST Bx0.5
PD2618 G6P-DH CONTROL NORMAL SCREEN TEST 6x0.5
PEZBT0 PREGNANGCY TEST (RAPID) (DIPSTICK MEMBRANE) IMMUNOASSAY 25T

29 Jan 2009 9of 12



PG2735
PG2942
PHICS
PH2810
PH3820
PH3872
PH765
PHE726
PS2662
PS2663
PS2664
PT1600
PT3852
PT7168
RA BBS
RAZ63Z
RE1007
RE1008
RF1436
RF2301
RF2716
RERES
RF2836
RET980
RETO81
RE3857
RS 504
RS 505
RS2318
RX2901
RX3000
RX3801
RX3046
RX3048
RX3850
RX3B51
RX3852
RX3963
RX3973
RX4000

RX4003
RX4800

SA3864
SC 892
SC2643
SD 124
SD 125
sSD126

DECLARATION OF CONFORMITY

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79/EC

We

Randox Laborafories Lid
55 Diamond Road Crumlin
Co. Anirim, UK BT29 4QY

Certify These Products Conform to the Directive S8/79/EC

d PH7965

29 Jan 2009

PREGNANGCY TEST (Glass Slides)
PREGNANCY DEVICE (RAPID)
PHOSPHORUS (INORGANIC} {Liquid)
PHOSPHORLS (INORGANIC)
PHOSPHORUS (INORGANIC) (Liouid)

PHOSPHORUS {INORGANIC) (Liguid) (Mono Reagent)

PHOSPHORUS (REORGANIC) (|Liguid)
FHOSPHORUS (INORGANIC) (Liquid)
SPECIFIC PROTEIN CONTROL LEVEL 1 {i iquid}
SPECIFIC PROTEIN CONTROL LEVEL 2 {Liquid)
SPECIFIC PROTEIN CONTROL LEVEL 2 {Liguid)
POTASSIUM

POTASSIUM

POTASSIUM

RANDOX ACCESS FLUID

RANDOX ACCESS FLUID

RANBUT (Hydroxybutyrate)

RANBUT (Hydroxybutyrate)
RHEEUMATOID FACTOR

RHEUMATQID FACTOR CALIB. SERIES
RHEUMATOID FACTGR

RHEUMATOID FACTOR

RHELMATOID FACTOR (Liquid}
RHEUMATOID FACTOR

RHEUMATOID FACTOR

REAGENT PRECISION TEST SCLUTION
RANSE: (Ghitathione Peroxidase)
RANSEL (Glutathione Peroxidase)
RANSEL DHLUENT

RX monza™ ANALYSER (Open System)
RX dayiona™ ANALYSER WITHOUT ISE
RX dayiona™ ANALYSER WITH ISE
WASH SOLUTION NG 3

ISE CALIBRANT B

ISE URINE DE.UENT

ISE WASH SOLUTION

WASH SOLUTION NO. 2

WASH SOLUTION NO. 1

C1 WASH SOLUTION

ISE CALIBRATOR A BAG

ISE WASH SOLUTION

RX imola™ ANALYSER WITH ISE
SALINE DILENT

RANSEL CONTROL

ALTIAST LEVEL 2 CONTROL

RANSOD ILUENT

RANSOD (Superoxide Dismutase}
RANSOD CONTROL

LATEX (DIRECT)}
IMMUNCASSAY
uv

Liv (DIMENSION®)
UV (RX series)

UV {RX series)

uv

uv

COLOR.

ENZYMATIC (RX series)
uv

RAF

RAF

ENZYMATIC
ENZYMATIC

LATEX SLIDE ¥EST
LE1L

LATEX SLIDE TEST

L. E. | {DIMENSIONS)
L. E. . {RX series)

L. E L

L&

RX series
ENZYMATIC
ENZYMATIC

RX series

RX series
X series
RX series
RX series
RX series
RX series
RX serias
RX series
RX seties
RX series
RX series
RX series
RX series

ENZYMATIC

REITMAN & FRANKEL

COLOR.
COLOR.
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00T

36T

R1 1210, R2 1x80
4807

R1 6x20, R2 3x20
6x20

R1 Bx50, R2 3x50
R1 9x42, R2 8x20
Ixt

axt

3x1

100

R13x20, R2 &
R1 4x50, R2 2x43
He1B0g

6x30

1040

10x50

100T

Bx1

100T

180T

RT 2320, R2 2x8
Rt 2x15, R2 1x10
R1 6x50, R2 2x50
6x20

8xG.5

8x10

10a00

1

1

1

6x25

1x125

2x5G

x125

6x25

1x&00

1x80 and 6x15
1

10x100

10x1

x5

6x100

520

10xt



SE1086
Sl 250
§) 257
Size18
13821
Si7oEY
L1084
SN1085
SP3BS6
ST1590
SY1478
8Y1479
Y1480
gYi481
Y2215
TD3408
TD3409
TD3410
TD3412
TD3413
TD3414
TD3416
TD3417
TF2865
TF3531
TFT197
711010
TI3858
TP 245
TP2805
TP38ES
TP40D1
TP7970
TR 210
TR 212
TR 213
TR16S7
TR2347
TR2820
TRIBZI
TR7194
TRY663
TRYST
TROV28
UAZ30
UA 223
UA1B13
UAZ855
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BOVINE PRECISION MULTI-SERA LEVEL 3

IRONIUIBC (Serum only)
IRON (Serum only)
IRON

IRON (Liquid)

IRON {Liguid)

BOVINE PRECISION MULTS-SERA LEVEL 1
BOVINE PRECISION MULTH-SERA LEVEL 2

SAMPLE PRECISION TEST SOLUTION
CHOLESTEROL

RPR

RPR

TPHA

TPHA

TPHA SCREENING TEST
PHENOBARBITAL

PHENYTOIN

DIGOXIN

THEOPHYLLINE

GENTAMICIN

VALPROIC AGID
CARBAMAZAPINE
THERAPEUTIC DRUG CALIB. SERIES
TRANSFERRIN

TRANSFERRIN (Liquid)
TRANSFERRIN (Liquid)

TOTAL IRON BINDING CAPAGITY
TOTAL IRON BINDING CAPAGITY
TOTAL PROYEIN (Liquid)

TOTAL PROTEIN

TOTAL PROTEIN (Liguid) (Mono Reagent)

TOTAL PROTEIN (Liguid}
TOTAL PROTEIN (Liguid)
TRIGLYCERIDES
TRIGLYCERIDES
TRIGLYCERIDES
TRIGLYCERIDES (Liguid)
TRIGLYCERIDES (Liquid)
TRIGLYCERIDES
TRIGLYCERIDES {Liguid)
TRIGLYCERIDES
TRIGLYCERIDES (Liquid)
TRIGLYCERIDES
TRIGLYCERIDES

LIRIC AGID

URIC ACEY

URIC ACID {Liquid)

UGRIC ACED

FERENE

FERENE

FERENE (DIMENSION®)
FERROZINE (RX series)
FERROZINE

RX series

STANDARD

CARD TEST

CARD TEST

INDIRECT HAEMAGGLUTINATION
INDIRECT HAEMAGGLUTINATION
INDIRECT HAEMAGGLUTINATICON
LE L

LR

LEL

LEL

LEL

LEL

LEL

IMMUNOTURE. (DIMENSIONS)
IMMUNOTURB, (RX series)
IMMUNOTURB.

COLOR,

COLOR. (RX series)
BIURET

BIURET [DIMENSION®)
BIRET (RX series)
BiJRET (RX series)
BIGRET (concentrate}
GPO-PAP

GPO-PAP

GRO-PAP

GPO-PAP

GPO-PAP

GPO-PAP (DIMENSION®)
GPO-PAF (RX saries)
GPO-PAP

GPO-PAP

GPO-PAP

GPO-PAP

COLOR.

COLOR.

COLOR.

UV {DIMENSION®)
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20x5

200

2100

2407

R 6x20, R2 3x11
R Tx80, R2 2x42
20%5

20x5

2x10

10x5

100T

500T

1007

2007

1000T

R1 2x17, R2 26
R1 2x17, R2 2x6
R1 2x8, R2 2x6
R1 2x17, R2 2%5
R1 2x15, R2 2x6
R12x12, R2 2x5
R12x12, R2 2x5
8x3

180T

R16x20, R2 x4
R16x20, R2 2x15
100

R 408, 72 4xd
2x800

4807

St

R 4x61, R2 4nd4
R1 4x50, R2 5x50
Bx15

5x100

10x5G

4x100

6x1000

2407

Bx51

R1 5100

R1 6x500

R1 6x50

R1 12x66

6x18

10x50

4x100

480T



UAZ824
{UA3B70
UATS72
UAST730
3G1602
3G1503
UCs033

L5034
UE1558

UN1557
UP1570
U671
UR 107
UR 220
UR 221
UR 222
UR 446
UR 456
UR 457
URCEB
URZ2364
UR2821
UR3825
UR3873
UR7875
UR7976
LUR9729
Wws3asa
ZNZ341
ZN2807
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UATD72

UR 221

URIC ACID (Liquid)

URIC ACID {Liquid) {Mcne Reagent}

URIC ACID {with Ascorbate Oxidase) {Liguid)
URIC ACID {Liquid)

URINE PRECISICN CONTROL LEVEL 2
URINE PRECISION CONTROL LEVEL 3
URINANALYSIS CONTROL LEVEL 1
URINANALYSIS CONTROL LEVEL 2
HUMAN PRECISION MULTH-SERA LEVEL 3
HUMAN PRECISION MULTHSERA LEVEL 2
URINARY PROTER {1 iguid)

URINARY PROTER {£iguid}

UREA

UREA (Kinetic} 3 mimsde read

UREA (Kinatic} 3 minute read

UREA {Kinetic} 3 minute read

UREA {Kinetic) 1 minute read

UREA {Kinetic} 1 minwte read (Woh sensitivity)
UREA, {Kinetic) 1 minute read (high sensitivity)
UREA {marnual only)

UREA {Kinelic) 3 minute read

UREA {BUN)

UREA {Liguid)

UREA {Liguid) (Mono Reagent)

UREA {Liquid)

UREA {Liquid)

UREA {Liquid)

ACID WASH SOLUTION

ZING (with deproteinisation)

ZING DEPROTENIZING SOLUTION

COLOR, {RX serigs)}
COLOR, {RX series)
COLOR,
COLOR.

COLOR.

COLOR.

MOD. BERTHELOT
UV GLDH

NV GLDH

NV GLDE

N GLDH

N GLDH

UV GLDH
BERTHELCT

UV GLDH

UV GLDH (DIMENSION®)
KINETIC (RX series)
LBV GI.DH (RX series)
KINETIC

KINETIC

KINETIC

RX series

COLOR.

COLOR.

IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE 98/79/EC

R1 6x51, Rz 4x20
8x51

R1 6x50, Rz 4x18
R 9x65, R2 9x16
10x10

1010

1212

1212

2025

20x5

3x100

8x100

5x100

ax15

10x50

10x100

10x50

&x15

10x50

300T

6x500

480T

R16x51, R2 4x20
Bx20.5

RA 5x50, R2 4x45
R1 5x100, RZ 5x60
R1 6x65, R2 6x43
2

250
Bx50

THE PRODUCTS HAVE BEEN ASSESSED BY APPLICATION OF STANDARDS / SPECIFICATIONS AS LISTED IN THE
ESSENTIAL REQUIREMENTS CHECKLIST

DATE OF ISBUE

A4 :ch./\/\ o™

SIGNATURE ;//E/{,\L kv 3(7\/\@

NAME
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