diagnosticsystems
a PerkinElmer company

Immunoassays
EIA & RIA Product Portfolio

Commitment to innovation

info@idsplc.com  www.idsplc.com



cxpertise 1n
CLISA & RIA
J1agnostics

Immunodiagnostic Systems Limited is a leading in vitro diagnostic
solutions provider to the clinical and research laboratory markets.
Since 1977, we have developed, manufactured and marketed innovative
immunoassays to provide improved diagnostic outcomes for patients.
We offer a wide variety of specialised high quality products, delivering
innovative solutions for diagnostics, therapy monitoring and research.

25-Hydroxy Vitamin DS EIA

immunodiagnosticsystems

§) Coconmeboln

Enzyme immunoassay for the quantitative determination of total 25-hydroxyvitamin D — Traceable to ID-LCMS/MS 25(0H)D

reference method procedure

Sample Type e uman serum, plasma (EDTA, heparin, citrate)
Sample Volume e 5uL

P H IVD
Sensitivit e imit of Detection (LoD): 6.8 nmol/L (2.7 ng/mL)

y e imit of Quantitation (LoQ): 12 nmol/L (4.8 ng/mL)

25-Hydroxy Vitamin D RIA
Radioimmunoassay for the quantitative determination of total 25-hydroxyvitamin D
Sample Type e uman serum, plasma (EDTA, heparin)
Sample Volume e OpL IVD
Sensitivity e 3 mol/L (1.2 ng/mL)

1,25-Dihydroxy Vitamin D EIA

96

AC-57SF1 CE/FDA

Wells

100

Tubes CE/FDA

Complete assay system for the purification of total 1,25-dihydroxyvitamin D by immunoextraction with quantitation by enzyme

immunoassay — Proprietary immunoextraction system, no organic or radioactive waste

Sample Type e uman serum, plasma (EDTA, heparin)
Sample Volume e 00pL IVD
Sensitivity e 6 mol/L (2.5 pg/mL)

1,25-Dihydroxy Vitamin D RIA

Wells CE/FDA

Complete assay system for the purification of total 1,25-dihydroxyvitamin D by immunoextraction with quantitation by

radioimmunoassay — Proprietary immunoextraction system, no organic waste

Sample Type e uman serum, plasma (EDTA, heparin)
Sample Volume e 00uL IVD
Sensitivity *5 mol/L (2.1 pg/mL)

Calcium Metabolism

25 OH Vitamin D

Quantitative immunoenzymatic determination of 250H Vitamin D concentration

AA-54F2

40
Cols

56
Cols

CE/FDA

Sample Type e erum, plasma
96
Sample Volume e OpL IVD Wells CE
Sensitivity ¢ 03 ng/mL
Intact PTH ELISA
Quantitative immunoenzymatic determination of intact PTH concentration
Sample Type e erum, plasma
96
Sample Volume e 5uL IVD Wells CE
Sensitivity ® 049 pg/mL
* ot yet listed with FDA as IVD | ** Not yet CE Marked as IVD | FDA* - 510k exempt
RUO - Research Use Only | IVD - In Vitro Diagnostic Use | FDA - FDA Cleared | CE — CE Marked | 'Manufactured by DiaMetra S.r.| 5



Bone Turnover

Bone Turnover
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Alpha CrossLaps® (CTX-I) EIA

Quantification of degradation of non-isomerised fragments of C-terminal telopeptides of type | collagen (CTX-I)

Sample Type e Human urine

Sample Volume ° 25 uL IVD AC-04F1 V\?e?ls CE/FDA*
Sensitivity ¢ 0.8 ng/mL

BoneTRAP® (TRACcP 5b) ELISA

Quantitative determination of the active isoform 5b of tartrate-resistant acid phosphatase (TRAcP 5b)

Sample Type e Human serum, EDTA plasma

Sample Volume ° 100 pL IVD SB-TR201A w?—:-?ls CE
Sensitivity e <0.5U/L

N-MID® Osteocalcin ELISA

Quantitative determination of osteocalcin as an indicator of osteoblastic activity; both intact and N-MID® Osteocalcin
fragments are detected with equal affinity

Sample Type e Human serum, plasma (EDTA, heparin)

Sample Volume ° 20 uL IVD AC-11F1 96 CE/FDA
Wells

Sensitivity ¢ 0.5 ng/mL

Ostase® BAP EIA

Quantitative determination of bone specific alkaline phosphatase as an indicator of osteoblastic activity

Sample Type e Human serum

Sample Volume e 50 uL IVD AC-20F1 96 CE/FDA
Wells

Sensitivity ¢ 0.7 ug/L

Serum CrossLaps® (CTX-1) ELISA

Quantitative determination of degradation products of C-terminal telopeptides of type | collagen (CTX-I)

Sample Type e Human serum, plasma (EDTA, heparin)

Sample Volume 50 L VD AC-02F1 V\?e?ls CE/FDA*

Sensitivity ¢ 0.02 ng/mL

Ostase® is a registered trademark of Beckman Coulter, Inc.

Urine BETA CrossLaps® (CTX-I) ELISA

Quantitative determination of degradation products of C-terminal telopeptides of type-I collagen (BCTX-I)

Sample Type e Human urine

Sample Volume 20 uL IVD AC-05F1 V\?e?ls CE/FDA*
Sensitivity ¢ 0.8 ug/L

Urine CrossLaps® (CTX-I) EIA

Quantitative determination of degradation products of C-terminal telopeptides of type | collagen (CTX-I)

Sample Type e Human urine

Sample Volume 15 L IVD AC-03F1 V\zjls CE/FDA*

Sensitivity ® 50 pg/L

B oown

Insulin-like Growth Factor Binding Protein-3 (IGFBP-3) IRMA

Immunoradiometric assay for the determination of IGFBP-3

Sample Type e Human serum

Sample Volume e 10 pL IVD CL-BC1014 96 CE
Tubes

Sensitivity ® 50 ng/mL

* Not yet listed with FDA as IVD | ** Not yet CE Marked as IVD | FDA* - 510k exempt
RUO - Research Use Only | IVD - In Vitro Diagnostic Use | FDA - FDA Cleared | CE — CE Marked | '"Manufactured by DiaMetra S.r.| 7
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IGF-1 RatLaps™ (CTX-I) EIA
Quantitative immunoenzymatic determination of human Insulin-like Growth Factor 1 (IGF-1) Quantitative determination of bone related degradation products from C-terminal telopeptides of type | collagen
Sample Type e Human serum ¢ Rat/mouse serum (Rat urine supernatants can
Sample Type .
96 also be utilised)
Sample Volume ® 50 uL IVD DKO186" Well CE 96
ells RUO AC-06F1 N/A
Sample Volume e 20 uL Wells
Sensitivity e 7.8 ng/mL
Sensitivity e Limit of Detection (LoD): 4.5 ng/mL
hGH ELISA

Rat-MID™ Osteocalcin EIA

Quantitative immunoenzymatic determination of human Growth Hormone

Quantitative determination of Osteocalcin in rats

Sample Type e Serum, plasma
Sample Volume «50 L VD DKOOSO' 1O CE Sample Type * Rat serum, plasma
Sensitivity * 0.105 plU/mL Sample Volume «20 L RUO AC-12F1 V\Z?IS N/A
Sensitivity * 50 ng/mL
Cartilage
Rat/Mouse PINP EIA
i ) Quantitative determination of N-terminal propeptide of type | procollagen (PINP) in rats/mice
Urine CartiLaps® (CTX-II) EIA
Sample Type e Rat/mouse serum, plasma (EDTA, heparin)
Quantitative determination of degradation products of C-terminal telopeptides of type Il collagen (CTX-II)
Sample Volume e5uL RUO AC-33F1 V\zflsls N/A
Sample Type e Human urine
96 Sensitivity ¢ 0.33 ng/mL
Sample Volume ® 40 pL IVD AC-10F1 Wells CE/FDA*
Sensitivity * 0.2 pg/L RatTRAP™ (TRACP 5b) ELISA
Human COMP® ELISA Quantitative determination of osteoclast-derived tartrate-resistant acid phosphatase form 5b (TRAcP 5b) in rats
Quantitative determination of Cartilage Oligomeric Matrix Protein (COMP) Sample Type * Rat serum
96
Sample Type * Human serum, plasma (heparin) Sample Volume *25pL RUO SB-TR102 Wells N/A
AN-14- 96
Sample Volume e 25 uL IVD 1006-71 Wells CE Sensitivity ¢ 0.1 U/L
Sensitivity e <0.1U/L
MouseTRAP™ (TRAcCP 5b) ELISA
Ani m al Resea rc h Quantitative determination of osteoclast-derived tartrate-resistant acid phosphatase form 5b (TRAcP 5b) in mice
96
CrossLaps® for Culture (CTX-I) ELISA Sample Volume * 254k RUO SB-TRI03  \yeiis N/A
Sensitivity ° 0.1 U/L
Quantitative determination of bone related degradation products from C-terminal telopeptides of type | collagen
Sample Type e Cell culture supernatant
96
Sample Volume ® 30 uL RUO AC-07F1 Wells N/A
Sensitivity ® 0.75nM

* Not yet listed with FDA as IVD | ** Not yet CE Marked as IVD | FDA* - 510k exempt
8 "Product manufactured by DiaMetra S.r.| RUO - Research Use Only | IVD - In Vitro Diagnostic Use | FDA - FDA Cleared | CE — CE Marked | '"Manufactured by DiaMetra S.r.| 9



Animal Research
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Serum Pre-Clinical CartiLaps® (CTX-Il) ELISA

Quantitative determination of degradation products of C-terminal telopeptides of type Il collagen (CTX-II)

e Animal serum (EDTA plasma or synovial fluid can

Sample Type also be utilised
Sample Volume e 25 L RUO AC-08F1
Sensitivity e 3.7 pg/mL

Urine Pre-Clinical CartiLaps® (CTX-I1l) EIA

Quantitative determination of degradation products of C-terminal telopeptides of type Il collagen (CTX-II)

Sample Type e Non-human urine or cell culture supernatant
Sample Volume e 10 uL RUO AC-09F1
Sensitivity ¢ 0.75 pg/L

Corticosterone EIA

Assay for the quantitative determination of corticosterone without the need for extraction

Sample Type e Rat/mouse serum, plasma (EDTA, heparin, citrate)
Sample Volume e 30 uL RUO AC-14F1
Sensitivity ¢ 0.55 ng/mL

Corticosterone HS (High Sensitivity) EIA

Assay for the quantitative determination of corticosterone

Sample Type e Serum, plasma (EDTA and heparin)
Sample Volume ° 100 pL RUO AC-15F1
Sensitivity ¢ 0.17 ng/mL

96
Wells

96
Wells

96
Wells

96
Wells

N/A

N/A

N/A

N/A
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Global Headquarters
Immunodiagnostic Systems

10 Didcot Way, Boldon Business Park
Boldon, Tyne & Wear, NE35 9PD,

United Kingdom

Tel: +44 (0) 191 519 0660
Fax: +44 (0) 191 519 0760

UK

10 Didcot Way
Boldon Business Park
Boldon, Tyne & Wear
NE35 9PD

Tel: +44 (0) 191 519 0660
Fax: +44 (0) 191 519 0760

USA

948 Clopper Road
Gaithersburg, MD 20878
USA

Tel: +1 (877) 852 6210
Fax: +1 (301) 990 4236

Brasil

Rua Domingos de Morais,
2781 —sala 302 , 3° andar
Edificio Art Work

Vila Mariana

S3o Paulo - SP

Brazil CEP: 04035-001

Tel: +55 11 3740-6100 — PABX
Fax: +55 11 3740-6105

+44 (0) 191 519 6155
info@idsplc.com

www.idsplc.com

Germany
HerriotstraBBe 1
60528 Frankfurt
Germany

Tel: +49 (0) 69 26019 0940
Fax: +49 (0) 69 26019 0949

Belgium

101, rue Ernest Solvay
B 4000 Liége

Belgium

Tel: +32 (0) 4 252 26 36
Fax: +32 (0) 4 252 51 96

Italy

Diametra S.r.l
Via Pozzuolo 14
06038 Spello
Italy

Tel: +39 (0) 742 24851
Fax: +39 (0) 742 316197

France

42, Rue Stéphane Mazeau
21320 Pouilly-en-Auxois
France

Tel: +33 (0) 1 40 77 04 60
Fax: +33 (0) 1 40 77 04 66
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