PRODUCT REFERENCE GUIDE

DRUGS OF ABUSE

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Cut-off Level Tests per kit Dimension
DAM-101 N N 1000 ng/mL 50
DAM-U101 N 500 ng/mL 50
Strip
DAM-A101 N N 300 ng/mL 50
4.0 mm
DAM-111 J 1000 ng/mL 25 Tests/Canister
AMP Amphetamine Urine DAM-102 N N 1000 ng/mL
Device 40
DAM-A102 N N 300 ng/mL
DAM-114 N N 1000 ng/mL 25
Dip Card DAM-U114 N 500 ng/mL 25 4.0 mm
DAM-Al114 N N 300 ng/mL 25
DBA-101 N N 50
Strip
DBA-111 J 25 Tests/Canister
BAR Barbiturates Urine 300 ng/mL 4.0 mm
Device DBA-102 J J 40
Dip Card DBA-114 N v 25
DBU-101 N N N 50
Strip
DBU-111 J 25 Tests/Canister
BUP Buprenorphine Urine 10 ng/mL 4.0 mm
Device DBU-102 J J v 40
Dip Card DBU-114 N N N 25
DBZ-101 J J 300 ng/mL 50
Strip DBZ-A101 N 200 ng/mL 50
DBZ-111 J 300 ng/mL 25 Tests/Canister
BZO Benzodiazepines Urine DBZz-102 v v 300 ng/mL 4.0 mm
Device 40
DBZ-A102 N 200 ng/mL
DBZ-114 N N 300 ng/mL 25
Dip Card
DBZ-A114 N 200 ng/mL 25
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DRUGS OF ABUSE (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Cut-off Level Tests per kit Dimension
DCO-101 v v 300 ng/mL 50
Strip DCO-U101 N N 150 ng/mL 50
DCO-111 v 300 ng/mL 25 Tests/Canister
COC Cocaine Urine DCO-102 N N 300 ng/mL 4.0 mm
Device 40
DCO-U102 v v 150 ng/mL
DCO-114 N N 300 ng/mL 25
Dip Card
DCO-U114 N N 150 ng/mL 25
KET Ketamine Urine Device DKE-102 J 1000 ng/mL 40 4.0 mm
DMD-101 N N N 500 ng/mL 50
Strip
DMD-111 J 500 ng/mL 25 Tests/Canister
MDMA Ecstasy Urine 4.0 mm
Device DMD-102 N N N 500 ng/mL 40
Dip Card DMD-114 N 500 ng/mL 25
DME-101 N N 1000 ng/mL 50
DME-U101 N N 500 ng/mL 50
Strip
DME-A101 N 300 ng/mL 50
DME-111 J 1000 ng/mL 25 Tests/Canister
DME-102 N N 1000 ng/mL
MET Methamphetamine Urine 4.0 mm
Device DME-U102 N N 500 ng/mL 40
DME-A102 N 300 ng/mL
DME-114 N N 1000 ng/mL 25
Dip Card DME-U114 N N 500 ng/mL 25
DME-A114 N 300 ng/mL 25
DMO-101 J J 300 ng/mL 50
Strip
DMO-111 J 300 ng/mL 25 Tests/Canister
MOP Morphine 300 Urine 4.0 mm
Device DMO-102 N N 300 ng/mL 40
Dip Card DMO-114 N N 300 ng/mL 25
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DRUGS OF ABUSE (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Cut-off Level Tests per kit Dimension
DMT-101 v v 300 ng/mL 50
Strip
DMT-111 J 300 ng/mL 25 Tests/Canister
MTD Methadone Urine 4.0 mm
Device DMT-102 N N 300 ng/mL 40
Dip Card DMT-114 J J 300 ng/mL 25
DOP-101 N N 2000 ng/mL 50
Strip
DOP-111 v 2000 ng/mL 25 Tests/Canister
OPI Opiate 2000 Urine 4.0 mm
Device DOP-102 N N 2000 ng/mL 40
Dip Card DOP-114 v J 2000 ng/mL 25
DOX-101 N J J 100 ng/mL 50
Strip
DOX-111 J 100 ng/mL 25 Tests/Canister
OXY Oxycodone Urine 4.0 mm
Device DOX-102 N N N 100 ng/mL 40
Dip Card DOX-114 N 100 ng/mL 25
DPC-101 N N 25 ng/mL 50
Strip
DPC-111 N 25 ng/mL 25 Tests/Canister
PCP Phencyclidine Urine 4.0 mm
Device DPC-102 N N 25 ng/mL 40
Dip Card DPC-114 v J 25 ng/mL 25
DPP-101 N N N 300 ng/mL 50
Strip
DPP-111 J 300 ng/mL 25 Tests/Canister
PPX Propoxyphene Urine 4.0 mm
Device DPP-102 J N N 300 ng/mL 40
Dip Card DPP-114 N 300 ng/mL 25
DTC-101 N N 1000 ng/mL 50
Strip
DTC-111 J 1000 ng/mL 25 Tests/Canister
TCA Tricyclic Antidepressants Urine 4.0 mm
Device DTC-102 N N 1000 ng/mL 40
Dip Card DTC-114 v J 1000 ng/mL 25
DTH-101 J J 50 ng/mL 50
DTH-B101 N 150 ng/mL 50
THC Marijuana Urine Strip 4.0 mm
DTH-C101 N 20 ng/mL 50
DTH-111 J 50 ng/mL 25 Tests/Canister
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DRUGS OF ABUSE (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Cut-off Level Tests per kit Dimension
DTH-102 v v 50 ng/mL 40
Device DTH-B102 N 150 ng/mL 40
DTH-C102 v 20 ng/mL 40
THC Marijuana Urine 4.0 mm
DTH-114 N N 50 ng/mL 25
Dip Card DTH-B114 J 150 ng/mL 25
DTH-C114 N 20 ng/mL 25
DED-101 N N 300 ng/mL
Strip 50
DED-A101 N 100 ng/mL
DED-102 N 300 ng/mL
EDDP Methadone Metabolite Urine Device 40 4.0 mm
DED-A102 N 100 ng/mL
DED-114 N 300 ng/mL 25
Dip Card
DED-A114 N 100 ng/mL 25
DTR-101 N 100 ng/mL 5
Strip
DTR-111 N 100 ng/mL 25
TRA Tramadol Urine 4.0 mm
Device DTR-102 N 100 ng/mL 40
Dip Card DTR-114 N 100 ng/mL 25
Multi-Drug 2 Drug Screen Test Panel Urine 2 Drugs DOA-124 N N N See Insert 25 4.0 mm
Multi-Drug 3 Drug Screen Test Panel Urine 3 Drugs DOA-134 J N J See Insert 25 4.0 mm
Multi-Drug 4 Drug Screen Test Panel Urine 4 Drugs DOA-144 N N N See Insert 25 4.0 mm
Multi-Drug 5 Drug Screen Test Panel Urine 5 Drugs DOA-154 J N J See Insert 25 4.0 mm
Multi-Drug 6 Drug Screen Test Panel Urine 6 Drugs DOA-164 N N N See Insert 25 4.0 mm
Multi-Drug 7 Drug Screen Test Panel Urine 7 Drugs DOA-174 J N J See Insert 25 4.0 mm
Multi-Drug 8 Drug Screen Test Panel Urine 8 Drugs DOA-184 N N N See Insert 25 4.0 mm
Multi-Drug 9 Drug Screen Test Panel Urine 9 Drugs DOA-194 J N J See Insert 25 4.0 mm
Multi-Drug 10 Drug Screen Test Panel Urine 10 Drugs DOA-1104 N N N See Insert 25 4.0 mm
Multi-Drug 11 Drug Screen Test Panel Urine 11 Drugs DOA-1114 J N J See Insert 25 4.0 mm
Multi-Drug 12 Drug Screen Test Panel Urine 12 Drugs DOA-1124 N N N See Insert 25 4.0 mm
Multi-Drug Screen Test Panel and Speciment Validity Test* DUA-1X4 J J See Insert 25 4.0 mm
Multi-Drug Screen Test Panel and Speciment Validity Test* Urine 2-12 Drugs DUB-1X4 N N See Insert 25 4.0 mm
Multi-Drug Screen Test Panel and Speciment Validity Test* DUD-1X4 N N J See Insert 25 4.0 mm
Multi-Drug Multi-Line 2 Drug Screen Test Device Urine 2 Drugs DOA-125 N N J See Insert 25 4.0 mm
Multi-Drug Multi-Line 3 Drug Screen Test Device Urine 3 Drugs DOA-135 N N N See Insert 25 4.0 mm
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DRUGS OF ABUSE (Continued)

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Heilitchegsa:;da Cut-off Level Tests per kit Dimension
Multi-Drug Multi-Line 4 Drug Screen Test Device Urine 4 Drugs DOA-145 N N See Insert 25 4.0 mm
Multi-Drug Multi-Line 5 Drug Screen Test Device Urine 5 Drugs DOA-155 N J See Insert 25 4.0 mm
Multi-Drug Multi-Line 6 Drug Screen Test Device Urine 6 Drugs DOA-165 N N See Insert 25 4.0 mm
Multi-Drug Multi-Line 7 Drug Screen Test Device Urine 7 Drugs DOA-175 N J See Insert 25 4.0 mm
Multi-Drug Multi-Line 8 Drug Screen Test Device Urine 8 Drugs DOA-185 N N See Insert 25 4.0 mm
Multi-Drug Multi-Line 9 Drug Screen Test Device Urine 9 Drugs DOA-195 N J See Insert 25 4.0 mm
Multi-Drug Multi-Line 10 Drug Screen Test Device Urine 10 Drugs DOA-1105 N N See Insert 25 4.0 mm
Multi-Drug Multi-Line 11 Drug Screen Test Device Urine 11 Drugs DOA-1115 J J See Insert 25 4.0 mm
Multi-Drug Multi-Line 12 Drug Screen Test Device Urine 12 Drugs DOA-1125 N J See Insert 25 4.0 mm
Multi-Drug Multi-Line 2 Drug Screen Test Panel with Integrated Cup Urine 2 Drugs DOA-127 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 3 Drug Screen Test Panel with Integrated Cup Urine 3 Drugs DOA-137 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 4 Drug Screen Test Panel with Integrated Cup Urine 4 Drugs DOA-147 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 5 Drug Screen Test Panel with Integrated Cup Urine 5 Drugs DOA-157 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 6 Drug Screen Test Panel with Integrated Cup Urine 6 Drugs DOA-167 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 7 Drug Screen Test Panel with Integrated Cup Urine 7 Drugs DOA-177 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 8 Drug Screen Test Panel with Integrated Cup Urine 8 Drugs DOA-187 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 9 Drug Screen Test Panel with Integrated Cup Urine 9 Drugs DOA-197 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 10 Drug Screen Test Panel with Integrated Cup Urine 10 Drugs DOA-1107 N See Insert 25 4.0 mm
Multi-Drug Multi-Line 11 Drug Screen Test Panel with Integrated Cup Urine 11 Drugs DOA-1117 J See Insert 25 4.0 mm
Multi-Drug Multi-Line 12 Drug Screen Test Panel with Integrated Cup Urine 12 Drugs DOA-1127 N See Insert 25 4.0 mm
g/l:g;lar:ng \I;/Ial:ilgi-tl;ir_}eeg*rug Screen test Panel with Integrated Cup and DUA-1X7 J See Insert 25 4.0 mm
g/l:g;lar:ng \I;/Ial:ilgi-tl;ir_}eeg*rug Screen test Panel with Integrated Cup and Urine 2-12 Drugs DUB-1X7 J See Insert 25 4.0 mm
g/l:g;lar:ng \I;/Ial:ilgi-tl;ir_}eeg*rug Screen test Panel with Integrated Cup and DUD-1X7 J J See Insert 25 2.0 mm
|:\|/Iu|ti-Drug Multi-Line 2 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 2 Drugs DBO-127 ¥ See Insert 25 4.0 mm
|:\I/Iulti-Drug Multi-Line 3 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 3 Drugs DBO-137 ¥ See Insert 25 4.0 mm
|:\I/Iulti—Drug Multi-Line 4 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 4 Drugs DBO-147 J See Insert 25 4.0 mm
|:\I/Iulti—Drug Multi-Line 5 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 5 Drugs DBO-157 J See Insert 25 4.0 mm
|:\I/Iulti—Drug Multi-Line 6 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 6 Drugs DBO-167 J See Insert 25 4.0 mm
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DRUGS OF ABUSE (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Cut-off Level Tests per kit Dimension
Y . o " -
|:\|/Iu|t| Drug Multi-Line 7 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 7 Drugs DBO-177 J J See Insert 25 2.0 mm
- 1 o - _—
|:\|/Iu|t| Drug Multi-Line 8 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 8 Drugs DBO-187 J J See Insert 25 2.0 mm
- 1 o - _—
|:\|/Iu|t| Drug Multi-Line 9 Drug Screen Test Panel with E-Z Split Key™ Cup Urine 9 Drugs DBO-197 J J See Insert 25 2.0 mm
- 1 o - _—
|l(\:/I:lJ’I3t|”Drug Multi-Line 10 Drug Screen Test Panel with E-Z Split Key Urine 10 Drugs DBO-1107 J J See Insert 25 4.0 mm
- 1 o - _—
|l(\:/I:lJ’I3t|”Drug Multi-Line 11 Drug Screen Test Panel with E-Z Split Key Urine 11 Drugs DBO-1117 J J See Insert 25 4.0 mm
- 1 P - _—
|l(\:/I:lJ’I3t|”Drug Multi-Line 12 Drug Screen Test Panel with E-Z Split Key Urine 12 Drugs DBO-1127 J J See Insert 25 4.0 mm
1] 1] i i - K ™
Multi Drug Multi Llpe_ Drug Screen test Panel with E-Z Split Key™ Cup Il DUA-1X7 J J See Insert 25 4.0 mm
and Specimen Validity Test*
Iy 1 P " —
Multi Drug Multi Llpg Drug Screen test Panel with E-Z Split Key™ Cup Il Urine 2-12 Drugs DUB-1X7 ¥ ¥ See Insert 25 4.0 mm
and Specimen Validity Test*
IMuIti-Drug Multi-Line Drug Screen test Panel with E-Z Split Key™ Cup |l
and Specimen Validity Test* DUD-1X7 N v v See Insert 25 4.0 mm
Multi-Line Screen 2 Test Panel with Integrated iCup® Urine 2 Drugs DGO-127 N N See Insert 25 4.0 mm
Multi-Line Screen 3 Test Panel with Integrated iCup® Urine 3 Drugs DGO-137 N N See Insert 25 4.0 mm
Multi-Line Screen 4 Test Panel with Integrated iCup® Urine 4 Drugs DGO-147 N N See Insert 25 4.0 mm
Multi-Line Screen 5 Test Panel with Integrated iCup® Urine 5 Drugs DGO-157 N N See Insert 25 4.0 mm
Multi-Line Screen 6 Test Panel with Integrated iCup® Urine 6 Drugs DGO-167 N N See Insert 25 3.5/4.0 mm
Multi-Line Screen 7 Test Panel with Integrated iCup® Urine 7 Drugs DGO-177 N N See Insert 25 3.5/4.0 mm
Multi-Line Screen 8 Test Panel with Integrated iCup® Urine 8 Drugs DGO-187 N N See Insert 25 3.5/4.0 mm
Multi-Line Screen 9 Test Panel with Integrated iCup® Urine 9 Drugs DGO-197 N N See Insert 25 3.5/4.0 mm
Multi-Line Screen 10 Test Panel with Integrated iCup® Urine 10 Drugs DGO-1107 N N See Insert 25 3.5/4.0 mm
Multi-Line Screen 11 Test Panel with Integrated iCup® Urine 11 Drugs DGO-1117 N N See Insert 25 3.5/4.0 mm
Multi-Line Screen 12 Test Panel with Integrated iCup® Urine 12 Drugs DGO-1127 N N See Insert 25 3.5/4.0 mm
MulltltLlne Screen Test Panel with Integrated iCup® and Specimen DUA-1X7 J J See Insert 25 4.0 mm
Validity Test*
MulltltLlne Screen Test Panel with Integrated iCup® and Specimen Urine 2-12 Drugs DUB-1X7 J J See Insert 25 4.0 mm
Validity Test*
Multi-Line Screen Test Panel with Integrated iCup® and Specimen
Validity Test* DUD-1X7 N N v See Insert 25 4.0 mm
E-Z Start Multi-Drug 2 Test Cup Urine 2 Drugs DEO-127 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 3 Test Cup Urine 3 Drugs DEO-137 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 4 Test Cup Urine 4 Drugs DEO-147 J J See Insert 25 4.0 mm
E-Z Start Multi-Drug 5 Test Cup Urine 5 Drugs DEO-157 N N See Insert 25 4.0 mm
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DRUGS OF ABUSE (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Cut-off Level Tests per kit Dimension
E-Z Start Multi-Drug 6 Test Cup Urine 6 Drugs DEO-167 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 7 Test Cup Urine 7 Drugs DEO-177 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 8 Test Cup Urine 8 Drugs DEO-187 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 9 Test Cup Urine 9 Drugs DEO-197 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 10 Test Cup Urine 10 Drugs DEO-1107 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 11 Test Cup Urine 11 Drugs DEO-1117 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug 12 Test Cup Urine 12 Drugs DEO-1127 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug Test Cup and Specimen Validity Test* DUA-1X7 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug Test Cup and Specimen Validity Test* Urine 2-12 Drugs DUB-1X7 N N See Insert 25 4.0 mm
E-Z Start Multi-Drug Test Cup and Specimen Validity Test* DUD-1X7 N N N See Insert 25 4.0 mm
Multi-CLIN Drug Screen Test Device Urine Device DCB-1115 N N See Insert 25 4.0 mm
éi?gtigtifm Strips (Creatinine/Nitrite/Glutaraldehyde/pH/Specific Gravity/ Urine 6 parameters DUC-111 See Insert 25 2.0 mm

* Adulteration / Specimen Validity Tests are not regulated by FDA ** Class | specimen transport and storage container (exempt from premarket notification)

WOMEN'S HEALTH
Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Heilitche::::da Sensitivity Tests per kit Dimension
FHC-101 J v J 25 mlu/mL
50
hCG Pregnancy Urine Strip FHC-U101 N N 10 miU/mL 4.0 mm
FHC-111 J v J 25 mlu/mL 25*%
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WOMEN'S HEALTH (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Sensitivity Tests per kit Dimension
FHC-U111 J J 10 miU/mL 25*%
Strip FHC-101H J J 25 mlU/mL 4.0 mm
1/2
FHC-U101H M 10 miU/mL
FHC-102 J v J 25 mlu/mL
40 4.0 mm
FHC-U102 J J 10 miU/mL
Device FHC-P102 25 miU/mL 25 7.2mm
FHC-102H J N 25 mlU/mL
Urine 1 4.0 mm
FHC-U102H N 10 miU/mL
FHC-103 J v J 25 mlu/mL 1/2
FHC-U103 N 10 miU/mL 1/2 7.2mm
hCG Pregnancy
Midstream FHC-P103 J J 25 mlu/mL 1/2
FHC-T103 N 20 miU/mL 1/2 8.0 mm
FHC-104 25 mlu/mL 20 4.0 mm
Dip Card FHC-114 N 25 mlU/mL 25 4.0 mm
FHC-201 J v J 25 mlu/mL 50
FHC-U201 N 10 miU/mL 50
Strip
FHC-211 J v J 25 mlu/mL
Urine/Serum 25* 4.0 mm
FHC-U211 N 10 miU/mL
FHC-202 J v J 25 mlu/mL
Device 40
FHC-U202 N N 10 miU/mL
FLH-101 N N N 40 mlU/mL
50
FLH-U101 v 30 mlu/mL
Strip FLH-U101H N 30 miu/mL 5
LH Ovulation Urine FLH-111 J 40 mlu/mL 25* 4.0 mm
FLH-101H N 40 mlU/mL 5
FLH-102 J N J 40 mlu/mL
Device 40
FLH-U102 N 30 miu/mL
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WOMEN'S HEALTH (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Sensitivity Tests per kit Dimension
FLH-102H M 40 mlu/mL
Device 5 4.0 mm
FLH-U102H v 30 miu/mL
LH Ovulation Urine
FLH-103 J v N 40 mlu/mL
Midstream 5 7.2mm
FLH-U103 v 30 miu/mL
FFS-102 J J 25 mlu/mL 40
Device 4.0 mm
FSH Menopause Urine FFS-102H J 25 mlU/mL 2
Midstream FFS-103 N N 25 mlU/mL 2 7.2mm
*Also available in canisters of 20 or 30
. Health Can. e . . .
Product Name Specimen Format Catalog No. CE Marked US FDA Cleared eiitcegse:da Sensitivity Tests per Kit Dimension
Adenovirus Feces Device IAD-602 J See insert 25 4.0 mm
ICH-502 J See insert 20
Chlamydia Swab/Urine Device ICH-502S J See insert 25 4.0 mm
ICH-502C See insert 20
CMV IgM Device Serum/Plasma Device ICM-302 See insert 40 4.0 mm
Strip IDE-401 See insert 20
Dengue Whole Blood/ Serum/Plasma IDE-402 v See insert 10 4.0 mm
Device
IDE-402H See insert 10
Strip IGO-501 See insert 25
Gonorrhea Swab 4.0 mm
Device 1GO-502 See insert 20
" Combo ’
Gonorrhea and Chlamydia Combo Swab Device IGC-525 See insert 20 4.0 mm
HBV Hepatitis B Virus Combo Serum/Plasma Device IHB-355 See Insert 25 4.0 mm
IHBsb-301 50
Strip
Serum/Plasma IHBsb-311 25% 4.0 mm
HBsAb Hepatitis B Surface Antibody See insert
Device IHBsb-302 40
Whole Blood/ Serum/Plasma Strip IHBsb-401 50 3.0 mm
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INFECTIOUS DISEASES (Continued)

Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Sensitivity Tests per kit Dimension
IHBsg-301 50
Strip
IHBsg-311 25*
Serum/Plasma 4.0 mm
IHBsg-302 40
Device
HBsAg Hepatitis B Surface Antigen IHBsg-302C See insert 40
IHBsg-401 50
Strip 3.3mm
Whole Blood/ Serum/Plasma IHBsg-411 25*
Device IHBsg-402 40 4.0 mm
IHBsg-U301 50
Strip
HBsAg Ultra Hepatitis B Surface Antigen Serum/Plasma IHBsg-U311 See insert 25* 4.0 mm
Device IHBsg-U302 40
HBeAb Hepatitis B Envelope Antibody Serum/Plasma Device IHBeb-302 See insert 40 4.0 mm
HBeAg Hepatitis B Envelope Antigen Serum/Plasma Device IHBeg-302 See insert 40 4.0 mm
HBcAb Hepatitis B Core Antibody Serum/Plasma Device IHBcb-302 See insert 40 4.0 mm
Strip IHC-301 50
Serum/Plasma IHC-302 40
Device
HCV Hepatitis C Virus IHC-302C See Insert 40 4.0 mm
Strip IHC-401 50
Whole Blood/ Serum/Plasma
Device IHC-402 40
Combo ’
HBsAg and HCV Combo Serum/Plasma Device IHBC-325 See insert 40 4.0 mm
Serum/Plasma Device IHI-U302 40
IHI-401 50
HIV 1/2 Human Immunodeficiency Virus 1/3 Strip See insert 4.0 mm
Whole Blood/ Serum/Plasma IHI-411 25*
Device IHI-402 40
IHI-T402 10/40
IHI-T402H 10
HIV 1/2/O Tri-line Human Immunodeficiency Virus 1/2/0 Whole Blood/ Serum/Plasma Device See Insert 4.0 mm
IHI-GT402 10/40
IHI-GT402H 10
INFECTIOUS DISEASES (Continued)
) Health Canada L . ; .
Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Sensitivity Tests per kit Dimension

Licensed
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Serum/Plasma Device IHP-302 40
Strip IHP-401 50
H. pylori Whole Blood/ Serum/Plasma See Insert 4.0 mm
IHP-402 40
Device
Feces IHP-602 25
HSV 1/2 IgM Serum/Plasma Device ISM-302 See Insert 40 4.0 mm
Strip IMA-401 50 4.0 mm
Malaria P.f. Whole Blood See Insert
Device IMA-402 40 4.0 mm
IMO-401 20
Strip
Mono Whole Blood/ Serum/Plasma IMO-411 See Insert 25 Tests/Canister 4.0 mm
Device IMO-402 20
Rubella IgM Serum/Plasma Device IRM-302 See Insert 40 4.0 mm
Rotavirus Feces Device IRO-602 See Insert 25 4.0 mm
. . Combo
Rotavirus and Adenovirus Combo Feces Device IRA-625 See Insert 25 4.0 mm
IST-501 25%*
IST-A501 10
Strip IST-501S 50 4.0 mm
IST-501H Al
Strep A Throat Swab IST-511 See Insert 25 Tests/Canister
IST-502 20**
Device IST-A502 10/25 4.0 mm
IST-502S 25
Twist Device IST-502T 25%* 5.0 mm
Serum/Plasma Device ISY-U302 40
ISY-U401 50
Syphilis Strip See Insert 4.0 mm
Whole Blood/ Serum/Plasma ISY-U411 25*
Device ISY-U402 40
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INFECTIOUS DISEASES (Continued)

Product Name

Health Canada

Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Sensitivity Tests per kit Dimension
TorCH IgM Serum/Plasma Combo ITOM-345 See Insert 25 4.0 mm
Device
Toxo IgM Serum/Plasma Device ITM-302 See Insert 40 4.0 mm
Strip ITB-401 J 50 3.5mm
Tuberculosis Whole Blood/ Serum/Plasma See Insert
Device ITB-402 J 40 4.0 mm

*Also available in canisters of 20 or 30

**Includes swabs and/or controls

Product Name

Health Canada

Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Sensitivity Tests per kit Dimension
Strip TAF-401 10 ng/mL 50 4.0 mm
AFP Alpha-Fetoprotein Whole Blood/ Serum/Plasma
Device TAF-402 J 10 ng/mL 40 4.0 mm
Strip TCE-401 5 ng/mL 50 4.0 mm
CEA Carcinoembryonic Antigen Whole Blood/ Serum/Plasma
Device TCE-402 5 ng/mL 40 4.0 mm
TFO-601 N N 50 ng/mL. 25 4.0 mm
. 6 nglg
Strip
FOB Fecal Occult Blood Feces TFO-601S 52 ngg;;‘ 40 4.0 mm
u
Device TFO-602 N v 50 ng/mL 25 4.0 mm
6 uglg
Strip TPS-401 50 4.0 mm
4 ng/mL
(R=10 ng/mL)
PSA Prostate Specific Antigen Semi-Quantitative Whole Blood/ Serum/Plasma TPS-402 40 4.0 mm
Device
3 ng/mL
TPS-U402 (R=10 ng/mL) 40 4.0 mm
PSA Prostate Specific Antigen Qualitative Whole Blood/ Serum/Plasma Device TPS-UB402 3 ng/mL 40 4.0 mm
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Health Canada

Product Name Specimen Format Catalog No. CE Marked US FDA Cleared Licensed Sensitivity Tests per kit Dimension
CK-MB Whole Blood/ Serum/Plasma Device CCK-402 J 5 ng/mL 20 4.0 mm
MYO Myoglobin Whole Blood/ Serum/Plasma Device CMY-402 J 50 ng/mL 20 4.0 mm
cTnl Troponin | Whole Blood/ Serum/Plasma Device CTI-402 0.5 ng/mL 20 4.0 mm
Myoglobin/CK-MB/Troponin | Combo Whole Blood/ Serum/Plasma Device CMA-435 J See Insert 20 4.0 mm
CRP C-Reactive Protein Whole Blood/ Serum/Plasma Device CCR-402 1 mg/L 20 4.0 mm
NT-proBNP Rapid Test Device Whole Blood/ Serum/Plasma Device CBN-402 450 pg/L 20 4.0 mm

Telephone: +1 858.805.8900 Fax: +1 858.695.8796

9975 Summers Ridge Road. San Diego, CA 92121 USA

info@innovaconinc.com
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