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Summary of CE Marked Products

Catalogue

Number Product Description
504011 FITC IgG (H&L) Monkey Adsorbed Conjugate
504023 Anti-Human IgA (a) AFF FITC

504045 Anti-Human IgA (a) AFF FITC

504052 Mitochondrial (AMA) Pattern

504053 Smooth Muscle (ASMA) Pattern

504071 FITC IgG (H&L) Monkey Adsorbed Conjugate
504145 Monkey Oespohagus Slide

504145.10 NOVA Lite® Monkey Oesophagus Slides

504150 Monkey Oespohagus Slide

504150.25 NOVA Lite® Monkey Oesophagus Slides

504155 Monkey Oesophagus Slide

504155.25 NOVA Lite® Monkey Oesophagus Slides

504170 Rat Liver/Kidney/Stomach Slide

504170.10 NOVA Lite® Rat Liver, Kidney, Stomach Slides
504180 Rat Liver/Kidney/Stomach Slide

504180.25 NOVA Lite® Rat Liver, Kidney, Stomach Slides
504210 Peripheral Nerve Slide

504210.10 NOVA Lite® Peripheral Nerve Slide Pack

504215 Monkey Oesophagus/Jejunum Slide

504215.10 NOVA Lite® Monkey Oesophagus/Jejunum IFA Slides
504220 Monkey Ovary,Testis, Adrenal Slide

504220.10 NOVA Lite® Monkey Ovary,Testis, Adrenal IFA Slides
504225 Monkey Cerebellum/Cerebrum/Mouse Stomach Slide
504225.10 NOVA Lite® Monkey Cerebellum/Cerebrum & Mouse Stomach
504240 Monkey Kidney Slide

504240.10 NOVA Lite® Monkey Kidney IFA Slides

504255 Monkey Oesophagus Multi-Channel Slide

504524 Gliadin IgG Il Calibrator Set

504528 Gliadin IgA 1l Calibrator Set

504837 Fecal Collection Device

508002 PBS Concentrate (40x)

508003 High Contrast Diluent

508007 IFA System Negative Control

508090 ANA (HEp-2 actin ) Slide

508095 ANA (HEp-2 actin ) Slide

508100 HEp-2 ANA Slide

508100.100 NOVA Lite® HEp-2 ANA Slides

Page 1 of 10
3/23/2017




Inova
Diagnostics

Inova Diagnostics
A Werfen Company

Summary of CE Marked Products

508100.20 NOVA Lite® HEp-2 ANA Slides
508100.80 NOVA Lite® HEp-2 ANA Slides
508101 ANA Homogeneous Pattern
508105 HEp-2 ANA Slide

508105.10 NOVA Lite® HEp-2 ANA Slides
508113 FITC IgG Conjugate

508114 FITC IgG Conjugate

508115 Evans Blue 0.5%

508117 FITC IgGAM Conjugate

508123 FITC IgG Conjugate

508124 FITC IgG Conjugate

508125 FITC IgG Conjugate

508126 FITC High Sensitivity IgG Conjugate
508127 FITC IgGAM Conjugate

508128 FITC IgG Conjugate Primate Absorbed
508150 ANA (Mouse Kidney & Stomach) Slide
508150.30 ANA Plus Substrate Slide Pack
508152 FITC IgA Conjugate

508153 FITC IgA Conjugate

508154 Endomysial (Celiac) Positive
508155 ANA Plus Slide (Mouse Kidney/Stomach)
508155.10 ANA Plus Substrate Slide Pack
508170 ANA (Mouse Kidney) Slide

508171 ANA Titratable Pattern

508181 ANA Homogeneous/dsDNA Pattern
508182 ANA Speckled Pattern

508183 ANA Nucleolar Pattern

508184 ANA Centromere Pattern

508185 ANA Scl-70 Pattern

508186 IFA System Negative Control
508187 Mitochondrial (AMA) Pattern
508188 Smooth Muscle (ASMA) Pattern
508190 Gastric Parietal Cell (GPA) Pattern
508191 CcANCA Positive

508192 ANA PCNA Pattern

508193 ANA Nuclear Dot Pattern

508194 Glomerular Basement Membrane
508195 ANA Ribosomal Pattern

508200 dsDNA (Crithidia luciliae ) Slide
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508205 dsDNA (Crithidia luciliae ) Slide

508211 dsDNA Positive

508250 F-Actin Slide

508255 F-Actin Slide

508280 ANCA (Methanol Fixed Human Neutrophil) Slide
508290 ANCA (Ethanol Fixed Human Neutrophil) Slide
508291 pPANCA Positive

508292 Atypical ANCA Positive

508295 ANCA (Formalin Fixed Human Neutrophil) Slide
508295.10 NOVA Lite® ANCA Substrate Slides

508296 ANCA (Ethanol Fixed Human Neutrophil) Slide
508297 ANCA (Formalin Fixed Human Neutrophil) Slide
508297.20 NOVA Lite® ANCA Substrate Slides

508310 ICA (Primate Pancreas) Slide

508315 ICA (Primate Pancreas) Slide

508315.10 NOVA Lite® ICA (Primate Pancreas) Slides
508320 Skeletal Muscle (Primate ) Slide

508320.10 NOVA Lite® Skeletal Muscle (Primate ) IFA Slides
508321 Skeletal Muscle Positive

508331 Skin (Pemphigoid) Positive

508332 Pemphigus Positive

508345 GBM (Primate Kidney) Slide

508350 Thyroid (Primate) Slide

508351 Thyroid Positive

508355 Thyroid (Primate) Slide

508356 Heart (Primate) Slide

508356.10 NOVA Lite® Heart Muscle (Primate) IFA Slide Pack
508357 Cerebellum (Primate) Slide

508357.10 NOVA Lite® Cerebellum (Primate) Slides
508360 Urinary Bladder (Primate) Slide

508362 Cerebrum (Primate) Slide

508364 Lip (Primate) Slide

508366 Ovary (Primate) Slide

508366.10 NOVA Lite® Ovary (Primate) IFA Slides

508367 Salivary Gland (Primate) Slide

508367.10 NOVA Lite® Salivary Gland (Primate) Slide Pack
508368 Sciatic Nerve (Primate) Slide

508369 Stomach (Primate) Slide

508370 Adrenal (Primate) Slide
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508371 Adrenal Positive

508372 Testes (Primate) Slide

508373 Liver (Primate) Slide

508375 Adrenal (Primate) Slide

508375.10 NOVA Lite® Adrenal (Primate) Slide Pack
508380 ANA KSL Slide (Mouse Kidney/Stomach/Liver)
508380.30 NOVA Lite ANA KSL Slide Pack

508385 ANA KSL Slide (Mouse Kidney/Stomach/Liver)
508385.10 NOVA Lite ANA KSL Slide Pack

508503 HRP 1gG Conjugate

508512 dsDNA Standard Set

508673 IgM Sapporo Standard (EY2C9)

508668 IgG Sapporo Standard (HCAL)

508703 MPO IgG Calibrator Set

508708 PR-3 1gG Calibrator Set

508744 GBM Calibrator Set

508763 h-tTG IgA Calibrator Set

508998 PBS Il Concentrate (40x)

701050 QUANTA Flash® aPL Controls

701100 QUANTA Flash® h-tTG IgA Reagents
701101 QUANTA Flash® h-tTG IgA Calibrators
701102 QUANTA Flash® h-tTG IgA Controls
701103 QUANTA Flash® h-tTG IgA Reagents
701106 QUANTA Flash® h-tTG IgG Calibrators
701107 QUANTA Flash® h-tTG IgG Controls
701108 QUANTA Flash® h-tTG IgG Reagents
701111 QUANTA Flash® DGP Screen Calibrators
701112 QUANTA Flash® DGP Screen Controls
701113 QUANTA Flash® DGP Screen Reagents
701116 QUANTA Flash® RNP Calibrators
701117 QUANTA Flash® RNP Controls

701118 QUANTA Flash® RNP Reagents

701121 QUANTA Flash® Sm Calibrators

701122 QUANTA Flash® Sm Controls

701123 QUANTA Flash® Sm Reagents

701125 QUANTA Flash® CCP3 Reagents
701126 QUANTA Flash® CCP3 Calibrators
701127 QUANTA Flash® CCP3 Controls

701131 QUANTA Flash® MPO Calibrators
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701132 QUANTA Flash® MPO Controls

701133 QUANTA Flash® MPO Reagents

701136 QUANTA Flash® PR3 Calibrators

701137 QUANTA Flash® PR3 Controls

701138 QUANTA Flash® PR3 Reagents

701141 QUANTA Flash® GBM Calibrators

701142 QUANTA Flash® GBM Controls

701143 QUANTA Flash® GBM Reagents

701146 QUANTA Flash® Ro60 Calibrators

701147 QUANTA Flash® Ro60 Controls

701148 QUANTA Flash® Ro60 Reagents

701151 QUANTA Flash® SS-B Calibrators

701152 QUANTA Flash® SS-B Controls

701153 QUANTA Flash® SS-B Reagents

701161 QUANTA Flash® Jo-1 Calibrators

701162 QUANTA Flash® Jo-1 Controls

701163 QUANTA Flash® Jo-1 Reagents

701166 QUANTA Flash® DGP IgA Calibrators
701167 QUANTA Flash® DGP IgA Controls

701168 QUANTA Flash® DGP IgA Reagents
701170 QUANTA Flash® DGP IgG Reagents
701171 QUANTA Flash® DGP IgG Calibrators
701172 QUANTA Flash® DGP IgG Controls

701173 QUANTA Flash® DGP IgG Reagents
701175 QUANTA Flash® dsDNA Reagents

701176 QUANTA Flash® dsDNA Calibrators
701177 QUANTA Flash® dsDNA Controls

701178 QUANTA Flash® dsDNA Reagents

701187 QUANTA Flash® B2GP1 -Domainl Controls
701188 QUANTA Flash® B2GP1 -Domainl Reagents
701191 QUANTA Flash®Ribosomal P Calibrators
701192 QUANTA Flash® Ribosomal P Controls
701193 QUANTA Flash® Ribosomal P Reagents
701196 QUANTA Flash® Centromere Calibrators
701197 QUANTA Flash® Centromere Controls
701198 QUANTA Flash® Centromere Reagents
701220 QUANTA Flash® CTD Screen Plus Reagents
701221 QUANTA Flash® CTD Screen Plus Calibrators
701222 QUANTA Flash® CTD Screen Plus Controls
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701227 QUANTA Flash® aCL IgA Controls
701228 QUANTA Flash® aCL IgA Reagents
701232 QUANTA Flash® aCL IgG Controls
701233 QUANTA Flash® aCL IgG Reagents
701237 QUANTA Flash® aCL IgM Controls
701238 QUANTA Flash® aCL IgM Reagents
701242 QUANTA Flash® B2GP1 IgA Controls
701243 QUANTA Flash® B2GP1 IgA Reagents
701247 QUANTA Flash® B2GP1 1gG Controls
701248 QUANTA Flash® B2GP1 IgG Reagents
701252 QUANTA Flash® B2GP1 IgM Controls
701253 QUANTA Flash® B2GP1 IgM Reagents
701256 QUANTA Flash® ENA7 Calibrators
701255 QUANTA Flash® ENA7 Reagents
701257 QUANTA Flash® ENA7 Controls
701258 QUANTA Flash® ENA7 Reagents
701261 QUANTA Flash® Ro52 Calibrators
701262 QUANTA Flash® Ro52 Controls
701263 QUANTA Flash® Ro52 Reagents
701266 QUANTA Flash® DFS70 Calibrators
701267 QUANTA Flash® DFS70 Controls
701268 QUANTA Flash® DFS70 Reagents
701296 QUANTA Flash® LKM-1 Calibrators
701297 QUANTA Flash® LKM-1 Controls
701298 QUANTA Flash® LKM-1 Reagents
701301 QUANTA Flash® M2 (MIT3) Calibrators
701302 QUANTA Flash® M2 (MIT3) Controls
701303 QUANTA Flash® M2 (MIT3) Reagents
701326 QUANTA Flash® Scl-70 Calibrators
701327 QUANTA Flash® Scl-70 Controls
701328 QUANTA Flash® Scl-70 Reagents
701350 QUANTA Flash® Calprotectin Reagents
701351 QUANTA Flash® Calprotectin Calibrators
701352 QUANTA Flash® Calprotectin Controls
701354 QUANTA Flash® Calprotectin Extraction Buffer
704145 NOVA Lite® Monkey Oesophagus IFA Kit
704150 NOVA Lite® Monkey Oesophagus IFA Kit
704155 NOVA Lite® Monkey Oesophagus IFA Kit
704170 NOVA Lite® Rat Liver, Kidney, Stomach Kit
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704180 NOVA Lite® Rat Liver, Kidney, Stomach Kit

704230 NOVA Lite® HEp-2 External EB Kits

704235 NOVA Lite® HEp-2 External EB Kits

704240 NOVA Lite® Monkey Kidney IFA Kit

704315 NOVA Lite® Hep-2 Select® Kit with DAPI

704320 NOVA Lite® DAPI ANA Kit

704500 QUANTA Lite® F-Actin IgA ELISA

704505 QUANTA Lite® SS-A 52 ELISA

704520 QUANTA Lite® Gliadin IgG Il ELISA

704525 QUANTA Lite® Gliadin IgA Il ELISA

704535 QUANTA Lite® CCP3 IgG ELISA

704540 QUANTA Lite® M2 EP (MIT3) ELISA

704545 QUANTA Lite® Celiac DGP Screen ELISA

704550 QUANTA Lite® CCP3.1 IgG/IgA ELISA

704555 QUANTA Lite® RNA Pol Il ELISA

704560 QUANTA Lite® PBC Screen IgG/IgA ELISA

704565 QUANTA Lite® Anti-C1q ELISA

704570 QUANTA Lite® h-tTG Screen ELISA

704575 QUANTA Lite® h-tTG /DGP Screen ELISA

704605 QUANTA Lite® R h-tTG IgA ELISA

704610 QUANTA Lite® R h-tTG IgG ELISA

704615 QUANTA Lite® HA dsDNA ELISA

704620 QUANTA Lite® C1q CIC ELISA

704625 QUANTA Lite® Phosphatidylserine IgG ELISA

704625.10 QUANTA Lite® Phosphatidylserine 1gG ELISA Bulk Pack

704630 QUANTA Lite® Phosphatidylserine IgM ELISA

704630.10 QUANTA Lite® Phosphatidylserine 1gM ELISA Bulk Pack

704635 QUANTA Lite® Phosphatidylserine IgA ELISA

704635.10 QUANTA Lite® Phosphatidylserine IgA ELISA Bulk Pack

704650 QUANTA Lite® dsDNA SC ELISA

704655 QUANTA Lite® MPO SC ELISA

704655.10 QUANTA Lite® MPO SC ELISA Bulk Pack

704660 QUANTA Lite® PR3 SC ELISA

704660.10 QUANTA Lite® PR3 SC ELISA Bulk Pack

704715 QUANTA Lite® ENA Profile EIA

704760 QUANTA Lite® HMGCR ELISA

704770 QUANTA Lite® Calprotectin ELISA

704800 NOVA Dot™ CTD Profile

704860 QUANTA Lite® Calprotectin Extended Range
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708100 NOVA Lite® HEp-2 ANA Kit

708101 NOVA Lite® HEp-2 ANA Kit

708102 NOVA Lite® HEp-2 ANA Kit with DAPI

708111 QUANTA CHEK™ ANA Panel

708112 QUANTA CHEK™ ANCA Panel

708113 QUANTA CHEK™ Celiac Panel

708114 QUANTA CHEK™ Coagulation Panel

708115 QUANTA CHEK™ ENA Panel

708150 NOVA Lite® ANA Plus Mouse Kidney & Stomach

708155 NOVA Lite® ANA Plus Mouse Kidney & Stomach

708180 Auto AB Panel

708200 NOVA Lite® dsDNA Crithidia luciliae

708205 NOVA Lite® dsDNA Crithidia luciliae

708210 NOVA Lite® dsDNA Crithidia luciliae Kit with DAPI

708255 NOVA Lite® IgG F-Actin

708290 NOVA Lite® ANCA Kit

708295 NOVA Lite® ANCA Formalin Kit

708296 NOVA Lite® ANCA Kit

708297 NOVA Lite® ANCA Formalin Kit

708298 NOVA Lite® ANCA Kit

708299 NOVA Lite® ANCA Kit

708300 NOVA Lite® ANCA (Formalin) Kit with DAPI

708301 NOVA Lite® ANCA (Ethanol) Kit with DAPI

708350 NOVA Lite® Thyroid

708380 NOVA Lite® ANA KSL Kit

708390 NOVA Lite® ANA KSL Kit

708410 NOVA Gel® Sm/RNP "S" Extractable Nuclear Autoantibody Reagents
708415 NOVA Gel® Sm/RNP "T" Extractable Nuclear Autoantibody Reagents
708450 NOVA Gel® SS-A/SS-B "S" Extractable Nuclear Autoantibody Reagent
708455 NOVA Gel® SS-A/SS-B "T" Extractable Nuclear Autoantibody Reagent
708470 NOVA Gel® Scl-70 "S" Extractable Nuclear Autoantibody Reagents
708475 NOVA Gel® Scl-70 "T" Extractable Nuclear Autoantibody Reagents
708495 NOVA Gel ® Jo-1 "T" Extractable Nuclear Autoantibody Reagents
708501 QUANTA Lite® HRP ELISA Reagent Pack

708510 QUANTA Lite® dsDNA ELISA double stranded DNA ELISA

708520 QUANTA Lite® Histone ELISA

708525 QUANTA Lite® ssDNA ELISA single stranded DNA ELISA

708555 QUANTA Lite® ENA 4 ELISA Sm, RNP, SS-A and SS-B Screening Test

708560 QUANTA Lite® Sm ELISA
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708565 QUANTA Lite® RNP ELISA

708570 QUANTA Lite® SS-A ELISA

708575 QUANTA Lite® SS-B ELISA

708580 QUANTA Lite® Scl-70 ELISA

708585 QUANTA Lite® Jo-1 ELISA

708595 QUANTA Lite® Thyroid T ELISA

708600 QUANTA Lite® Ribosome P ELISA

708610 QUANTA Lite® ENA 5 ELISA sm, RNP, SS-A, S5-B and Scl-70 Screening Test
708615 QUANTA Lite® ENA 6 ELISA Sm, RNP, SS-A, S5-B, Scl-70 and Jo-1 Screening Tes
708620 QUANTA Lite® ACA Screen Il

708625 QUANTA Lite® ACA IgG llI

708630 QUANTA Lite® ACA IgM I

708635 QUANTA Lite® ACA IgA lll

708650 QUANTA Lite® Gliadin IgG ELISA

708655 QUANTA Lite® Gliadin IgA ELISA

708660 QUANTA Lite® R, GPI Screening ELISA

708665 QUANTA Lite®B, GPI IgG ELISA

708670 QUANTA Lite® B, GPI IgM ELISA

708675 QUANTA Lite® B, GPI IgA ELISA

708685 QUANTA Lite® RF IgG ELISA

708690 QUANTA Lite® RF IgM ELISA

708695 QUANTA Lite® RF IgA ELISA

708700 QUANTA Lite® MPO IgG ELISA

708705 QUANTA Lite® PR-3 IgG ELISA

708710 QUANTA Lite® Chromatin ELISA

708715 QUANTA Lite® H.pylori 1gG ELISA

708720 QUANTA Lite® H.pylori IgA ELISA

708725 QUANTA Lite® TPO ELISA

708730 QUANTA Lite® tTG ELISA (Tissue Transglutaminase)

708740 QUANTA Lite® GBM ELISA

708745 QUANTA Lite® LKM-1 ELISA

708750 QUANTA Lite® ANA ELISA

708755 QUANTA Lite® h-tTG IgG ELISA (HumanTissue Transglutaminase)
708760 QUANTA Lite® h-tTG IgA ELISA (HumanTissue Transglutaminase)
708765 QUANTA Lite® GPA ELISA (Gastric Parietal Cell Antibody)
708770 QUANTA Lite® Centromere ELISA

708775 QUANTA Lite® SLA ELISA (Soluble Liver Antigen)

708780 QUANTA Lite® Intrinsic Factor ELISA

708785 QUANTA Lite® Actin IgG ELISA
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708835 QUANTA Lite® aPS/PT IgG ELISA (anti-phosphatidylserine and prothrombin)
708845 QUANTA Lite® aPS/PT IgM ELISA (anti-phosphatidylserine and prothrombin)
708865 QUANTA Lite® ASCA 1gG ELISA (s. cerevisiae)

708870 QUANTA Lite® ASCA IgA ELISA (s. cerevisiae)

708990 QUANTA Lite® sp100 ELISA

708995 QUANTA Lite® gp210 ELISA

GS0160 QUANTA-Lyser 160

GS0161

GS0162

GS0163

GS0240 QUANTA-Lyser 240

GS0241

GS0242

GS0243

GS2000 QUANTA- Lyser 2

GS2001

GS2002

V54000 QUANTA-Lyser 4000

ALK1000 NOVA View

NV2000 NOVA View 2.0 Automated Fluorescent Microscope
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