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Declaration of Conformity

This Declaration of Conformity, issued under the sole responsibility of the manufacturer, is only valid when the IVD is used in
accordance with the instructions for use

Manufacturer: Richard-Allan Scientific LLC, a subsidiary of Epredia, 4481 Campus Drive, Kalamazoo,
Michigan 49008 USA

Brand Name: Epredia
Authorized Representative: Epredia Netherlands B.V., Essendonk 30, 4824 DA Breda, Netherlands
Notified Body: N/A, Self-Declared

Risk Class: These products are self-declared for compliance to Annex III of the IVDD. These products
do not claim any analytes listed in Annex II List A or B and are not intended for self-testing.

UDI-DI (GTIN) EDMA GMDN
Catalog Number Product Name Code Classification| Code
See Attachment 1  |See Attachment 1 See Attachment 1 13.05.01.90 57767
Intended The Richard-Allan Antibodies are intended for qualitative immunohistochemistry with

normal and neoplastic formalin-fixed, paraffin-embedded tissue sections, to be

purpose: viewed by light microscopy.

Product Common

Richard-Allan Antibodies
Name:

Year of CE

Marking: 2016

In Vitro Diagnostic Directive: 98/79/EC in accordance with Annex III (Section 6
Excluded) and ISO 13485 Quality Assurance System
(Full)

Certificate of REACH Compliance: Regulation (EC) No 1907/2006 of the European Parliament
and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH)

Digitally signed by Plamadeald Inga
Date: 2021.12.22 14:07:06 EET
Reason: MoldSign Signature
Location: Moldova
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Attachment 1

(sztrﬁlt?gr Product Name g(?dléDl (GTIN)
MS-1037-P0 Mucin 2 (MUC-2) 0.1mL 0673693352567
MS-1037-P1 Mucin 2 (MUC-2) 0.5mL 0673693352574
MS-1062-P p57 Kip2 Ab-6 1mL 0673693353618
MS-1062-P0 p57 Kip2 Ab-6 0.1mL 0673693353625
MS-1062-P1 p57 Kip2 Ab-6 0.5mL 0673693353632
MS-1062-R7 p57 Kip2 Ab-6 RTU 7ml 0673693353687
MS-10637-P GLUT-1 [SPM498] 1mL 0673693353694
MS-10637-P0 GLUT-1 [SPM498] 0.1mL 0673693353700
MS-10637-P1 GLUT-1 [SPM498] 0.5mL 0673693353717
MS-10637-R7 | GLUT-1 [SPM498] RTU 7ml 0673693353748
MS-1074-R7 CD2 (LFA-2) RTU 7ml 0673693354370
MS-1074-S CD2 (LFA-2) 1mL 0673693354387
MS-1074-S1 CD2 (LFA-2) 0.5mL 0673693354400
MS-1086-R7 CD21 RTU 7ml 0673693354950
MS-1086-RQ CD21 RTU 12ml 0673693558709
MS-1086-S CD21 1mL 0673693354967
MS-1086-S0 CD21 0.1mL 0673693354974
MS-1086-S1 CD21 0.5mL 0673693354981
MS-1104-S ALK (Anaplastic Lymphoma Kinase) / p80 Ab-1 1mL 0673693107105
MS-1104-S0 ALK (Anaplastic Lymphoma Kinase) / p80 Ab-1 0.1mL 0673693355599
MS-1105-S1 TdT / Terminal Deoxyribonucleotidyl Transferase 0.5mL 0673693355636
MS-1112-RQ Fascin RTU 12ml 0673693559126
MS-1112-S Fascin 1mL 0673693107181
MS-1112-S1 Fascin 0.5mL 0673693355810
MS-112-P1 CD45R0 (T-Cell Marker) 0.5mL 0673693356367
MS-113-P Actin, Smooth Muscle [1A4] 1mL 0673693356510
MS-113-P1 Actin, Smooth Muscle [1A4]0.5mL 0673693356527
MS-113-R7 Actin, Smooth Muscle [1A4] RTURTU 7ml 0673693107235
MS-113-RQ Actin, Smooth Muscle [1A4] RTURTU 12ml 0673693554756
MS-1149-P CD56 / NCAM-1 1mL 0673693356671
MS-1149-P1 CD56 / NCAM-1 0.5mL 0673693356695
MS-1149-R7 CD56 / NCAM-1 RTU 7ml 0673693356749
MS-1151-R7 CA 125 (Ovarian Cancer Antigen) RTU 7ml 0673693107259
MS-1151-S CA 125 (Ovarian Cancer Antigen) 1mL 0673693107266
MS-1151-S1 CA 125 (Ovarian Cancer Antigen) 0.5mL 0673693356879
MS-1157-S Granzyme B 1mL 0673693356978
MS-1157-S1 Granzyme B 0.5mL 0673693356992
MS-1168-P Calponin 1mL 0673693357395
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MS-1168-P0 Calponin 0.1mL 0673693357401
MS-1168-P1 Calponin 0.5mL 0673693357418
MS-1168-R7 Calponin RTU 7ml 0673693357463
MS-1169-P Caldesmon, HMW 1mL 0673693357470
MS-1169-P0 Caldesmon, HMW 0.1mL 0673693357487
MS-1169-P1 Caldesmon, HMW 0.5mL 0673693357494
MS-1169-R7 Caldesmon, HMW RTU 7ml 0673693357548
MS-1170-R7 GCDFP-15 (Gross Cystic Disease Fluid Protein-15) RTU 7ml 0673693107273
MS-1170-RQ GCDFP-15 (Gross Cystic Disease Fluid Protein-15) RTU 12ml 0673693559133
MS-1170-S GCDFP-15 (Gross Cystic Disease Fluid Protein-15) 1mL 0673693107280
MS-1170-S0 GCDFP-15 (Gross Cystic Disease Fluid Protein-15) 0.1mL 0673693357562
MS-1170-S1 GCDFP-15 (Gross Cystic Disease Fluid Protein-15) 0.5mL 0673693357579
MS-1237-P Factor XIIl1 A 1mL 0673693359061
MS-1237-P1 Factor X111 A 0.5mL 0673693359085
MS-1237-R7 Factor XIIl ARTU 7ml 0673693359146
MS-123-P BCL-2alpha 1mL 0673693107310
MS-123-P1 BCL-2alpha 0.5mL 0673693359153
MS-123-R7 BCL-2alpha RTU 7ml 0673693107327
MS-123-RQ BCL-2alpha RTU 12ml 0673693554909
MS-1259-P CD15 1mL 0673693107358
MS-1259-P0 CD150.1mL 0673693194280
MS-1259-P1 CD15 0.5mL 0673693359535
MS-1259-R7 CD15 RTU 7ml 0673693107365
MS-1259-RQ CD15 RTU 12ml 0673693558686
MS-129-P Vimentin Ab-2 1mL 0673693107372
MS-129-P1 Vimentin Ab-2 0.5mL 0673693360685
MS-129-RQ Vimentin Ab-2 RTU 12ml 0673693559720
MS-130-P0 CDw75 0.1mL 0673693194631
MS-130-P1 CDw75 0.5mL 0673693360852
MS-131-P CD74 1mL 0673693107419
MS-131-P1 CD74 0.5mL 0673693360944
MS-1320-S Mesothelin 1mL 0673693107440
MS-1320-S1 Mesothelin 0.5mL 0673693361019
MS-1352-P Keratin 7 1mL 0673693107457
MS-1352-P1 Keratin 7 0.5mL 0673693361767
MS-1352-RQ Keratin 7 RTU 12ml 0673693559263
MS-136-P CD57 (Natural Killer Cell Marker) 1mL 0673693107495
MS-136-P1 CD57 (Natural Killer Cell Marker) 0.5mL 0673693361996
MS-136-R7 CD57 (Natural Killer Cell Marker) RTU 7ml 0673693107501
MS-1376-P GFAP / Glial Fibrillary Acidic Protein ImL 0673693362153
MS-1376-P0 GFAP / Glial Fibrillary Acidic Protein 0.1mL 0673693362160
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MS-1376-P1 GFAP / Glial Fibrillary Acidic Protein 0.5mL 0673693362177
MS-1376-R7 GFAP / Glial Fibrillary Acidic Protein RTU 7ml 0673693362238
MS-1379-P Insulin (INS04 + INS05) 1mL 0673693107532
MS-1379-P0 Insulin (INS04 + INS05) 0.1mL 0673693196871
MS-1379-P1 Insulin (INS04 + INS05) 0.5mL 0673693362399
MS-1379-R7 Insulin (INS04 + INS05) RTU 7ml 0673693107549
MS-138-P TAG-72 / CA 72-4 [B72.3] 1ML 0673693362627
MS-138-RQ TAG-72/ CA 72-4 [B72.3] RTU 12ml 0673693580373
MS-142-pP Keratin 18 Ab-1 1mL 0673693363082
MS-142-P1 Keratin 18 Ab-1 0.5mL 0673693363105
MS-142-R7 Keratin 18 Ab-1 RTU 7ml 0673693363167
MS-1431-S1 Serotonin 0.5mL 0673693363198
MS-143-P Kappa Light Chain Ab-1 1mL 0673693363235
MS-143-P1 Kappa Light Chain Ab-1 0.5mL 0673693363259
MS-143-R7 Kappa Light Chain Ab-1 RTU 7ml 0673693363303
MS-1447-R7 Keratin, HMW Ab-3 RTU 7ml 0673693107655
MS-1447-RQ Keratin, HMW Ab-3 RTU 12ml 0673693559294
MS-1447-S Keratin, HMW Ab-3 1mL 0673693107662
MS-1447-S0 Keratin, HMW Ab-3 0.1mL 0673693363464
MS-1447-S1 Keratin, HMW Ab-3 0.5mL 0673693363471
MS-1448-P Luteinizing Hormone, Human (LH) 1mL 0673693107679
MS-1448-P1 Luteinizing Hormone, Human (LH) 0.5mL 0673693363488
MS-1448-R7 Luteinizing Hormone, Human (LH) RTU 7ml 0673693107686
MS-1449-P Follicle Stimulating Hormone (FSH) 1mL 0673693107693
MS-1449-P1 Follicle Stimulating Hormone (FSH) 0.5mL 0673693363525
MS-144-P1 Epithelial Specific Antigen (Ep-CAM) Ab-1 0.5mL 0673693363594
MS-1453-P1 Thyroid Stimulating Hormone (TSH) 0.5mL 0673693363655
MS-1458-R7 #N/A 0673693107716
MS-145-P Mucin 5AC (MUC-5AC) / Gastric Mucin 1mL 0673693363846
MS-145-P1 Mucin 5AC (MUC-5AC) / Gastric Mucin 0.5mL 0673693363860
MS-146-P Myelin Basic Protein Ab-1 1mL 0673693364065
MS-146-P1 Myelin Basic Protein Ab-1 0.5mL 0673693364072
MS-148-P Macrophage / L1 Protein / Calprotectin 1mL 0673693364300
MS-148-P1 Macrophage / L1 Protein / Calprotectin 0.5mL 0673693364324
MS-1494-R7 Mesothelioma RTU 7ml 0673693364393
MS-1494-S Mesothelioma 1mL 0673693364409
MS-1494-S1 Mesothelioma 0.5mL 0673693364423
MS-1499-P Villin ImL 0673693364492
MS-1499-P1 Villin 0.5mL 0673693364515
MS-1528-R7 CD4 RTU 7ml 0673693180252
MS-1528-RQ CD4 RTU 12ml 0673693558792
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MS-1528-S CD4 1mL 0673693364898
MS-1528-S0 CD4 0.1mL 0673693364904
MS-1528-S1 CD4 0.5mL 0673693364911
MS-1760-R7 Protein Gene Product 9.5 (PGP9.5) RTU 7ml 0673693366359
MS-1760-S1 Protein Gene Product 9.5 (PGP9.5) 0.5mL 0673693366380
MS-1768-S1 Tartrate Resistant Acid Phosphatase (TRAP)Ab-1 0.5mL 0673693366625
MS-1793-R7 CD138 RTU 7ml 0673693366823
MS-1793-RQ CD138 RTU 12ml 0673693558679
MS-1793-S CD138 1mL 0673693366830
MS-1793-S0 CD138 0.1mL 0673693366847
MS-1793-S1 CD138 0.5mL 0673693366854
MS-1808-R7 CD68 / Macrophage Marker Ab-4 RTU 7ml 0673693366922
MS-1808-S CD68 / Macrophage Marker Ab-4 1mL 0673693366939
MS-1808-S0 CD68 / Macrophage Marker Ab-4 0.1mL 0673693366946
MS-1808-S1 CD68 / Macrophage Marker Ab-4 0.5mL 0673693366953
MS-180-P Lambda Light Chain Ab-1 1mL 0673693366960
MS-180-R7 Lambda Light Chain Ab-1 RTU 7ml 0673693367035
MS-1810-R7 Hepatocyte RTU 7ml 0673693367066
MS-1810-S Hepatocyte 1mL 0673693367073
MS-1810-S0 Hepatocyte 0.1mL 0673693367080
MS-1810-S1 Hepatocyte 0.5mL 0673693367097
MS-1814-R7 Keratin 5/6 RTU 7ml 0673693367240
MS-1814-RQ Keratin 5/6 RTU 12ml 0673693559256
MS-1814-S Keratin 5/6 1mL 0673693367257
MS-1814-S0 Keratin 5/6 0.1mL 0673693367264
MS-1814-S1 Keratin 5/6 0.5mL 0673693367271
MS-1826-R7 Human Papilloma Virus (HPV) 0673693367530
MS-1826-S Human Papilloma Virus (HPV) 0673693367547
MS-1826-S0 Human Papilloma Virus (HPV) 0673693367554
MS-1826-S1 Human Papilloma Virus (HPV) 0673693367561
MS-1834-R7 Perforin RTU 7ml 0673693367806
MS-1834-S Perforin 1mL 0673693367813
MS-1834-S0 Perforin 0.1mL 0673693367820
MS-1834-S1 Perforin 0.5mL 0673693367837
MS-1843-P Glycophorin A 1mL 0673693368025
MS-1843-P1 Glycophorin A 0.5mL 0673693368049
MS-1843-R7 Glycophorin ARTU 7ml 0673693368094
MS-1845-P1 CD45RA 0.5mL 0673693368117
MS-1846-P1 CD45RB 0.5mL 0673693368179
MS-1856-P CDla 1mL 0673693368520
MS-1856-P0 CDla0.1mL 0673693194204
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MS-1856-P1 CD1a 0.5mL 0673693368537
MS-1856-R7 CDla RTU 7ml 0673693193399
MS-1856-RQ CDl1a RTU 12ml 0673693562836
MS-1857-P CD30 (Reed-Sternberg Cell Marker) Ab-4 1mL 0673693368575
MS-1857-P1 CD30 (Reed-Sternberg Cell Marker) Ab-4 0.5mL 0673693368599
MS-1857-R7 CD30 (Reed-Sternberg Cell Marker) Ab-4 RTU 7ml 0673693368643
MS-186-P p53 Ab-5 1mL 0673693107730
MS-186-P1 p53 Ab-5 0.5mL 0673693368926
MS-186-RQ p53 Ab-5 RTU 12ml 0673693559508
MS-1896-R7 Keratin 5 Ab-1 RTU 7ml 0673693369459
MS-1896-S1 Keratin 5 Ab-1 0.5mL 0673693369480
MS-1898-R7 Epithelial Specific Antigen (Ep-CAM) Ab-9 RTU 7ml 0673693369572
MS-1898-S Epithelial Specific Antigen (Ep-CAM) Ab-9 1mL 0673693369589
MS-1898-S0 Epithelial Specific Antigen (Ep-CAM) Ab-9 0.1mL 0673693369596
MS-1898-S1 Epithelial Specific Antigen (Ep-CAM) Ab-9 0.5mL 0673693369602
MS-189-P0 Granulocyte (Myeloid cell Marker) 0.1mL 0673693369626
MS-1911-P1 ZAP-70 [2F3.2] 0.5mL 0673693369855
MS-1932-P NY-BR-1 1mL 0673693418898
MS-1933-P DOG-1 1mL 0673693418928
MS-1933-P0 DOG-1 0.1mL 0673693418935
MS-1933-R7 DOG-1 RTU 7ml 0673693370219
MS-1936-S BCL-6 [LN22] 1mL 0673693564717
MS-1937-P ERG [9FY] 1mL 0673693575058
MS-1939-R7 Glypican-3 RTU 7ml 0673693570756
MS-1940-P D2-40 [D2-40] 1mL 0673693575065
MS-1940-P0O D2-40 [D2-40] 0.1mL 0673693575072
MS-1940-R7 D2-40 [D2-40] RTU 7ml 0673693569668
MS-1941-R7 MLH1 [4C9C7] RTU 7 mL 0673693578615
MS-1947-P0O OCT3/4 (POU5F1) [653108] 0.1mL 0673693579766
MS-1947-R7 OCT3/4 (POU5F1) [653108] RTU 7 mL 0673693579780
MS-1947-RQ OCT3/4 (POU5F1) [653108] RTU12 mL 0673693579797
MS-198-P Keratin 19 1mL 0673693370356
MS-198-P1 Keratin 19 0.5mL 0673693370370
MS-198-R7 Keratin 19 RTU 7ml 0673693370431
MS-230-P0 p21 WAF1 0.1mL 0673693371513
MS-230-R7 p21 WAF1 RTU 7ml 0673693371575
MS-250-P MAP 2a,b,c (Microtubule-Associated Protein) 1mL 0673693372237
MS-250-P0 MAP 2a,b,c (Microtubule-Associated Protein) 0.1mL 0673693372244
MS-250-P1 MAP 2a,b,c (Microtubule-Associated Protein) 0.5mL 0673693372251
MS-250-R7 MAP 2a,b,c (Microtubule-Associated Protein) RTU 7ml 0673693372305
MS-294-P CD99 / MIC2 (Ewings Sarcoma Marker) 1mL 0673693107792
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MS-294-P0 CD99 / MIC2 (Ewings Sarcoma Marker) 0.1mL 0673693195485
MS-294-P1 CD99 / MIC2 (Ewings Sarcoma Marker) 0.5mL 0673693373791
MS-294-R7 CD99 / MIC2 (Ewings Sarcoma Marker) RTU 7ml 0673693107808
MS-295-P Troponin T,Cardiac Isoform 1ml 0673693373838
MS-295-P1 Troponin T, Cardiac Isoform0.5mL 0673693373852
MS-296-P S100 Protein 1mL 0673693107815
MS-296-P1 S100 Protein 0.5mL 0673693373944
MS-296-RQ S100 Protein RTU 12ml 0673693559645
MS-298-P Progesterone Receptor 1mL 0673693107839
MS-321-P Prostate Specific Acid Phosphatase (PSAP) 1mL 0673693107877
MS-321-P1 Prostate Specific Acid Phosphatase (PSAP) 0.5mL 0673693375092
MS-324-P Chromogranin A 1mL 0673693375283
MS-324-P1 Chromogranin A 0.5mL 0673693375306
MS-340-R7 CD20 Ab-1 RTU 7ml 0673693107914
MS-340-RQ CD20 Ab-1 RTU 12mi 0673693558693
MS-340-S CD20 Ab-1 1mL 0673693107921
MS-340-S0 CD20 Ab-1 0.1mL 0673693375955
MS-340-S1 CD20 Ab-1 0.5mL 0673693375962
MS-341-P Keratin, Low Molecular Weight 1mL 0673693107938
MS-341-P0 Keratin, Low Molecular Weight 0.1mL 0673693195256
MS-341-P1 Keratin, Low Molecular Weight 0.5mL 0673693375979
MS-341-R7 Keratin, Low Molecular Weight RTU 7ml 0673693107945
MS-342-P1 Keratin, HMW Ab-1 0.5mL 0673693376013
MS-342-R7 Keratin, HMW Ab-1 RTU 7ml 0673693107969
MS-343-P Keratin, Pan 1mL 0673693107976
MS-343-P1 Keratin, Pan 0.5mL 0673693376051
MS-343-R7 Keratin, Pan RTU 7ml 0673693107983
MS-343-RQ Keratin, Pan RTU 12ml 0673693559317
MS-353-RQ CD31 / PECAM-1 (EndothelialCell Marker) RTU 12ml 0673693558778
MS-353-S CD31/PECAM-1 (Endothelial Cell Marker) 1mL 0673693108027
MS-353-S1 CD31/PECAM-1 (Endothelial Cell Marker) 0.5mL 0673693376402
MS-354-P Estrogen Receptor [1D5] 1mL 0673693376419
MS-354-P1 Estrogen Receptor [1D5] 0.5 mL 0673693376426
MS-355-P CD45/T200/LCA 1ImL 0673693376471
MS-355-P0 CD45/T200/LCA 0.1mL 0673693182676
MS-355-P1 CD45/T200/LCA 0.5mL 0673693376488
MS-355-R7 CD45/T200/LCARTU 7ml 0673693108058
MS-355-RQ CD45/T200/LCA RTU 12ml 0673693558815
MS-359-R7 Neurofilament (200kDa & 68kDa) RTU 7ml 0673693108096
MS-359-S0 Neurofilament (200kDa & 68kDa) 0.1mL 0673693376723
MS-359-S1 Neurofilament (200kDa & 68kDa) 0.5mL 0673693376730
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MS-361-R7 CD30 (Reed-Sternberg Cell Marker) Ab-1 RTU 7ml 0673693108119
MS-361-RQ CD30 (Reed-Sternberg CellMarker) Ab-1 RTU 12ml 0673693558761
MS-361-S CD30 (Reed-Sternberg Cell Marker) Ab-1 1mL 0673693108126
MS-361-S0 CD30 (Reed-Sternberg Cell Marker) Ab-1 0.1mL 0673693376754
MS-361-S1 CD30 (Reed-Sternberg Cell Marker) Ab-1 0.5mL 0673693376761
MS-363-P CD34 [QBENd/10] 1mL 0673693108133
MS-363-P0 CD34 [QBENd/10] 0.1mL 0673693194341
MS-363-R7 CD34 [QBENd/10] RTU 7ml 0673693108140
MS-363-RQ CD34 [QBENd/10] RTU 12ml 0673693578561
MS-364-R7 Melanoma (gp100) RTU 7ml 0673693376860
MS-364-RQ Melanoma (gp100) RTU 12ml 0673693559409
MS-364-S Melanoma (gp100) 1mL 0673693376877
MS-364-S0 Melanoma (gp100) 0.1mL 0673693376884
MS-364-S1 Melanoma (gp100) 0.5mL 0673693376891
MS-376-R7 Desmin (Muscle Cell Marker) Ab-1 RTU 7ml 0673693108157
MS-376-RQ Desmin (Muscle Cell Marker) Ab-1 RTU 12 mL 0673693558983
MS-376-S Desmin (Muscle Cell Marker) Ab-1 1mL 0673693108164
MS-376-S0 Desmin (Muscle Cell Marker) Ab-1 0.1mL 0673693377201
MS-376-S1 Desmin (Muscle Cell Marker) Ab-1 0.5mL 0673693377218
MS-377-R7 Keratin 20 RTU 7ml 0673693108171
MS-377-RQ Keratin 20 RTU 12ml 0673693559232
MS-377-S Keratin 20 1mL 0673693108188
MS-377-S0 Keratin 20 0.1mL 0673693377249
MS-377-S1 Keratin 20 0.5mL 0673693377256
MS-379-P CA19-9 Sialyl Lewis a GI Tumor Marker 1mL 0673693108218
MS-379-P1 CA19-9 / Sialyl Lewis a (GI Tumor Marker) 0.5mL 0673693377355
MS-379-R7 CA19-9 Sialyl Lewisa GI Tumor Marker RTU 7ml 0673693108225
MS-393-R7 CD5 RTU 7ml 0673693108331
MS-393-RQ CD5 RTU 12ml 0673693558839
MS-393-S CD5 1mL 0673693108348
MS-393-S1 CD5 0.5mL 0673693377706
MS-397-P CD68 / Macrophage Marker Ab-3 1mL 0673693377850
MS-397-P1 CD68 / Macrophage Marker Ab-3 0.5mL 0673693377867
MS-397-R7 CD68 / Macrophage Marker Ab-3 RTU 7ml 0673693108355
MS-397-RQ CD68 / Macrophage Marker Ab-3 RTU 12 mL 0673693558860
MS-409-P Renal Cell Carcinoma Marker (gp200) 1mL 0673693378307
MS-409-P0 Renal Cell Carcinoma Marker (gp200) 0.1mL 0673693378314
MS-409-P1 Renal Cell Carcinoma Marker (gp200) 0.5mL 0673693378321
MS-409-R7 Renal Cell Carcinoma Marker (gp200) RTU 7ml 0673693378376
MS-409-RQ Renal Cell Carcinoma Marker(gp200) RTU 12ml 0673693559621
MS-452-P Adrenocorticotrophic Hormone (ACTH) 1mL 0673693108454
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MS-452-P1 Adrenocorticotrophic Hormone (ACTH) 0.5mL 0673693379380
MS-452-R7 Adrenocorticotrophic Hormone (ACTH) RTU 7ml 0673693108461
MS-457-R7 CD8 Ab-1 RTU 7ml 0673693108478
MS-457-S CD8 Ab-1 1mL 0673693108485
MS-457-S0 CD8 Ab-10.1mL 0673693379571
MS-457-S1 CD8 Ab-1 0.5mL 0673693379588
MS-489-S1 Keratin 17 0.5mL 0673693380454
MS-611-P1 Keratin 10 0.5mL 0673693382397
MS-668-P CD44 std. / HCAM 1mL 0673693384575
MS-668-P1 CD44 std. / HCAM 0.5mL 0673693384599
MS-699-P Thyroid Transcription Factor-1 (TTF-1) ImL 0673693108577
MS-699-P1 Thyroid Transcription Factor-1 (TTF-1) 0.5mL 0673693385435
MS-699-RQ Thyroid Transcription Factor-1(TTF-1) RTU 12ml 0673693559683
MS-722-P Factor VI1II Related Antigen / von Willebrand Factor Ab-2 1mL 0673693386159
MS-722-P1 Factor V11 Related Antigen / von Willebrand Factor Ab-2 0.5mL | 0673693386173
MS-728-R7 CD10/CALLA (Neutral Endopeptidase) RTU 7ml 0673693108638
MS-728-RQ CD10/CALLA (Neutral Endopeptidase) RTU 12ml 0673693558655
MS-728-S CD10/CALLA (Neutral Endopeptidase) 1mL 0673693108645
MS-728-S0 CD10/CALLA (Neutral Endopeptidase) 0.1mL 0673693386418
MS-728-S1 CD10/CALLA (Neutral Endopeptidase) 0.5mL 0673693386425
MS-729-RQ CD23 RTU 12ml 0673693558730
MS-729-S CD23 1mL 0673693108669
MS-729-S1 CD23 0.5mL 0673693386456
MS-730-P c-erbB-2 / HER-2 / neu 1mL 0673693108676
MS-730-P0O c-erbB-2 / HER-2 / neu 0.1mL 0673693194723
MS-734-S Placental Alk. Phosphatase (PLAP) Ab-4 1mL 0673693108720
MS-734-S1 Placental Alk. Phosphatase (PLAP) Ab-4 0.5mL 0673693386531
MS-738-P p53 Ab-8 1mL 0673693108737
MS-738-P0 p53 Ab-8 0.1mL 0673693195706
MS-738-P1 p53 Ab-8 0.5mL 0673693386548
MS-741-P Epithelial Membrane Antigen / EMA 1mL 0673693386654
MS-741-P0 Epithelial Membrane Antigen / EMA 0.1mL 0673693182829
MS-741-P1 Epithelial Membrane Antigen / EMA 0.5mL 0673693386661
MS-741-R7 Epithelial Membrane Antigen / EMA RTU 7ml 0673693108751
MS-741-RQ Epithelial Membrane Antigen / EMA RTU 12ml 0673693559072
MS-742-R7 Actin, Muscle Specific RTU 7ml 0673693108775
MS-742-S Actin, Muscle Specific ImL 0673693108782
MS-742-S1 Actin, Muscle Specific 0.5mL 0673693386722
MS-743-R7 Keratin 8/18 Ab-1 RTU 7ml 0673693108799
MS-743-RQ Keratin 8/18 Ab-1 RTU 12ml 0673693559287
MS-743-S Keratin 8/18 Ab-1 1mL 0673693108805
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MS-743-S0 Keratin 8/18 Ab-1 0.1mL 0673693386746
MS-743-S1 Keratin 8/18 Ab-1 0.5mL 0673693386753
MS-750-S0 Estrogen Receptor [1D5+6F11] 0673693386937
MS-750-S1 Estrogen Receptor [1D5+6F11] 0673693386944
MS-799-P MART-1/ Melan-A 1mL 0673693387675
MS-799-P0 MART-1/ Melan-A 0.1mL 0673693387682
MS-799-P1 MART-1/ Melan-A 0.5mL 0673693387699
MS-799-R7 MART-1/ Melan-A RTU 7ml 0673693387750
MS-799-RQ MART-1/ Melan-A RTU 12ml 0673693559386
MS-800-P Tyrosinase 1mL 0673693387798
MS-800-P1 Tyrosinase 0.5mL 0673693387811
MS-800-RQ Tyrosinase RTU 12ml 0673693559706
MS-897-P1 p57 Kip2 Ab-3 0.5mL 0673693390002
MS-997-P Keratin 8 1mL 0673693390972
MS-997-P1 Keratin 8 0.5mL 0673693390996
MS-997-R7 Keratin 8 RTU 7ml 0673693391047
RB-1432-R7 1gG (gamma-Heavy Chain) RTU 7ml 0673693109345
RB-1433-Al IgA (alpha-Heavy Chain) 0.5mL 0673693394215
RB-1435-A0 IgE (epsilon-Heavy Chain) 0.1mL 0673693394277
RB-1435-A1 IgE (epsilon-Heavy Chain) 0.5mL 0673693394284
RB-1435-R7 IgE (epsilon-Heavy Chain) RTU 7ml 0673693394314
RB-1436-A0 IgD (delta-Heavy Chain) 0.1mL 0673693394338
RB-1436-Al IgD (delta-Heavy Chain) 0.5mL 0673693394345
RB-1459-A1 Gastrin 0.5mL 0673693394444
RB-1460-A1 Myelin Basic Protein 0.5mL 0673693394475
RB-1460-R7 Myelin Basic Protein RTU 7ml 0673693109420
RB-1922-R2 Immunoglobulin M (IgM), Polyclonal FITC Labeled 0673693396820
RB-1925-R2 Albumin, Polyclonal FITC Labeled 0673693396844
RB-281-A Factor V11 Related Antigen / von Willebrand Factor Ab-1 1mL 0673693109437
RB-281-Al Factor V11 Related Antigen / von Willebrand Factor Ab-10.5mL | 0673693397308
RB-333-A Kappa Light Chain Ab-2 1mL 0673693109475
RB-333-Al Kappa Light Chain Ab-2 0.5mL 0673693397407
RB-334-A Lambda Light Chain Ab-2 1mL 0673693109499
RB-334-Al Lambda Light Chain Ab-2 0.5mL 0673693397438
RB-360-A CD3epsilon (Early T-Cell Marker) 1mL 0673693397452
RB-360-Al CD3epsilon (Early T-Cell Marker) 0.5mL 0673693397476
RB-360-R7 CD3epsilon (Early T-Cell Marker) RTU 7ml 0673693397506
RB-372-Al Lysozyme / Muramidase 0.5mL 0673693397643
RB-373-A Myeloperoxidase (MPO) 1mL 0673693109598
RB-373-A0 Myeloperoxidase (MPO) 0.1mL 0673693397681
RB-373-Al Myeloperoxidase (MPO) 0.5mL 0673693397698
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RB-373-R7 Myeloperoxidase (MPO) RTU 7ml 0673693109604
RB-373-RQ Myeloperoxidase (MPO) RTU 12ml 0673693559447
RB-9002-P1 Calretinin 0.5mL 0673693397797
RB-9009-P1 CD8 0.5mL 0673693397971
RB-9010-P1 Actin, Smooth Muscle 0.5mL 0673693398039
RB-9013-P CD20 1mL 0673693398077
RB-9013-P0 CD20 0.1mL 0673693398084
RB-9013-P1 CD20 0.5mL 0673693398091
RB-9013-R7 CD20 RTU 7ml 0673693398121
RB-9014-P Desmin (Muscle Cell Marker) 1mL 0673693398138
RB-9014-P0 Desmin (Muscle Cell Marker) 0.1mL 0673693398145
RB-9014-P1 Desmin (Muscle Cell Marker) 0.5mL 0673693398152
RB-9014-R7 Desmin (Muscle Cell Marker) RTU 7ml 0673693398183
RB-9020-P0 Keratin 14 0.1mL 0673693398435
RB-9020-P1 Keratin 14 0.5mL 0673693398442
RB-9020-R7 Keratin 14 RTU 7ml 0673693398473
RB-9023-P0 Amyloid Precursor Protein (APP) 0.1mL 0673693398565
RB-9023-P1 Amyloid Precursor Protein (APP) 0.5mL 0673693398572
RB-9023-R7 Amyloid Precursor Protein (APP) RTU 7ml 0673693398602
RB-9024-P1 Dystrophin 0.5mL 0673693398633
RB-9026-P0 Synuclein alpha 0.1mL 0673693398688
RB-9031-P Vascular Endothelial Growth Factor (VEGF) 0.1mL 0673693398916
RB-9035-P1 Catenin, beta 0.5mL 0673693399043
RB-9038-P CD117 / c-Kit / SCF-Receptor 1mL 0673693399159
RB-9038-P0 CD117 / c-Kit / SCF-Receptor 0.1mL 0673693399166
RB-9038-P1 CD117 / c-Kit / SCF-Receptor 0.5mL 0673693399173
RB-9038-R7 CD117 / c-Kit / SCF-Receptor RTU 7ml 0673693399203
RB-9038-RQ CD117 / c-Kit / SCF-ReceptorRTU 12ml 0673693558662
RB-9052-P GLUT-1 1mL 0673693399593
RB-9052-P1 GLUT-10.5mL 0673693399616
RB-9064-P Alpha Fetoprotein (AFP) 1mL 0673693399791
RB-9064-P1 Alpha Fetoprotein (AFP) 0.5mL 0673693399807
RB-9064-R7 Alpha Fetoprotein (AFP) RTU 7ml 0673693399838
RB-9067-P Placental Lactogen (hPL) 1mL 0673693399845
RB-9067-P1 Placental Lactogen (hPL) 0.5mL 0673693399852
RB-9070-P Helicobacter pylori ImL 0673693399999
RB-9070-R7 Helicobacter pylori RTU 7mL 0673693400039
RB-9070-RQ Helicobacter pylori RTU 12mL 0673693559164
RB-9202-P1 Protein Gene Product 9.5 0.5mL 0673693400398
RB-9222-P1 Mucin 1 (MUC-1) 0.5mL 0673693400824
RB-9249-P Tubulin-Beta 1mL 0673693401241
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RB-9249-P1 Tubulin-Beta 0.5mL 0673693401265
RB-9251-P1 Claudin 3 0.5mL 0673693401333
RB-9266-P1 Claudin 4 0.5mL 0673693401579
RB-9281-P Tubulin-Alpha 1mL 0673693401791
RB-9281-P0 Tubulin-Alpha 0.1mL 0673693401814
RB-9281-P1 Tubulin-Alpha 0.5mL 0673693401814
RB-9281-R7 Tubulin-Alpha RTU 7ml 0673693401852
RB-9406-P Pax-5 1mL 0673693402026
RM-2100-R7 E-Cadherin RTU 7ml 0673693402323
RM-2100-RQ E-Cadherin RTU 12ml 0673693559003
RM-2100-S E-Cadherin 1mL 0673693402330
RM-2100-S0 E-Cadherin 0.1mL 0673693402347
RM-2101-RQ Beta-catenin RTU 12ml 0673693554923
RM-2101-S Beta-catenin 1mL 0673693402378
RM-2102-S Calponin-1 1mL 0673693402415
RM-2103-S p53 1mL 0673693402453
RM-2106-RQ Keratin 5 RTU 12ml 0673693559249
RM-2106-S Keratin 5 1mL 0673693402538
RM-2107-R7 Keratin 8 RTU 7ml 0673693402569
RM-2107-S Keratin 8 1mL 0673693402576
RM-2108-S Keratin 18 1mL 0673693402613
RM-2109-RQ CD3epsilon RTU 12ml 0673693558785
RM-2109-S CD3epsilon 1mL 0673693402651
RM-2111-R7 Epidermal Growth Factor Receptor (EGFR) [EP38Y] RTU 7ml 0673693402682
RM-2111-RQ Epidermal Growth Factor Receptor (EGFR) [EP38Y] RTU 12ml | 0673693559027
RM-2111-S Epidermal Growth Factor Receptor (EGFR) [EP38Y] 1mL 0673693402699
RM-2112-RQ c-erbB2 / HER-2 / neu [EP1045Y] RTU 12mL 0673693558914
RM-2112-S c-erbB2 / HER-2 / neu [EP1045Y] 1mL 0673693402736
RM-2113-RQ Cyclin D1 [EPR2241IHC] RTU12 mL 0673693558969
RM-2113-S Cyclin D1 [EPR2241IHC] 1mL 0673693402774
RM-2114-RQ Progesterone Receptor [YR85] RTU 12mL 0673693564793
RM-2114-S Progesterone Receptor [YR85] 1mL 0673693564762
RM-2116-R7 CDX2 [EPR2764Y] RTU 7ml 0673693402804
RM-2116-RQ CDX2 [EPR2764Y] RTU 12ml 0673693558907
RM-2116-S CDX2 [EPR2764Y] 1mL 0673693402811
RM-2116-S0 CDX2 [EPR2764Y] 0.1mL 0673693402828
RM-2118-S CD5 [EP2952] 1mL 0673693569842
RM-2118-S0 CD5 [EP2952] 0.1mL 0673693569859
RM-2121-RQ Napsin-A [EPR6252] RTU 12 mL 0673693591065
RM-2122-R7 CD7 [EPR4242] RTU 7 mL 0673693591089
RM-9103-R7 c-erbB-2 / HER-2 / neu [SP3] RTU7mL 0673693180351
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RM-9103-RQ | c-erbB-2 / HER-2 / neu [SP3] RTU 12mL 0673693558921
RM-9103-S c-erbB-2 / HER-2 / neu [SP3] 1mL 0673693180368
RM-9103-S0 c-erbB-2 / HER-2 / neu [SP3] 0.1mL 0673693402873
RM-9103-S1 c-erbB-2 / HER-2 / neu [SP3] 0.5mL 0673693402880
RM-9104-R7 Cyclin D1 /Bcl-1 [SP4] RTU 7ml 0673693180375
RM-9104-RQ | Cyclin D1 /Bcl-1 [SP4] RTU 12 mL 0673693558952
RM-9104-S Cyclin D1 /Bcl-1 [SP4] 1mL 0673693180382
RM-9104-S0 Cyclin D1 /Bcl-1 [SP4] 0.1mL 0673693402897
RM-9104-S1 Cyclin D1 /Bcl-1 [SP4] 0.5mL 0673693402903
RM-9105-R7 p53 [SP5] RTU 7ml 0673693180399
RM-9105-S p53 [SP5] 1mL 0673693180405
RM-9105-S0 p53 [SP5] 0.1mL 0673693402910
RM-9105-S1 p53 [SP5] 0.5mL 0673693402927
RM-9106-R7 Ki-67 [SP6] RTU 7ml 0673693180412
RM-9106-RQ Ki-67 [SP6] RTU 12ml 0673693559331
RM-9106-S Ki-67 [SP6] ImL 0673693180429
RM-9106-S0 Ki-67 [SP6] 0.1mL 0673693402934
RM-9106-S1 Ki-67 [SP6] 0.5mL 0673693402941
RM-9107-R7 CD3 (Early T Cell Marker) RTU 7ml 0673693180436
RM-9107-RQ CD3 (Early T Cell Marker) RTU 12 mL 0673693558754
RM-9107-S CD3 (Early T Cell Marker) 1mL 0673693180443
RM-9107-S0 CD3 (Early T Cell Marker) 0.1mL 0673693402958
RM-9107-S1 CD3 (Early T Cell Marker) 0.5mL 0673693402965
RM-9108-R7 ALK (Anaplastic Lymphoma Kinase) / p80 RTU 7ml 0673693180450
RM-9108-S ALK (Anaplastic Lymphoma Kinase) / p80 1mL 0673693180467
RM-9108-S0 ALK (Anaplastic Lymphoma Kinase) / p80 0.1mL 0673693402972
RM-9108-S1 ALK (Anaplastic Lymphoma Kinase) / p80 0.5mL 0673693402989
RM-9111-R7 Synaptophysin (Neuroendocrine Marker) RTU 7ml 0673693180511
RM-9111-RQ Synaptophysin (NeuroendocrineMarker) RTU 12ml 0673693559652
RM-9111-S Synaptophysin (Neuroendocrine Marker) 1mL 0673693180528
RM-9111-S0 Synaptophysin (Neuroendocrine Marker) 0.1mL 0673693403016
RM-9111-S1 Synaptophysin (Neuroendocrine Marker) 0.5mL 0673693403023
RM-9112-R7 Chromogranin A [SP12] RTU 7ml 0673693180535
RM-9112-RQ Chromogranin A [SP12] RTU 12ml 0673693558938
RM-9112-S Chromogranin A [SP12] 1mL 0673693180542
RM-9112-S0 Chromogranin A [SP12] 0.1mL 0673693403030
RM-9112-S1 Chromogranin A [SP12] 0.5mL 0673693403047
RM-9113-RQ | Calretinin [SP13] RTU 12ml 0673693557474
RM-9113-S Calretinin [SP13] 1mL 0673693180566
RM-9113-S0 Calretinin [SP13] 0.1mL 0673693403054
RM-9113-S1 Calretinin [SP13] 0.5mL 0673693403061

Ref: KZ-SOP-0186

Page 14 of 15

KZ-WD-0138 rev 03




epredia

Enhancing precision

cancer diagnostics

Legacy Antibodies
Part 3 - Declaration of Conformity

RM-9115-S Placental Alk. Phosphatase (PLAP) 1mL 0673693180580
RM-9115-S1 Placental Alk. Phosphatase (PLAP) 0.5mL 0673693403085
RM-9116-R7 CD8 [SP16] RTU 7ml 0673693403092
RM-9116-S CD8 [SP16] 1mL 0673693200615
RM-9116-S1 CD8 [SP16] 0.5mL 0673693403115
RM-9117-S Calcitonin 1mL 0673693180610
RM-9117-S1 Calcitonin 0.5mL 0673693403139
RM-9118-R7 CD79a/ mb-1 (B-Cell Marker) [SP18] RTU 7ml 0673693180627
RM-9118-S CD79a/ mb-1 (B-Cell Marker) [SP18] 1mL 0673693180634
RM-9118-S0 CD79a/ mb-1 (B-Cell Marker) [SP18] 0.1mL 0673693403146
RM-9118-S1 CD79a/ mb-1 (B-Cell Marker) [SP18] 0.5mL 0673693403153
RM-9119-R7 CD5 [SP19] RTU 7ml 0673693180641
RM-9119-RQ CD5 [SP19] RTU 12ml 0673693558846
RM-9119-S CD5 [SP19] 1mL 0673693180658
RM-9119-S0 CD5 [SP19] 0.1mL 0673693403160
RM-9119-S1 CD5 [SP19] 0.5mL 0673693403177
RM-9120-R7 Vimentin RTU 7ml 0673693180665
RM-9120-S Vimentin 1mL 0673693180672
RM-9120-S0 Vimentin 0.1mL 0673693403184
RM-9120-S1 Vimentin 0.5mL 0673693403191
RM-9121-S COX2 1mL 0673693200622
RM-9121-S1 COX2 0.5mL 0673693403221
RM-9123-R7 CD23 [SP23] RTU 7ml 0673693200608
RM-9123-S CD23 [SP23] 1mL 0673693200639
RM-9123-S1 CD23 [SP23] 0.5mL 0673693403245
RM-9131-S Prostate Specific Membrane Antigen (PSMA) [SP29] 1mL 0673693403351
RM-9132-S DOG-1 [SP31] 1mL 0673693403399
RM-9132-S0 DOG-1 [SP31] 0.1mL 0673693403405
RM-9133-RQ Pax-5 [SP34] RTU 12ml 0673693559546
RM-9133-S Pax-5 [SP34] 1mL 0673693403436
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