EU Declaration of Conformity epr ediO

To IVD REGULATION (EU) 2017/746

Enhoncing precision

cancer diagnostics

Legal Manufacturer's Name: Richard-Allan Scientific LLC, a subsidiary of Epredia
Legal Manufacturer’'s Address: 4481 Campus Drive, Kalamazoo, Michigan 49008 USA
SRN (Single Registration Number): US-MF-000008261

Richard-Allan Scientific LLC, a subsidiary of Epredia declares that the In Vitro Diagnostic Medical
Devices listed in this declaration are in conformity with all applicable provisions of Council
Regulation (EU) 2017/746 of 5 April 2017 on In Vitro Diagnostic Medical Devices and are therefore
entitled to bear the CE Mark.

Product and Trade
Name

Intended Purpose For the preparation of pathology specimens.

Cassettes

Classification &

Classification Rules Class A, Rule 5, Indent (c)

Conformity Assessment | | - rdance with Article 17 and Annex IV of IVDR 2017/746

Route
Product Number As per Appendix 1 — Device Information
Basic UDI-DI 0673693RAS001R7
GMDN 62970, Histology tissue cassette IVD
Nomenclature GMDN 63813, Tissue embedding mould holder IVD

GMDN 63784, Histological tissue cassette biopsy insert IVD
Initial CE Release Date | 2018

Authorized
Representative Name
and Address

Authorized
Representative SRN

Epredia Netherlands B.V.
Essendonk 30, 4824 DA Breda, Netherlands.

NL-AR-000001488
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EU Declaration of Conformity eprediq

To IVD REGULATION (EU) 2017/746 Enhancing precision

cancer diagnostics

We hereby declare under our sole responsibility that these products conform with the relevant
provisions of the EU IVD Regulation 2017/746.

We confirm that the CE-marked IVDs listed in the appendix are manufactured under a controlled and
approved Quality Management System that maintains a post market surveillance and vigilance
procedure. Each of the listed CE-marked VD has been verified against defined criteria and found to be
in compliance with the General Safety and Performance Requirements of Annex | in the EU IVDR
20171746 prior to being placed on the market.

Approved by: Place of Issue: Kalamazoo, USA

Mark Ramser Date of Issue: 17-May-2022
Vice President Quality and Regulatory
/ Revision: 1.0
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« Appendix 1 — Device Information:

Catalog Number | Product Name UDI-DI-(GTIN) Code GMDN Code
B851040BE PrintMate™ Embedding Cassette | 00673693758147 62970
B851040BL PrintMate™ Embedding Cassette | 00673693757805

B851040GN PrintMate™ Embedding Cassette | 00673693757812

B851040GY PrintMate™ Embedding Cassette | 00673693757829

B851040LA PrintMate™ Embedding Cassette | 00673693757799

B851040LG PrintMate™ Embedding Cassette | 00673693758130

B851040LlI PrintMate™ Embedding Cassette | 00673693757836

B8510400R PrintMate™ Embedding Cassette | 00673693757843

B851040PK PrintMate™ Embedding Cassette | 00673693757850

B851040TN PrintMate™ Embedding Cassette | 00673693757867

B851040WH PrintMate™ Embedding Cassette | 00673693757782

B851040YW PrintMate™ Embedding Cassette | 00673693757874

B851010BE PrintMate™ Embedding Cassette | 00673693758185

B851010BL PrintMate™ Embedding Cassette | 00673693757164

B851010GN PrintMate™ Embedding Cassette | 00673693757171

B851010GY PrintMate™ Embedding Cassette | 00673693757188

B851010LA PrintMate™ Embedding Cassette | 00673693757157

B851010LG PrintMate™ Embedding Cassette | 00673693758178

B851010LI PrintMate™ Embedding Cassette | 00673693757195

B8510100R PrintMate™ Embedding Cassette | 00673693757201

B851010PK PrintMate™ Embedding Cassette | 00673693757218

B851010TN PrintMate™ Embedding Cassette | 00673693757225

B851010WH PrintMate™ Embedding Cassette | 00673693754880

B851010YW PrintMate™ Embedding Cassette | 00673693757232

B851070BE PrintMate™ Embedding Cassette | 00673693758123

B851070BL PrintMate™ Embedding Cassette | 00673693757515

B851070GN PrintMate™ Embedding Cassette | 00673693757522 62970
B851070GY PrintMate™ Embedding Cassette | 00673693757539
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B851070LA PrintMate™ Embedding Cassette | 00673693757508
B851070LG PrintMate™ Embedding Cassette | 00673693758116
B851070LlI PrintMate™ Embedding Cassette | 00673693757546
B8510700R PrintMate™ Embedding Cassette | 00673693757553
B851070PK PrintMate™ Embedding Cassette | 00673693757560
B851070TN PrintMate™ Embedding Cassette | 00673693757577
B851070WH PrintMate™ Embedding Cassette | 00673693754866
B851070YW PrintMate™ Embedding Cassette | 00673693757584
B851100BE PrintMate™ Embedding Cassette | 00673693758161
B851100BL PrintMate™ Embedding Cassette | 00673693757256
B851100GN PrintMate™ Embedding Cassette | 00673693757263
B851100GY PrintMate™ Embedding Cassette | 00673693757270
B851100LA PrintMate™ Embedding Cassette | 00673693757249
B851100LG PrintMate™ Embedding Cassette | 00673693758154
B851100LI PrintMate™ Embedding Cassette | 00673693757287
B8511000R PrintMate™ Embedding Cassette 00673693757294
B851100PK PrintMate™ Embedding Cassette | 00673693757300
B851100TN PrintMate™ Embedding Cassette | 00673693757317
B851100WH PrintMate™ Embedding Cassette | 00673693754873
B851100YW PrintMate™ Embedding Cassette | 00673693757324
B851090BE PrintMate™ Slotted Cassette 00673693758208
B851090BL PrintMate™ Slotted Cassette 00673693757690
B851090GN PrintMate™ Slotted Cassette 00673693757706
B851090GY PrintMate™ Slotted Cassette 00673693757713
B851090LA PrintMate™ Slotted Cassette 00673693757683
B851090LG PrintMate™ Slotted Cassette 00673693758192
B851090LI PrintMate ™ Slotted Cassette 00673693757720
B8510900R PrintMate™ Slotted Cassette 00673693757737
B851090PK PrintMate™ Slotted Cassette 00673693757744
B851090TN PrintMate™ Slotted Cassette 00673693757751
B851090WH PrintMate™ Slotted Cassette 00673693757768
B851090YW PrintMate™ Slotted Cassette 00673693757775
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B851120BE PrintMate™ Slotted Cassette 00673693758222
B851120BL PrintMate™ Slotted Cassette 00673693757430
B851120GN PrintMate™ Slotted Cassette 00673693757447
B851120GY PrintMate™ Slotted Cassette 00673693757454
B851120LA PrintMate ™ Slotted Cassette 00673693757423
B851120LG PrintMate™ Slotted Cassette 00673693758215
B851120LlI PrintMate™ Slotted Cassette 00673693757461
B8511200R PrintMate™ Slotted Cassette 00673693757478 62970
B851120PK PrintMate™ Slotted Cassette 00673693757140
B851120TN PrintMate™ Slotted Cassette 00673693757485
B851120WH PrintMate™ Slotted Cassette 00673693754897
B851120YW PrintMate™ Slotted Cassette 00673693757492
B851080BE PrintMate™ Biopsy Cassette 00673693758086
B851080BL PrintMate™ Biopsy Cassette 00673693757607
B851080GN PrintMate™ Biopsy Cassette 00673693757614
B851080GY PrintMate™ Biopsy Cassette 00673693757621
B851080LA PrintMate ™ Biopsy Cassette 00673693757591
B851080LG PrintMate™ Biopsy Cassette 00673693758079
B851080LlI PrintMate™ Biopsy Cassette 00673693757638
B8510800R PrintMate™ Biopsy Cassette 00673693757645
B851080PK PrintMate™ Biopsy Cassette 00673693757652
B851080TN PrintMate™ Biopsy Cassette 00673693757669
B851080WH PrintMate™ Biopsy Cassette 00673693754842
B851080YW PrintMate™ Biopsy Cassette 00673693757676
B851110BE PrintMate™ Biopsy Cassette 00673693758109
B851110BL PrintMate™ Biopsy Cassette 00673693757348
B851110GN PrintMate™ Biopsy Cassette 00673693757355
B851110GY PrintMate™ Biopsy Cassette 00673693757362
B851110LA PrintMate™ Biopsy Cassette 00673693757331
B851110LG PrintMate™ Biopsy Cassette 00673693758093
B851110LI PrintMate™ Biopsy Cassette 00673693757379
B8511100R PrintMate™ Biopsy Cassette 00673693757386

Form Name | EU Declaration of Conformity

Form (Template) Number

GL-FRM-27-0003

Form Template
Version

20

Page 5 of 14




EU Declaration of Conformity

To IVD REGULATION (EU) 2017/746

predia
Enhancing precision
cancer diognostics

B851110PK PrintMate™ Biopsy Cassette 00673693757393
B851110TN PrintMate™ Biopsy Cassette 00673693757409
B851110WH PrintMate™ Biopsy Cassette 00673693754859
B851110YW PrintMate™ Biopsy Cassette 00673693757416
B851736BE Thinline™ Slotted Cassette 00673693758307
B851736BL Thinline™ Slotted Cassette 00673693756754
B851736GN Thinline™ Slotted Cassette 00673693756761
B851736GY Thinline™ Slotted Cassette 00673693756778
B851736LA Thinline™ Slotted Cassette 00673693756747
B851736LG Thinline™ Slotted Cassette 00673693758291
B851736LlI Thinline™ Slotted Cassette 00673693756785
B8517360R Thinline™ Slotted Cassette 00673693756792
B851736PK Thinline™ Slotted Cassette 00673693756808
B851736TN Thinline™ Slotted Cassette 00673693756815
B851736WH Thinline™ Slotted Cassette 00673693756723
B851736YW Thinline™ Slotted Cassette 00673693756822
B851737BE Thinline™ Biopsy Cassette 00673693758246 62970
B851737BL Thinline™ Biopsy Cassette 00673693756846
B851737GN Thinline™ Biopsy Cassette 00673693756853
B851737GY Thinline™ Biopsy Cassette 00673693756860
B851737LA Thinline™ Biopsy Cassette 00673693756839
B851737LG Thinline™ Biopsy Cassette 00673693758239
B851737LlI Thinline™ Biopsy Cassette 00673693756877
B8517370R Thinline™ Biopsy Cassette 00673693756884
B851737PK Thinline™ Biopsy Cassette 00673693756891
B851737TN Thinline™ Biopsy Cassette 00673693756907
B851737WH Thinline™ Biopsy Cassette 00673693756730
B851737YW Thinline™ Biopsy Cassette 00673693756914
B851000BE HistoScreen™ Cassette 00673693758048
B851000BL HistoScreen™ Cassette 00673693755986
B851000GN HistoScreen™ Cassette 00673693755993
B851000GY HistoScreen™ Cassette 00673693756006
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B851000LA HistoScreen™ Cassette 00673693755979
B851000LG HistoScreen™ Cassette 00673693758031
B851000LI HistoScreen™ Cassette 00673693756013
B8510000R HistoScreen™ Cassette 00673693756020
B851000PK HistoScreen™ Cassette 00673693756037
B851000TN HistoScreen™ Cassette 00673693756068
B851000WH HistoScreen™ Cassette 00673693756044
B851000YW HistoScreen™ Cassette 00673693756051
B851001BE HistoScreen™ Cassette 00673693758062
B851001BL HistoScreen™ Cassette 00673693756952
B851001GN HistoScreen™ Cassette 00673693756976
B851001GY HistoScreen™ Cassette 00673693756969
B851001LA HistoScreen™ Cassette 00673693756945
B851001LG HistoScreen™ Cassette 00673693758055
B851001LI HistoScreen™ Cassette 00673693756983
B8510010R HistoScreen™ Cassette 00673693756990
B851001PK HistoScreen™ Cassette 00673693757003
B851001TN HistoScreen™ Cassette 00673693757010
B851001WH HistoScreen™ Cassette 00673693757027
B851001YW HistoScreen™ Cassette 00673693757034
B851735BE Fine Pore Cassette 00673693758260
B851735BL Fine Pore Cassette 00673693756655
B851735GN Fine Pore Cassette 00673693756662
B851735GY Fine Pore Cassette 00673693756679
B851735LA Fine Pore Cassette 00673693756648
B851735LG Fine Pore Cassette 00673693758253 62970
B851735LI Fine Pore Cassette 00673693756686
B8517350R Fine Pore Cassette 00673693756921
B851735PK Fine Pore Cassette 00673693756693
B851735TN Fine Pore Cassette 00673693756938
B851735WH Fine Pore Cassette 00673693756709
B851735YW Fine Pore Cassette 00673693756716
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B851734BE Fine Pore Cassette 00673693758284
B851734BL Fine Pore Cassette 00673693756556
B851734GN Fine Pore Cassette 00673693756563
B851734GY Fine Pore Cassette 00673693756570
B851734LA Fine Pore Cassette 00673693756549
B851734LG Fine Pore Cassette 00673693758277
B851734LlI Fine Pore Cassette 00673693756587
B8517340R Fine Pore Cassette 00673693756594
B851734PK Fine Pore Cassette 00673693756600
B851734TN Fine Pore Cassette 00673693756617
B851734WH Fine Pore Cassette 00673693756624
B851734YW Fine Pore Cassette 00673693756631
B851739BE Cassette 2 Slotted 00673693757898
B851739BL Cassette 2 Slotted 00673693756143
B851739GN Cassette 2 Slotted 00673693756167
B851739GY Cassette 2 Slotted 00673693756129
B851739LA Cassette 2 Slotted 00673693756099
B851739LG Cassette 2 Slotted 00673693757881
B851739LlI Cassette 2 Slotted 00673693756112
B8517390R Cassette 2 Slotted 00673693756105
B851739PK Cassette 2 Slotted 00673693756174
B851739TN Cassette 2 Slotted 00673693756136
B851739WH Cassette 2 Slotted 00673693754828
B851739YW Cassette 2 Slotted 00673693756150
B851729BE Cassette 2 Slotted 00673693757911
B851729BL Cassette 2 Slotted 00673693756372
B851729GN Cassette 2 Slotted 00673693756389
B851729GY Cassette 2 Slotted 00673693756396
B851729LA Cassette 2 Slotted 00673693756365
B851729LG Cassette 2 Slotted 00673693757904
B851729LlI Cassette 2 Slotted 00673693756402
B8517290R Cassette 2 Slotted 00673693756419
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B851729PK Cassette 2 Slotted 00673693756426
B851729TN Cassette 2 Slotted 00673693755832
B851729WH Cassette 2 Slotted 00673693754835 62970
B851729YW Cassette 2 Slotted 00673693756440
B851738BE Cassette 2 Biopsy 00673693758321
B851738BL Cassette 2 Biopsy 00673693756211
B851738GN Cassette 2 Biopsy 00673693756198
B851738GY Cassette 2 Biopsy 00673693756235
B851738LA Cassette 2 Biopsy 00673693756266
B851738LG Cassette 2 Biopsy 00673693758314
B851738LlI Cassette 2 Biopsy 00673693756242
B8517380R Cassette 2 Biopsy 00673693756259
B851738PK Cassette 2 Biopsy 00673693756181
B851738TN Cassette 2 Biopsy 00673693756228
B851738WH Cassette 2 Biopsy 00673693754804
B851738YW Cassette 2 Biopsy 00673693756204
B851730BE Cassette 2 Biopsy 00673693758345
B851730BL Cassette 2 Biopsy 00673693756464
B851730GN Cassette 2 Biopsy 00673693756471
B851730GY Cassette 2 Biopsy 00673693756488
B851730LA Cassette 2 Biopsy 00673693756457
B851730LG Cassette 2 Biopsy 00673693758338
B851730LI Cassette 2 Biopsy 00673693756495
B8517300R Cassette 2 Biopsy 00673693756501
B851730PK Cassette 2 Biopsy 00673693756518
B851730TN Cassette 2 Biopsy 00673693756525
B851730WH Cassette 2 Biopsy 00673693754811
B851730YW Cassette 2 Biopsy 00673693756532
B851954BE TissueLoc™ Slotted Cassette 00673693758000
B851954BL TissueLoc™ Slotted Cassette 00673693755894
B851954GN TissueLoc™ Slotted Cassette 00673693755917
B851954GY TissueLoc™ Slotted Cassette 00673693755948

Form Name | EU Declaration of Conformity

Form (Template) Number

GL-FRM-27-0003

Form Template

Version

2.0

Page 9 of 14




EU Declaration of Conformity

To IVD REGULATION (EU) 2017/746

epredia

- t.«g i;}«i"i‘f“y I

Enho

B851954LA TissueLoc™ Slotted Cassette 00673693755955
B851954LG TissueLoc™ Slotted Cassette 00673693757997
B851954LlI TissueLoc™ Slotted Cassette 00673693755962
B8519540R TissueLoc™ Slotted Cassette 00673693757980
B851954PK TissueLoc™ Siotted Cassette 00673693755924
B851954TN TissueLoc™ Slotted Cassette 00673693755931
B851954WH TissueLoc™ Slotted Cassette 00673693755887
B851954YW TissueLoc™ Slotted Cassette 00673693755900
B851720BE TissueLoc™ Slotted Cassette 00673693758024
B851720BL TissueLoc™ Slotted Cassette 00673693756280
B851720GN TissueLoc™ Slotted Cassette 00673693756303
B851720GY TissueLoc™ Slotted Cassette 00673693756341 62970
B851720LA TissueLoc™ Slotted Cassette 00673693757041
B851720LG TissueLoc™ Slotted Cassette 00673693758017
B851720LI TissueLoc™ Slotted Cassette 00673693756358
B8517200R TissueLoc™ Slotted Cassette 00673693756334
B851720PK TissueLoc™ Slotted Cassette 00673693756310
B851720TN TissueLoc™ Slotted Cassette 00673693756327
B851720WH TissueLoc™ Slotted Cassette 00673693756273
B851720YW TissueLoc™ Slotted Cassette 00673693756297
B851925BE TissueLoc™ Biopsy Cassette 00673693757942
B851925BL TissueLoc™ Biopsy Cassette 00673693755849
B851925GN TissueLoc™ Biopsy Cassette 00673693755818
B851925GY TissueLoc™ Biopsy Cassette 00673693755801
B851925LA TissueLoc™ Biopsy Cassette 00673693756075
B851925LG TissueLoc™ Biopsy Cassette 00673693757935
B851925LlI TissueLoc™ Biopsy Cassette 00673693755863
B8519250R TissueLoc™ Biopsy Cassette 00673693755870
B851925PK TissueLoc™ Biopsy Cassette 00673693756082
B851925TN TissueLoc™ Biopsy Cassette 00673693755856
B851925WH TissueLoc™ Biopsy Cassette 00673693755825
B851925YW TissueLoc™ Biopsy Cassette 00673693757928
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B851750BE TissueLoc™ Biopsy Cassette 00673693757973
B851750BL TissueLoc™ Biopsy Cassette 00673693757065
B851750GN TissueLoc™ Biopsy Cassette 00673693757089
B851750GY TissueLoc™ Biopsy Cassette 00673693757119
B851750LA TissueLoc™ Biopsy Cassette 00673693757133
B851750LG TissueLoc™ Biopsy Cassette 00673693757966
B851750LlI TissueLoc™ Biopsy Cassette 00673693757126
B8517500R TissueLoc™ Biopsy Cassette 00673693757959
B851750PK TissueLoc™ Biopsy Cassette 00673693757096
B851750TN TissueLoc™ Biopsy Cassette 00673693757102
B851750WH TissueLoc™ Biopsy Cassette 00673693757058
B851750YW TissueLoc™ Biopsy Cassette 00673693757072
1000957 Tissue Cassette | 00673693214261
1000958 Tissue Cassette | 00673693214278
1000959 Tissue Cassette | 00673693214285
1000960 Tissue Cassette | 00673693214292
1000961 Tissue Cassette | 00673693214308
1000962 Tissue Cassette | 00673693214315
1000963 Tissue Cassette | 00673693214322
1000964 Tissue Cassette | 00673693214339
1000965 Tissue Cassette | 00673693214346 62970
1000966 Tissue Cassette | 00673693214353
1000967 Tissue Cassette | 00673693214360
1000968 Biopsy Cassette | 00673693214377
1000969 Biopsy Cassette | 00673693214384
1000970 Biopsy Cassette | 00673693214391
1000971 Biopsy Cassette | 00673693214407
1001090 Biopsy Cassette | 00673693214612
1001091 Biopsy Cassette | 00673693214629
1001092 Biopsy Cassette | 00673693214636
1001094 Biopsy Cassette | 00673693214650
1001095 Biopsy Cassette | 00673693214667
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1001096 Biopsy Cassette | 00673693214674
1001051C Cassette Il Tissue 00673693687799
1001052C Cassette Il Tissue 00673693687782
1001053C Cassette Il Tissue 00673693687775
1001054C Cassette Il Tissue 00673693687768
1001055C Cassette Il Tissue 00673693687751
1001056C Cassette Il Tissue 00673693687744
1001057C Cassette Il Tissue 00673693687737
1001058C Cassette Il Tissue 00673693687713
1001059C Cassette Il Tissue 00673693687720
1001060C Cassette Il Tissue 00673693687706
1001061C Cassette 1l Tissue 00673693687683
1001051CLS Cassette Il Tissue 00673693687652
1001052CLS Cassette Il Tissue 00673693687645
1001053CLS Cassette Il Tissue 00673693687638
1001054CLS Cassette Il Tissue 00673693687621
1001055CLS Cassette Il Tissue 00673693687614
1001056CLS Cassette Il Tissue 00673693687607
1001057CLS Cassette Il Tissue 00673693687591
1001058CLS Cassette Il Tissue 00673693687560
1001059CLS Cassette Il Tissue 00673693687584
1001060CLS Cassette Il Tissue 00673693687577
1001061CLS Cassette Il Tissue 00673693687553
B1003500AQ Embedding Cassettes without 00673693245289
Lids
B1003500BL Embedding Cassettes without 00673693245296
Lids
B1003500GR Embedding Cassettes without 00673693245326
Lids
B1003500LlI Embedding Cassettes without 00673693245340
Lids
B1003500PE Embedding Cassettes without 00673693245364
Lids
B1003500PK Embedding Cassettes without 00673693245371
Lids
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B1003500WH E_mbedding Cassettes without 00673693245395 62970
B1003500YW léfr?fbedding Cassettes without 00673693245401
B1000732AQ lI;r(:ri1sk>eadding Cassettes without 00673693243803
B1000732BL lI;r(j'tsbedding Cassettes without 00673693243810
B1000732GR II;rcilsbedding Cassettes without 00673693243827
B1000732GY lI;r(lsbedding Cassettes without 00673693243834
B1000732LlI ll;rc'jnsbedding Cassettes without 00673693243841
B10007320R lI;r(:lsbedding Cassettes without 00673693243858
B1000732PE Iéfr?wsbedding Cassettes without 00673693243865
B1000732PK ll;rcrlflt)edding Cassettes without 00673693243872
B1000732TN lI;rcr[fbedding Cassettes without 00673693243889
B1000732WH lIgr(:lsbedding Cassettes without 00673693243896
B1000732YW Ié!r?msbedding Cassettes without 00673693243902
B1000732WHCPL Erisbedding Cassettes without 00673693744522
B1000732LICPL II;r(jwsbedding Cassettes without 00673693744539
B10007320RCPL léfrisbedding Cassettes without 00673693744546
B1000732PKCPL lI;r?wsbedding Cassettes without 00673693744553
B1000732TNCPL II_El_r(’}lnsbedding Cassettes without 00673693744560
B1000732GYCPL llgrcrifbedding Cassettes without 00673693744577
B1000732YWCPL II;r(:‘:l:)edding Cassettes without 00673693750868
1001003 II\_Illifal Lids 00673693214469 62970
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1000956

Embedding Rings

00673693214254

63813

8453

Tissue Capsule pads 00673693235068

63784
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