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Certificate of Analysis

Dentium USA maintains a Quality System that is certified to the Medical Directives (Council

Directive 93/42/EEC) and ISO 13485:2016.

The Products described below have been manufactured in a controlled environment with

traceability to raw materials and according to specifications. Quality Records are

maintained on file and will be provided if necessary.

Final Acceptance Result

Checklist Result
Dimension specification and visual appearance (Microscopic and Pass
Visual inspection)
Label inspection (Label master) Pass
Packaging Pass
Sterilization certificate Pass
Device History Record Review Pass
Product Information
P Manufacture Expiration
Classification Product Code | Lot Number | Qty P
Date date

b FX36085WC I20KB6265 60 2023/09/21 2031/09/20

b FX3608SWC JO6KC108S 60 2023/10/10 2031/10/09

b FX3610SWC F26JC437S 168 2024/06/28 2032/06/27

b FX3610SWC F27)C494S 192 2024/07/01 2032/06/30

b FX3612SWC E30JC243S 156 2024/05/31 2032/05/30

b FX3612SWC H12JC433S 84 2024/08/14 2032/08/13

b FX3614SWC A09JC250S 96 2024/01/10 2032/01/09

b FX4008SWC F03JC487S 48 2024/06/04 2032/06/03

b FX4008SWC FO4JC489S 72 2024/06/05 2032/06/04

b FX4010SWC F10JC398S 48 2024/06/11 2032/06/10

b FX4010SWC F11JC401S 264 2024/06/12 2032/06/11

b FX4010SWC G11JC402S 264 2024/07/12 2032/07/11
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b FX4010SWC G16JC404S 144 2024/07/17 2032/07/16
b FX4012SWC F12JC416S 48 2024/06/14 2032/06/13
b FX4012SWC H26JC418S 192 2024/08/28 2032/08/27
b FX4508SWC G12JC516S 48 2024/07/15 2032/07/14
b FX4508SWC H19JC520S 72 2024/08/21 2032/08/20
b FX4510SWC G10JC281S 264 2024/07/11 2032/07/10
b FX4510SWC H20JC284S 264 2024/08/22 2032/08/21
b FX4510SWC G09JC278S 192 2024/07/10 2032/07/09
b FX4512SWC A16JC137S 168 2024/01/18 2032/01/17
llb FX4512SWC C13JC180S 264 2024/03/18 2032/03/17
b FX4512SWC G22JC181S 48 2024/07/23 2032/07/22
b FX5008SWC H02JC472S 36 2024/08/05 2032/08/04
b FX5008SWC H16JC473S 60 2024/08/20 2032/08/19
llb FX5010SWC G02JC365S 60 2024/07/08 2032/07/07
b FX5010SWC H15JC375S 228 2024/08/19 2032/08/18
b FX5010SWC H29JC449S 72 2024/09/03 2032/09/02
b FX5012SWC D24JB603S 120 2024/04/25 2032/04/24
b FX6010SWC E02KC101S 24 2023/05/03 2031/05/02
b FX6010SWC 125KC104S 156 2023/09/26 2031/09/25
Ilb FX6012SWC F16LC042S 12 2022/06/20 2030/06/19
Eun Kyung Son / QMR / MVV&D/A/% /%/}07/??)-41
Name/ Title / Signature Date
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