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EC DECLARATION OF CONFORMITY

Manufacturer: Kuraray Noritake Dental Inc.
300 Higashiyama, Miyoshi-cho, Miyoshi, Aichi 470-0293,
Japan

European Representative: Kuraray Europe GmbH
Philipp-Reis Str. 4, 65795 Hattersheim am Main,

Germany

Product: Trade Name: KATANA Zirconia
Description: Dental Ceramic Block

Common name: UMDNS: Prostheses, Dental Fixed, Crown, Total [23-616]
GMDN: Dental appliance fabrication material, ceramic
[16187]

Classification: Class Ila
Rule 8 according to Annex IX of the MDD

Conformity Assessment Route: Annex II applied (excluding section 4)

We herewith declare that the above-mentioned products meet the provisions of the following EC Council
Directives and Standards. All supporting documentations are retained under the premises of the manufacturer

and the notified body.

General applicable directives: ~ Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June
1993 concerning medical devices (MDD 93/42/EEC).

Standards: Harmonized Standards (published in the Official Journal of the European
Communities) and applicable standards applicable to this product are:

EN ISO 13485:2016, EN 1641:2009, ISO 9693:2019, ISO 6872:2015,
ISO 7405:2018, EN ISO 10993-1:2009, MEDDEV.2.7.1.Rev.4,
EN ISO 15223-1:2016, EN 1041:2008+A1:2013, EN ISO 14971:2012

Notified Body: SGS Belgium NV
ID No: 1639
EC Certificate: Standard: EN ISO13485:2016

Issued by: SGS Belgium NV

7 € .
Signature: (‘—)/\ tz \?’ oV Date: 2021 E\l\

Name  Yamaguchi Satoshi
Position President

o< Kuraray Noritake Dental Inc.
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Type

Product name

125-2111EU

KATANA ZR HT10

Straight / T:10MM

125-2122EU

KATANA ZR HT10

Collar / T:14MM

125-2133EU

KATANA ZR HT10

Collar / T:18MM

125-2144EU

KATANA ZR HT10

Collar / T:22MM

125-2155EU

KATANA ZR HT10

Collar / T:26MM

125-7387EU

KATANA ZR HT10

Collar / T:30MM

125-2251EU

KATANA ZR HT12

Straight / T:10MM

125-2262EU

KATANA ZR HT12

Collar / T:14MM

125-2273EU

KATANA ZR HT12

Collar / T:18MM

125-2284EU

KATANA ZR HT12

Collar/ T:22MM

125-2295EU

KATANA ZR HT12

Collar / T:26MM

125-7447EU

KATANA ZR HT12

Collar / T:30MM

125-2301EU

KATANA ZR HT13

Straight / T:10MM

125-2312EU

KATANA ZR HT13

Collar / T:14MM

125-2323EU

KATANA ZR HT13

Collar / T:18MM

125-2334EU

KATANA ZR HT13

Collar / T:22MM

125-2345EU

KATANA ZR HT13

Collar / T:26MM

125-7507EU

KATANA ZR HT13

Collar / T:30MM

125-2162EU

KATANA ZR ML A Light Collar / T:14MM

125-2173EU

KATANA ZR ML A Light Collar / T:18MM

125-2184EU

KATANA ZR ML A Light Collar / T:22MM

125-2192EU

KATANA ZR ML A Dark Collar / T:14MM

125-2203EU

KATANA ZR ML A Dark Collar / T:18MM

125-2214EU

KATANA ZR ML A Dark Collar / T:22MM

125-2222EU

KATANA ZR ML B Light Collar / T:14MM

125-2233EU

KATANA ZR ML B Light Collar / T:18MM

125-2244EU

KATANA ZR ML B Light Collar / T:22MM

125-2642EU

KATANA ZR ML C LIGHT COLLAR / T:14MM

125-2653EU

KATANA ZR ML C LIGHT COLLAR / T:18MM

125-2664EU

KATANA ZR ML C LIGHT COLLAR / T:22MM

125-2672EU

KATANA ZR ML D LIGHT COLLAR / T:14MM

125-2683EU

KATANA ZR ML D LIGHT COLLAR / T:18MM

125-2694EU

KATANA ZR ML D LIGHT COLLAR / T:22MM

125-2702EU

KATANA ZR ML A WHITE COLLAR / T:14MM

125-2713EU

KATANA ZR ML A WHITE COLLAR / T:18MM
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125-2724EU

KATANA ZR ML A WHITE COLLAR / T:22MM

125-6942EU

KATANA ZR HTML Al COLLAR / T:14MM

125-6953EU

KATANA ZR HTML A1 COLLAR / T:18MM

125-6964EU

KATANA ZR HTML A1l COLLAR / T:22MM

125-6972EU

KATANA ZR HTML A2 COLLAR / T:14MM

125-6983EU

KATANA ZR HTML A2 COLLAR / T:18MM

125-6994EU

KATANA ZR HTML A2 COLLAR / T:22MM

125-7002EU

KATANA ZR HTML A3 COLLAR / T:14MM

125-7013EU

KATANA ZR HTML A3 COLLAR / T:18MM

125-7024EU

KATANA ZR HTML A3 COLLAR / T:22MM

125-7032EU

KATANA ZR HTML A3.5 COLLAR / T:14MM

125-7043EU

KATANA ZR HTML A3.5 COLLAR / T:18MM

125-7054EU

KATANA ZR HTML A3.5 COLLAR / T:22MM

125-7062EU

KATANA ZR HTML A4 COLLAR / T:14MM

125-7073EU

KATANA ZR HTML A4 COLLAR / T:18MM

125-7084EU

KATANA ZR HTML A4 COLLAR / T:22MM

125-7092EU

KATANA ZR HTML B1 COLLAR / T:14MM

125-7103EU

KATANA ZR HTML B1 COLLAR / T:18MM

125-7114EU

KATANA ZR HTML B1 COLLAR / T:22MM

125-7122EU

KATANA ZR HTML B2 COLLAR / T:14MM

125-7133EU

KATANA ZR HTML B2 COLLAR / T:18MM

125-7144EU

KATANA ZR HTML B2 COLLAR / T:22MM

125-7152EU

KATANA ZR HTML B3 COLLAR / T:14MM

125-7163EU

KATANA ZR HTML B3 COLLAR / T:18MM

125-7174EU

KATANA ZR HTML B3 COLLAR / T:22MM

125-7182EU

KATANA ZR HTML C1 COLLAR / T:14MM

125-7193EU

KATANA ZR HTML C1 COLLAR / T:18MM

125-7204EU

KATANA ZR HTML C1 COLLAR / T:22MM

125-7212EU

KATANA ZR HTML C2 COLLAR / T:14MM

125-7223EU

KATANA ZR HTML C2 COLLAR / T:18MM

125-7234EU

KATANA ZR HTML C2 COLLAR / T:22MM

125-7242EU

KATANA ZR HTML C3 COLLAR / T:14AMM

125-7253EU

KATANA ZR HTML C3 COLLAR / T:18MM

125-7264EU

KATANA ZR HTML C3 COLLAR / T:22MM

125-7272EU

KATANA ZR HTML D2 COLLAR / T:14MM

125-7283EU

KATANA ZR HTML D2 COLLAR / T:18MM

125-7294EU

KATANA ZR HTML D2 COLLAR / T:22MM
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125-7302EU

KATANA ZR HTML D3 COLLAR / T:14MM

125-7313EU

KATANA ZR HTML D3 COLLAR / T:18MM

125-7324EU

KATANA ZR HTML D3 COLLAR / T:22MM

125-6912EU

KATANA ZR HTML NW COLLAR / T:14MM

125-6923EU

KATANA ZR HTML NW COLLAR / T:18MM

125-6934EU

KATANA ZR HTML NW COLLAR / T:22MM

125-3092EU

KATANA ZR ST10 / T:14MM

125-3103EU

KATANA ZR ST10 / T:18MM

125-3114EU

KATANA ZR ST10 / T:22MM

125-3122EU

KATANA ZR STML A1 COLLAR / T:14MM

125-3133EU

KATANA ZR STML A1 COLLAR / T:18MM

125-3144EU

KATANA ZR STML A1 COLLAR / T:22MM

125-3152EU

KATANA ZR STML A2 COLLAR / T:14MM

125-3163EU

KATANA ZR STML A2 COLLAR / T:18MM

125-3174EU

KATANA ZR STML A2 COLLAR / T:22MM

125-3182EU

KATANA ZR STML A3 COLLAR / T:14MM

125-3193EU

KATANA ZR STML A3 COLLAR / T:18MM

125-3204EU

KATANA ZR STML A3 COLLAR / T:22MM

125-3212EU

KATANA ZR STML A3.5 COLLAR / T:14MM

125-3223EU

KATANA ZR STML A3.5 COLLAR / T:18MM

125-3234EU

KATANA ZR STML A3.5 COLLAR / T:22MM

125-5232EU

KATANA ZR STML A4 COLLAR / T:14MM

125-5243EU

KATANA ZR STML A4 COLLAR / T:18MM

125-5254EU

KATANA ZR STML A4 COLLAR / T:22MM

125-5262EU

KATANA ZR STML B1 COLLAR / T:14MM

125-5273EU

KATANA ZR STML B1 COLLAR / T:18MM

125-5284EU

KATANA ZR STML B1 COLLAR / T:22MM

125-5292EU

KATANA ZR STML B2 COLLAR / T:14MM

125-5303EU

KATANA ZR STML B2 COLLAR / T:18MM

125-5314EU

KATANA ZR STML B2 COLLAR / T:22MM

125-5322EU

KATANA ZR STML B3 COLLAR / T:14MM

125-5333EU

KATANA ZR STML B3 COLLAR / T:18MM

125-5344EU

KATANA ZR STML B3 COLLAR / T:22MM

125-5352EU

KATANA ZR STML C1 COLLAR / T:14MM

125-5363EU

KATANA ZR STML C1 COLLAR / T:18MM

125-5374EU

KATANA ZR STML C1 COLLAR / T:22MM

125-5382EU

KATANA ZR STML C2 COLLAR / T:14MM
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125-5393EU

KATANA ZR STML C2 COLLAR / T:18MM

125-5404EU

KATANA ZR STML C2 COLLAR / T:22MM

125-5412EU

KATANA ZR STML C3 COLLAR / T:14MM

125-5423EU

KATANA ZR STML C3 COLLAR / T:18MM

125-5434EU

KATANA ZR STML C3 COLLAR / T:22MM

125-5442EU

KATANA ZR STML D2 COLLAR / T:14MM

125-5453EU

KATANA ZR STML D2 COLLAR / T:18MM

125-5464EU

KATANA ZR STML D2 COLLAR / T:22MM

125-5472EU

KATANA ZR STML D3 COLLAR / T:14MM

125-5483EU

KATANA ZR STML D3 COLLAR / T:18MM

125-5494EU

KATANA ZR STML D3 COLLAR / T:22MM

125-3242EU

KATANA ZR STML NW COLLAR / T:14MM

125-3253EU

KATANA ZR STML NW COLLAR / T:18MM

125-3264EU

KATANA ZR STML NW COLLAR / T:22MM

125-3272EU

KATANA ZR UT10 / T:14MM

125-3283EU

KATANA ZR UT10 / T:18MM

125-3302EU

KATANA ZR UTML EA1 COLLAR / T:14MM

125-3313EU

KATANA ZR UTML EA1 COLLAR / T:18MM

125-3332EU

KATANA ZR UTML EA2 COLLAR / T:14MM

125-3343EU

KATANA ZR UTML EA2 COLLAR / T:18MM

125-3362EU

KATANA ZR UTML EA3 COLLAR / T:14MM

125-3373EU

KATANA ZR UTML EA3 COLLAR / T:18MM

125-3392EU

KATANA ZR UTML ENW COLLAR / T:14MM

125-3403EU

KATANA ZR UTML ENW COLLAR / T:18MM

125-3842EU

KATANA ZR UTML A1 COLLAR / T:14MM

125-3853EU

KATANA ZR UTML A1 COLLAR / T:18MM

125-3872EU

KATANA ZR UTML A2 COLLAR / T:14MM

125-3883EU

KATANA ZR UTML A2 COLLAR / T:18MM

125-3902EU

KATANA ZR UTML A3 COLLAR / T:14MM

125-3913EU

KATANA ZR UTML A3 COLLAR / T:18MM

125-3932EU

KATANA ZR UTML A3.5 COLLAR / T:14MM

125-3943EU

KATANA ZR UTML A3.5 COLLAR / T:18MM

125-3962EU

KATANA ZR UTML A4 COLLAR / T:14MM

125-3973EU

KATANA ZR UTML A4 COLLAR / T:18MM

125-3992EU

KATANA ZR UTML B1 COLLAR / T:14MM

125-4003EU

KATANA ZR UTML B1 COLLAR / T:18MM

125-4022EU

KATANA ZR UTML B2 COLLAR / T:14MM
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125-4033EU

KATANA ZR UTML B2 COLLAR / T:18MM

125-4052EU

KATANA ZR UTML B3 COLLAR / T:14MM

125-4063EU

KATANA ZR UTML B3 COLLAR / T:18MM

125-4082EU

KATANA ZR UTML B4 COLLAR / T:14MM

125-4093EU

KATANA ZR UTML B4 COLLAR / T:18MM

125-4112EU

KATANA ZR UTML C1 COLLAR / T:14MM

125-4123EU

KATANA ZR UTML C1 COLLAR / T:18MM

125-4142EU

KATANA ZR UTML C2 COLLAR / T:14MM

125-4153EU

KATANA ZR UTML C2 COLLAR / T:18MM

125-4172EU

KATANA ZR UTML C3 COLLAR / T:14MM

125-4183EU

KATANA ZR UTML C3 COLLAR / T:18MM

125-4202EU

KATANA ZR UTML C4 COLLAR / T:14MM

125-4213EU

KATANA ZR UTML C4 COLLAR / T:18MM

125-4232EU

KATANA ZR UTML D2 COLLAR / T:14MM

125-4243EU

KATANA ZR UTML D2 COLLAR / T:18MM

125-4262EU

KATANA ZR UTML D3 COLLAR / T:14MM

125-4273EU

KATANA ZR UTML D3 COLLAR / T:18MM

125-4292EU

KATANA ZR UTML D4 COLLAR / T:14MM

125-4303EU

KATANA ZR UTML D4 COLLAR / T:18MM

125-6441EU

KATANA ZR LT10 Straight / T:10MM

125-6452EU

KATANA ZR LT10

Collar / T:14MM

125-6463EU

KATANA ZR LT10

Collar / T:18MM

125-6474EU

KATANA ZR LT10

Collar / T:22MM

125-6485EU

KATANA ZR LT10

Collar / T:26MM

125-6491EU

KATANA ZR LT12

Straight / T:10MM

125-6502EU

KATANA ZR LT12

Collar / T:14MM

125-6513EU

KATANA ZR LT12

Collar / T:18MM

125-6524EU

KATANA ZR LT12

Collar/ T:22MM

125-6535EU

KATANA ZR LT12

Collar / T:26MM

125-6541EU

KATANA ZR LT13

Straight / T:10MM

125-6552EU

KATANA ZR LT13

Collar / T:14MM

125-6563EU

KATANA ZR LT13

Collar / T:18MM

125-6574EU

KATANA ZR LT13

Collar / T:22MM

125-6585EU

KATANA ZR LT13

Collar / T:26MM
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125-7932EU KATANA ZR YML Al COLLAR / T:14MM
125-7943EU KATANA ZR YML Al COLLAR / T:18MM
125-7954EU KATANA ZR YML Al COLLAR / T:22MM
125-7962EU KATANA ZR YML A2 COLLAR / T:14MM
125-7973EU KATANA ZR YML A2 COLLAR / T:18MM
125-7984EU KATANA ZR YML A2 COLLAR / T:22MM
125-7992EU KATANA ZR YML A3 COLLAR / T:14MM
125-8003EU KATANA ZR YML A3 COLLAR / T:18MM
125-8014EU KATANA ZR YML A3 COLLAR / T:22MM
125-8022EU KATANA ZR YML A3.5 COLLAR / T:14MM
125-8033EU KATANA ZR YML A3.5 COLLAR / T:18MM
125-8044EU KATANA ZR YML A3.5 COLLAR / T:22MM
125-8052EU KATANA ZR YML A4 COLLAR / T:14MM
125-8063EU KATANA ZR YML A4 COLLAR / T:18MM
125-8074EU KATANA ZR YML A4 COLLAR / T:22MM
125-8082EU KATANA ZR YML B1 COLLAR / T:14MM
125-8093EU KATANA ZR YML B1 COLLAR / T:18MM
125-8104EU KATANA ZR YML B1 COLLAR / T:22MM
125-8112EU KATANA ZR YML B2 COLLAR / T:14MM
125-8123EU KATANA ZR YML B2 COLLAR / T:18MM
125-8134EU KATANA ZR YML B2 COLLAR / T:22MM
125-8142EU KATANA ZR YML B3 COLLAR / T:14MM
125-8153EU KATANA ZR YML B3 COLLAR / T:18MM
125-8164EU KATANA ZR YML B3 COLLAR / T:22MM
125-8172EU KATANA ZR YML C1 COLLAR / T:14MM
125-8183EU KATANA ZR YML C1 COLLAR / T:18MM
125-8194EU KATANA ZR YML C1 COLLAR / T:22MM
125-8202EU KATANA ZR YML C2 COLLAR / T:14MM
125-8213EU KATANA ZR YML C2 COLLAR / T:18MM
125-8224EU KATANA ZR YML C2 COLLAR / T:22MM
125-8232EU KATANA ZR YML C3 COLLAR / T:14MM
125-8243EU KATANA ZR YML C3 COLLAR / T:18MM
125-8254EU KATANA ZR YML C3 COLLAR / T:22MM
125-8262EU KATANA ZR YML D2 COLLAR / T:14MM
125-8273EU KATANA ZR YML D2 COLLAR / T:18MM
125-8284EU KATANA ZR YML D2 COLLAR / T:22MM

125-8292EU

KATANA ZR YML D3 COLLAR / T:14MM
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125-8303EU KATANA ZR YML D3 COLLAR / T:18MM
125-8314EU KATANA ZR YML D3 COLLAR / T:22MM
125-8322EU KATANA ZR YML NW COLLAR / T:14MM
125-8333EU KATANA ZR YML NW COLLAR / T:18MM
125-8344EU KATANA ZR YML NW COLLAR / T:22MM
125-8772EU KATANA ZR YML NA1 COLLAR / T:14MM
125-8783EU KATANA ZR YML NA1 COLLAR / T:18MM
125-8794EU KATANA ZR YML NA1 COLLAR / T:22MM
125-8802EU KATANA ZR YML NA2 COLLAR / T:14MM
125-8813EU KATANA ZR YML NA2 COLLAR / T:18MM
125-8824EU KATANA ZR YML NA2 COLLAR / T:22MM
125-8832EU KATANA ZR YML NA3 COLLAR / T:14MM
125-8843EU KATANA ZR YML NA3 COLLAR / T:18MM
125-8854EU KATANA ZR YML NA3 COLLAR / T:22MM
125-8862EU KATANA ZR YML NA3.5 COLLAR / T:14MM
125-8873EU KATANA ZR YML NA3.5 COLLAR / T:18MM
125-8884EU KATANA ZR YML NA3.5 COLLAR / T:22MM
125-8892EU KATANA ZR YML NA4 COLLAR / T:14MM
125-8903EU KATANA ZR YML NA4 COLLAR / T:18MM
125-8914EU KATANA ZR YML NA4 COLLAR / T:22MM
125-8922EU KATANA ZR HTML PLUS A1 COLLAR / T:14MM
125-8933EU KATANA ZR HTML PLUS A1 COLLAR / T:18MM
125-8944EU KATANA ZR HTML PLUS A1 COLLAR / T:22MM
125-8952EU KATANA ZR HTML PLUS A2 COLLAR / T:14MM
125-8963EU KATANA ZR HTML PLUS A2 COLLAR / T:18MM
125-8974EU KATANA ZR HTML PLUS A2 COLLAR / T:22MM
125-8982EU KATANA ZR HTML PLUS A3 COLLAR / T:14MM
125-8993EU KATANA ZR HTML PLUS A3 COLLAR / T:18MM
125-9004EU KATANA ZR HTML PLUS A3 COLLAR / T:22MM
125-9012EU KATANA ZR HTML PLUS A3.5 COLLAR / T:14MM
125-9023EU KATANA ZR HTML PLUS A3.5 COLLAR / T:18MM
125-9034EU KATANA ZR HTML PLUS A3.5 COLLAR / T:22MM
125-9042EU KATANA ZR HTML PLUS A4 COLLAR / T:14MM
125-9053EU KATANA ZR HTML PLUS A4 COLLAR / T:18MM
125-9064EU KATANA ZR HTML PLUS A4 COLLAR / T:22MM
125-9072EU KATANA ZR HTML PLUS B1 COLLAR / T:14MM

125-9083EU

KATANA ZR HTML PLUS B1 COLLAR / T:18MM
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125-9094EU KATANA ZR HTML PLUS B1 COLLAR / T:22MM
125-9102EU KATANA ZR HTML PLUS B2 COLLAR / T:14MM
125-9113EU KATANA ZR HTML PLUS B2 COLLAR / T:18MM
125-9124EU KATANA ZR HTML PLUS B2 COLLAR / T:22MM
125-9132EU KATANA ZR HTML PLUS B3 COLLAR / T:14MM
125-9143EU KATANA ZR HTML PLUS B3 COLLAR / T:18MM
125-9154EU KATANA ZR HTML PLUS B3 COLLAR / T:22MM
125-9162EU KATANA ZR HTML PLUS C1 COLLAR / T:14MM
125-9173EU KATANA ZR HTML PLUS C1 COLLAR / T:18MM
125-9184EU KATANA ZR HTML PLUS C1 COLLAR / T:22MM
125-9192EU KATANA ZR HTML PLUS C2 COLLAR / T:14MM
125-9203EU KATANA ZR HTML PLUS C2 COLLAR / T:18MM
125-9214EU KATANA ZR HTML PLUS C2 COLLAR / T:22MM
125-9222EU KATANA ZR HTML PLUS C3 COLLAR / T:14MM
125-9233EU KATANA ZR HTML PLUS C3 COLLAR / T:18MM
125-9244EU KATANA ZR HTML PLUS C3 COLLAR / T:22MM
125-9252EU KATANA ZR HTML PLUS D2 COLLAR / T:14MM
125-9263EU KATANA ZR HTML PLUS D2 COLLAR / T:18MM
125-9274EU KATANA ZR HTML PLUS D2 COLLAR / T:22MM
125-9282EU KATANA ZR HTML PLUS D3 COLLAR / T:14MM
125-9293EU KATANA ZR HTML PLUS D3 COLLAR / T:18MM
125-9304EU KATANA ZR HTML PLUS D3 COLLAR / T:22MM
125-9312EU KATANA ZR HTML PLUS NW COLLAR / T:14MM
125-9323EU KATANA ZR HTML PLUS NW COLLAR / T:18MM
125-9334EU KATANA ZR HTML PLUS NW COLLAR / T:22MM
127-0055EU KATANA Lumi Chroma A plus 12m|

127-0065EU KATANA Lumi Chroma B plus 12ml

127-0075EU KATANA Lumi Chroma C plus 12ml

127-0085EU KATANA Lumi Chroma D plus 12ml

127-0095EU KATANA Lumi Chroma BROWN 12ml
127-0105EU KATANA Lumi Chroma ORANGE 12ml
127-0115EU KATANA Lumi Chroma GRAY 12ml

127-0125EU KATANA Lumi Chroma BLUE 12ml

127-0135EU KATANA Lumi Chroma VIOLET 12ml
127-0145EU KATANA Lumi Chroma PINK 12ml

127-0155EU KATANA Lumi Chroma WHITE 12ml
127-0165EU KATANA Lumi Chroma OPAQUE 12ml
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127-0010EU

KATANA Lumi Chroma Basic Kit
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125-2111UK

KATANA ZR HT10

Straight / T:10MM

125-2122UK

KATANA ZR HT10

Collar / T:14AMM

125-2133UK

KATANA ZR HT10

Collar / T:18MM

125-2144UK

KATANA ZR HT10

Collar / T:22MM

125-2155UK

KATANA ZR HT10

Collar / T:26MM

125-7387UK

KATANA ZR HT10

Collar / T:30MM

125-2251UK

KATANA ZR HT12

Straight / T:10MM

125-2262UK

KATANA ZR HT12

Collar / T:14AMM

125-2273UK

KATANA ZR HT12

Collar / T:18MM

125-2284UK

KATANA ZR HT12

Collar/ T:22MM

125-2295UK

KATANA ZR HT12

Collar / T:26MM

125-7447UK

KATANA ZR HT12

Collar / T:30MM

125-2301UK

KATANA ZR HT13

Straight / T:10MM

125-2312UK

KATANA ZR HT13

Collar / T:14MM

125-2323UK

KATANA ZR HT13

Collar / T:18MM

125-2334UK

KATANA ZR HT13

Collar / T:22MM

125-2345UK

KATANA ZR HT13

Collar / T:26MM

125-7507UK

KATANA ZR HT13

Collar / T:30MM

125-2162UK

KATANA ZR ML A Light Collar / T:14MM

125-2173UK

KATANA ZR ML A Light Collar / T:18MM

125-2184UK

KATANA ZR ML A Light Collar / T:22MM

125-2192UK

KATANA ZR ML A Dark Collar / T:14MM

125-2203UK

KATANA ZR ML A Dark Collar / T:18MM

125-2214UK

KATANA ZR ML A Dark Collar / T:22MM

125-2222UK

KATANA ZR ML B Light Collar / T:14MM

125-2233UK

KATANA ZR ML B Light Collar / T:18MM

125-2244UK

KATANA ZR ML B Light Collar / T:22MM

125-2642UK

KATANA ZR ML C LIGHT COLLAR / T:14MM

125-2653UK

KATANA ZR ML C LIGHT COLLAR / T:18MM

125-2664UK

KATANA ZR ML C LIGHT COLLAR / T:22MM

125-2672UK

KATANA ZR ML D LIGHT COLLAR / T:14MM

125-2683UK

KATANA ZR ML D LIGHT COLLAR / T:18MM

125-2694UK

KATANA ZR ML D LIGHT COLLAR / T:22MM

125-2702UK

KATANA ZR ML A WHITE COLLAR / T:14MM

125-2713UK

KATANA ZR ML A WHITE COLLAR / T:18MM

125-2724UK

KATANA ZR ML A WHITE COLLAR / T:22MM
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125-6942UK KATANA ZR HTML Al COLLAR / T:14MM
125-6953UK KATANA ZR HTML A1 COLLAR / T:18MM
125-6964UK KATANA ZR HTML A1 COLLAR / T:22MM
125-6972UK KATANA ZR HTML A2 COLLAR / T:14MM
125-6983UK KATANA ZR HTML A2 COLLAR / T:18MM
125-6994UK KATANA ZR HTML A2 COLLAR / T:22MM
125-7002UK KATANA ZR HTML A3 COLLAR / T:14MM
125-7013UK KATANA ZR HTML A3 COLLAR / T:18MM
125-7024UK KATANA ZR HTML A3 COLLAR / T:22MM
125-7032UK KATANA ZR HTML A3.5 COLLAR / T:14MM
125-7043UK KATANA ZR HTML A3.5 COLLAR / T:18MM
125-7054UK KATANA ZR HTML A3.5 COLLAR / T:22MM
125-7062UK KATANA ZR HTML A4 COLLAR / T:14MM
125-7073UK KATANA ZR HTML A4 COLLAR / T:18MM
125-7084UK KATANA ZR HTML A4 COLLAR / T:22MM
125-7092UK KATANA ZR HTML B1 COLLAR / T:14MM
125-7103UK KATANA ZR HTML B1 COLLAR / T:18MM
125-7114UK KATANA ZR HTML B1 COLLAR / T:22MM
125-7122UK KATANA ZR HTML B2 COLLAR / T:14MM
125-7133UK KATANA ZR HTML B2 COLLAR / T:18MM
125-7144UK KATANA ZR HTML B2 COLLAR / T:22MM
125-7152UK KATANA ZR HTML B3 COLLAR / T:14MM
125-7163UK KATANA ZR HTML B3 COLLAR / T:18MM
125-7174UK KATANA ZR HTML B3 COLLAR / T:22MM
125-7182UK KATANA ZR HTML C1 COLLAR / T:14MM
125-7193UK KATANA ZR HTML C1 COLLAR / T:18MM
125-7204UK KATANA ZR HTML C1 COLLAR / T:22MM
125-7212UK KATANA ZR HTML C2 COLLAR / T:14MM
125-7223UK KATANA ZR HTML C2 COLLAR / T:18MM
125-7234UK KATANA ZR HTML C2 COLLAR / T:22MM
125-7242UK KATANA ZR HTML C3 COLLAR / T:14MM
125-7253UK KATANA ZR HTML C3 COLLAR / T:18MM
125-7264UK KATANA ZR HTML C3 COLLAR / T:22MM
125-7272UK KATANA ZR HTML D2 COLLAR / T:14MM
125-7283UK KATANA ZR HTML D2 COLLAR / T:18MM
125-7294UK KATANA ZR HTML D2 COLLAR / T:22MM

125-7302UK

KATANA ZR HTML D3 COLLAR / T:14MM
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125-7313UK KATANA ZR HTML D3 COLLAR / T:18MM
125-7324UK KATANA ZR HTML D3 COLLAR / T:22MM
125-6912UK KATANA ZR HTML NW COLLAR / T:14MM
125-6923UK KATANA ZR HTML NW COLLAR / T:18MM
125-6934UK KATANA ZR HTML NW COLLAR / T:22MM
125-3092UK KATANA ZR ST10 / T:14MM

125-3103UK KATANA ZR ST10 / T:18MM

125-3114UK KATANA ZR ST10 / T:22MM

125-3122UK KATANA ZR STML Al COLLAR / T:14MM
125-3133UK KATANA ZR STML A1 COLLAR / T:18MM
125-3144UK KATANA ZR STML Al COLLAR / T:22MM
125-3152UK KATANA ZR STML A2 COLLAR / T:14MM
125-3163UK KATANA ZR STML A2 COLLAR / T:18MM
125-3174UK KATANA ZR STML A2 COLLAR / T:22MM
125-3182UK KATANA ZR STML A3 COLLAR / T:14MM
125-3193UK KATANA ZR STML A3 COLLAR / T:18MM
125-3204UK KATANA ZR STML A3 COLLAR / T:22MM
125-3212UK KATANA ZR STML A3.5 COLLAR / T:14MM
125-3223UK KATANA ZR STML A3.5 COLLAR / T:18MM
125-3234UK KATANA ZR STML A3.5 COLLAR / T:22MM
125-5232UK KATANA ZR STML A4 COLLAR / T:14MM
125-5243UK KATANA ZR STML A4 COLLAR / T:18MM
125-5254UK KATANA ZR STML A4 COLLAR / T:22MM
125-5262UK KATANA ZR STML B1 COLLAR / T:14MM
125-5273UK KATANA ZR STML B1 COLLAR / T:18MM
125-5284UK KATANA ZR STML B1 COLLAR / T:22MM
125-5292UK KATANA ZR STML B2 COLLAR / T:14MM
125-5303UK KATANA ZR STML B2 COLLAR / T:18MM
125-5314UK KATANA ZR STML B2 COLLAR / T:22MM
125-5322UK KATANA ZR STML B3 COLLAR / T:14MM
125-5333UK KATANA ZR STML B3 COLLAR / T:18MM
125-5344UK KATANA ZR STML B3 COLLAR / T:22MM
125-5352UK KATANA ZR STML C1 COLLAR / T:14MM
125-5363UK KATANA ZR STML C1 COLLAR / T:18MM
125-5374UK KATANA ZR STML C1 COLLAR / T:22MM
125-5382UK KATANA ZR STML C2 COLLAR / T:14MM

125-5393UK

KATANA ZR STML C2 COLLAR / T:18MM
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125-5404UK KATANA ZR STML C2 COLLAR / T:22MM
125-5412UK KATANA ZR STML C3 COLLAR / T:14MM
125-5423UK KATANA ZR STML C3 COLLAR / T:18MM
125-5434UK KATANA ZR STML C3 COLLAR / T:22MM
125-5442UK KATANA ZR STML D2 COLLAR / T:14MM
125-5453UK KATANA ZR STML D2 COLLAR / T:18MM
125-5464UK KATANA ZR STML D2 COLLAR / T:22MM
125-5472UK KATANA ZR STML D3 COLLAR / T:14MM
125-5483UK KATANA ZR STML D3 COLLAR / T:18MM
125-5494UK KATANA ZR STML D3 COLLAR / T:22MM
125-3242UK KATANA ZR STML NW COLLAR / T:14MM
125-3253UK KATANA ZR STML NW COLLAR / T:18MM
125-3264UK KATANA ZR STML NW COLLAR / T:22MM
125-3272UK KATANA ZR UT10 / T:14MM

125-3283UK KATANA ZR UT10 / T:18MM

125-3302UK KATANA ZR UTML EA1 COLLAR / T:14MM
125-3313UK KATANA ZR UTML EA1 COLLAR / T:18MM
125-3332UK KATANA ZR UTML EA2 COLLAR / T:14MM
125-3343UK KATANA ZR UTML EA2 COLLAR / T:18MM
125-3362UK KATANA ZR UTML EA3 COLLAR / T:14MM
125-3373UK KATANA ZR UTML EA3 COLLAR / T:18MM
125-3392UK KATANA ZR UTML ENW COLLAR / T:14MM
125-3403UK KATANA ZR UTML ENW COLLAR / T:18MM
125-3842UK KATANA ZR UTML A1 COLLAR / T:14MM
125-3853UK KATANA ZR UTML Al COLLAR / T:18MM
125-3872UK KATANA ZR UTML A2 COLLAR / T:14MM
125-3883UK KATANA ZR UTML A2 COLLAR / T:18MM
125-3902UK KATANA ZR UTML A3 COLLAR / T:14MM
125-3913UK KATANA ZR UTML A3 COLLAR / T:18MM
125-3932UK KATANA ZR UTML A3.5 COLLAR / T:14MM
125-3943UK KATANA ZR UTML A3.5 COLLAR / T:18MM
125-3962UK KATANA ZR UTML A4 COLLAR / T:14MM
125-3973UK KATANA ZR UTML A4 COLLAR / T:18MM
125-3992UK KATANA ZR UTML B1 COLLAR / T:14MM
125-4003UK KATANA ZR UTML B1 COLLAR / T:18MM
125-4022UK KATANA ZR UTML B2 COLLAR / T:14MM

125-4033UK

KATANA ZR UTML B2 COLLAR / T:18MM
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125-4052UK

KATANA ZR UTML B3 COLLAR / T:14MM

125-4063UK

KATANA ZR UTML B3 COLLAR / T:18MM

125-4082UK

KATANA ZR UTML B4 COLLAR / T:14MM

125-4093UK

KATANA ZR UTML B4 COLLAR / T:18MM

125-4112UK

KATANA ZR UTML C1 COLLAR / T:14MM

125-4123UK

KATANA ZR UTML C1 COLLAR / T:18MM

125-4142UK

KATANA ZR UTML C2 COLLAR / T:14MM

125-4153UK

KATANA ZR UTML C2 COLLAR / T:18MM

125-4172UK

KATANA ZR UTML C3 COLLAR / T:14MM

125-4183UK

KATANA ZR UTML C3 COLLAR / T:18MM

125-4202UK

KATANA ZR UTML C4 COLLAR / T:14MM

125-4213UK

KATANA ZR UTML C4 COLLAR / T:18MM

125-4232UK

KATANA ZR UTML D2 COLLAR / T:14MM

125-4243UK

KATANA ZR UTML D2 COLLAR / T:18MM

125-4262UK

KATANA ZR UTML D3 COLLAR / T:14MM

125-4273UK

KATANA ZR UTML D3 COLLAR / T:18MM

125-4292UK

KATANA ZR UTML D4 COLLAR / T:14MM

125-4303UK

KATANA ZR UTML D4 COLLAR / T:18MM

125-6441UK

KATANA ZR LT10 Straight / T:10MM

125-6452UK

KATANA ZR LT10

Collar / T:14MM

125-6463UK

KATANA ZR LT10

Collar / T:18MM

125-6474UK

KATANA ZR LT10

Collar / T:22MM

125-6485UK

KATANA ZR LT10

Collar / T:26MM

125-6491UK

KATANA ZR LT12

Straight / T:10MM

125-6502UK

KATANA ZR LT12

Collar / T:14MM

125-6513UK

KATANA ZR LT12

Collar / T:18MM

125-6524UK

KATANA ZR LT12

Collar/ T:22MM

125-6535UK

KATANA ZR LT12

Collar / T:26MM

125-6541UK

KATANA ZR LT13

Straight / T:10MM

125-6552UK

KATANA ZR LT13

Collar / T:14MM

125-6563UK

KATANA ZR LT13

Collar / T:18MM

125-6574UK

KATANA ZR LT13

Collar / T:22MM

125-6585UK

KATANA ZR LT13

Collar / T:26MM




Attachmentb-1-16

KATANA ZR YML A1 COLLAR / T:14MM

125-7932UK

125-7943UK KATANA ZR YML A1 COLLAR / T:18MM
125-7954UK KATANA ZR YML Al COLLAR / T:22MM
125-7962UK KATANA ZR YML A2 COLLAR / T:14MM
125-7973UK KATANA ZR YML A2 COLLAR / T:18MM
125-7984UK KATANA ZR YML A2 COLLAR / T:22MM
125-7992UK KATANA ZR YML A3 COLLAR / T:14MM
125-8003UK KATANA ZR YML A3 COLLAR / T:18MM
125-8014UK KATANA ZR YML A3 COLLAR / T:22MM
125-8022UK KATANA ZR YML A3.5 COLLAR / T:14MM
125-8033UK KATANA ZR YML A3.5 COLLAR / T:18MM
125-8044UK KATANA ZR YML A3.5 COLLAR / T:22MM
125-8052UK KATANA ZR YML A4 COLLAR / T:14MM
125-8063UK KATANA ZR YML A4 COLLAR / T:18MM
125-8074UK KATANA ZR YML A4 COLLAR / T:22MM
125-8082UK KATANA ZR YML B1 COLLAR / T:14MM
125-8093UK KATANA ZR YML B1 COLLAR / T:18MM
125-8104UK KATANA ZR YML B1 COLLAR / T:22MM
125-8112UK KATANA ZR YML B2 COLLAR / T:14MM
125-8123UK KATANA ZR YML B2 COLLAR / T:18MM
125-8134UK KATANA ZR YML B2 COLLAR / T:22MM
125-8142UK KATANA ZR YML B3 COLLAR / T:14MM
125-8153UK KATANA ZR YML B3 COLLAR / T:18MM
125-8164UK KATANA ZR YML B3 COLLAR / T:22MM
125-8172UK KATANA ZR YML C1 COLLAR / T:14MM
125-8183UK KATANA ZR YML C1 COLLAR / T:18MM
125-8194UK KATANA ZR YML C1 COLLAR / T:22MM
125-8202UK KATANA ZR YML C2 COLLAR / T:14MM
125-8213UK KATANA ZR YML C2 COLLAR / T:18MM
125-8224UK KATANA ZR YML C2 COLLAR / T:22MM
125-8232UK KATANA ZR YML C3 COLLAR / T:14MM
125-8243UK KATANA ZR YML C3 COLLAR / T:18MM
125-8254UK KATANA ZR YML C3 COLLAR / T:22MM
125-8262UK KATANA ZR YML D2 COLLAR / T:14MM
125-8273UK KATANA ZR YML D2 COLLAR / T:18MM
125-8284UK KATANA ZR YML D2 COLLAR / T:22MM

125-8292UK

KATANA ZR YML D3 COLLAR / T:14MM
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125-8303UK KATANA ZR YML D3 COLLAR / T:18MM
125-8314UK KATANA ZR YML D3 COLLAR / T:22MM
125-8322UK KATANA ZR YML NW COLLAR / T:14MM
125-8333UK KATANA ZR YML NW COLLAR / T:18MM
125-8344UK KATANA ZR YML NW COLLAR / T:22MM
125-8772UK KATANA ZR YML NA1 COLLAR / T:14MM
125-8783UK KATANA ZR YML NA1 COLLAR / T:18MM
125-8794UK KATANA ZR YML NA1 COLLAR / T:22MM
125-8802UK KATANA ZR YML NA2 COLLAR / T:14MM
125-8813UK KATANA ZR YML NA2 COLLAR / T:18MM
125-8824UK KATANA ZR YML NA2 COLLAR / T:22MM
125-8832UK KATANA ZR YML NA3 COLLAR / T:14MM
125-8843UK KATANA ZR YML NA3 COLLAR / T:18MM
125-8854UK KATANA ZR YML NA3 COLLAR / T:22MM
125-8862UK KATANA ZR YML NA3.5 COLLAR / T:14MM
125-8873UK KATANA ZR YML NA3.5 COLLAR / T:18MM
125-8884UK KATANA ZR YML NA3.5 COLLAR / T:22MM
125-8892UK KATANA ZR YML NA4 COLLAR / T:14MM
125-8903UK KATANA ZR YML NA4 COLLAR / T:18MM
125-8914UK KATANA ZR YML NA4 COLLAR / T:22MM
125-8922UK KATANA ZR HTML PLUS A1 COLLAR / T:14MM
125-8933UK KATANA ZR HTML PLUS Al COLLAR / T:18MM
125-8944UK KATANA ZR HTML PLUS Al COLLAR / T:22MM
125-8952UK KATANA ZR HTML PLUS A2 COLLAR / T:14MM
125-8963UK KATANA ZR HTML PLUS A2 COLLAR / T:18MM
125-8974UK KATANA ZR HTML PLUS A2 COLLAR / T:22MM
125-8982UK KATANA ZR HTML PLUS A3 COLLAR / T:14MM
125-8993UK KATANA ZR HTML PLUS A3 COLLAR / T:18MM
125-9004UK KATANA ZR HTML PLUS A3 COLLAR / T:22MM
125-9012UK KATANA ZR HTML PLUS A3.5 COLLAR / T:14MM
125-9023UK KATANA ZR HTML PLUS A3.5 COLLAR / T:18MM
125-9034UK KATANA ZR HTML PLUS A3.5 COLLAR / T:22MM
125-9042UK KATANA ZR HTML PLUS A4 COLLAR / T:14MM
125-9053UK KATANA ZR HTML PLUS A4 COLLAR / T:18MM
125-9064UK KATANA ZR HTML PLUS A4 COLLAR / T:22MM
125-9072UK KATANA ZR HTML PLUS B1 COLLAR / T:14MM

125-9083UK

KATANA ZR HTML PLUS B1 COLLAR / T:18MM
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125-9094UK KATANA ZR HTML PLUS B1 COLLAR / T:22MM
125-9102UK KATANA ZR HTML PLUS B2 COLLAR / T:14MM
125-9113UK KATANA ZR HTML PLUS B2 COLLAR / T:18MM
125-9124UK KATANA ZR HTML PLUS B2 COLLAR / T:22MM
125-9132UK KATANA ZR HTML PLUS B3 COLLAR / T:14MM
125-9143UK KATANA ZR HTML PLUS B3 COLLAR / T:18MM
125-9154UK KATANA ZR HTML PLUS B3 COLLAR / T:22MM
125-9162UK KATANA ZR HTML PLUS C1 COLLAR / T:14MM
125-9173UK KATANA ZR HTML PLUS C1 COLLAR / T:18MM
125-9184UK KATANA ZR HTML PLUS C1 COLLAR / T:22MM
125-9192UK KATANA ZR HTML PLUS C2 COLLAR / T:14MM
125-9203UK KATANA ZR HTML PLUS C2 COLLAR / T:18MM
125-9214UK KATANA ZR HTML PLUS C2 COLLAR / T:22MM
125-9222UK KATANA ZR HTML PLUS C3 COLLAR / T:14MM
125-9233UK KATANA ZR HTML PLUS C3 COLLAR / T:18MM
125-9244UK KATANA ZR HTML PLUS C3 COLLAR / T:22MM
125-9252UK KATANA ZR HTML PLUS D2 COLLAR / T:14MM
125-9263UK KATANA ZR HTML PLUS D2 COLLAR / T:18MM
125-9274UK KATANA ZR HTML PLUS D2 COLLAR / T:22MM
125-9282UK KATANA ZR HTML PLUS D3 COLLAR / T:14MM
125-9293UK KATANA ZR HTML PLUS D3 COLLAR / T:18MM
125-9304UK KATANA ZR HTML PLUS D3 COLLAR / T:22MM
125-9312UK KATANA ZR HTML PLUS NW COLLAR / T:14MM
125-9323UK KATANA ZR HTML PLUS NW COLLAR / T:18MM
125-9334UK KATANA ZR HTML PLUS NW COLLAR / T:22MM
127-0055UK KATANA Lumi Chroma A plus 12ml

127-0065UK KATANA Lumi Chroma B plus 12ml

127-0075UK KATANA Lumi Chroma C plus 12ml

127-0085UK KATANA Lumi Chroma D plus 12ml

127-0095UK KATANA Lumi Chroma BROWN 12ml
127-0105UK KATANA Lumi Chroma ORANGE 12ml
127-0115UK KATANA Lumi Chroma GRAY 12ml

127-0125UK KATANA Lumi Chroma BLUE 12ml

127-0135UK KATANA Lumi Chroma VIOLET 12ml
127-0145UK KATANA Lumi Chroma PINK 12ml

127-0155UK KATANA Lumi Chroma WHITE 12mi
127-0165UK KATANA Lumi Chroma OPAQUE 12ml
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127-0010EU

KATANA Lumi Chroma Basic Kit
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Addendum to the original Declaration of

Conformity

Name of device: KATANA Zirconia

The product name has changed from KATANA Lumi Chroma to Esthetic colorant.

OLD PROD
Type

A

Product name

127-0055EU
127-0065EU
127-0075EU
127-0085EU
127-0095EU
127-0105EU
127-0115EU
127-0125EU
127-0135EU
127-0145EU
127-0155EU
127-0165EU
127-0010EU

127-0055UK
127-0065UK
127-0075UK
127-0085UK
127-0095UK
127-0105UK
127-0115UK
127-0125UK
127-0135UK
127-0145UK
127-0155UK
127-0165UK
127-0010UK

KATANA Lumi Chroma A plus 12ml
KATANA Lumi Chroma B plus 12ml
KATANA Lumi Chroma C plus 12ml
KATANA Lumi Chroma D plus 12ml
KATANA Lumi Chroma BROWN 12ml
KATANA Lumi Chroma ORANGE 12ml
KATANA Lumi Chroma GRAY 12ml
KATANA Lumi Chroma BLUE 12ml
KATANA Lumi Chroma VIOLET 12ml
KATANA Lumi Chroma PINK 12ml
KATANA Lumi Chroma WHITE 12m|
KATANA Lumi Chroma OPAQUE 12ml
KATANA Lumi Chroma Basic Kit

KATANA Lumi Chroma A plus 12ml|
KATANA Lumi Chroma B plus 12ml
KATANA Lumi Chroma C plus 12ml
KATANA Lumi Chroma D plus 12ml
KATANA Lumi Chroma BROWN 12ml
KATANA Lumi Chroma ORANGE 12ml
KATANA Lumi Chroma GRAY 12ml
KATANA Lumi Chroma BLUE 12ml
KATANA Lumi Chroma VIOLET 12ml
KATANA Lumi Chroma PINK 12ml
KATANA Lumi Chroma WHITE 12ml
KATANA Lumi Chroma OPAQUE 12ml
KATANA Lumi Chroma Basic Kit

NEW PRODUCT NAME
Type Product name

127-0055EU Esthetic Colorant A plus 12m
127-0065EU Esthetic Colorant B plus 12ml
127-0075EU Esthetic Colorant C plus 12ml
127-0085EU Esthetic Colorant D plus 12ml

Original Declaration of Conformity: H-TF-0002D Attachment 5-1 Ver.99
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127-0095EU Esthetic Colorant BROWN 12ml
127-0105EU Esthetic Colorant ORANGE 12m
127-0115EU Esthetic Colorant GRAY 12ml
127-0125EU Esthetic Cotorant BLUE 12m}
127-0135EU Esthetic Colorant VIQLET 12ml
127-0145EU Esthetic Colorant PINK 12ml
127-0155EU Esthetic Colorant WHITE 12ml
127-0165EU Esthetic Colorant OPAQUE 12mi
127-0010EU Esthetic Colorant Basic Kit
127-0055UK Esthetic Colorant A plus 12ml
127-0065UK Esthetic Colorant B plus 12ml
127-0075UK Esthetic Colorant C plus 12mi
127-0085UK Esthetic Colorant D plus 12m
127-0095UK Esthetic Colorant BROWN 12ml
127-0105UK Esthetic Colorant ORANGE 12ml
127-0115UK Esthetic Colorant GRAY 12m|
127-0125UK Esthetic Colorant BLUE 12mi
127-0135UK Esthetic Colorant VIOLET 12mi
127-0145UK Esthetic Colorant PINK 12ml
127-01550UK tsthetic Colorant WHITE 12ml
127-0165UK Esthetic Colorant OPAQUE 12m
127-0010UK Esthetic Colorant Basic Kit

DATE: 25/16/2021

Per 01 November 2021, the EU Authorized Representative as listed on the original DoC has changed.

OLD AUTHORIZED REPRESENTATIVE _

Name of company - | Address 10 ‘| Telephone/email =

Kuraray Europe GmbH Philipp-Reis-Str.4,

+49.(0)69.305.35835 — phone

65795 Hattersheim am Main, Germany

NEW AUTHORIZED REPRESENTAT!VE _ _ _ I

Name of company . .| Address - Telephonefemail
Prinsessegracht 20 +31.70.345.8570 - phone
2514 AP The Hague, The Netherlands EmergoEurope@ul.com

Emergo Europe

DATE: 01/11/2021

Per 31 January 2023, the address of our EU Authorized Representative as listed on the original DoC has
changed.

OLD ADDRESS AUTHORIZED REPRESENTATIVE

Telephone/email
+31.70.345.8570 - phone
EmergoEurope@ut.com

Name of company * ) Address
Prinsessegracht 20
2514 AP The Hague, The Netherlands

Emergo Europe
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NEW ADDRESS AUTHORIZED REPRESENTATIVE - | ' B " ' _

Name of company Address Telephone/email
Westervoortsedijk 60 +31.70.345.8570 - phone
6827 AT Arnhem, The Netherlands EmergoEurope@utf.com

Emergo Europe

DATE: 31/01/2023

Addition/update of standard

OLD APPLIED STANDARDS

ENI1SO 13485:2016, EN 1641:2008, ISO 5653:2019, 1SO 6872:2015,
50 7405:2018, EN 150 10993-1:2009, MEDDEV.2.7.1 Rev.4,
EN (SO 15223-1:2016, EN 1041:2008+A1:2013, EN 1SO 14971 :2012,

NEW APPLIED STANDARDS

EN 1SO 13485: 2016+AC: 2018, EN 1641: 2009, 150 9693:2019,

150 6872:2015, 150 7405:2018, EN IS0 10993-1:2020,
MEDDEV.2.7.1 Rev.4, EN 15O 15223-1:2021, EN 1041:2008+A1:2013,
ENIS0 14971:2019+A11:2021,

DATE: 25/07/2023

Per 01 August 2024, ML, HTML, 5T, UT, LT and Esthetic Colorant of this product have been discontinued.
The codes ending UK have been deleted.

OLD PRODUCT NAME - - N

Type " Product name -

125-2162EU KATANA ZR ML A L|ght Coflai‘ / T:14MM
125-2173EU KATANA ZR ML A Light Collar / T:18MM
125-2184EU KATANA ZR ML A Light Collar / T:22MiM
125-2192EU KATANA ZR ML A Dark Collar / T:14MM
125-2203EU KATANA ZR ML A Dark Collar / T:18MM
125-2214EU KATANA ZR ML A Bark Collar / T:22MM
125-2222EU KATANA ZR ML B Light Collar / T:14MM
125-2233EU KATANA ZR ML B Light Collar / T:18MM
125-2244EU KATANA ZR ML B Light Coltar / T:22MM
125-2642EU KATANA ZR ML C LIGHT COLLAR / T:14MM
125-2653EU KATANA ZR ML C LIGHT COLLAR / T:18MM
125-2664EU KATANA ZR ML C LIGHT COLLAR / T:22MM
125-2672EU KATANA ZR ML D LIGHT COLLAR / T:14MM
125-2683EU KATANA ZR ML D LIGHT COLLAR / T:18MiM
125-2694EU KATANA ZR ML D LIGHT COLLAR / T:22MM
125-2702EU KATANA ZR ML A WHITE COLLAR / T:14MM
125-2713EU KATANA ZR ML A WHITE COLLAR / T:18MM
125-2724E4 KATANA ZR ML A WHITE COLLAR / T:22MM
125-6942EU KATANA ZR HTML A1 COLLAR / T:14MM
125-6853EU KATANA ZR HTML A1 COLLAR / T:18MM
125-6964EU KATANA ZR HTML A1 COLLAR / T:22MM
125-6972EU KATANA ZR HTML A2 COLLAR / T:14MM
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125-6983EU
125-6994EU
125-7002EU
125-7013EU
125-7024EU
125-7032¢£U
125-7043EU
125-7054EU
125-7062EU
125-7073EU
125-7084EU
125-7092EU
125-7103EU
125-7114£U
125-7122EU
125-7133kU
125-7144EU
125-7152EU
125-7163EU
125-7174EU
125-7182EU
125-7193EU
125-7204EU
125-7212EU
125-7223EU
125-7234EU
125-7242EU
125-7253EU
125-7264EU
125-7272EU
125-7283EU
125-7294EU
125-7302EU
125-7313EU
125-7324EU
125-6812EU
125-6923EU
125-6934EU
125-3092¢U
125-3103EU
125-3114EU
125-3272EU
125-3283EU
125-6441EU
125-6452EU
125-6463EU
125-6474EU
125-6485EU
125-6491EU

KATANA ZR HTML A2 COLLAR / T:18MM
KATANA ZR HTML A2 COLLAR / T:22MM
KATANA ZR HTML A3 COLLAR / T:14MM
KATANA ZR HTML A3 COLLAR / T:18MM
KATANA ZR HTML A3 COLLAR / T:22MM
KATANA ZR HTML A3.5 COLLAR / T:14MM
KATANA ZR HTML A3.5 COLLAR / T:18MM
KATANA ZR HTML A3.5 COLLAR / T:22MM
KATANA ZR HTML A4 COLLAR / T:14MM
KATANA ZR HTML A4 COLLAR / T:18MM
KATANA ZR HTML A4 COLLAR / T:22MM
KATANA ZR HTML B1 COLLAR / T:14MM
KATANA ZR HTML B1 COLLAR / T:18MM
KATANA ZR HTML B1 COLLAR / T:22MM
KATANA ZR HTML B2 COLLAR / T:14MM
KATANA ZR HTML B2 COLLAR / T:18MM
KATANA ZR HTML B2 COLLAR / T:22MM
KATANA ZR HTML B3 COLLAR / T:14MM
KATANA ZR HTML B3 COLLAR / T:18MM
KATANA ZR HTML B3 COLLAR / T:22MM
KATANA ZR HTML C1 COLLAR / T:14MM
KATANA ZR HTML C1 COLLAR / T:18MM
KATANA ZR HTML C1 COLLAR / T:22MM
KATANA ZR HTML C2 COLLAR / T:14MM
KATANA ZR HTML C2 COLLAR / T:18MM
KATANA ZR HTML €2 COLLAR / T:22MM
KATANA ZR HTML €3 COLLAR / T:14MM
KATANA ZR HTML C3 COLLAR / T:18MM
KATANA ZR HTML C3 COLLAR / T:22MM
KATANA ZR HTML D2 COLLAR / T:14MM
KATANA ZR HTML D2 COLLAR / T;18MM
KATANA ZR HTML D2 COLLAR / T:22MM
KATANA ZR HTML D3 COLLAR / T:14MM
KATANA ZR HTML D3 COLLAR / T:18MM
KATANA ZR HTML D3 COLLAR / T:22MM
KATANA ZR HTML NW COLLAR / T:14MM
KATANA ZR HTML NW COLLAR / T:18MM
KATANA ZR HTML NW COLLAR / T:22MM
KATANA ZR ST10/ T:14MM

KATANA ZR ST10 / T:18MM

KATANA ZR ST10 / T:22MM

KATANA ZR UT10 / T:14MM

KATANA ZR UT10 / T:18MM

KATANA ZR LT10 Straight / T:10MM
KATANA ZR LT10 Collar / T:14MM
KATANA ZR LT10 Collar / T:18MM
KATANA ZR L.T10 Collar / T:22MM
KATANA ZR LT10 Collar / T:26MM
KATANA ZR LT12 Straight / T:10MM
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125-6502E0
125-6513EU
125-6524EU
125-6535EU
125-6541EU
125-6552£U
125-6563EU
125-6574EU
125-6585EU
127-0055EU
127-0065EU
127-0075EU
127-0085EU
127-0095EU
127-0105EU
127-0115EU
127-0125EU
127-0135EU
127-0145EU
127-0155EU
127-0165EU
127-0010EU

125-2111UK
125-2122UK
125-2133UK
125-2144UK
125-2155UK
125-7387UK
125-2251UK
125-2262UK
125-2273UK
125-2284UK
125-2285UK
125-7447UK
125-2301UK
125-2312UK
125-2323UK
125-2334UK
125-2345UK
125-7507UK
125-2162UK
125-2173UK
125-2184UK
125-2192UK
125-2203UK
125-2214UK
125-2222UK
125-2233UK

KATANA ZR LT12 Collar / T:14MM
KATANA ZR LT12 Collar / T:1.8MM
KATANA ZR LT12 Collar/ T:22Miv
KATANA ZR LT12 Collar / T:26MM
KATANA ZR L1713 Straight / T:10MM
KATANA ZR LT13 Collar / T:14MM
KATANA ZR LT13 Collar / T:18MM
KATANA ZR LT13 Collar / T:22MM
KATANA ZR LT13 Collar / T:26MM
Esthetic Colorant A plus 12mli
Esthetic Colorant B plus 12m
Esthetic Colorant C plus 12ml
Esthetic Colorant D plus 12ml
Esthetic Colorant BROWN 12mi
Esthetic Colorant QRANGE 12ml
Esthetic Colorant GRAY 12mi
Esthetic Colorant BLUE 12mi
Esthetic Colorant VIOLET 12ml
Esthetic Colorant PINK 12ml
Esthetic Colorant WHITE 12ml
Esthetic Colorant OPAQUE 12ml
Esthetic Colorant Basic Kit

KATANA ZR HT10 Straight / T:10MM
KATANA ZR HT10 Collar / T:14MM
KATANA ZR HT10 Collar / T:18MM
KATANA ZR HT10 Collar / T:22MM
KATANA ZR HT10 Collar / T:26MM
KATANA ZR HT10 Collar / T:30MM
KATANA ZR HT12 Straight / T:10MM
KATANA ZR HT12 Collar / T:14MM
KATANA ZR HT12 Collar / T:18MM
KATANA ZR HT12 Collar/ T:22MM
KATANA ZR HT12 Collar / T:26MM
KATANA ZR HT12 Collar / T:30MM
KATANA ZR HT13 Straight / T:10MM
KATANA ZR HT13 Collar / T:14MM
KATANA ZR HT13 Collar / T:18MM
KATANA ZR HT13 Collar / T:22MM
KATANA ZR HT13 Collar / T:26MM
KATANA ZR HT13 Collar / T:30MM
KATANA ZR ML A Light Collar / T:14MM
KATANA ZR ML A Light Collar / T:18MM
KATANA ZR ML A Light Coltar / T:22MM
KATANA ZR ML A Dark Collar / T:14MM
KATANA ZR ML A Dark Collar / T:18MM
KATANA ZR ML A Dark Collar / T:22MM
KATANA ZR ML B Light Collar / T:14MM
KATANA ZR WML B Light Collar / T:18MM

Page 5 of 16

Original Declaration of Conformity: H-TF-0002D Attachment 5-1 Ver.99



125-2244UK
125-2642UK
125-2653UK
125-2664UK
125-26720K
125-2683UK
125-2684UK
125-2702UK
125-2713UK
125-2724UK
125-6942UK
125-6953UK
125-6964UK
125-6972UK
125-6983UK
125-6994UK
125-7002UK
125-7013UK
125-7024UK
125-7032UK
125-7043UK
125-7054UK
125-7062UK
125-7073UK
125-7084UK
125-7092UK
125-7103UK
125-7114UK
125-7122UK
125-7133UK
125-7144UK
125-7152UK
125-7163UK
125-7174UK
125-7182UK
125-7193UK
125-7204UK
125-7212UK
125-7223UK
125-7234UK
125-7242UK
125-7253UK
125-7264UK
125-72720UK
125-7283UK
125-7294UK
125-7302UK
125-7313UK
125-7324UK

KATANA ZR ML B Light Collar / T:22MM
KATANA ZR ML C LIGHT COLLAR / T:14MM
KATANA ZR ML C LIGHT COLLAR / T:18MM
KATANA ZR ML C LIGHT COLLAR / T:22MM
KATANA ZR ML D LIGHT COLLAR / T:14MM
KATANA ZR ML D LIGHT COLLAR / T:18MM
KATANA ZR ML D LIGHT COLLAR / T:22MiM
KATANA ZR ML A WHITE COLLAR / T:14MM
KATANA ZR ML A WHITE COLLAR / T:18MM
KATANA ZR ML A WHITE COLLAR / T:22MM
KATANA ZR HTML A1 COLLAR / T:14MM
KATANA ZR HTML A1 COLLAR / T:18MM
KATANA ZR HTML A1 COLLAR / T:22MM
KATANA ZR HTML A2 COLLAR / T:14MM
KATANA ZR HTML A2 COLLAR / T:18MM
KATANA ZR HTML A2 COLLAR / T:22MM
KATANA ZR HTML A3 COLLAR / T:14MM
KATANA ZR HTML A3 COLLAR / T:18MM
KATANA ZR HTML A3 COLLAR / T:22MM
KATANA ZR HTML A3.5 COLLAR / T:14MM
KATANA ZR HTML A3.5 COLLAR / T:18MM
KATANA ZR HTML A3.5 COLLAR / T:22MM
KATANA ZR HTML A4 COLLAR / T:14MM
KATANA ZR HTML A4 COLLAR / T:18MM
KATANA ZR HTML A4 COLLAR / T:22MM
KATANA ZR HTML B1 COLLAR / T:14MM
KATANA ZR HTML B1 COLLAR / T:18MM
KATANA ZR HTML B1 COLLAR / T:22MM
KATANA ZR HTML B2 COLLAR / T:14MM
KATANA ZR HTML B2 COLLAR / T:18MM
KATANA ZR HTML B2 COLLAR / T:22MM
KATANA ZR HTML B3 COLLAR / T:14MM
KATANA ZR HTML B3 COLLAR / T:18MM
KATANA ZR HTML B3 COLLAR / T222MM
KATANA ZR HTML C1 COLLAR / T:14MM
KATANA ZR HTML C1 COLLAR / T:18MM
KATANA ZR HTML C1 COLLAR / T:22MM
KATANA ZR HTML C2 COLLAR / T:14MM
KATANA ZR HTML C2 COLLAR / T:18MM
KATANA ZR HTML €2 COLLAR / T:22MM
KATANA ZR HTML C3 COLLAR / T:14MM
KATANA ZR HTML C3 COLLAR / T:18MM
KATANA ZR HTML C3 COLLAR / T:22MM
KATANA ZR HTML D2 COLLAR / T:14MM
KATANA ZR HTML D2 COLLAR / T:18MM
KATANA ZR HTML D2 COLLAR / T:22MM
KATANA ZR HTML D3 COLLAR / T:14MM
KATANA ZR HTML D3 COLLAR / T:18MM
KATANA ZR HTML B3 COLLAR / T:22MM
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125-6912UK
125-6923UK
125-6934UK
125-3092UK
125-3103UK
125-3114UK
125-3122UK
125-3133UK
125-3144UK
125-3152UK
125-3163UK
125-3174UK
125-3182UK
125-3193UK
125-3204UK
125-3212UK
125-3223UK
125-3234UK
125-5232UK
125-5243UK
125-5254UK
125-5262UK
125-5273UK
125-5284UK
125-5292UK
125-5303UK
125-5314UK
125-5322UK
125-5333UK
125-5344UK
125-5352UK
125-5363UK
125-5374UK
125-5382UK
125-5393UK
125-5404UK
125-5412UK
125-5423UK
125-5434UK
125-5442UK
125-5453UK
125-5464UK
125-5472UK
125-5483UK
125-5494UK
125-3242UK
125-3253UK
125-3264UK
125-3272UK

KATANA ZR HTML NW COLLAR / T:14MM
KATANA ZR HTML NW COLLAR / T:18MM
KATANA ZR HTML NW COLLAR / T:22MM
KATANA ZR ST10 / T:14MM

KATANA ZR ST10 / T:18MM

KATANA ZR ST10 / T:22MM

KATANA ZR STML A1 COLLAR / T:14MM
KATANA ZR STML A1 COLLAR / T:18MM
KATANA ZR STML A1 COLLAR / T:22MM
KATANA ZR STML A2 COLLAR / T:14MM
KATANA ZR STML A2 COLLAR / T:18MM
KATANA ZR STML A2 COLLAR / T:22MM
KATANA ZR STME A3 COLLAR / T:14MM
KATANA ZR STML A3 COLLAR / T:18MM
KATANA ZR STML A3 COLLAR / T:22MM
KATANA ZR STML A3.5 COLLAR / T:14MM
KATANA ZR STML A3.5 COLLAR / T:18MM
KATANA ZR STML A3.5 COLLAR / T:22MM
KATANA ZR STML A4 COLLAR / T:14MM
KATANA ZR STML A4 COLLAR / T:18MM
KATANA ZR STML A4 COLLAR / T:22MM
KATANA ZR STML B1 COLLAR / T:14MM
KATANA ZR STML B1 COLLAR / T:18MM
KATANA ZR STML B1 COLLAR / T:22MM
KATANA ZR STML B2 COLLAR / T:14MM
KATANA ZR STML B2 COLLAR / T:18MM
KATANA ZR STML B2 COLLAR / T:22MM
KATANA ZR STML B3 COLLAR / T:14MM
KATANA ZR STML B3 COLLAR / T:18MM
KATANA ZR STML B3 COLLAR / T:22MM
KATANA ZR STMI. C1 COLLAR / T:14MM
KATANA ZR STML C1 COLLAR / T:18MM
KATANA ZR STML C1 COLLAR / T:22MM
KATANA ZR STML C2 COLLAR / T:14MM
KATANA ZR STML C2 COLLAR / T:18MM
KATANA ZR STML C2 COLLAR / T:22MM
KATANA ZR STML C3 COLLAR / T:14MM
KATANA ZR STML C3 COLLAR / T:18MM
KATANA ZR STML C3 COLLAR / T:22MM
KATANA ZR STML D2 COLLAR / T:14MM
KATANA ZR STML D2 COLLAR / T:18MM
KATANA ZR STML D2 COLLAR / T:22MM
KATANA ZR STML D3 COLLAR / T:14MM
KATANA ZR STML D3 COLLAR / T:18MM
KATANA ZR STML D3 COLLAR / T:22MM
KATANA ZR STML NW COLLAR / T:14MM
KATANA ZR STML NW COLLAR / T:18MM
KATANA ZR STML NW COLLAR / T:22MM
KATANA ZR UT10/ T:14MM
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125-3283UK
125-33020K
125-3313UK
125-3332UK
125-3343UK
125-3362UK
125-3373UK
125-3352UK
125-3403UK
125-3842UK
125-3853UK
125-3872UK
125-3883UK
125-3302UK
125-3913UK
125-3932UK
125-3943UK
125-3962UK
125-3973UK
125-3992UK
125-4003UK
125-4022UK
125-4033UK
125-4052UK
125-4063UK
125-4082UK
125-4093UK
125-4112UK
125-4123UK
125-4142UK
125-4153UK
125-4172UK
125-4183UK
125-4202UK
125-4213UK
125-4232UK
125-4243UK
125-4262UK
125-4273UK
125-4292UK
125-4303UK
125-6441UK
125-6452UK
125-6463UK
125-6474UK
125-6485UK
125-64910UK
125-6502UK
125-6513UK

KATANA ZR UT10 / T:18MM

KATANA ZR UTML EA1 COLLAR / T:14MM
KATANA ZR UTML EAT COLLAR / T:18MM
KATANA ZR UTML EA2 COLLAR / T:14MM
KATANA ZR UTML EA2 COLLAR / T:18MM
KATANA ZR UTML EA3 COLLAR / T:14MM
KATANA ZR UTML EA3 COLLAR / T:18MM
KATANA ZR UTML ENW COLLAR / T:14MM
KATANA ZR UTML ENW COLLAR / T:18MM
KATANA ZR UTML Al COLLAR / T:14MiM
KATANA ZR UTML A1 COLLAR / T:18MM
KATANA ZR UTML A2 COLLAR / T:14MM
KATANA ZR UTML A2 COLLAR / T:18MM
KATANA ZR UTML A3 COLLAR / T:14MM
KATANA ZR UTML A3 COLLAR / T:18MM
KATANA ZR UTML A3.5 COLLAR / T:14MM
KATANA ZR UTML A3.5 COLLAR / T:18MM
KATANA ZR UTML A4 COLLAR / T:14MM
KATANA ZR UTML A4 COLLAR / T:18MM
KATANA ZR UTML B1 COLLAR / T:14MM
KATANA ZR UTML B1 COLLAR / T:18MM
KATANA ZR UTML B2 COLLAR / T:14MM
KATANA ZR UTML B2 COLLAR / T:18MM
KATANA ZR UTML B3 COLLAR / T:14MM
KATANA ZR UTML B3 COLLAR / T:18MM
KATANA ZR UTML B4 COLLAR / T:14MM
KATANA ZR UTML B4 COLLAR / T:18MM
KATANA ZR UTML C1 COLLAR / T:14MM
KATANA ZR UTML C1 COLLAR / T:18MM
KATANA ZR UTML C2 COLLAR / T:14MM
KATANA ZR UTML C2 COLLAR / T:18MM
KATANA ZR UTML C3 COLLAR / T:14MM
KATANA ZR UTML €3 COLLAR / T:18MM
KATANA ZR UTML C4 COLLAR / T:14MM
KATANA ZR UTML C4 COLLAR / T:18MM
KATANA ZR UTML D2 COLLAR / T:14MM
KATANA ZR UTML D2 COLLAR / T:18MM
KATANA ZR UTMIL. D3 COLLAR / T:1AMM
KATANA ZR UTML D3 COLLAR / T:18MM
KATANA ZR UTML D4 COLLAR / T:14MM
KATANA ZR UTML D4 COLLAR / T:18MM
KATANA ZR LT10 Straight / T:10MM
KATANA ZR LT10 Collar / T:14MM
KATANA ZR LT10 Collar / T:18MM
KATANA ZR LT10 Collar / T:22MM
KATANA ZR LT10 Collar / T:26MM
KATANA ZR LT12 Straight / T:10MM
KATANA ZR LT12 Collar / T:14MM
KATANA ZR LT12 Collar / T:18MM
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125-6524UK
125-6535UK
125-6541UK
125-6552UK
125-6563UK
125-6574UK
125-8585UK
125-7932UK
125-7943UK
125-7954UK
125-7962UK
125-7973UK
125-7984UK
125-7992UK
125-8003UK
125-8014UK
125-80220UK
125-8033UK
125-8044UK
125-8052UK
125-8063UK
125-8074UK
125-8082UK
125-8093UK
125-8104UK
125-8112UK
125-8123UK
125-8134UK
125-8142UK
125-8153UK
125-8164UK
125-8172UK
125-8183UK
125-8194UK
125-8202UK
125-8213UK
125-8224UK
125-8232UK
125-8243UK
125-8254UK
125-8262UK
125-8273UK
125-8284UK
125-8292UK
125-8303UK
125-8314UK
125-8322UK
125-8333UK
125-8344UK

KATANA ZR LT12 Collar/ T:22MM
KATANA ZR £T12 Collar / T:26MM
KATANA ZR LT13 Straight / T:10MM
KATANA ZR LT13 Collar / T:14MM
KATANA ZR LT13 Collar / T:18MM
KATANA ZR LT13 Collar / T:22MM
KATANA ZR LT13 Collar / T:26MM
KATANA ZR YML AL COLLAR / T:14MM
KATANA ZR YME A1 COLLAR / T:18MM
KATANA ZR YML A1 COLLAR / T:22MM
KATANA ZR YML A2 COLLAR / T:14MM
KATANA ZR YML A2 COLLAR / T:18MM
KATANA ZR YML A2 COLLAR / T:22MM
KATANA ZR YML A3 COLLAR / T:14MM
KATANA ZR YML A2 COLLAR / T:18MM
KATANA ZR YML A3 COLLAR / T:22MM
KATANA ZR YML A3.5 COLLAR / T:14MM
KATANA ZR YML A3.5 COLLAR / T:18MM
KATANA ZR YML A3.5 COLLAR / T:22MM
KATANA ZR YML A4 COLLAR / T: 14MM
KATANA ZR YMI. A4 COLLAR / T:18MM
KATANA ZR YML A4 COLLAR / T:22MM
KATANA ZR YML B1 COLLAR / T:14MM
KATANA ZR YML B1 COLLAR / T:18MM
KATANA ZR YML 81 COLLAR / T:22MM
KATANA ZR YML B2 COLLAR / T:14MM
KATAMA ZR YML B2 COLLAR / T:18MM
KATANA ZR YML B2 COLLAR / T:22MM
KATANA ZR YML B3 COLLAR / T:14MM
KATANA ZR YML B3 COLLAR / T:18MM
KATANA ZR YML B3 COLLAR / T:22MM
KATANA ZR YML C1 COLLAR / T:14MM
KATANA ZR YML C1 COLLAR / T:18MM
KATANA ZR YML C1 COLLAR / T:22MM
KATANA ZR YML C2 COLLAR / T:14MM
KATANA ZR YML C2 COLLAR / T:18MM
KATANA ZR YML C2 COLLAR / T:22MM
KATANA ZR YML C3 COLLAR / T:14MM
KATANA ZR YML C3 COLLAR / T:18MM
KATANA ZR YML C3 COLLAR / T:22MM
KATANA ZR YML D2 COLLAR / T:14MM
KATANA ZR YML D2 COLLAR / T:18MM
KATANA ZR YML D2 COLLAR / T:22MM
KATANA ZR YML D3 COLLAR / T:14MM
KATANA ZR YML D3 COLLAR / T:18MM
KATANA ZR YML D3 COLLAR / T:22MM
KATANA ZR YML NW COLLAR / T:14MM
KATANA ZR YML NW COLLAR / T:18MM
KATANA ZR YML NW COLLAR / T:22MM
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125-8772UK
125-8783UK
125-8794UK
125-8802UK
125-8813UK
125-8824UK
125-8832UK
125-8843UK
125-8854UK
125-8862UK
125-8873UK
125-8884UK
125-8892UK
125-8903UK
125-8914UK
125-8922UK
125-8933UK
125-8944UK
125-8952UK
125-8963UK
125-8974UK
125-8982UK
125-8993UK
125-9004UK
125-9012UK
125-9023UK
125-9034UK
125-9042UK
125-5053UK
125-9064UK
125-9072UK
125-9083UK
125-9094UK
125-9102UK
125-9113UK
125-9124UK
125-9132UK
125-9143UK
125-9154UK
125-9162UK
125-9173UK
125-9184UK
125-9192UK
125-9203UK
125-9214UK
125-9222UK
125-9233UK
125-9244UK
125-9252UK

KATANA ZR YML NAL COLLAR / T:14MM
KATANA ZR YML NAL COLLAR / T:18MM
KATANA ZR YML NA1 COLLAR / T:22MM
KATANA ZR YML NA2 COLLAR / T:14MM
KATANA ZR YML NA2 COLLAR / T:18MM
KATANA ZR YML NA2 COLLAR / T:22MM
KATANA ZR YML NA3 COLLAR / T:14MM
KATANA ZR YMI. NA3 COLLAR / T:18MM
KATANA ZR YML NA3 COLLAR / T:22MM
KATANA ZR YML NA3.5 COLLAR / T:14MM
KATANA ZR YML NA3.S COLLAR / T:18MM
KATANA ZR YML NA3.5 COLLAR / T:22MM
KATANA ZR YML NA4 COLLAR / T:14MM
KATANA ZR YML NA4 COLLAR / T:18MiM
KATANA ZR YML NA4 COLLAR / T:22MM
KATANA ZR HTML PLUS A1 COLLAR / T:14MM
KATANA ZR HTML PLUS A1 COLLAR / T:18MM
KATANA ZR HTML PLUS AL COLLAR / T:22MM
KATANA ZR HTML PLUS A2 COLLAR / T:14MM
KATANA ZR HTML PLUS A2 COLLAR / T:18MM
KATANA ZR HTML PLUS A2 COLLAR / T:22MM
KATANA ZR HTML PLUS A3 COLLAR / T:14MM
KATANA ZR HTML PLUS A3 COLLAR / T:18MM
KATANA ZR HTML PLUS A3 COLLAR / T:22MM
KATANA ZR HTML PLUS A3.5 COLLAR / T:14MM
KATANA ZR HTML PLUS A3.5 COLLAR / T:18MM
KATANA ZR HTML PLUS A3.5 COLLAR / T:22MM
KATANA ZR HTML PLUS A4 COLLAR / T:14MM
KATANA ZR HTML PLUS A4 COLLAR / T:18MM
KATANA ZR HTML PLUS A4 COLLAR / T:22MM
KATANA ZR HTML PLUS B1 COLLAR / T:14MM
KATANA ZR HTML PLUS 81 COLLAR / T:18MM
KATANA ZR HTML PLUS B1 COLLAR / T:22MM
KATANA ZR HTML PLUS B2 COLLAR / T:14MM
KATANA ZR HTML PLUS B2 COLLAR / T:18MM
KATANA ZR HTML PLUS B2 COLLAR / T:22MM
KATANA ZR HTML PLUS B3 COLLAR / T:14MM
KATANA ZR HTML PLUS B3 COLLAR / T:18MM
KATANA ZR HTML PLUS B3 COLLAR / T:22MM
KATANA ZR HTML PLUS C1 COLLAR / T:14MM
KATANA ZR HTML PLUS C1 COLLAR / T:18MM
KATANA ZR HTML PLUS C1 COLLAR / T:22MM
KATANA ZR HTML PLUS C2 COLLAR / T:14MM
KATANA ZR HTML PLUS C2 COLLAR / T:18MM
KATANA ZR HTML PLUS C2 COLLAR / T:22MM
KATANA ZR HTML PLUS C3 COLLAR / T:14MM
KATANA ZR HTML PLUS C3 COLLAR / T:18MM
KATANA ZR HTML PLUS C3 COLLAR / T:22MM
KATANA ZR HTML PLUS D2 COLLAR / T:14MM
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125-8263UK
125-9274UK
125-9282UK
125-9293UK
125-9304UK
125-9312UK
125-9323UK
125-9334UK
127-0055UK
127-0065UK
127-0075UK
127-0085UK
127-0095UK
127-0105UK
127-0115UK
127-0125UK
127-0135UK
127-0145UK
127-0155UK
127-0165UK
127-0010UK

KATANA ZR HTML PLUS D2 COLLAR / T:18MM
KATANA ZR HTML PLUS D2 COLLAR / T:22MM
KATANA ZR HTML PLUS D3 COLLAR / T:14MM
KATANA ZR HTML PLUS D3 COLLAR / T:18MM
KATANA ZR HTML PLUS D3 COLLAR / T:22MM
KATANA ZR HTML PLUS NW COLLAR / T:14MM
KATANA ZR HTML PLUS NW COLLAR / T:18MM
KATANA ZR HTML PLUS NW COLLAR / T:22MM
Esthetic Colorant A plus 12m

Esthetic Colorant B plus 12m]

Esthetic Coforant C plus 12ml

fsthetic Colorant D plus 12ml

Esthetic Colorant BROWN 12mi

Esthetic Colorant ORANGE 12mi

Esthetic Colorant GRAY 12ml

Esthetic Colorant BLUE 12mi

Esthetic Colorant VIOLET 12ml

Esthetic Colorant PINK 12mt

Esthetic Colorant WHITE 12ml

Esthetic Cofarant OPAQUE 12ml

Esthetic Colorant Basic Kit

NEW PRODUCT NAME

Type

Product name ~

125-2111EU
125-2122EU
125-2133EU
125-2144EU
125-2155EU
125-7387EU
125-2251¢U
125-2262E8U
125-2273EU
125-2284EU
125-2295EU
125-7447EU
125-2301kU
125-2312EU
125-2323EU
125-2334EU
125-2345EU
125-7507EU
125-3122EU
125-3133EU
125-3144tU
125-3152¢U
125-3163EU

KATANA ZIRCONIA HT10 Straight / T:10MM
KATANA ZIRCONIA HT10 Collar / T:14MM
KATANA ZIRCONIA HT10 Collar / T:18MM
KATANA ZIRCONIA HT10 Collar / T:22MM
KATANA ZIRCONIA HT10 Collar / T:26MM
KATANA ZIRCONIA HT10 Colfar / T:30MM
KATANA ZIRCONIA HT12 Straight / T:10MM
KATANA ZIRCONIA HT12 Collar / T:14MM
KATANA ZIRCONIA HT12 Collar / T:18MM
KATANA ZIRCONIA HT12 Collar/ T:22MM
KATANA ZIRCONIA HT12 Collar / T:26MM
KATANA ZIRCONIA HT12 Collar / T:30MM
KATANA ZIRCONIA HT13 Straight / T:10MM
KATANA ZIRCONIA HT13 Collar / T:14MM
KATANA ZIRCONIA HT13 Collar / T:18MM
KATANA ZIRCONIA HTL3 Collar / T:22MM
KATANA ZIRCONIA HT13 Collar / T:26MM
KATANA ZIRCONIA HT13 Coilar / T:30MM
KATANA ZIRCONIA STML A1 COLLAR / T:14MM
KATANA ZIRCONIA STML Al COLLAR / TF:18MM
KATANA ZIRCONIA STML Al COLLAR / T:220vt
KATANA ZIRCONIA STML A2 COLLAR / T:14MM
KATANA ZIRCONIA STML A2 COLLAR / T:18MM
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125-3174EU
125-3182EU
125-3193EU
125-3204EU
125-3212EU
125-3223EU
125-3234EU
125-5232EU
125-5243EU
125-5254EU
125-5262FU
125-5273FU
125-5284EU
125-5292EU
125-5303EU
125-5314EU
125-5322EL
125-5333EU
125-5344EU
125-5352EU
125-5363EU
125-5374EU
125-5382EU
125-5393EU
125-5404EU
125-5412EU
125-5423£U
125-5434EU
125-5442EU
125-5453EU
125-5464EU
125-5472EU
125-5483EU
125-5494EU
125-3242EU
125-3253EU
125-3264EU
125-3302EU
125-3313EU
125-3332EU
125-3343EU
125-3362EU
125-3373EU
125-3392€U)
125-3403EU
125-3842EU
125-3853EU
125-3872EU
125-3883EU

KATANA ZIRCONIA STML A2 COLLAR / T:22MM
KATANA ZIRCONIA STML A3 COLLAR / T:14MM
KATANA ZIRCONIA STML A3 COLLAR / T:18MM
KATANA ZIRCONIA STML A3 COLLAR / T:22MM
KATANA ZIRCONIA STML A3.5 COLLAR / T:14MM
KATANA ZIRCONIA STML A3.5 COLLAR / T:18MM
KATANA ZIRCONIA STML A3.5 COLLAR / T:22MiM
KATANA ZIRCONIA STML A4 COLLAR / T:14MM
KATANA ZIRCONIA STML A4 COLLAR / T:18MM
KATANA ZIRCONIA STML A4 COLLAR / T:22MM
KATANA ZIRCONIA STML B1 COLLAR / T:14MM
KATANA ZIRCONIA STML B1 COLLAR / T:18MM
KATANA ZIRCONIA STML B1 COLLAR / T:22MM
KATANA ZIRCONIA STML B2 COLLAR / T:14MM
KATANA ZIRCONIA STML B2 COLLAR / T:18MM
KATANA ZIRCONIA STML. B2 COLLAR / T:22MM
KATANA ZIRCONIA STML B3 COLLAR / T:14MM
KATANA ZIRCONIA STML B3 COLLAR / T:18MM
KATANA ZIRCONIA STML B3 COLLAR / T:22MM
KATANA ZIRCONIA STML C1 COLLAR / T:14MM
KATANA ZIRCONIA STML C1 COLLAR / T:18MM
KATANA ZIRCONIA STML C1 COLLAR / T:22MM
KATANA ZIRCONIA STML C2 COLLAR / T:14MM
KATANA ZIRCONIA STML C2 COLLAR / T:18MM
KATANA ZIRCONIA STML C2 COLLAR / T:22MM
KATANA ZIRCONIA STML C3 COLLAR / T:14MM
KATANA ZIRCONIA STML €3 COLLAR / T:18MM
KATANA ZIRCONIA STML C3 COLLAR / T:22MM
KATANA ZIRCONIA STML D2 COLLAR / T:14MM
KATANA ZIRCONIA STML D2 COLLAR / T:18MM
KATANA ZIRCONIA STML D2 COLLAR / T:22MM
KATANA ZIRCONIA STML D3 COLLAR / T:14MM
KATANA ZIRCONIA STML D3 COLLAR / T:18MM
KATANA ZIRCONIA STML D3 COLLAR / T:22MM
KATANA ZIRCONIA STML NW COLLAR / T:14MM
KATANA ZIRCONIA STML NW COLLAR / T:18MM
KATANA ZIRCONIA STML NW COLLAR / T:22MM
KATANA ZIRCONIA UTML EAT COLLAR / T:14MM
KATANA ZIRCONJA UTML EAL COLLAR / T:18MM
KATANA ZIRCONIA UTML EA2 COLLAR / T:14MM
KATANA ZIRCONIA UTML EA2 COLLAR / T:18MM
KATANA ZIRCONIA UTML EA3 COLLAR / T:14MM
KATANA ZIRCONIA UTML EA3 COLLAR / T:18MM
KATANA ZIRCONIA UTML ENW COLLAR / T:14MM
KATANA ZIRCONIA UTML ENW COLLAR / T:18MM
KATANA ZIRCONIA UTML A1 COLLAR / T:14MM
KATANA ZIRCONIA UTML A1 COLLAR / T:18MM
KATANA ZIRCONIA UTML A2 COLLAR / T:14MM
KATANA ZIRCONIA UTML A2 COLLAR / T:18MM
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125-3902¢£U
125-3913EU
125-3932EU
125-3943EU
125-3962EU
125-3973EU
125-3992EU
125-4003EU
125-4022EU
125-4033EU
125-4052EU
125-4063EU
125-4082EU
125-4093EU
125-4112EU
125-4123EU
125-4142EU
125-4153EU
125-4172EU
125-4183EU
125-4202EU
125-4213EU
125-4232EU
125-4243EU
125-4262EU
125-4273EU
125-4292EU
125-4303£U
125-7932EU
125-7943EU
125-7954EU
125-7962EU
125-7973EU
125-7984EU
125-7992EU
125-8003EU
125-8014EU
125-8022EU
125-8033EU
125-8044EU
125-8052EU
125-8063EU
125-8074EU
125-8082EU
125-8093EU
125-8104EU
125-8112EU
125-8123EU
125-8134EU

KATANA ZIRCONIA UTML A3 COLLAR / T:14MM
KATANA ZIRCONIA UTML A3 COLLAR / T:18MM
KATANA ZIRCONIA UTML A3.5 COLLAR / T:14MM
KATANA ZIRCONIA UTML A3.5 COLLAR / T.18MiM
KATANA ZIRCONIA UTML A4 COLLAR / T:14MM
KATANA ZIRCONIA UTML A4 COLLAR / T:18MM
KATANA ZIRCONIA UTML B1 COLLAR / T:14MM
KATANA ZIRCONIA UTML B1 COLLAR / T:18MM
KATANA ZIRCONIA UTML B2 COLLAR / T:14MM
KATANA ZIRCONIA UTML B2 COLLAR / T:18MM
KATANA ZIRCONIA UTML B3 COLLAR / T:14MM
KATANA ZIRCONIA UTML B3 COLLAR / T:18MM
KATANA ZIRCONIA UTML B4 COLLAR / T:14MM
KATANA ZIRCONIA UTML B4 COLLAR / T:18MM
KATANA ZIRCONIA UTML C1 COLLAR / T:14MM
KATANA ZIRCONIA UTML C1 COLLAR / T:18MM
KATANA ZIRCONIA UTML C2 COLLAR / T:14MM
KATANA ZIRCONIA UTML €2 COLLAR / T:18MM
KATANA ZIRCONIA UTML C3 COLLAR / T:14MM
KATANA ZIRCONIA UTML C3 COLLAR / T:18MM
KATANA ZIRCONIA UTML C4 COLLAR / T:14MM
KATANA ZIRCONIA UTML C4 COLLAR / T:18MM
KATANA ZIRCONIA UTML D2 COLLAR / T:14MM
KATANA ZIRCONIA UTML D2 COLLAR / T:18MM
KATANA ZIRCONIA UTML D3 COLLAR / T:14MM
KATANA ZIRCONIA UTML D3 COLLAR / T:18MM
KATANA ZIRCONIA UTML D4 COLLAR / T:14MM
KATANA ZIRCONIA UTML D4 COLLAR / T:18MM
KATANA ZIRCONIA YML A1 COLLAR / T:14MM
KATANA ZIRCONIA YML A1 COLLAR / T:18MM
KATANA ZIRCONIA YML A1 COLLAR / T:22MM
KATANA ZIRCONIA YML A2 COLLAR / T:14MM
KATANA ZIRCONIA YML A2 COLLAR / T:18MM
KATANA ZIRCONIA YML A2 COLLAR / T:22MM
KATANA ZIRCONIA YML A3 COLLAR / T:14MM
KATANA ZIRCONIA YML A3 COLLAR / T:18MM
KATANA ZIRCONIA YML A3 COLLAR / T:22MM
KATANA ZIRCONIA YML A3.5 COLLAR / T:14MM
KATANA ZIRCONIA YML A3.5 COLLAR / T:18MM
KATANA ZIRCONIA YML A3.5 COLLAR / T:22MM
KATANA ZIRCONIA YML A4 COLLAR / T:14MM
KATANA ZIRCONIA YML. A4 COLLAR / T:18MM
KATANA ZIRCONIA YML A4 COLLAR / T:22MM
KATANA ZIRCONIA YML B1 COLLAR / T:14MM
KATANA ZIRCONIA YML B COLLAR / T:18 MM
KATANA ZIRCONIA YML B1 COLLAR / T:22MM
KATANA ZIRCONIA YML B2 COLLAR / T:14MM
KATANA ZIRCONIA YML B2 COLLAR / T:18MM
KATANA ZIRCONIA YML B2 COLLAR / T:22MM
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125-8142EU
125-8153EU
125-8164EU
125-8172EU
125-8183EU
125-8194EU
125-8202EU
125-8213EU
125-8224t0
125-8232EU
125-8243EU
125-8254EU
125-8262&0
125-8273EU
125-8284EU
125-8292EU
125-8303EU
125-8314EU
125-8322EU
125-8333EU
125-8344EU
125-8772EU
125-8783EU
125-8794EU
125-8802EU
125-8813£U
125-8824EU
125-8832EU
125-8843EU
125-8854EU
125-8862EU
125-8873EU
125-8884EU
125-8392EU
125-8903EU
125-8914EU
125-8922EU
125-8933EU
125-8944EU
125-8952EU
125-8963EU
125-8974EU
125-8982EU
125-8993EU
125-9004tU
125-9012EU
125-9023EU
125-9034EU
125-9042EU

KATANA ZIRCONIA YMLE B3 COLLAR / T:14MM
KATANA ZIRCONIAYML B3 COLLAR / T:18MM
KATANA ZIRCONIA YML B3 COLLAR / T:22MM
KATANA ZIRCONIA YMI. C1 COLLAR / T:14MM
KATANA ZIRCONIA YML C1 COLLAR / T:18MM
KATANA ZIRCONIA YML C1 COLLAR / T:22MM
KATANA ZIRCONIA YML €2 COLLAR / T:14MM
KATANA ZIRCONIA YML C2 COLLAR / T:18MM
KATANA ZIRCONIA YML C2 COLLAR / T:22MM
KATANA ZIRCONIAYML C3 COLLAR / T:14MM
KATANA ZIRCONIA YML C3 COLLAR / T:18MM
KATANA ZIRCONIA YML C3 COLLAR / T:22MM
KATANA ZIRCONIA YML D2 COLLAR / T:14MM
KATANA ZIRCONIA YML D2 COLLAR / T:18MM
KATANA ZIRCONIA YML D2 COLLAR / T:22MM
KATANA ZIRCONIA YML D3 COLLAR / T:14MM
KATANA ZIRCONIA YML D3 COLLAR / T:18MM
KATANA ZIRCONIA YML D3 COLLAR / T:22MM
KATANA ZIRCONIA YML NW COLLAR / T:14MM
KATANA ZIRCONIA YML NW COLLAR / T:18MM
KATANA ZIRCONIA YML NW COLLAR / T:22MM
KATANA ZIRCONIA YML NAL COLLAR / T:14MM
KATANA ZIRCONIA YML NAL COLLAR / T:18MM
KATANA ZIRCONIAYML NAL COLLAR / T:22MM
KATANA ZIRCONIAYML NA2 COLLAR / T:14MM
KATANA ZIRCONIA YML NA2 COLLAR / T:18MM
KATANA ZIRCONIA YML NA2 COLLAR / T:22MM
KATANA ZIRCONIA YML NA3 COLLAR / T:14MM
KATANA ZIRCONIA YML NA3 COLLAR / T:18MM
KATANA ZIRCONIA YML NA3 COLLAR / T:22MM
KATANA ZIRCONIA YML NA3.5 COLLAR / T:14MM
KATANA ZIRCONIA YML NA3.5 COLLAR / T:18MM
KATANA ZIRCONIA YML NA3.5 COLLAR / T:22MM
KATANA ZIRCONIA YML NA4 COLLAR / T:14MM
KATANA ZIRCONIA YML NA4 COLLAR / T:18MM
KATANA ZIRCONIA YML NA4 COLLAR / T:22MM
KATANA ZIRCONIA HTML PLUS Al COLLAR / T:14MM
KATANA ZIRCONIA HTML. PLUS A1 COLLAR / T:18MM
KATANA ZIRCONIA HTML PLUS ALl COLLAR / T:22MM
KATANA ZIRCONIA HTME PLUS A2 COLLAR / T:14MM
KATANA ZIRCONIA HTML PLUS A2 COLLAR / T:18MM
KATANA ZIRCONIA HTML PLUS A2 COLLAR / T:22MM
KATANA ZIRCONIA HTML PLUS A3 COLLAR / T:14MM
KATANA ZIRCONIA HTML PLUS A3 COLLAR / T:18MM
KATANA ZIRCONIA HTML PLUS A3 COLLAR / T:22MM
KATANA ZIRCONIA HTML PLUS A3.5 COLLAR / T:14MM
KATANA ZIRCONIA HTML PLUS A3.5 COLLAR / T:18MM
KATANA ZIRCONIA HTML PLUS A3.5 COLLAR / T:22MM
KATANA ZIRCONIA HTML PLUS A4 COLLAR / T:14MM
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125-9053EU KATANA ZIRCONIA HTML PLUS A4 COLLAR / T:18MM
125-9064EU KATANA ZIRCONIA HTML PLUS A4 COLLAR / T:22MM
125-9072EU KATANA ZIRCONIA HTML PLUS B1 COLLAR / T:14MM
125-9083EU KATANA ZIRCONIA HTML PLUS B1 COLLAR / T:18MM
125-9094EU KATANA ZIRCONIA HTML PLUS B1 COLLAR / T:22MM
125-9102EU KATANA ZIRCONIA HTML PLUS B2 COLLAR / T:14MM
125-9113EU KATANA ZIRCONIA HTML PLUS B2 COLLAR / T:18MM
125-9124EU KATANA ZIRCONIA HTML PLUS B2 COLLAR / T:22MM
125-9132EU KATANA ZIRCONIA HTML PLUS B3 COLLAR / T:14MM
125-9143EU KATANA ZIRCONIA HTML PLUS B3 COLLAR / T:18MM
125-9154EU KATANA ZIRCONIA HTML PLUS B3 COLLAR / T:22MM
125-9162EU KATANA ZIRCONIA HTML PLUS C1 COLLAR / T:14MM
125-9173EU KATANA ZIRCONIA HTML PLUS C1 COLLAR / T:18MM
125-9184EU KATANA ZIRCONIA HTML PLUS C1 COLLAR / T:22MM
125-9192EU KATANA ZIRCONIA HTML PLUS C2 COLLAR / T:14MM
125-9203EU KATANA ZIRCONIA HTML PLUS C2 COLLAR / T:18MM
125-9214EU KATANA ZIRCONIA HTML PLUS C2 COLLAR / T:22MM
125-8222EU KATANA ZIRCONIA HTML PLUS C3 COLLAR / T:14MM
125-9233EU KATANA ZIRCONIA HTML PLUS C3 COLLAR / T:18MM
125-9244EU IKATANA ZIRCONIA HTML PLUS €3 COLLAR / T:22MM
125-9252EU KATANA ZIRCONIA HTML PLUS D2 COLLAR / T:14MM
125-9263EU KATANA ZIRCONIA HTML PLUS D2 COLLAR / T:18MM
125-9274EU KATANA ZIRCONIA HTML PLUS D2 COLLAR / T:22MM
125-9282EU KATANA ZIRCONIA HTML PLUS D3 COLLAR / T:14MM
125-9293EU KATANA ZIRCONIA HTML PLUS D3 COLLAR / T:18MM
125-9304EU KATANA ZIRCONIA HTML PLUS D3 COLLAR / T:22MM
125-9312EU KATANA ZIRCONIA HTML PLUS NW COLLAR / T:14MM
125-9323EU KATANA ZIRCONIA HTML PLUS NW COLLAR / T:18MM
125-9334EU KATANA ZIRCONIA HTML PLUS NW COLLAR / T:22MM

DATE: 01/08/2024

Addition/update of standard

OLD APPLIED STANDARDS

EN ISO 13485: 2016+AC: 2018, EN 1641: 2009, ISO 9693:2019,

ISO 6872:2015, I1SO 7405:2018, EN 1SO 10993-1:2020,
MEDDEV.2.7.1 Rev.4, EN I1SO 15223-1:2021, EN 1041:2008+A1:2013,
EN ISO 14971:2019+A11:2021,

NEW APPLIED STANDARDS

EN ISO 13485: 2016+AC: 2018, EN 1641: 2009, ISO 9693:2019,
I1SO 6872:2015, 1SO 7405:2018, EN 1SO 10993-1:2020,
MEDDEV.2.7.1 Rev.4, EN 1SO 15223-1:2021, 1SO 20417:2021,
EN ISO 14971:2019+A11:2021,

DATE: 01/08/2024
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