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EU Declaration of Conformity according to
Medical Device Regulation MDR 2017/745 Annex IV

We hereby declare that this EU Declaration of Conformity is issued under the sole responsibility of the
manufacturer and the below mentioned products meet the provisions of the EU Regulation above. All
supporting documentation is retained on the premises of the manufacturer and the Notified Body.

ivoclar

Product(s) IPS InLine
Basic-UDI-DI 76152082ACERAO11ET
Document-ID OTCS6713073
Document Version 1.0
Legal manufacturer
Ivoclar Vivadent AG Phone +423 / 235 35 35, Fax +423 / 235 33 60

www.ivoclar.com

Legal Form: Joint Stock Company
Corporate Headquarters: 9494 Schaan
Registration No.: FL-0001.001.595-7
VAT No.: 50639

Bendererstrasse 2
9494 Schaan/Liechtenstein
www.ivoclar.com

EU Declaration of Conformity Information

SRN

LI-MF-000000522

Intended Purpose

Ceramic veneering materials for metal frameworks (CTE range of 13.8 —
15.0 x 10-¢/K (25-500°C); fabrication of layered veneers.

Category MDN 1103 Non-active dental implants and dental materials
(MDCG 2019-14)
EMDN Code + term Q0100699 Materials for the preparation of custom-made dental
devices - other
MDS Code MDS 1007
MDT Code MDT 2003
MDT 2011
EU Risk Classification . : C€ 0123
(MDR Annex Vill) Medical Device Class lla
gonfocflmity Assessment Quality Management System
rocedure . .
(MDR Annex IX) 1 Assessment of the Technical Documentation
Notified Body Address TUV SUD Product Service GmbH
Ridlerstrasse 65
80339 Miinchen
Deutschland
EC Certificate No. G10 043306 0270 Rev. 01
Valid until 2026-05-04
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000593146 IPS InLine Incisal 20 g 1 CLASS lIA 8
000593147 IPS InLine Incisal 20 g 2 CLASS lIA 8
000593148 IPS InLine Incisal 20 g 3 CLASS lIA 8
000593150 IPS InLine Incisal 100 g 1 CLASS lIA 8
000593151 IPS InLine Incisal 100 g 2 CLASS lIA 8
000593152 IPS InLine Incisal 100 g 3 CLASS lIA 8
000593160 IPS InLine System Opaquer A1 3g CLASS 1A 8
000593161 IPS InLine System Opaquer A2 3g CLASS 1A 8
000593162 IPS InLine System Opaquer A3 3g CLASS IIA 8
000593163 IPS InLine System Opaquer A3.5 3g CLASS 1A 8
000593164 IPS InLine System Opaquer A4 3g CLASS 1A 8
000593165 IPS InLine System Opaquer B13 g CLASS 1A 8
000593166 IPS InLine System Opaquer B2 3g CLASS 1A 8
000593167 IPS InLine System Opaquer B3 3g CLASS 1A 8
000593168 IPS InLine System Opaquer B4 3g CLASS 1A 8
000593169 IPS InLine System Opaquer C13g CLASS 1A 8
000593170 IPS InLine System Opaquer C2 3g CLASS 1A 8
000593171 IPS InLine System Opaquer C3 3g CLASS 1A 8
000593172 IPS InLine System Opaquer C4 3g CLASS lIA 8
000593173 IPS InLine System Opaquer D2 3g CLASS lIA 8
000593174 IPS InLine System Opaquer D3 3g CLASS lIA 8
000593175 IPS InLine System Opaquer D4 3g CLASS IIA 8
000593177 IPS InLine System Opaquer A1 9g CLASS lIA 8
000593178 IPS InLine System Opaquer A2 9g CLASS IIA 8
000593179 IPS InLine System Opaquer A3 9g CLASS lIA 8
000593180 IPS InLine System Opag. A-D 9 g A3.5 CLASS lIA 8
000593181 IPS InLine System Opaquer A4 99 CLASS lIA 8
000593182 IPS InLine System Opaquer B19g CLASS lIA 8
000593183 IPS InLine System Opaquer B2 99 CLASS lIA 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000593184 IPS InLine System Opagquer B3 9g CLASS IIA 8
000593185 IPS InLine System Opaquer B4 9g CLASS lIA 8
000593186 IPS InLine System Opaquer C19g CLASS lIA 8
000593187 IPS InLine System Opaquer C2 99 CLASS IIA 8
000593188 IPS InLine System Opaquer C3 99 CLASS lIA 8
000593189 IPS InLine System Opaquer C4 9g CLASS lIA 8
000593190 IPS InLine System Opaquer D2 99 CLASS 1A 8
000593191 IPS InLine System Opaquer D3 9g CLASS 1A 8
000593192 IPS InLine System Opaquer D4 9g CLASS IIA 8
000593194 IPS InLine Margin A-D 20 g A1 CLASS 1A 8
000593195 IPS InLine Margin A-D 20 g A2 CLASS 1A 8
000593196 IPS InLine Margin A-D 20 g A3 CLASS 1A 8
000593197 IPS InLine Margin A-D 20 g A3.5 CLASS 1A 8
000593198 IPS InLine Margin A-D 20 g A4 CLASS 1A 8
000593199 IPS InLine Margin A-D 20 g B1 CLASS 1A 8
000593200 IPS InLine Margin A-D 20 g B2 CLASS 1A 8
000593201 IPS InLine Margin A-D 20 g B3 CLASS 1A 8
000593202 IPS InLine Margin A-D 20 g B4 CLASS 1A 8
000593203 IPS InLine Margin A-D 20 g C1 CLASS IIA 8
000593204 IPS InLine Margin A-D 20 g C2 CLASS IIA 8
000593205 IPS InLine Margin A-D 20 g C3 CLASS IIA 8
000593206 IPS InLine Margin A-D 20 g C4 CLASS IIA 8
000593207 IPS InLine Margin A-D 20 g D2/D3 CLASS 1A 8
000593208 IPS InLine Margin A-D 20 g D4 CLASS IIA 8
000593210 IPS InLine Deep Dentin A-D 20 g A1 CLASS IIA 8
000593211 IPS InLine Deep Dentin A-D 20 g A2 CLASS IIA 8
000593212 IPS InLine Deep Dentin A-D 20 g A3 CLASS IIA 8
000593213 IPS InLine Deep Dentin A-D 20 g A3.5 CLASS lIA 8
000593214 IPS InLine Deep Dentin A-D 20 g A4 CLASS lIA 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000593215 IPS InLine Deep Dentin A-D 20 g B1 CLASS lIA 8
000593216 IPS InLine Deep Dentin A-D 20 g B2 CLASS lIA 8
000593217 IPS InLine Deep Dentin A-D 20 g B3 CLASS lIA 8
000593218 IPS InLine Deep Dentin A-D 20 g B4 CLASS lIA 8
000593219 IPS InLine Deep Dentin A-D 20 g C1 CLASS lIA 8
000593220 IPS InLine Deep Dentin A-D 20 g C2 CLASS lIA 8
000593221 IPS InLine Deep Dentin A-D 20 g C3 CLASS lIA 8
000593222 IPS InLine Deep Dentin A-D 20 g C4 CLASS lIA 8
000593223 IPS InLine Deep Dentin A-D 20 g D2/D3 CLASS IIA 8
000593224 IPS InLine Deep Dentin A-D 20 g D4 CLASS 1A 8
000593226 IPS InLine Dentin A-D 20 g A1 CLASS 1A 8
000593227 IPS InLine Dentin A-D 20 g A2 CLASS 1A 8
000593228 IPS InLine Dentin A-D 20 g A3 CLASS 1A 8
000593229 IPS InLine Dentin A-D 20 g A3.5 CLASS 1A 8
000593230 IPS InLine Dentin A-D 20 g A4 CLASS 1A 8
000593231 IPS InLine Dentin A-D 20 g B1 CLASS lIA 8
000593232 IPS InLine Dentin A-D 20 g B2 CLASS 1A 8
000593233 IPS InLine Dentin A-D 20 g B3 CLASS 1A 8
000593234 IPS InLine Dentin A-D 20 g B4 CLASS IIA 8
000593235 IPS InLine Dentin A-D 20 g C1 CLASS IIA 8
000593236 IPS InLine Dentin A-D 20 g C2 CLASS IIA 8
000593237 IPS InLine Dentin A-D 20 g C3 CLASS IIA 8
000593238 IPS InLine Dentin A-D 20 g C4 CLASS IIA 8
000593239 IPS InLine Dentin A-D 20 g D2 CLASS IIA 8
000593240 IPS InLine Dentin A-D 20 g D3 CLASS IIA 8
000593241 IPS InLine Dentin A-D 20 g D4 CLASS IIA 8
000593242 IPS InLine Cerv. Dentin A-D 20 g D2/D3 CLASS lIA 8
000593244 IPS InLine Dentin A-D 100 g A1 CLASS lIA 8
000593245 IPS InLine Dentin A-D 100 g A2 CLASS lIA 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000593246 IPS InLine Dentin A-D 100 g A3 CLASS 1A 8
000593247 IPS InLine Dentin A-D 100 g A3.5 CLASS 1A 8
000593248 IPS InLine Dentin A-D 100 g A4 CLASS 1A 8
000593249 IPS InLine Dentin A-D 100 g B1 CLASS 1A 8
000593250 IPS InLine Dentin A-D 100 g B2 CLASS I1A 8
000593251 IPS InLine Dentin A-D 100 g B3 CLASS I1A 8
000593252 IPS InLine Dentin A-D 100 g B4 CLASS 1A 8
000593253 IPS InLine Dentin A-D 100 g C1 CLASS I1A 8
000593254 IPS InLine Dentin A-D 100 g C2 CLASS lIA 8
000593255 IPS InLine Dentin A-D 100 g C3 CLASS 1A 8
000593256 IPS InLine Dentin A-D 100 g C4 CLASS 1A 8
000593257 IPS InLine Dentin A-D 100 g D2 CLASS 1A 8
000593258 IPS InLine Dentin A-D 100 g D3 CLASS 1A 8
000593259 IPS InLine Dentin A-D 100 g D4 CLASS IIA 8
000593262 IPS InLine Transpa Incisal 20 g 1 CLASS 1A 8
000593263 IPS InLine Transpa Incisal 20 g 2 CLASS 1A 8
000593264 IPS InLine Transpa Incisal 20 g 3 CLASS 1A 8
000593266 IPS InLine Transpa Incisal 100 g 1 CLASS 1A 8
000593267 IPS InLine Transpa Incisal 100 g 2 CLASS lIA 8
000593268 IPS InLine Transpa Incisal 100 g 3 CLASS lIA 8
000593271 IPS InLine Occlusal Dentin 20 g orange CLASS 1A 8
000593272 IPS InLine Occlusal Dentin 20 g brown CLASS IIA 8
000593273 IPS InLine Mamelon Masse 20 g light CLASS 1A 8
000593275 IPS InLine Opal Effect 20 g 1 CLASS IIA 8
000593276 IPS InLine Opal Effect 20 g 2 CLASS IIA 8
000593277 IPS InLine Opal Effect 20 g 3 CLASS IIA 8
000593278 IPS InLine Opal Effect 20 g 4 CLASS IIA 8
000593279 IPS InLine Opal Effect 20 g 5 CLASS 1A 8
000593280 IPS InLine Opal Effect 20 g violet CLASS 1A 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000593281 IPS InLine Cervical Incisal 20 g orange CLASS lIA 8
000593283 IPS InLine Transpa 20 g clear CLASS lIA 8
000593284 IPS InLine Transpa 20 g blue CLASS lIA 8
000593285 IPS InLine Transpa 100 g clear CLASS IIA 8
000593287 IPS InLine Gingiva Opaquer 3 g pink CLASS lIA 8
000593289 IPS InLine Gingiva 20 g 1 CLASS lIA 8
000593290 IPS InLine Gingiva 20 g 2 CLASS lIA 8
000593291 IPS InLine Gingiva 20 g 3 CLASS lIA 8
000593292 IPS InLine Gingiva 20 g 4 CLASS lIA 8
000593293 IPS InLine Gingiva20g 5 CLASS 1A 8
000593295 IPS InLine Intensiv Gingiva 20 g 1 CLASS 1A 8
000593296 IPS InLine Intensiv Gingiva 20 g 2 CLASS 1A 8
000593297 IPS InLine Intensiv Gingiva 20 g 3 CLASS 1A 8
000593298 IPS InLine Intensiv Gingiva 20 g 4 CLASS 1A 8
000593323 IPS InLine System Opaquer 1g F CLASS 1A 8
000593325 IPS InLine System Opaquer white 3g CLASS 1A 8
000593326 IPS InLine System Opagquer violet 3g CLASS 1A 8
000593327 IPS InLine System Opaquer brown 3g CLASS 1A 8
000593328 IPS InLine System Opaquer incisal 3g CLASS lIA 8
000593330 IPS InLine System Opaquer white 99 CLASS lIA 8
000593331 IPS InLine System Opaquer violet 9g CLASS lIA 8
000593332 IPS InLine System Opaquer brown 99 CLASS IIA 8
000593333 IPS InLine System Opaquer incisal 99 CLASS lIA 8
000593343 IPS InLine Add-On 20 g CLASS IIA 8
000593344 IPS InLine Add-On Margin 20 g CLASS IIA 8
000593345 IPS InLine System Opagq Lig Ref 15ml CLASS lIA 8
000593346 IPS InLine Margin Build-Up Liquid 60 ml CLASS IIA 8
000593348 IPS InLine System BuildUp Lig L 60ml CLASS lIA 8
000593349 IPS InLine System BuildUp Lig P 60m CLASS lIA 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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Attachment to EU Declaration of Conformity (MDR) of

ivoclar

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000593351 IPS InLine System Build-Up Lig L 250 CLASS lIA 8
000593352 IPS InLine System Build-Up Lig P 250 CLASS lIA 8
000600096 IPS InLine Mamelon Masse 20g yellow-oran CLASS lIA 8
000600097 IPS InLine Mamelon Masse 20 g salmon CLASS lIA 8
000600098 IPS InLine Cervical Incisal 20 g yellow CLASS lIA 8
000600099 IPS InLine Transpa 20 g neutral CLASS lIA 8
000600100 IPS InLine Transpa 20 g brown-grey CLASS lIA 8
000600101 IPS InLine Transpa 100 g neutral CLASS 1A 8
000602386 IPS InLine System Add-0n 690°C 20g CLASS lIA 8
000602930 IPS InLine System Opaquer 3g BL1/BL2 CLASS IIA 8
000602931 IPS InLine System Opaquer 3g BL3/BL4 CLASS 1A 8
000602933 IPS InLine System Opaquer 9g BL1/BL2 CLASS 1A 8
000602934 IPS InLine System Opaquer 99 BL3/BL4 CLASS 1A 8
000602972 IPS InLine Dentin 20 g BL1 CLASS 1A 8
000602973 IPS InLine Dentin 20 g BL2 CLASS 1A 8
000602974 IPS InLine Dentin 20 g BL3 CLASS 1A 8
000602975 IPS InLine Dentin 20 g BL4 CLASS IIA 8
000602977 IPS InLine Dentin 100 g BL1 CLASS IIA 8
000602978 IPS InLine Dentin 100 g BL2 CLASS IIA 8
000602979 IPS InLine Dentin 100 g BL3 CLASS IIA 8
000602980 IPS InLine Dentin 100 g BL4 CLASS IIA 8
000602981 IPS InLine Incisal 20 g BL CLASS IIA 8
000602982 IPS InLine Incisal 100 g BL CLASS IIA 8
000631850 IPS InLine One Dentcisal 20 g BL CLASS IIA 8
000631851 IPS InLine One Dentcisal 20 g 1 CLASS lIA 8
000631852 IPS InLine One Dentcisal 20 g 2 CLASS lIA 8
000631853 IPS InLine One Dentcisal 20 g 3 CLASS lIA 8
000631854 IPS InLine One Dentcisal 20 g 4 CLASS lIA 8
000631855 IPS InLine One Dentcisal 20 g 5 CLASS lIA 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to

the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000631856 IPS InLine One Dentcisal 20 g 6 CLASS 1A 8
000631857 IPS InLine One Dentcisal 100 g Shade BL CLASS 1A 8
000631858 IPS InLine One Dentcisal 100 g Shade 1 CLASS 1A 8
000631859 IPS InLine One Dentcisal 100 g Shade 2 CLASS 1A 8
000631860 IPS InLine One Dentcisal 100 g Shade 3 CLASS I1A 8
000631861 IPS InLine One Dentcisal 100 g Shade 4 CLASS I1A 8
000631862 IPS InLine One Dentcisal 100 g Shade 5 CLASS 1A 8
000631863 IPS InLine One Dentcisal 100 g Shade 6 CLASS I1A 8
000649127 IPS InLine Sy Pow Opaquer 18g BL1/BL2 CLASS IIA 8
000649128 IPS InLine Sy Pow Opaquer 189 BL3/BL4 CLASS IIA 8
000649171 IPS InLine Sy Powder Opaquer 18g A1 CLASS 1A 8
000649172 IPS InLine Sy Powder Opaquer 18g A2 CLASS 1A 8
000649173 IPS InLine Sy Powder Opaquer 18g A3 CLASS 1A 8
000649174 IPS InLine Sy Powder Opaquer 18g A3.5 CLASS 1A 8
000649175 IPS InLine Sy Powder Opaquer 18g A4 CLASS 1A 8
000649176 IPS InLine Sy Powder Opaquer 18g B1 CLASS 1A 8
000649177 IPS InLine Sy Powder Opaquer 18g B2 CLASS 1A 8
000649178 IPS InLine Sy Powder Opaquer 18g B3 CLASS 1A 8
000649179 IPS InLine Sy Powder Opaquer 18g B4 CLASS IIA 8
000649180 IPS InLine Sy Powder Opaquer 18g C1 CLASS lIA 8
000649181 IPS InLine Sy Powder Opaquer 18g C2 CLASS lIA 8
000649182 IPS InLine Sy Powder Opaquer 18g C3 CLASS IIA 8
000649183 IPS InLine Sy Powder Opaquer 18g C4 CLASS lIA 8
000649184 IPS InLine Sy Powder Opaquer 18g D2 CLASS IIA 8
000649185 IPS InLine Sy Powder Opaquer 18g D3 CLASS lIA 8
000649186 IPS InLine Sy Powder Opaquer 18g D4 CLASS lIA 8
000649187 IPS InLine Sy Powder Opaquer 80g A1 CLASS lIA 8
000649188 IPS InLine Sy Powder Opaquer 80g A2 CLASS lIA 8
000649189 IPS InLine Sy Powder Opaquer 80g A3 CLASS lIA 8

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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ivoclar

Attachment to EU Declaration of Conformity (MDR) of

IPS INLINE
Article No. Description MDR Classification (EU) Rule MDR
(EV)
000649191 IPS InLine Sy Powder Opaquer 80g A3.5 CLASS IIA 8
000649192 IPS InLine Sy Powder Opaquer 80g A4 CLASS lIA 8
000649193 IPS InLine Sy Powder Opaquer 80g B1 CLASS lIA 8
000649194 IPS InLine Sy Powder Opaquer 80g B2 CLASS IIA 8
000649195 IPS InLine Sy Powder Opaquer 80g B3 CLASS lIA 8
000649196 IPS InLine Sy Powder Opaquer 80g B4 CLASS lIA 8
000649197 IPS InLine Sy Powder Opaquer 80g C1 CLASS 1A 8
000649198 IPS InLine Sy Powder Opaquer 80g C2 CLASS 1A 8
000649199 IPS InLine Sy Powder Opaquer 80g C3 CLASS IIA 8
000649200 IPS InLine Sy Powder Opaquer 80g C4 CLASS 1A 8
000649201 IPS InLine Sy Powder Opaquer 80g D2 CLASS 1A 8
000649202 IPS InLine Sy Powder Opaquer 80g D3 CLASS 1A 8
000649203 IPS InLine Sy Powder Opaquer 80g D4 CLASS 1A 8
000649204 IPS InLine Gingiva Pow Opaquer 18g pink CLASS 1A 8
000649205 IPS InLine Sy Int Pow Opaquer 18g white CLASS 1A 8
000649206 IPS InLine Sy Int Pow Opaquer 18g violet CLASS 1A 8
000649207 IPS InLine Sy Int Pow Opaquer 18g brown CLASS 1A 8
000649208 IPS InLine Sy Int Pow Opaquer 18g incis. CLASS 1A 8
000649209 IPS InLine Sy Pow Opaquer Liquid 60ml CLASS IIA 8
000649210 IPS InLine Sy Pow Opaquer Liquid 250m| CLASS IIA 8

Schaan, 13.02.2024

(this document is valid without signature)

The suffix of the article number (e.g. "AN", "EN", "AL", "WW") is only used for in-house reference and relates to
the language version and/or electrical plug of the product. The suffix does not belong to the official article number.
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