FLEXAFIL SACI

Version: 1.2

EU Declaration of Conformity Date: 11/12/2024

Declaration of Conformity

Polymeric Resins for dental prostheses, pain release, splints and dental
prostheses retainers

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017
concerning Medical Devices

The undersigned declares, under their sole responsibility, that the products described in this
document meet the Council provisions that apply to them and the CE Mark may be affixed,

General Product
Name:

Polymeric Resins for dental prostheses, pain release, splints and dental
prostheses retainers

Legal Manufacturer:
(Name on Label)

FLEXAFIL SACI ‘
Leopoldo Marechal 1308
Ciudad Autonoma De Buenos Aires

C1414BYE
: Argentina
Manufacturers SRN: | Not Yet Available
Basic UDI-DI: 30522838442INYECTABLESF2
Variants: As per Appendix Il (This document) = Product Listing/Schedule

Intended Purpose:

The different polymeric resins are used to produce partial and full
dentures, temporary crowns and bridges, clasps, attachment, telescopic
work and for splints. ey ;

Representative SRN:

MDR Classification: | Class | = Rule V

Notified Body: Not Applicable

EC Certificate: Not Applicable

EU Authorised Advena Limited. Tower Business Centre, 2" FIr., Tower Street, Swatar, BKR | -
| Representative: 4013 Malta. shech] :

EUAuthorised ~ |\ ) b 000000234

Medigal Device
Regulation
Assessment Route:

Issuing of the Declaration of Conformity in accordance with Article 19
after drawing up the technical documentation laid out in Annexes Ii and Il
of the EU MDR 2017/745,
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Appendix | = Applicable Standards

This present declaration is also In conformity with the following European standards and Common
Specifications (CS):

Standard/CS/Document Name
2017/745

Description
Regulation (EU) 2017/745 of the European Parliament and of the
Council of 5 April 2017 concerning Medical Devices
Medical Devices — Quality Management Systems — Requirements
for Regulatory Purposes
Medical Devices — Application of Risk Management to Medical
Devices
Medical devices. Symbols to be used with information to be
supplied by the manufacturer - General requirements
Medical devices. Information to be supplied by the manufacturer

o

EN1SO 13485:2016+A11:2021

EN (SO 14971:2019+A11:2021

EN 1SO 15223-1:2021
EN ISO 20417:2021

Appendix Il - Product Listing/Schedule

cata"’gd’;:'n“lmbe’ / Device Name EMDN Code
INYECTABLES Polymeric' Resins for dental prostheses, pain release, Q010699
splints and dental prostheses retainers
7798399351997 Thermoforming Sabilex sheets P211/60 and Q010699
Thermoformer
7798399351980 Resin Sabilex PremiumFlex GEN1 IPFGEN1 Q010699 i
7798399351973 Empty Cartridge Q010699
7798399351966 Microinyectora Sabilex Q010699
7798399351959 Resin Sabilex FlexiAcetal GEN1 IFAGEN1 Q010699
7798399351942 Resin Sabilex FlexiAcryl GEN2 IAFGEN2 Q010699
7798399351935 Resin Sabilex FlexiAcryl GEN1 IAFGEN1 Q010699
7798399351928 Resin Sabilex FlexiUltra GEN2 IFUGEN2 Q010699
7798399351911 Resin Sabilex FlexiUltra GEN1 IFUGEN1 Q010699
7798399351904 Resin Sabilex FlexiFast GEN2 IFFGEN2 Q010699 =
7798399351898 Resin Sabilex FlexiFast GEN1 IFFGEN1 Q010699
7798399351881 Resin Sabilex PremiumFlex 245 50 IPF24550 Q010699
7798399351874 Resin Sabilex PremiumFlex 245 XL D 25 IPF245XL25 Q010699
7798399351867 Resin Sabilex PremiumFlex 245 XL D 22 IPF245X122 Q010699
7798399351850 Resin Sabilex PremiumFlex 245 LD 25 IPF245L25 Q010699
7798399351843 Resin Sabilex PremiumFlex 245 LD 22 IPF245122 Q010699
7798399351836 Resin Sabilex PremiumFlex 245 M D 25 IPF245M25 Q010699
7798399351829 Resin Sabilex PremiumFlex 245 M D 22 IPF245M22 Q010699 %
7798399351812 Resin Sabilex PremiumFlex 245 S D 25 IPF245525 Q010699 e
7798399351805 Resin Sabilex PremiumFlex 245 S D 22 IPF245522 Q010699
7798399351799 Resin Sabilex PremiumFlex 238 50 IPF23850 Q010699
7798399351782 Resin Sabilex PremiumFlex 238 XL D 25 IPF238XL25 Q010699
7798399351775 Resin Sabilex PremiumFlex 238 XL D 22 IPF238XL22 Q010699
7798399351768 Resin Sabilex PremiumFlex 238 LD 25 IPF238L25 Q010699
7798399351751 Resin Sabilex PremiumFlex 238 LD 22 IPF238122 Q010699
7798399351744 Resin Sabilex PremiumFlex 238 M D 25 IPF238M25 Q010699
7798399351737 Resin Sabilex PremiumFlex 238 M D 22 IPF238M22 Q010699 o
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7798399351720 Resin Sabilex PremiumFlex 238 S D 25 IPF238525 Q010699

7798399351713 Resin Sabilex PremiumFlex 238 S D 22 IPF238522 Q010699

7798399351706 Resin Sabilex BioStrong CW 50 IBSCW50 Q010699

7798399351690 Resin Sabilex BioStrong CW L D 25 IBSCWL25 Q010699

7798399351683 Lubricante Alta Temperatura 1560 Q010699

7798399351676 Resin Sabilex BioStrong CW M D 25 IBSCWM25 Q010699

7798399351669 Resin Sabilex BioStrong CW M D 22 IBSCWM22 Q010699

7798399351652 Resin Sabilex BioStrong CW S D 25 IBSCWS25 Q010699

7798399351645 Resin Sabilex BioStrong CW S D 22 IBSCWS22 Q010699

7798399351638 Resin Sahilex BioStrong C 50 IBSC50 Q010699

7798399351621 Resin Sabilex BioStrong C L D 25 IBSCL25 Q010699

7798399351614 Resin Sabilex BioStrong C L D 22 IBSCL22 Q010699

7798399351607 Resin Sabilex BioStrong C M D 25 IBSCM25 Q010699

7798399351591 Resin Sabilex BioStrong C M D 22 IBSCM22 Q010699

7798399351584 Resin Sabilex BioStrong C S D 25 IBSCS25 Q010699 . BE

7798399351577 Resin Sabilex BioStrong C S D 22 IBSCS22 Q010699 i T =

7798399351560 Resin Sabilex FlexiAcetal PINK2 50 IFAPINK250 Q010699 : x

7798399351553 Resin Sabilex FlexiAcetal PINK2 L D 25 IFAPINK2L25 Q010699

7798399351546 Resin Sabilex FlexiAcetal PINK2 LD 22 IFAPINK2L22 Q010699

7798399351539 Resin Sabilex FlexiAcetal PINK2 M D 25 IFAPINK2M25 Q010699

7798399351522 Resin Sabilex FlexiAcetal PINK2 M D 22 IFAPINK2M22 '‘Q010699

7798399351515 Resin Sabilex FlexiAcetal PINK2 S D 25 IFAPINK2S25 Q010699

7798399351508 Resin Sabilex FlexiAcetal D3 50 IFAD350 Q010699 -

7798399351492 Resin Sabilex FlexiAcetal D3 L D 25 IFAD3L25 Q010699

7798399351485 Resin Sabilex FlexiAcetal D3 L D 22 IFAD3L22 Q010699

7798399351478 Resin Sabilex FlexiAcetal D3 M D 25 IFAD3M25 Q010699

7798399351461 Resin Sabilex FlexiAcetal D3. M D 22 IFAD3M22 Q010699

7798399351454 Resin Sabilex FlexiAcetal D3 S D 25 IFAD3525 Q010699

7798399351447 Resin Sabilex FlexiAcetal C3 50 IFAC350 Q010699

7798399351430 Resin Sabilex FlexiAcetal C3 L D 25 IFAC3L25 Q010699 3

7798399351423 Resin Sabilex FlexiAcetal C3 L D 22 IFAC3L22 Q010699 | i
7798399351416 Resin Sabilex FlexiAcetal C3 M D 25 IFAC3M25 Q010699 :
7798399351409 Resin Sabilex FlexiAcetal C3 M D 22 IFAC3M22 Q010699

7798399351393 Resin Sabilex FlexiAcetal C3- S D 25 IFAC3S25 Q010699

7798399351386 Resin Sabilex FlexiAcetal C2 50 IFAC250 Q010699

7798399351379 Resin Sabilex FlexiAcetal C2 L D 25 IFAC2L25 Q010699

7798399351362 Resin Sabilex FlexiAcetal C2 LD 22 IFAC2L22 Q010699

7798399351355 Resin Sabilex FlexiAcetal C2 M D 25 IFAC2M25 Q010699 - ) :
7798399351348 Resin Sabilex FlexiAcetal C2 M D 22 IFAC2M22 Q010699 , e
7798399351331 Resin Sabilex FlexiAcetal C2 S D 25 IFAC2525 Q010699 :
7798399351324 Resin Sabilex FlexiAcetal B3 50 IFAB350 Q010699

7798399351317 Resin Sabilex FlexiAcetal B3 L D 25 IFAB3L25 Q010699

7798399351300 Resin Sabilex FlexiAcetal B3 L D 22 IFAB3L22 Q010699

7798399351294 Resin Sabilex FlexiAcetal B3 M D 25 IFAB3M25 Q010699

7798399351287 Resin Sabilex FlexiAcetal B3 M D 22 IFAB3M22 Q010699

7798399351270 Resin Sabilex FlexiAcetal B3 S D 25 IFAB3S25 Q010699
7798399351263 Resin Sabilex FlexiAcetal A4 50 IFAA450 Q010699 g
7798399351256 Resin Sabilex FlexiAcetal A4 L D 25 IFAA4L25 Q010699

7798399351249 - Resin Sabilex FlexiAcetal A4 L D 22 IFAA4L22 Q010699
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7798399351232 Resin Sabilex FlexiAcetal A4 M D 25 IFAAAM25 Q010699
7798399351225 Resin Sabilex FlexiAcetal A4 M D 22 IFAA4M22 Q010699
7798399351218 Resin Sabilex FlexiAcetal A4 S D 25 IFAA4525 Q010659
7798399351201 Resin Sabilex FlexiAcetal A35 50 IFAA3550 Q010699
7798399351195 Resin Sabilex FlexiAcetal A35 LD 25 IFAA35L25 Q010699
7798399351188 Resin Sabilex FlexiAcetal A35 LD 22 IFAA35L22 Q010699
7798399351171 Resin Sabilex FlexiAcetal A35 M D 25 IFAA35M25 Q010699
7798399351164 Resin Sabilex FlexiAcetal A35 M D 22 IFAA35M22 Q010699
7798399351157 Resin Sabilex FlexiAcetal A35 S D 25 IFAA35525 Q010699
7798399351140 Resin Sabilex FlexiAcetal A2 50 IFAA250 Q010699
7798399351133 Resin Sabilex FlexiAcetal A2 LD 25 IFAA2L25 Q010699
7798399351126 Resin Sabilex FlexiAcetal A2 L D 22 IFAA2L22 Q010699
7798399351119 Resin Sabilex FlexiAcetal A2 M D 25 IFAA2M25 Q010699
7798399351102 Resin Sabilex FlexiAcetal A2 M D 22 IFAA2M22 Q010699
7798399351096 Resin Sabilex FlexiAcetal A2 S D 25 IFAA2525 Q010699
7798399351089 Resin Sabilex FlexiAcetal A1 50 IFAA150 Q010699
7798399351072 Resin Sabilex FlexiAcetal A1 L D 25 IFAA1L25 Q010699
7798399351065 Resin Sabilex FlexiAcetal A1l L D 22 IFAA1L22 Q010699
7798399351058 Resin Sabilex FlexiAcetal A1 M D 25 IFAA1IM25 Q010699
7798399351041 Resin Sabilex FlexiAcetal A1 M D 22 IFAA1M22 Q010699
7798399351034 Resin Sabilex FlexiAcetal A1 S D 25 IFAA1S25 Q010699
7798399351027 Resin Sabilex FlexiAcetal W2 50 IFAW250 Q010699
'[.7798399351010 Resin Sabilex FlexiAcetal W2 LD 25 IFAW2L25 Q010699
7798399351003 Resin Sabilex FlexiAcetal W2 LD 22 IFAW2L22 Q010699
7798399350990 Resin Sabilex FlexiAcetal W2 M D 25 IFAW2M25 Q010699
7798399350983 Resin Sabilex FlexiAcetal W2 M D 22 IFAW2M22 Q010699
7798399350976 Resin Sabilex FlexiAcetal W2 S D 25 IFAW2S525 Q010699
7798399350969 Resin Sabilex FlexiAcetal W1 50 IFAW150 Q010699
7798399350952 Resin Sabilex FlexiAcetal W1 LD 25 IFAW1L25 Q010699
-‘ 7798399350945 Resin Sabilex FlexiAcetal W1 LD 22 IFAW1L22 Q010699
7798399350938 Resin Sabilex FlexiAcetal W1 M D 25 IFAW1M25 Q010699
7798399350921 Resin Sabilex FlexiAcetal W1 M D 22 IFAW1M22 Q010699
7798399350914 Resin Sabilex FlexiAcetal W1 S D 25 IFAW1S25 Q010699
7798399350907 Resin Sabilex FlexiAcryl A4 50 |IAFA450 Q010699
7798399350891 Resin Sabilex FlexiAcryl A4 XL D 25 IAFA4XL25 Q010699
7798399350884 Resin Sabilex FlexiAcryl A4 XL D 22 IAFA4XL22 Q010699
7798399350877 Resin Sabilex FlexiAcryl A4 LD 25 IAFA4L25 Q010699
7798399350860 Resin Sabilex FlexiAcryl A4 LD 22 IAFA4L22 Q010699
" 7798399350853 Resin Sabilex FlexiAcryl A4 M D 25 IAFA4M25 Q010699
7798399350846 Resin Sabilex FlexiAcryl A4 M D 22 IAFA4M22 Q010699
7798399350839 Resin Sabilex FlexiAcryl A4 S D 25 |IAFA4525 Q010699
7798399350822 Resin Sabilex FlexiAcryl A4 S D 22 |IAFA4S522 Q010699
7798399350815 Resin Sabilex FlexiAcryl A2 50 IAFA250 Q010699
7798399350808 Resin Sabilex FlexiAcryl A2 XL D 25 IAFA2XL25 Q010699
.7798399350792 - Resin Sabilex FlexiAcryl A2 XL D 22 IAFA2XL22 Q010699
17798399350785 Resin Sabilex FlexiAcryl A2 LD 25 IAFA2L25 Q010699
7798399350778 Resin Sabilex FlexiAcryl A2 LD 22 IAFA2L22 Q010699
7798399350761 Resin Sabilex FlexiAcryl A2 M D 25 IAFA2M25 Q010699
7798399350754 Resin Sabilex FlexiAcryl A2 M D 22 IAFA2M22 Q010699
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7798399350747 Resin Sabilex FlexiAcryl A2 S D 25 IAFA2525 Q010699
7798399350730 Resin Sabilex FlexiAcryl A2 S D 22 |1AFA2522 Q010699
7798399350723 Resin Sabilex FlexiAcryl A0 50 IAFAQ50 Q010699
7798399350716 Resin Sabilex FlexiAcryl A0 XL D 25 IAFAOXL25 Q010699
7798399350709 Resin Sabilex FlexiAcryl AD XL D 22 IAFAOXL22 Q010699
7798399350693 Resin Sabilex FlexiAcryl A0 L D 25 IAFAOL25 Q010699
7798399350686 Resin Sabilex FlexiAcryl A0 LD 22 |IAFAOL22 Q010699
7798399350679 Resin Sabilex FlexiAcryl AO M D 25 IAFAOM25 Q010699
7798399350662 Resin Sabilex FlexiAcryl AO M D 22 IAFAOM22 Q010699
7798399350655 Resin Sabilex FlexiAcryl AO S D 25 IAFA0S25 Q010699
7798399350648 Resin Sabilex FlexiAcryl A0 S D 22 IAFA0S22 Q010699
7798399350631 Resin Sabilex FlexiUltra 20 50 IFU2050 Q010699
7798399350624 Resin Sabilex FlexiUltra 20 L D 25 IFU20L25 Q010699
7798399350617 Resin Sabilex FlexiUltra 20 M D 25 IFU20M25 Q010699
7798399350600 Resin Sabilex FlexiUltra 78 50 IFU7850 Q010699
7798399350594 Resin Sabilex FlexiUltra 78 LD 25 IFU78L25 Q010699
7798399350587 Resin Sabilex FlexiUltra 78 M D 25 IFU78M25 Q010699
7798399350570 Resin Sabilex FlexiUltra 35 50 IFU3550 Q010699
7798399350563 Resin Sabilex FlexiUltra 35 XL D 25 IFU35XL25 Q010699
7798399350556 Resin Sabilex FlexiUltra 35 XL D 22 IFU35XL22 Q010699
7798399350549 Resin Sabilex FlexiUltra 35 LD 25 IFU35L25 Q010699
7798399350532 Resin Sabilex FlexiUltra 35 LD 22 IFU35L22 Q010699
7798399350525 Resin Sabilex FlexiUltra 35 M D 25 IFU35M25 Q010699
7798399350518 Resin Sabilex FlexiUltra 35 M D 22 IFU35M22 Q010699
7798399350501 Resin Sabilex FlexiUltra 35 S D 25 IFU35525 Q010699
7798399350495 Resin Sabilex FlexiUltra 35 S D 22 IFU35522 Q010699
7798399350488 Resin Sabilex FlexiUltra 21 50 IFU2150 Q010699
7798399350471 Resin Sabilex FlexiUltra 21 L D 25 IFU21L25 Q0106399
7798399350464 Resin Sabilex FlexiUltra 21 M D 25 IFU21M25 Q010699
7798399350457 Resin Sabilex FlexiUltra 10 50 IFU1050 Q010699
7798399350440 Resin Sabilex FlexiUltra 10 XL D 25 IFU10XL25 Q010699
7798399350433 Resin Sabilex FlexiUltra 10 XL D 22 IFU10XL22 Q010699
7798399350426 Resin Sabilex FlexiUltra 10 L D 25 IFU10L25 Q010699
7798399350419 Resin Sabilex FlexiUltra 10 L D 22 IFU10L22 Q010699
7798399350402 Resin Sabilex FlexiUltra 10 M D 25 IFU10M25 Q010699
7798399350396 Resin Sabilex FlexiUltra 10 M D 22 IFU10M22 Q010699
7798399350389 Resin Sabilex FlexiUltra 10 S D 25 IFU10525 Q010699
7798399350372 Resin Sabilex FlexiUltra 10 S D 22 IFU10522 Q010699
7798399350365 Resin Sabilex FlexiFast 180 50 IFF18050 Q010699
7798399350358 Resin Sabilex FlexiFast 180 LD 25 IFF180L25 Q010699
7798399350341 Resin Sabilex FlexiFast 180 M D 25 IFF180M25 Q010699
7798399350334 Resin Sabilex FlexiFast 120 50 IFF12050 Q010699
7798399350327 Resin Sabilex FlexiFast 120 LD 25 IFF120L25 Q010699
7798399350310 Resin Sabilex FlexiFast 120 M D 25 IFF120M25 Q010699
7798399350303 Resin Sabilex FlexiFast 114 50 1FF11450 Q010699
7798399350297 Resin Sabilex FlexiFast 114 XL D 25 IFF114X125 Q010699
7798399350280 Resin Sabilex FlexiFast 114 XL D 22 IFF114XL22 Q010699
7798399350273 Resin Sabilex FlexiFast 114 LD 25 IFF114L25 Q010699

‘ 7798399350266 Resin Sabilex FlexiFast 114 LD 22 IFF114L22 Q010699

Page50f 6

Escaneado con CamScanner


https://v3.camscanner.com/user/download

o
Rt

FLEXAFIL SACI

S 42

Verslon: 1.2
EU Declaration of Conformity Date: 11/12/2024
7798399350259 Resin Sabllex FlexIFast 114 M D 25 IFF114M25 Q010699
7798399350242 Resin Sabilex FlexiFast 114 M D 22 IFF114M22 Q010699
7798399350235 Resln Sabilex FlexiFast 114 S D 25 [FF114525 Q010699
7798399350228 Resin Sabllex FlexiFast 114 SD 22 |FF114522 Q010699
7798399350211 Resin Sabilex FlexIFast 112 50 IFF11250 Q010699
7798399350204 Resin Sabilex FlexiFast 112 XL D 25 IFF112XL25 Q010699
7798399350198 Resin Sabllex FlexiFast 112 XL D 22 IFF112XL22 Q010699
7798399350181 Resin Sabilex FlexiFast 112 LD 25IFF112L25 Q010699
7798399350174 Resin Sabilex FlexIFast 112 LD 22 IFF112L22 Q010699
7798399350167 Resin Sabilex FlexiFast 112 M D 25 IFF112M25 Q010699
7798399350150 Resin Sabilex FlexiFast 112 M D 22 IFF112M22 Q010699
7798399350143 Resin Sabilex FlexiFast 112 S D 25 IFF112525 Q010699
7798399350136 Resin Sabilex FlexiFast 112 S D 22 IFF112522 Q010699
7798399350129 Resin Sabilex FlexiFast 110 50 IFF11050 Q010699
7798399350112 Resin Sabilex FlexiFast 110 XL D 25 IFF110XL25 Q010699
7798399350105 Resin Sabilex FlexiFast 110 XL D 22 IFF110XL22 Q010699
7798399350099 Resin Sabilex FlexiFast 110 LD 25 IFF110L25 Q010699
7798399350082 Resin Sabilex FlexiFast 110 LD 22 IFF110L22 Q010699
7798399350075 Resin Sabilex FlexiFast 110 M D 25 IFF110M25 Q010699
7798399350068 Resin Sabilex FlexiFast 110 M D 22 IFF110M22 Q010699
| 7798399350051 Resin Sabilex FlexiFast 110 S D 25 IFF110525 Q010699
| 7798399350044 Resin Sabilex FlexiFast 110 S D 22 IFF110S22 Q010699
7798399350037 Resin Sabilex FlexiFast 100 50 IFF10050 Q010699
7798399350020 Resin Sabilex FlexiFast 100 LD 25 IFF100L25 Q010699
7798399350013 Resin Sabilex FlexiFast 100 M D 25 IFF100M25 Q010699
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