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No| Standard No ubject

1 | IS0 13485: 2016 Medical devices Quality systems Requil for regulatory purposes

2 | 150 14971:2007 Medical devices —A of risk g to medical devices

3 | I5013504: 2012 Dentistry - General requirements for instruments and related accesseries used in dental implant placement and treatment

4 | 150 16443:2014 Dentistry - Vacabulary for dental implants systems and related procedure

5 | IS0/TR M175:1993 Dental imy —_ for ping dental im

6 | ISD 10451:2010 Dentistry — Contents of technical file for dental implant systems

7 | 1501281998 Technical drawings - General principles of presentation

a | IS0 2768-1 -I.General tolerances — Part 1: Tolerances for linear and angular dimensions without individual tolerance indications

9 | IS0 14405: 2016 Geometrical product specifications (GPS) - Dimensional tolerance

10 | ISO/NP 22683 Dentistry - Adaptability test between implant body and abutment in dental implant system

T | ASTM F67:2013 P for Unalloyed Titanium, for Surgical Implant Applications

12 | ASTM F136:2012 Standard Specification for ght T Aluminumd. ELI {Extra Low Interstitial) Alloy for Surgical Implant Applications
13 | AST EB/EEM :2016a Standard Test Methods for Tension Testing of Metallic Materials

14 | I50/TS 18130:2016 Dentistry Screw loosening test using cyclic torsional loading for implant body/implant abutment connection of endossecus dental implants
15 | ISO/TS 13498:20M Dentistry Tarsion test of implant bady /connecting part joints of endosseous dental implant systems

16 | 150 148012016 Dentistry —Implants— Dynamic loading test for endosseous dental implants

17 | 150 10993-1:2009 | AC:2010 Biological evaluation of medical devices— Part 1 Evaluation and testing within a risk management process

150 10993-2: 2006 Biological evaluation of medical devices, Part 2: Animal welfare requirements.
IS0 10993-3:2014 Blological evaluation of medical devices— Part 3; Tests for Geno taxicity, carcinogenicity and reproductive toxictty

20| 150 10993-5:2009 Biological evaluation of medical devices Part 5: Tests for in vitro cytotoxicity

21 | IS0 10993-6:2016 Biological evaluation of medical devices Part &: Tests for local effects after implantation

22 | I5010993-10:2013 Biological evaluation of medical devices Part 10: Tests for irritation and skin sensitization

23 | 5010993-n:2018 Bialogical evaluation of medical devices Part 11: Tests for systemic toxicity

24 | 150 10993-12:2012 Biological evaluation of medical devices - Part 12: Sample preparation and reference materials

25 | IS0 7405: 2018 | Dentistry - Evaluation of biocompatibility of medical devices used in dentistry

26 | IS0 10993-1: 2017 " Annex G | Test for material-mediated pyrogens in medical devices

27 | IS0 16498:2013 | Dentistry — Minimal dental implant data set for clinical use

28 | ISO/TS 22911:2016 Dentistry-Preclinical evaluation of dental implant systems — Animal test methods

29 | 150 11953:2010 Dentistry clinical perf of hand torque instruments
30 | 150 14155:200 Clinical investigation of medical devices for human subjects - Good clinical practice

31 | IS0 14644-1:2015 Cleanrooms and associated c Ajrbarne Particulate Cl Classes in C and Clean Zones

32 | EN 556-142:2001/ AC:2006 Sterilization of medical devices - Requirements for medical devices to be designated "STERILE® - Part 1

33 | EN556-2:2015 Sterilization of medical devices - Requirements for medical devices to be designated "STERILE® - Part 2

34 | 150 M37-3:2017 Steriliation of health care products - Radi 1~ Part 3: Guid, on v aspects of P , valid, and routine control
35 | ISO 11737-1: 2006 Sterilization of medical devices — Microbi ical —Part1: ofa of mic on products

5 | Boigsrsisses Sterilization of medical devices— Microbiological methods — Part 2: Tests of sterility perf d in the defini L and

maintenance of a sterilization proc lidation and mail e of a sterilization process

37 | ISO N607: 2019 Packaging for terminally sterilized medical devices —— Part 1: Requirements for materials, sterile barrier systems and packaging systems
38 | IS0 N1607-2: 2019 Packaging for terminally sterilized medical devices -~ Part 2: Validation requirements far forming, sealing and assembly processes

39 | ASTM FI980 Standard Guide for Accelerated Aging of Sterile Barrier Systemns for Medical Devices
40 | EN 1041:2008 pplied by the turer of medical devices

ISO & STANDARDS
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Straight Abutment

oudiuwn Criasbl Post H=7 mm
sl

e @=4.5 mm g

GH SCREW

Code

Straight Abutment

i Cuiosll Post H=7 mm
5]

0 @=5.5 mm

GH SCREW

Code

Angled Abutment

g1 duglj caissll Post H=7 mm

R LY E

@=4.5 mm
GH
Code

SCREW

Angled Abutment

1> duglj Caiasll Post H=7 mm

Code

Pre Milled Abutment

Aoy Cuiesbl

e @=10 mm

Length=28.5mm

SA ngJ..__J | @lgua=o

!

2mm

Tmm 3mm 4 mm
3A/SA4501 3A/SA4502 3A/5A4503 3A/SA4504
Tmm 2mm 3mm
3A/SA5501 3A/SA5502 3A/SA5503
' «
Ii l, . .
1 mm 2mm 3mm 4 mm
3A/AA4501 3A/AA4502 3A/AA4503 3A/AA4504
Tmm 2mm 3mm
3A/AA4501 3A/AA4502  3A/AA4503
Ucla CCM Ucla Plastic | |
rasS bl Jl w92 Saiwlbasl gl I o
\
P i |
@=4.5 mm 9 moi, @=4.5 mm 9 Nq




Healing Abutment
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GH 2mm 3mm
Code 3A/HA4502  3A/HA4503

Healing Abutment
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0 @=5.5 mm /
GH 2mm 3mm
Code 3A/HA5502 3A/HAS5503

Pick-up Impression Coping

U29! gl
() 2=45mm r
) I
Length 13 mm 15mm
Code 3A/PIC4513 3A/PIC4515

Fixture Analog Scan Body
Soll j2umsas 6L Sl

Q @=4.5 mm

Length =12 mm

_

4 mm 5mm 6mm

3A/HA4504  3A/HA4505  3A/HA4506

vl

4mm 5mm émm
3A/HA5504 3A/HA5505 3A/HA5506

Transfer Impression Coping
JolS sl

@ @=4.5 mm

Length Mmm
Code 3A/TIC4A5M

Digital Analog
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0 @=3.7 mm

GH Tmm 2mm 3mm 4 mm 5mm 6mm
Code 3A/LA3701 3A/LA3702 3A/LA3703 3A/LA3704 3A/LA3705 3A/LA3706
CAP Metal Housing

L Sis Siujgo

Type Soft Hard Black laboratory

Size 1.8/2.2/2.5mm | 1.8/22/2.5mm 1.8/2.2/2.5mm Size 1.8/2.2/2.5mm
O-Ring

Syl

Ball Bar Locator CAP Metal Locator Housing
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Size=1.8/2.5mm Spacer
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Locator Driver
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