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1 I1SO 13485: 2016 Medical devices Quality management systems Requirements for regulatory purposes

2 | IS0 14971:2007 Medical devices — Application of risk management to medical devices

3 | 150 13504: 2012 E;r;gﬁg] t aGne;f::;tﬁcél;itrements for instruments and related accessories used in dental implant

4 | 1S0 16443:2014 Dentistry — Vocabulary for dental implants systems and related procedure

5 | ISO/TR 11175:1993 Dental implants — Guidelines for developing dental implants

6 | 1SO10451:2010 Dentistry — Contents of technical file for dental implant systems

7 | 1SO128: 1999 Technical drawings — General principles of presentation

8 | 1S02768-1 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

ASTM F67:2013

Standard Specification for Unalloyed Titanium, for Surgical Implant Applications

ASTM F136:2012

Standard Specification for Wrought Titanium6-Aluminum4-Vanadium ELI (Extra Low Interstitial) Alloy for Surgical
Implant Applications

ASTM E8/E8M :2016a

Standard Test Methods for Tension Testing of Metallic Materials

ISO/TS 18130:2016

Dentistry — Screw loosening test using cyclic torsional loading for implant body/implant abutment connection of
endosseous dental implants

ISO/TS 13498:2011

Dentistry — Torsion test of implant body/connecting part joints of endosseous dental implant systems

IS0 14801:2016

Dentistry — Implants — Dynamic loading test for endosseous dental implants

1SO 10993-1:2009
AC:2010

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process

IS0 10993-2: 2006

Biological evaluation of medical devices, Part 2: Animal welfare requirements.

1SO 10993-3:2014

Biological evaluation of medical devices - Part 3: Tests for Geno toxicity, carcinogenicity and reproductive toxicity

1SO 10993-5:2009

Biological evaluation of medical devices Part 5: Tests for in vitro cytotoxicity

1SO 10993-6:2016

Biological evaluation of medical devices Part 6: Tests for local effects after implantation

1S0 10993-10:2013

Biological evaluation of medical devices Part 10: Tests for irritation and skin sensitization

1SO 10993-11:2018

Biological evaluation of medical devices Part 11: Tests for systemic toxicity

1SO 10993-12:2012

Biological evaluation of medical devices — Part 12: Sample preparation and reference materials

1SO 7405: 2018

Dentistry - Evaluation of biocompatibility of medical devices used in dentistry

150 10993-11: 2017 * Annex G

Test for material-mediated pyrogens in medical devices

IS0 16498:2013

Dentistry — Minimal dental implant data set for clinical use

ISO/TS 22911:2016

Dentistry — Preclinical evaluation of dental implant systems — Animal test methods

IS0 11953:2010

Dentistry- Implants- clinical performance of hand torque instruments

IS0 14155:2011

Clinical investigation of medical devices for human subjects — Good clinical practice

IS0 14644-1:2015

Cleanrooms and associated controlled environments -- Airborne Particulate Cleanliness Classes in Cleanrooms
and Clean Zones

EN 556-1&2:2001/AC:2006

Sterilization of medical devices - Requirements for medical devices to be designated "STERILE" — Part 1

EN 556-2:2015

Sterilization of medical devices - Requirements for medical devices to be designated "'STERILE" — Part 2

IS0 11137-3:2017

Sterilization of health care products — Radiation — Part 3: Guidance on dosimetry aspects of development,
validation and routine control

IS0 11737-1: 2006

Sterilization of medical devices — Microbiological methods — Part 1: Determination of a population of
microorganisms on products

IS0 11737-2:2009

Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the definition,
validation and maintenance of a sterilization processvalidation and maintenance of a sterilization process

1SO 11607: 2019

Packaging for terminally sterilized medical devices -- Part 1: Requirements for materials, sterile barrier systems
and packaging systems

1SO 11607-2: 2019

Packaging for terminally sterilized medical devices -- Part 2: Validation requirements for forming, sealing and
assembly processes

ASTM F1980

Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

EN 1041:2008

Information supplied by the manufacturer of medical devices
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Morsed Tapered Connection 11°

Platform Switching

Bone Level Features
Coronal

with morsed tapered connection
easy handling,
confident positioning,
sustainable stability

¢ Bone Control Design with
optimized crestal bone preservation

o Soft tissue stability.

¢ Consistent Emergence Profile

Material

e Pure Titanium Grade 4
e Excellent performance in
long term clinical investigation
Straight body
Bone Condensing
Easy insertion

Hybrid Design
Tapered Apex

TiPower Surface

¢ Thick & passive TiO2 layer

¢ Micro/Nano surface roughness up to
%150 increase of contact area

o Great hydrophilicity

e Ideal porous morphology for
well cell positioning

Tapered Apex
Provides a high primary
stability in soft bone

Cutting Edge

Rounded tip

Cutting Edge
Rounded tip

Vo | www. avitads.com
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TiPower Performance on Implant Body:

Thick layer ~2 pm
High passivity and strength against wear

Micro texture with roughness Sa~1.8 pm & Ra~1.5pm
Increase of contact area

Fine homogeneous structure
Well cell positioning

Provider of adhesion points for proteins and cells
Increase of tissue affinity
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Lot number

Reference code

Sterilized by
gamma radiation

Use before
expiry date

For single use only

Read this notice
carefully

Temperature
limitation

Keep away from
sun

Keep away from
water

Produce date
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sl / ©¥qaze

Length 8 mm 10 mm 12 mm 14 mm
Ref. Code BPI3308 BPI3310 BPI3312 BPI3314
3.7 '
Hex 2.5

Length 8 mm 10 mm 12 mm 14 mm
Ref. Code BPI13708 BPI3710 BPI3712 BPI3714
Hex 2.5

Length 8 mm 10 mm 12 mm 14 mm
Ref. Code BP14008 BPI14010 BPI14012 BPI4014
Hex 2.5

Length 6 mm 8 mm 10 mm 12mm 14 mm
Ref. Code BP14506 BP14508 BPI4510 BPI4512 BPI4514
Hex 2.5

Length 6 mm 8 mm 10 mm 12 mm 14 mm
Ref. Code BP15006 BP15008 BPI5010 BPI5012 BPI5014

Yo | www. avitads.com
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Dental System

Prosthetic Diagram

|

Basal Screw

_ |
Ui 4 44 I

(Hex) (Non-Hex)

Straight Abutment Angled Abutment UCLA Abutment Temporary Premilled
Abutment Abutment

T T
i

Ti Base

Lab Analog
% @ r-
I
Pick-up Impression Coping Transfer Impression Coping Scan Body
Cover Screw Healing Abutment ‘

<4——— 1.2 Hex Driver

l - l
BLP Implant

vy | www. avitads.com
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Cover Screw

o Narrow e Regular
BPCS1425N BPCS2034

Healing Abutment

Fidure level

Vv

=

v

24.0 BPHA4030N BPHA4040N BPHA4050N BPHA4060N BPHA4070N
4.5 BPHA4530N BPHA4540N BPHA4550N BPHA4560N BPHA4570N
D H 3.0 4.0 5.0 6.0 7.0
@45 BPHA4530 BPHA4540 BPHA4550 BPHA4560 BPHA4570
@5.0 BPHA5030 BPHA5040 BPHA5050 BPHA5060 BPHA5070
6.0 BPHA6030 BPHAG6040 BPHAG050 BPHAG060 BPHAG6070

YA



Dental System

‘ ; VAN 4LV 4N

Pick-up Impression Coping

D\ L 16 Giude Pin
16 mm
I 4
?24.0 BPICP4011N BPICSP1422N
245 BPICP4511 BPICSP2022
Transfer Impression Coping
0 Narrow
Q Regular
DL 11 Giude Pin

Type -
1T mm
. A
4.0 BPICT4085N
@45 BPICT4585
Lab Analog

BPLA3312N
Narrow

Yq | www. avitads.com

BPICST1416N
BPICST2016

BPLA4012
Regular




Straight Abutment Cementable

D
H
55
|
GH
« Recommended tightening torque: 30 NCm
€ varow HNGH 00 1.0 2.0 3.0
D@4.0 5.5 BPSAC4000N BPSAC4010N BPSAC4020N BPSAC4030N
D@45 5.5 BPSAC4500N BPSAC4510N BPSAC4520N BPSAC4530N
D@40 7.0 BPSAC400070N BPSAC401070N BPSAC402070N BPSAC403070N
D@45 7.0 BPSAC450070N BPSAC451070N BPSAC452070N BPSAC453070N
Q) reouiar HNGH 00 1.0 2.0 3.0
D@45 5.5 BPSAC4500 BPSAC4510 BPSAC4520 BPSAC4530
D@50 5.5 BPSAC5000 BPSAC5010 BPSAC5020 BPSAC5030
D@60 5.5 BPSAC6000 BPSAC6010 BPSAC6020 BPSAC6030
D@45 7.0 BPSAC450070 BPSAC451070 BPSAC452070 BPSAC453070
D@50 7.0 BPSAC500070 BPSAC501070 BPSAC502070 BPSAC503070
D@60 7.0 BPSAC600070 BPSAC601070 BPSAC602070 BPSAC603070

BPBS1412N BPBS2012
Narrow Regular



Dental System

‘ ; VAN 4LV 4N

Angled Abutment Cementable

UN S T 1.0 20 3.0 4.0
0=15° D@45 75 BPAAC154510N  BPAACT154520N  BPAAC154530N  BPAAC154540N
0=25° D@45 75 BPAAC254510N  BPAAC254520N  BPAAC254530N  BPAAC254540N

G/H 1.0 2.0 3.0 4.0
Regular H
0=15° D@45 7.5 BPAAC154510 BPAAC154520 BPAAC154530 BPAAC154540
0=15° D@50 7.5 BPAAC155010  BPAAC155020 BPAAC155030 BPAAC155040
0=15° D@6.0 7.5 BPAAC156010  BPAAC156020 BPAAC156030 BPAAC156040
0=25° D@45 7.5 BPAAC254510  BPAAC254520 BPAAC254530 BPAAC254540
0=25° D@50 7.5 BPAAC255010 BPAAC255020 BPAAC255030 BPAAC255040
0=25° D@6.0 7.5 BPAAC256010  BPAAC256020 BPAAC256030 BPAAC256040

BPBS1412N BPBS2012
Narrow Regular

¥\ | www. avitads.com



UCLA Abutment
D@ 4.0 D@4.5
O G/H 1.0 (R}
Type Hex Non-Hex
BPUAH1012N BPUANH1012N BPUAH1012 BPUANH1012
Temperory Abutment
H
GH
Fture level
Basal Screw
D@4.0
O G/H 1.0 30
BPTA4010N BPTA4030N
D@45
(R} G/H 1.0 30
BPTA4510 BPTA4530

Y'Y
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Dental System

Pre Milled Abutment

Arum Narrow BPPAO110N

Arum Narrow 12 BPPAO112N

Arum Narrow 14 BPPAO114N

Arum Regular BPPA0O110

Arum Regular 12 BPPA0112

Arum Regular 14 BPPAO114

Basal Screw

Scan Body

Arum Narrow BPSBO1N

Arum Regular BPSBO1

Basal Screw

Ti Base

Arum Narrow BPTBO1N

Arum Regular BPTBO1

L
Basal Screw

rr | www. avitads.com



Prosthetic Diagram
Ball Abutment Overdenture

O

Cap Type
-] B
O-ring OpenType

\_l_l

O-ring Lab Analog

O-ring Abutment Driver
BaII Abutment

'

Cover Screw
Healmg Abutment

1.2 Hex Driver

BLP Implant

Y
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Dental System

Ball Abutment D |
T
34
ﬁ
G/H
G/H 1.0 2.0 3.0 4.0 50
D@3.5 ﬁ ﬁ ﬁ 9 9
o BPBA3510N BPBA3520N BPBA3530N BPBA3540N BPBA3550N
G/H 1.0 2.0 3.0 4.0 5.0

D®@3.5 ﬁ ﬁ & 9
G BPBA3510 BPBA3520 BPBA3530 BPBA3540 BPBA3550

O

O-ring Retainer Cap Set .
BPRCSO01

B
O-ring Retainer Set o
BPRSO1

O-ring °

BPORO1

O-ring Lab Analog

BPBLA

vo | www. avitads.com
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‘ Dental System

AVITA Surgical Kit
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Final Drill §f BLT @ 2.85 BLT@3.25 BLT@3.55 BLT (D 4.05 BLT @ 4.55

(]
(}
(]
(

Parallel Pin | @230 | @P.85 | @3.25 |@3.55 |@405 | @455 ,ir : .I
Short Long Short Long —
Pilot Drill @ 2.30 Hand Piece Implant Driver  Rachet Implant Driver
(Regular) (Regular)

Hand Piece Implant Driver

(Narrow)
Side Cut Drill @ 1.50
’
¥
-]
- Rachet Implant Driver
(Narrow)
—
Cortical Drill | Rachet Screw Driver
’7 Ball Driver Hand Piece Screw Driver - -
Round Bar }
Short Long
?3.30 ?3.70 @ 4.00 ?4.50 @ 5.00 l
Tap Drill Handy Screw Driver Short Long

m Handy Adaptor

@2.00 23.00 i
. @330 ?3.70
Stoppers Drill Extender
w,% J—
- 4 ‘_‘-
Torque Wrench Depth Gauge N

YA



Dental System

‘ ; VAN 4LV 4N

Surgical Procedure

= Universal recommended torque: 35 NCm
= Final Allowed torque: 45 NCm

3.3
N

Hex 1.7

recommended steps ;‘;l-
—————— i "‘I:' ."“I"'I““ |
T

B SR AR

dense cortex only

Type 1 REYAEICE LT
e TN @@~ 00

/LN Verysoftbone pmmmerd EEEEEEEEEEI@) Rl () il () Al

BLT Drill
@ 2.8 mm

Pilot Drill
@2.2mm

= Universal recommended torque: 35 NCm
» Final Allowed torque: 45 NCm

Cortical Drill
@ 3.3 mm

300

Tap Drill
@ 3.3 mm

dense cortex only J e&‘ﬁ‘h!‘?‘
1 TETLAN R

)7 :Al Very hard bone
oo & @O

Typed RGN ——@ - - --@-------->0)-----"-"--"X)--"-"-"-"-"-""A)-—--"----

Pilot Drill BLT Drill BLT Drill Cortical Drill Tap Drill
@2.2mm ?2.8mm ?3.1mm @ 3.7 mm @ 3.7 mm

vq | www. avitads.com
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= Universal recommended torque: 35 NCm
» Final Allowed torque: 45 NCm

recommended steps

dense cortex only

Pilot Drill BLT Dirill BLT Dirill
?2.2mm ?2.8mm ?3.1mm

BLT Drill
?3.4mm

Cortical Drill
4.0 mm

300

Tap Drill
@4.0 mm

= Universal recommended torque: 35 NCm
= Final Allowed torque: 45 NCm

Qe

recommended steps

dense cortex only

oo [N 00— 0000
w6 0 0 0 @) ---
LTI Very soft bone Y e R St (O REEE TS O EEEEEE

Pilot Drill BLT Drill BLT Drill BLT Drill BLT Drill Cortical Drill Tap Drill
@2.2mm @2.8mm ?3.1 mm @3.4mm ?3.9mm @4.5mm @4.5mm

| RPM max S 600 400 15
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= Universal recommended torque: 35 NCm
= Final Allowed torque: 45 NCm

G:)
Hex 2.5
recommended steps

dense cortex only

Y v oone. I Y S SN SHEY S S
oo TN ®——0——0—0——0——@ O
oot [EEEEETY @00 00—

Pilot Drill BLT Drill BLT Drill BLT Drill BLT Drill BLT Drill
@22mm POPEILGE @31 mm RZEEILIE @3.9mm NoZEEN

Cortical Drill BNET10]!!
@5.0mm  FZER

300
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finds beauty
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