MEDICAL PROQUCTS

GMED (9459] reconnait que son certificat CE
estvalide pour les dispositifs medi

=05 MARS--2019.- = T QA

GMED (0453) recogni atits EC certificate
is valid for the medical devices listed

Appendix 1 - PRODUCT LIST DENTAL

This product list below specifies the CE marked products that T.A.G. Medical Products
Corporation LTD. intends to distribute in conformity with the provisions of the Council
Directive 93/42/EEC of 14 June 1993 concerning medical devices.

Product

Dental Implants

GMDN 55847 Dental Implant System

Classification
Placed in the market

Class llb, Rule 8
November 2012

F Part Number Description
IM1-37508 Massif Implant 23.75 L8mm
IM1-37510 Massif Implant 3.75 L10mm
IM1-37511 Massif Implant 83.75 L11.50mm
IM1-37513 Massif Implant 3.75 L13mm
IM1-37516 Massif Implant 23.75 L16mm
IM1-42006 Massif Implant 4.20 L6mm
IM1-42008 Massif Implant 4.20 L8mm
IM1-42010 Massif Implant 24.20 L10mm
IM1-42011 Massif Implant @4.20 L11.50mm
IM1-42013 Massif Implant 24.20 L13mm
IM1-42016 Massif Implant 4.20 L16mm
IM1-50006 Massif Implant @5 L6mm
IM1-50008 Massif Implant @5 L8mm
IM1-50010 Massif Implant @5 L10mm
IM1-50011 Massif Implant 5 L11.50mm
IM1-50013 Massif Implant @5 L13mm
IM1-60006 Massif Implant 26 L6mm
IM1-60008 Massif Implant g6 L8mm
IM1-60010 Massif Implant @6 L10mm
IM1-60011 Massif Implant @6 L11.50mm
IM1-60013 Massif Implant 6 L13mm
IA1-33008 Axis Implant 3.30 L8mm
IA1-33010 Axis Implant 3.30 L10mm
IA1-33011 Axis Implant 23.30 L11.50mm
IA1-33013 Axis Implant 83.30 L13mm
IA1-33016 Axis Implant 23.30 L16mm
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MEDICAL PROJUCTS

GMED (0459) reconnait que son certificat CE
est valide pour les dispositifs médiﬁf décrits
......... 0.5.MARS.2019... 1= ORA
GMED (0459) recognizes-ttatits EC certificate
is valid for the medical devices listed

| Part Number i Description
IA1-37508 Axis Implant 3.75 L8mm
IA1-37510 Axis Implant 83.75 L10mm
1A1-37511 Axis Implant 23.75 L11.50mm
IA1-37513 Axis Implant 3.75 L13mm
IA1-37516 Axis Implant @3.75 L16mm
IA1-42006 Axis Implant g4.20 L6mm
IA1-42008 Axis Implant 4.20 L8mm
IA1-42010 Axis Implant @4.20 L10mm
IA1-42011 Axis Implant 84.20 L11.50mm
IA1-42013 Axis Implant @4.20 L13mm
IA1-42016 Axis Implant @4.20 L16mm
IA1-50006 Axis Implant 5 L6mm
IA1-50008 Axis Implant @5 L8mm
IA1-50010 Axis Implant 85 L10mm
[A1-50011 Axis Implant @5 L11.50mm
IA1-50013 Axis Implant @5 L13mm
IA1-60006 Axis Implant g6 L6mm
1A1-60008 Axis Implant @6 L8mm
IA1-60010 Axis Implant g6 L10mm
IA1-60011 Axis Implant @6 L11.50mm
IA1-60013 Axis Implant 6 L13mm
IC1-30010 Crestone One Piece Implant g3 L10mm
IC1-30011 Crestone One Piece Implant @3 L11.50mm
1C1-30013 Crestone One Piece Implant g3 L13mm
IC1-30016 Crestone One Piece Implant g3 L16mm
IC1-35010 Crestone One Piece Implant 3.50 L10mm
IC1-35011 Crestone One Piece Implant 3.50 L11.50mm
IC1-35013 Crestone One Piece Implant 3.50 L13mm
IC1-35016 Crestone One Piece Implant 83.50 L16mm
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MEDICAL PROQUCTS

GMED (0459)
est valide pour leg dispositifs
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RS
GMED (0459) recog
is valid for the medical devices listed

Product Dental Implant- Cover Screws and Healing Caps
GMDN 55847 Dental Implant System
Classification Class llb, Rule 8
Placed in the market November 2012
Part Number Description

PH1-0001 Cover screw
PH1-0016 Healing cap 2mm
PH1-0002 Healing Cap 3mm
PH1-0003 Healing Cap 4mm
PH1-0004 Healing Cap 5mm
PH1-0005 Healing Cap 6mm
PH1-0017 Anatomic Healing cap 2mm
PH1-0006 Anatomic Healing cap 3mm
PH1-0007 Anatomic Healing cap 4mm
PH1-0008 Anatomic Healing cap 5mm
PH1-0009 Anatomic Healing cap 6mm
PH1-0018 Anatomic Healing Cap 2mm Wide
PH1-0013 Anatomic Healing Cap 3mm Wide
PH1-0014 Anatomic Healing Cap 4mm Wide
PH1-0015 Anatomic Healing Cap 5mm Wide
PH1-0019 Anatomic Healing Cap 6mm Wide
PF1-0017 Healing Cap Plastic 4mm
PF1-0018 Healing Cap Plastic 6mm
PF1-0019 Healing Cap Plastic 8mm
PO1-0024 Multi-Unit Healing Cap
PH1-0021 ARK Healing Cap PEEK 4mm
PH1-0022 ARK Healing Cap PEEK 6mm
PH1-0023 ARK Healing Cap PEEK 8mm
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MEDICAL PROOUCTS

Product

Classification
Placed in the market

GMED (0459) reconnait que son certificat CE
est valide pour [es dispositifs médj Scri

uy décrits
e (1.3 MARS. 2099, e ———
GMED (0459) recognizes that certificate i
is valid for the medical devices listed

Dental Implant - Superstructure Components
GMDN 55847 Dental Implant System

Class Illb, Rule 8

November 2012

Part Number Description
PT1-0001 Temporary Abutment H1imm PEEK
PT1-0003 Temporary Abutment H2mm PEEK
PT1-0004 Temporary Abutment H3mm PEEK
PT1-0005 15° Temporary Abutment H1mm PEEK
PT1-0006 15° Temporary Abutment H2mm PEEK
PT1-0007 15° Temporary Abutment H3mm PEEK
PT1-0008 25° Temporary Abutment H1mm PEEK
PT1-0009 25° Temporary Abutment H2mm PEEK
PT1-0010 25° Temporary Abutment H3mm PEEK
PF1-0001 Titanium Abutment Screw
PF1-0002 Shouldered Abutment Screw
PF1-0004 Gold screw for Internal hex. Abutment
PF1-0005 Anatomic Abutment H1mm L4mm
PF1-0006 Anatomic Abutment H1mm L6mm
PF1-0007 Anatomic Abutment H1mm L8mm
PF1-0008 Anatomic Abutment H2mm L4mm
PF1-0009 Anatomic Abutment H2mm L6mm
PF1-0010 Anatomic Abutment H2mm L8mm
PF1-0011 Anatomic Abutment H3mm L4mm
PF1-0012 Anatomic Abutment H3mm L6mm
PF1-0013 Anatomic Abutment H3mm L8mm
PF1-0014 Anatomic Abutment H4mm L4mm
PF1-0015 Anatomic Abutment H4mm L6mm
PF1-0016 Anatomic Abutment H4mm L8mm
PF1-0065 Anatomic Abutment HZmm L6mm Wide
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Part Numl:;er Description
PF1-0064 Anatomic Abutment H3mm L6mm Wide
PF1-0063 Anatomic Abutment H4mm L6mm Wide
PF1-0020 Burn-out Anti-rotation Cap
PF1-0021 Burn-out Round Cap
PF1-0023 Titanium Universal Abutment H2mm
PF1-0081 Universal Abutment HOmm
PF1-0068 Titanium Universal Abutment Wide H2mm
PF1-0026 Esthetic Abutment H1mm Ti
PF1-0027 Esthetic Abutment H2mm Ti
PF1-0028 Esthetic Abutment H3mm Ti
PF1-0029 15° Esthetic Abutment H1mm Ti
PF1-0030 15° Esthetic Abutment H2mm Ti
PF1-0031 15° Esthetic Abutment H3mm Ti
PF1-0032 25° Esthetic Abutment H1mm Ti
PF1-0033 25° Esthetic Abutment H2mm Ti
PF1-0034 25° Esthetic Abutment H3mm Ti
PF1-0037 Esthetic Abutment H1mm Burn-Out
PF1-0039 Esthetic Abutment H2mm Burn-Out
PF1-0040 Esthetic Abutment H3mm Burn-Out
PF1-0041 15° Esthetic Abutment H1mm Burn-Out
PF1-0042 15° Esthetic Abutment H2mm Burn-Out
PF1-0043 15° Esthetic Abutment H3mm Burn-Out
PF1-0044 25° Esthetic Abutment H1mm Burn-Out
PF1-0045 25° Esthetic Abutment H2mm Burn-Out
PF1-0046 25° Esthetic Abutment H3mm Burn-Out
PF1-0038 Esthetic Abutment Burn-Out Round
PF1-0024 15° Angulated Abutment
PF1-0025 25° Angulated Abutment
PF1-0066 15° Angulated Abutment H2mm Ti Wide
PF1-0067 25° Angulated Abutment H2mm Ti Wide
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MEDICAL PROOLICTS

GMED (0459) reconnait que son certificat CE
est valide pouf les dispositifs meédi
e 0.5 MRS 2018..... e
GMED (0459) recogni at its EC certificate
is valid for the medical devices listed

Part Number Description
PF1-0069 Narrow Abutment HOmm
PF1-0077 25° Narrow Abutment HOmm
PF1-0073 15° Narrow Abutment HOmm
PF1-0082 Narrow Solid Abutment HOmm
PF1-0035 Direct Plastic Cylinder With Hex.
PF1-0036 Direct Plastic Cylinder Round
PF1-0058 Plastic Cylinder with Hex Ti
PF1-0057 Plastic Cylinder with Round Ti
PF1-0059 Direct gold plastic abutment cylinder with hex.
PF1-0060 Direct gold plastic abutment cylinder Round
PO1-0001 Ball Attachment 1 mm
PO1-0002 Ball Attachment 2 mm
PO1-0003 Ball Attachment 3 mm
PO1-0004 Ball Attachment 4 mm
PO1-0005 Ball Attachment 5 mm
PO1-0042 Ball Attachment 17° 2mm
PO1-0043 Ball Attachment 17° 3mm
PO1-0044 Ball Attachment 30° 2mm
PO1-0045 Ball Attachment 30° 3mm
PO1-0046 Ti Screw for M.U. & Balls
PO1-0009 Metal Housing for Plastic Ball Cap
PO1-0010 Plastic Ball Attachment Cap
PO1-0011 Extra Soft Plastic Cap Ball
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MEDICAL PROJUCTS

GMED (0459) reconnait que son certificat CE

est valide pour les dispositifs medu;ﬁx decrtts
0.5 MARS.2019.... agf

GIVIED (0459) recognizestf

is valid for the medical devices listed

: Part Number ¥ Description
PO1-0012 Soft Plastic Cap Ball
PO1-0013 Standard Plastic Cap Ball
PO1-0014 Plastic Disc for Ball Attachment
PO1-0016 Multi-Unit H1mm
PO1-0017 Multi-Unit H2mm
PO1-0018 Multi-Unit H3mm
PO1-0019 Multi-Unit H4mm
PO1-0020 Multi-Unit HS5mm
PO1-0038 Multi-Unit 17° 2mm
PO1-0039 Multi-Unit 17° 3mm
PO1-0040 Multi-Unit 30° 2mm
PO1-0041 Multi-Unit 30° 3mm
PO1-0025 Multi-Unit Ti Screw
PO1-0026 Multi-Unit Gold Screw
PO1-0027 Multi-Unit Plastic Cylinder
PO1-0028 Multi-Unit Temporary Ti
PO1-0029 Multi-Unit Temporary PEEK
PO1-0030 Multi-Unit Direct Gold
CCK-0001 CAD/CAM Abutment Kit Narrow
CCA-0001 CAD/CAM Ti Base
CCK-0002 CAD/CAM Abutment Kit Narrow Round
CCA-0002 CAD/CAM Ti Base Round
PO1-0055 Equator Attachment HOmm
PO1-0056 Equator Attachment H1mm
PO1-0057 Equator Attachment H2mm
PO1-0058 Equator Attachment H3mm
PO1-0059 Equator Attachment H4mm
PO1-0060 Equator Attachment H5mm
PO1-0062 Equator Attachment Metal Housing
PO1-0063 Equator Attachment Cap Standard Clear
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GMED (0459) reconnait que son certificat CE
est valide pour les dispositifs médicaux decrits
0.5 MAR 2010 . = Uk,

b LT s
GMED (0459) recognizes

its EC certificate
is valid for the medical devices listed

Part Number Description
PO1-0064 Equator Attachment Cap Soft Pink
PO1-0065 Equator Attachment Laboratory Cap Black
PO1-0066 Equator Attachment Cap Extra Soft Yellow
PO1-0067 Equator Attachment Cap Strong Violet
PF1-ARK14 Anatomic Restoration Kit H1mm L4mm
PF1-ARK16 Anatomic Restoration Kit H1mm L6mm
PF1-ARK18 Anatomic Restoration Kit Himm L8mm
PF1-ARK24 Anatomic Restoration Kit H2mm L4mm
PF1-ARK26 Anatomic Restoration Kit H2mm L6mm
PF1-ARK28 Anatomic Restoration Kit H2mm L8mm
PF1-ARK34 Anatomic Restoration Kit H3mm L4mm
PF1-ARK36 Anatomic Restoration Kit H3mm L6mm
PF1-ARK38 Anatomic Restoration Kit H3mm L8mm
PF1-ARK44 Anatomic Restoration Kit H4mm L4mm
PF1-ARK46 Anatomic Restoration Kit H4mm L6mm
PF1-ARK48 Anatomic Restoration Kit H4mm L8mm
PO1-0070 Equator Abutment HOmm
PO1-0071 Equator Abutment H1mm
PO1-0072 Equator Abutment H2mm
P0O1-0073 Equator Abutment H3mm
PO1-0074 Equator Abutment H4mm
PO1-0075 Equator Abutment Homm
CCK-0004 CAD/CAM Multi Unit Abutment Kit
CCA-0011 CAD/CAM Blank g9
CCA-0012 CAD/CAM Blank @12
CCA-0013 CAD/CAM Blank for Multi Unit
PO1-0047 Multi-Unit 17° 4mm
PO1-0049 Multi-Unit 30° 4mm
PO1-0051 Ball Attachment 17° 4mm
PO1-0053 Ball Attachment 30° 4mm
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MEDICAL PROOUCTS

GMED (0459) reconnait que son certificat CE
est valide pour les dispositifs méegieaux decnts
‘ Q

.35 WAKS. 2019.....
GMED (0459) recogniz
is valid for the medical devnces listed

Part Number Description
CCA-0005 CAD/CAM ScanBody
CCA-0010 CAD/CAM Ti Base for Multi Unit
PF1-0087 Anatomic Abutment HSmm L4mm
PF1-0088 Anatomic Abutment HSmm L6mm
PF1-0089 Anatomic Abutment HSmm L8mm
PF1-0090 Anatomic Abutment H5mm L6mm Wide
PF1-0091 Direct CoCr Plastic Abutment Cylinder Round
PF1-0092 Direct CoCr Plastic Abutment Cylinder Hex.
PF1-ARK54 Anatomic Restoration Kit HSmm L4mm
PF1-ARK56 Anatomic Restoration Kit HoSmm L6mm
PF1-ARK58 Anatomic Restoration Kit Homm L8mm
PO1-0068 Equator Attachment Transfer Single use
CCA-0019 CAD/CAM Ti Base H1mm
CCA-0020 CAD/CAM Ti Base H2mm
CCA-0021 CAD/CAM Ti Base H3mm
CCA-0022 SIC Ti Base
CCA-0023 CAD/CAM Ti Base Himm Round
CCA-0024 CAD/CAM Ti Base H2mm Round
CCA-0025 CAD/CAM Ti Base H3mm Round
CCA-0026 CAD/CAM Temporary Ti Cementing Post
CCA-0027 CAD/CAM Temporary Peek Cementing Post
CCA-0028 CAD/CAM Temporary Multi Unit Peek Cementing Post
CCA-0029 CAD/CAM Low Ti Base for Multi Unit
CCA-0030 CAD/CAM Temporary Multi Unit Ti Cementing Post
CCA-0031 CAD/CAM Low Temporary M.U Ti Cementing Post
CCA-0032 SIC Cup
CCK-0005 SIC Ti Base Kit
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