
Notified Body No 1023 
INSTITUTE FOR TESTING AND CERTIFICATION, Inc. 

ZHn, Czech Republlc-www.itczlin.cz 

EC CERTIFICA TE 
No. 14 0360 QS/NB/b 

issued in compliance with the Council Dlrective 93/42/EEC as amended, whlch is implemented by 
the Czech Govemment Order No. 54/2015 (Collectlon of Laws), certifies that the product - medical 
devices of Glass lib 

Dental lmplants and Abutments 
Brand name: OSI lmplants™ 

manufactured by company 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275, Israel 

is manufactured under condítions fulfílling the quality 5ystem requirements of Annex 11, Section 3.2. 
of the Directive 93/42/EEC, as amendea. 

The Notified Body No. 1023 has performed an audit of tho above product quality system covering 
the design, manufacture and final inspection ot the certified products. The quality system has been 
assessed, approved and is subject to continuous surveillance according to Annex li, Sections 3.3. 
and 5. , of the Directive 93/42/EEC. The detailed description of the system parts, requirements and 
measures applied by the manufacturer are presented in the Final Report No. 803602225/2014, 
803602328/2014 and 343603109/2015 whlch is enclosed to this Certificate. 

Condílion of this Certificate 11se and rélated inforrnation: 

1. ft applies only to the quality system maintained in lhe manuf&cture of above referenced mode/s of medica/ 
devices and it does not substitute tho design ar type-examlnatlon procedures, if requested. 

2. The Certificate remains valld unii/ the manufacturing conditions or the quality system are changed bul 
unii/ the 12th June 2019 at the !atest. 

3. The Certificate vali.clity is conditionsd bý positive results of surveillance audifs. 

4. Alter fulfilling the relevant EU /egislation, the manufacturer sna/I affix to each med/cal devíce, of the above 
referenced mode/s, Iho CE-marking fotlowe(l by tlJe numl:)ar of the Notified Body according to this 
example: · 

C E1023 
lssued in Zlln, on 131h July 2015 - r \ 

1
, Representative ofthe Notified Body No. 1023 

(This ceťtificate replace withdraw certit'i~ate no. ~4 0360 0$/NB/a issue on 23th October, 2014) 

mhes
Razítko



Annex to CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the cor;npanv: 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

a Dental lm lar:its 
Cat. Number Dia meter S oulder Raw Material 
SIG-F3308 3.30 mm 8.00 mm Tilanium Ti-6Al-4V ASTM Grade 5 
SIG-F3310 3.30 mm 10.00 mm Tilanium Ti-6Al-4V ASTM Grade 5 
SIG-F3311 3.30 mm 11.00 mm Tllanlum Tf-6Al-4V ASTM Grade 5 
SIG-F3313 3.30 mm 13.00 mm Titanium T1-6Al-4V ASTM Grade 5 
SIG-F3316 3.30mm 16.00 mm Titanlum l l-6Al-4V 1-\STM Grade 5 
SIG-F3706 3.75mm 6.00mm Titanlum Ti-6Al-4V ASTM Grade 5 
SIG-F3708 3.75 mm 8.00mm Tltanlum T1-6Al-4V ASTM Grade 5 
SIG-F3710 3.75 mm 10.00 mm Titanium Tl·6Al-4V ASTM Grade 5 
SIG-F3711 3.75 mm 11 .00 mm Tilanium Ti-6Al-4V ASTM Grade 5 
SIG-F3713 3.75 mm 13.00 mm1 Titanium T1-6Al-4V ASTM Grade 5 
SIG-F3716 3.75mm 16.00 mm Titanium T1-6Al-4V ASTM Grade 5 
SIG-F4206 4.20mm 6.00mm Titanlum Tl-6Al-4V ASTM Grade 5 
SIG-F4208 4.20mm 8.00mm Titanium Ti-6Al-4V ASTM Grade 5 
SIG-F4210 4.20mm 10,00 mm Titanh.Jm T1-6Al-4V ASTM Grade 5 
SIG-F4211 4.20 mm 11 .00 mm Tltanium Tl-6Al-4V ASTM Grade 5 
SIG-F4213 4.20 mm .13.00 mm Tltanium Ti-6Al-4V ASTM Grade 5 
SIG-F4216 4.20 mm 16.00 mm Tltanium Tl-6Al-4V ASTM Grade 5 
SIG-F5006 5.00mm 6.00 mm Titanium Ti-6Al-4V ASTM Grade 5 
SIG-F5008 5.00 mm 8.00 mm Tltanlum Tí·6Al-4V ASTM Grade 5 
SIG-F5010 5.00mm 10.00 mm Tltaníum Tí·6Al-4V ASTM Grade 5 
SIG·F5011 5.00mm 11.00 mm Titanlum Tl·6Al-4V ASTM Grade 5 
SIG·F5013 5.00mm 13.00 mm Titanium Ti·6Al-4V ASTM Grade 5 
SIG-F5016 5.00mm 16.00mm Tltanium Ti-6A1·4V ASTM Grade 5 
SIG-F6006 6.00 mm 6.00 mm Titanium Ti-6Al-4V ASTM Grade 5 
SIG-F6008 6.00 mm 8.00 mm Titanlum Ti-6Ai-4V ASTM Grade 5 
SIG-F6010 6.00 mm 10.00 mm Titanium Ti-6Al-4V ASTM Grade 5 
SIG-F6011 6.00 mm 11.00 mm Tilaníum Tí-6Al-4V ASTM Grade 5 
SIG-F6013 6.00mm 13.00 mm Titanium Tl-6Al-4V ASTM Grade 5 
SIG·F4306 4.20mm 6.00 mm Tjtanium Tl-6Al-4V ASTM Grade 5 
SIG-F4308 4.20 mm 8.00 mm Tltanlum Ti-6Al-4:V ASTM Grade 5 
SIG-F4310 4.20mm 10.00 mm Tltanium Ti-6Al-4V ASTM Grade S 
SIG-F4311 4.20 mm 11 .00 mm Titanium Ti-6A1-4V ASTM Grade 5 
SIG-F4313 4.20 mm 13.00 mm Tltanium Tl-6Al-4V ASTM Grade 5 
SIG-F4316 4.20mm 16.00 mm Titanium Tl-6Al-4V ASTM Grade 5 
SIG-F5106 5.00mm 6.00mm Titanium Tl·6Al-4V ASTM Grade 5 
SIG-F5108 5.00mm 8.00 mm Titanium Tl-6Al-4V ASTM Grade 5 
SIG-F5110 5.00 mm 10.00 mm Titanium Tl-6Al-4V ASTM Grade 5 
SIG-F5111 5.00mm 11 .00 mm Tltanlum Ti-6Al-4V ASTM Grade 5 
SIG,F5113 5.00 mm 13.00 mm Tltanium Ti-6Al-4V ASTM Grade 5 
SIG-F5116 5.00 mm 16.00 mm Titanlum Ti-6Al-4V ASTM Grade 5 

„'W_V~ 
RNDr. Radom Ir čev lfk 
sentative of the Notifie Body No. 1023 



SIG-F6106 
SIG-F6108 
SIG-F6~10 
SIG-F6111 
SIG-F6113 
SIG-G3310 
SIG-G3311 
SIG-G3313 
SIG-G3316 
SIG-G3706 
SIG-G3708 
SIG-G3710 
SIG-G3711 
SIG-G3713 
SIG-G3716 
SIG-G4206 
SlG-G4208 
SJG-G4210 
SIG-G4211 
SIG-G4213 
SIG-G4216 
SIG-G5006 
SIG-G5008 
SIG-G5010 
SIG-G5011 
SIG-G5013 
SJG-G5016 
SIG-G6006 
SIG-G6008 
SIG-G6010 
SlG-G6011 
SlG-G6013 
SlG-P3010 
SIG-P3011 
SIG·P3013 
SIG-P3016 
SIG-P3310 
SIG-P3311 
SIG-P3313 
SIG-P3316 
SIG-P3710 
SIG-P3711 

Annex to. CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the cor;npanv: 

Dental Solutions Israel Ltd 
9, Azriquam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

6.00mm 6.00mm «CSI» Soiral Cone Denta! lmolant Tltanlum Ti-6Al-4V (ASTM Grade 5) 
6.00mm 8.00mm «CSI» Solral Cone Dentaf lmolant Titanlum TI-6Al-4V íASTM Grade 5 
6.00mm 10.00 mm i<CSh> Solral Cone Dental lmolant Titanlum Ti-6Al-4V ASTM Grade 5 
6.00 mm 11 .00 mm «CSI» Solral Cone Dental lmolan! Tltanium Ti-6Al-4V ASTM Grade 5 
6.00 mm 13.00 mm «CSh> Solral Cone Denta! lmolant Titanium Ti-6Al-4V ASTM Grade 5 
3.30 mm 10.00 mm «CDI» Cvllndrlca.I Dental lmolant Tltanium Ti-6Al-4V lASTM Grade 5 
3.30 mm 11.00·mm «CDI» Cvllndrical Dental Jmolant Titanium TI-6Al-4V <ASTM Grade 5 
3.30 mm 13.00 mm «CDI» Cvflndrical Denta! lmolant Titanium Tl-6Al-4V ASTM Grade 5 
3.30mm 16.00 mm «GDI» Cvllndrical Dental lmolant Titanium Ti-6Al-4V ASTM Grade 5 
3.75 mm 6.00 mm «CDI» Cvlindrieal Denta! lmolant Titanlum Ti-6Al-4V ASTM Grade 5 
3.75 mm 8.00mm «CDI» Cvlindrical Denta! lmolant Titanlum Ti-6Al-4V íASTM Grade 5) 
3.75 mm 10.00 mm «CDI» Cvlindrical Dental lmolant Titanium Ti-6Al-4V IASTM Grade 5) 
3.75mm 11 .00 mm «ODi» Cvlindrical Dental lmolant Titanium Ti-6Al-4V ASTM G.rade 5) 
3.75mm 13.00 mm «CDI» CVlindrical Dental lmolant T1tanium Ti-6Al-4V ASTM G'rade 5 
3.75 mm 16.00 mm «CDI» Cvllndrical Dental lmolant TitanlUm TI-6Al-4V ASTM Grade 5 
4.20 mm 6.00 mm «CDI» Cvlindrical Dental lmolant Titanium Ti-6Al-4V ASTM Grade5 
4.20 mm 8.00 mm «CDI» Cvllndrical Dental lmolant Titanlum Ti-6Al-4V ASTM Grade 5) 
4.20 mm 10.00 mm «CDl» Cvlindrical Dental Jtnolant Titanium Ti-6Al-4V ASTM Grade 5) 
4.20 mm 11.00 mm «CDI» Cvflndrical Denta! lmolant Titanlum Tl-6Al-4V ASTM Grade 5l 
4.20mm 13.00 mm «CDI» Cvlindrical Dental lmolant Titanium Ti-6Al-4V I ASTM Grade5 
4.20mm 16.00 mm «CDI» CMindrical Denta! lmolant Tltanlum Tl-6Al-4V ASTM Grade 5 
5.00 mm 6.00mm «CDI» Cvflndrical Denta! lmolant Titanfum T1-6Al-4V ASTM Grade 5 
5.00mm 8.00mm «CDI» Cvlindrical Denta! lmolant Titanium Ti-6Al-4V ASTM Grade 5) 
5.00mm 10.00 mm «CDI» Cvlihdrlcal Denta! lmolant Tltanium Ti-6Al-4V ASTM Grade 5) 
5.00mm 11 .00 mm «CDI» Cvllndrlcal Dental lmolant Tltanium Ti-6Al-4V ASTM Grade5l 
5.00mm 13.00 mm «CDI» Cvlindricar Denta! ltnolant Titanium Ti-6Al-4V ASTM Grade 5 
5.00mm 16.00 mm «CDI» Cvlindrical Denta! lmolant Tltanium Ti-6Al-4V ASTMGrade 5 
6.00mm 6.00mm «CDI» Cvlindrical Dental lmolant T1tan1Um Ti-6Af-4V ASTM Grade 5 
6.00 mm 8.00 mm «CDI» Cvlindrical Dental lmolant T1tanium Ti-6Al-4V ASTM Grade 5 
6.00 mm 10.00 mm «CDI» Cvllndrical Denta! lmolant Titanlum Ti-6Al-4V ASTM Grade 5 
6.00 mm 11.00 mm «CDI» Cvllndrical Denta! Jmolant Titanium TI-6Al-4V ASTM Grade 51 
6.00 mm 13.00 mm «CDl» Cllflndrical Denta! lmolant Titanlum Tl-6Al-4V • ASTM Grade 5 
3.00 mm 10.00 mm «OPI» One-Piece Dental lmplant Titanium Ti-6Al-4V ASTM Grade 5 
3.00mm 11.00 mm «OPI» One-Plece Denta! lmolant Tltanli.Jm Ti-6Al-4V ASTM Grade 5 
3.00mm 13.00 mm «OPI» One-Piece Dental lmolant Titanium Tl-6Al-4V ASTM Grade 5 
3.00mm 16.00 mm «OPI.» One-Piece Denta! lmolant Tltanlum Ti-6Al-4V ASTM Grade 5 
3.30mm 10.00 mm «OPI» One-Piece Dental lmolant Tltanlum Ti-6Al-4V ASTM Grade 5 
3.30mm 11 .00 mm «OPI» One-Piece D.ental lmolant Tltanlum Tl-6Al-4V ASTM Grade 5 
3.30 mm 13.00 mm , <lOPI» One-Piece Dental lmolant Tltanium Ti-6Al-4V ASTM Grade 5 
3.30 mm 16.00 mm «OPI» One-Piece Oen'tal lmolant Titanium Ti-6Al-4V ASTM Grade 5 
3.75 mm 10.00 mm «0Ph>.One-Píéce.Dental lmorant Titanium Ti-6Al-4V ASTM Grade 5 
3.75 mm 11 .00 mm «ORi» Qne~e.lece 11De.ntaUmo lant Titahium Ti-6Al-4V ASTM Grade 5 

RN~r1~~ 
resentative of the Notified Body No. 1023 



SIG-P3713 
SIG-P3716 
SIG-IR3308 
SIG-IR3310 
S1G-IR3311 
SIG-IR3313 
SIG-IR3316 
SIG-IR3706 
SIG-IR3708 
SIG-IR3710 
SIG-IR3711 
SIG-IR3713 
SIG-IR3716 
SIG-IR4206 
SIG-IR4208 
SIG-IR4210 
SIG-IR4211 
SIG-IR4213 
SIG-IR4216 
SIG-IR5006 
SIG-IR5008 
SIG-IR5010 
SIG-IR5011 
SIG-IR5013 
SIG-IR5016 
SIG-IR6006 
SIG-IR6008 
SIG.IR6010 
SIG-IR6011 
SIG-IR6013 
SIG-Bl3308 
SIG-Bl3310 
SIG-Bl3311 
SIG-Bl3313 
SIG-Bl3706 
SIG-Bl3708 
SIG-Bl3710 
SIG-Bl371 1 
SIG-Bl3713 
SIG-Bl4206 
SIG-Bl4208 
SIG-Bl4210 

Annex to. CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the cor;npanv: 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

3.75mm 13.00 mm «OPI» One-Piece Denta! lmplant Titanlum Ti-6Al-4V IASTM Grade 5 
3.75 mm 1s.oo mm «OPI» One-Piece Dental lmPlant Titaniurn TI-6Al-4V ASTM Grade 5 
3.30mm a.oomm «MAI» Maintafned Active lmplant Tftanlum Tl-6Al-4V ASTM Grade 5 
3.30 mm 10.00 mm «MAI» Malntalned Active lmplant Titanlúm TI-6Al-4V ASTM Grade 5) 
3.30 mm 11 .00mm «MAI» Maintalned Aclfve lmplant Titanlum Ti-6Al-4V ASTM Grade 5) 
3.30 mm 13,00 mm «MAI» Malntalned Actlve lmplant Tllanlum Tf-6Al-4V IASTM Grade 5 
3.30 mm 16.00 mm «MAI» Malntalned Active lmplant Titanium Ti-6Al-4V ASTM Grade 5 
3.75mm 6.00mm «MAI» Maintained·Active lmolant Titanlum T1-6Al-4V ASTM Grade 5 
3.75 mm 8.00mm «MAb> Malntained Active lmplant Titanium T i-6Al-4V. ASTM Grade 5 
3,75mm 10.QO mm «MAI» Malntained Actlve lmplant Tftanlum Tl-6Al-4V ASTM Grade 5 
3.75 mm 11.00 mm «MAI» Maintained Active lmplant Tltan1um Ti-6Al-4V (ASTM Grade 5 
3.75 mm 13.00 mm «MAI» Maintalned Active Jmplant Tltanlum Ti-6Al-4V (ASTM Grade 5 
3.75 mm 16.00 mm «MAI» Mafntained Active lmplant T itanium Ti-6Al-4V CASTM Grade 5 
4.20 mm 6,00 mm «MAI» Malntafned Actlve lmPlant Titanium ifi-6Al-4V ASTM Grade 5 
4.20 mni 8.00 mm «MAl» Maintained Active fmPlant Titanlum T1-6Al-4V ASTMGrade 5 
4.20 mm 10.00 mm «MAI» Malntalned Active lmplant Tilanfum Tf-6Al-4V ASTM Grade 5 
4.20mm 11.oomm «MAI» Malntalned Active lmplanl Titanfum T1-6Al-4V ASTM Grade 5) 
4.20mm 13.00 mm «MAI» Maintained Actlve lmplanl Titanfum T l-6Al-4V (ASTM Grade 5) 
4.20mm 16.00 mm «MAI» Malntafned Active lmplanl Tltanlum Ti-6Al-4V IASTM Grade 5 
5.00mm 6.00mm «MAI» Majntained Active lmplant Titanlum Ti-6Al-4V ASTM Grade 5 
500mm 8.00mm <<MAI» Malntained Active Jmplant Titanlum Tl-6Al-4V ASTM Grade 5 
5.00 mm 10.00 mm «MAI» Maintained Active lmplant Titanium TI-6Al-4V ASTM Grade 5) 
5.00 rnm 11 .00 mm «MAI» Malntained Active lmplant Titanium T1-6Al-4V ASTM Grade 5l 
5.00 mm 13.00 mm «MAI» Malntaineq Actlve lmplant Tllanium Ti-6Al-4V ASTM Grade Sl 
5.00 mm 16.00 mm «MAI» Malntained Actlve Jmplant TitaniUm 'Tf-6Al-4V CASTM Grade 5 
6.00mm 6.00 mm «MAI» Malntained Active fmplant Tltanlum T1·6Al-4V ASTM Grade 5 
6.00mm 8.00mm «MAI» Maintained Active lmolant Tltanfum Tl-6Al-4V ASTM Grade 5 
6.00mm 10.00 mm «MAI» Maintained Active lmplant Titanlum Tl-6Al-4V ASTM Grade 5 
6.00mm 11 .00 mm «MAh> Maintafned Active lmplanl Titanium Ti-6Al-4V ASTM Grade 5 
6.00mm 13.00 mm «MAI» Maihtained Active lmplant Titanium Ti-6Al-4V ASTM Grade 5 
3.30 mm 8.00 mm «BDI» Bio Dental 'lmplant Tltanium Ti-6Al-4V ASTM Grade 51 
3.30 mm 10.00 mm «BDI» Bio Dental lmolant Tltanlum Ti-6Al-4V ~ASTM Grade 5 
3.30 mm 11.00 mm «BDI» Bio Dental lmolant Titanium Ti-6Al-4V ASTM Grade 5 
3.30 mm 13.00 mm «BDI» Bio Dental lmolant Titanillm Tf-6Al-4V ASTM Grade 5 
3.75 mm 6.00 mm «BDI» Bio Denta! lmplant Tltanium Ti-6Al-4V ASTM Grade 5 
3.75 mm 8.00 mm «BDI» Bio Derital lmplant Titanium Tl-6Al-4V ASTM Grade 5 
3.75mm 10.00 mm «BDI» Bio Dental lmplant Tftanlum Ti-6Ai-4V ASTM Grade 5 
3.75mm 11 .00 mm «BDI» Bio Dental lmplant Titanlum Ti·6Al-4V ASTM Grade 5) 
3.75 mm 13.00 mm «BDI» Bio Dental lmplant Tltanium Ti-6Ai-4V ( ASTM Grade 5 
4.20 mm 6.00mm «BDI» Bio Dental lmolant Titanium Ti-6Al-4V ASTM Grade 5 
4.20 mm 8.00 mm «BDI» Bio Dental lmolant Titanium Tl-6Al-4V ASTMGrade 5 
4.20 mm 10.00 mm «BDbd3io Děntal lmolant Tílanium Ti-6Al-4V ASTM Grade 5 
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Annex to. CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the cor;npanv: 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

SIG-B14211 4.20 mm 11.00 mm «BDI» Bia Dental lmolant Tílanium Ti-6Al-4V lASTM Grade 5) 
SIG-Bl4213 4.20mm 13.00 mm «BDI» Bio Denta! lmolant Titanium TI-6Al-4V <ASTM Grade 5) 
SIG-Bl4216 4.20mm 16.00 mm «BDI» Bio Dental lmplant Titanium Tl-6AJ-4V (ASTM Grade 5) 
SIG-815006 5.00mm 6.00mm ((BDI» Bio Dental lmplant Titanlum Tl-6Al-4V-<ASTM Grade 5) 
SIG-BJ5008 5.00mm 8.00mm ((BDI» Bio Denta! lmolant Titanium Ti-6Al-4V7ASTM Grade 5) 
SIG-Bl5010 5.00mm 10.00 mm <(BDI»' Bio IDental lmolant Tltanlum Tl·6Al-4V lASTM Grade 5) 
SJG-Bl5011 5.00mm 11 .00 mm <<BDI» Bio Denta! lmolant Tltanium Tl-6Al-4V IASTM Grade 5) 
SIG-Bl5013 5.00mm 13.00 mm «BDI» Bio Denta! lmolant Titanium Ti-6Al-4V (ASTM Grade 5) 
SIG-615016 5.00 mm 16.00 mm <tBDI» Bio Denta! lmPlant Titanium Ti-6Al-4V <ASTM Grade 5) 
SIG-Bl6006 6.00 mm 6.00 mm «BDI» Bio Denta! lmPlant Titanium Ti-6Al-4VIASTM Grade 5) 
SIG-Bl6008 6.00 mm 8.00 mm ((BDI» Bio Dental lmolant Titanium Tl-6Al-4V lASTM Grade 5) 
SIG-816010 6.00 mm 10.00'mm «BDI» Bio Dental lmolant Titanium Ti-6Al-4V lASTM Grade 5) 
SIG-Bl6011 6.00 mm 11.00 mm «BDI» Bio Dental lmolant Titanium Ti-6Al-4V IASTM Grade 5l 
SIG-Bl6013 6.00mm 13.00 mm «BDI» Bio Dental lmplaht TitanhJm Ti-6Al-4V <ASTM Grade 5) 

b) Abutments 
Cat. Number Heiaht Shoulder De.scription I Raw Material 
SIG-A5602 10,50 mm N/A Straiaht Abutment Titanlum Tl-6Al-4V ASTM Grade 5 
SIG-A5908 8.50 mm N/A Straiaht Abutment - Tltanlum Tl-6Al-4V ASTM Grade 5 
SIG-A5909 9.50 mm N/A Straiaht Abt.ltment Tltanium TI-6Al-4V ASTM Grade 5 
SIG-A5911 11.5 mm N/A Stralaht Abutment Tltanium Tl-6Al-4V ASTM Grade 5 
SIG-A5912 12.5mm N/A Straiaht Abutment Titanlum Tl-6Al-4V ASTM Grade 5 
SIG-A5509 9.50mm N/A Straiaht, Wide, Abutment Titanium Ti-6Al-4V , ASTM Grade 5 
SJG-A5511 11.Smm N/A Straiaht Wide, Abutment Titanium TI-6Al-4V <ASTM Grade 5 
SIG-A4801 8.50mm 1.0mm Straiaht Shoulder Abutment Ti.tanium Tl-6Al-4V ASTM Grade 5 
SIG-A4802 9.50mm 2.0mm Straiaht Shoulder Abutment Titanium Ti-6Al-4V ASTM Grade 5 
SIG-A4803 10.50 mm 3.0mm Straiaht Shoulder Abutment Titanium TI-6Al-4V ASTM Grade 5 
SIG-A4804 11 .5,mm 4.0mm Straiaht Shoulder Abutment Titanlum T1-6Al-4V IASTM Grade 5 
SIG·A5300 8.50 mm 0.5mm Strai<:iht Shoulder Narrow Abutment Titanlum Ti-6Al-4V IASTM Grade 5 
SIG-A5301 8.50 mm 1.5mm Straíaht Shoulder Narrow Abutment Tltanium Tl-6Al-4V ASTM Grade 5 
SIG-A5302 8.50 mm 2.Smm Straiaht Shoulder Narrow Abutment Titanlum Ti-6Al-4V ASTM Grade 5 
SIG-A6006 6.00mm N/A Straiaht Narrow Abutment Tltaníum Ti-6Al-4V ASTM Grade 5 
SIG-A6008 8.00 mm N/A Straiaht Narrow Abutment Titaníum Ti-6Al-4V ASTM Grade 5 
SIG-A4601 9.00mm 1.0 mm Stralaht Anatomie Abutment Titanlum Ti-6Al-4V ASTM Grade 5 
SIG-A4602 10.00 mm 2.0mm Straiaht Anatomie Abutment Titanium Ti-6Al-4V ASTM Grade~ 
SiG·A4603 11 .00 mm 3.0mm Straiaht Anatomie Abutment Títanlum TI-6Al-4V ASTM Grade 5 
SIG·A4604 12.00 mm 4.0mm Straíaht Anatomie Abutmer:it Títanium T1·6Al-4V <ASTM Grade 5 
SlG-A3207 7.00mm N/A 15·, Stanqard Abutment Títanlum Ti-6Al-4V ASTM Grade 5 
SIG-A2708 8.50mm N/A 15·, Stan(lard Abutment Titanium Ti-6Al-4V ASTM Grade 5 
SIG-A3209 9.00 mm N/A 15·, Standard Abutment Titanium Tl-6Al-4V ASTM Grade 5 
SIG-A3211 11 .00 mm N/A 15· Standard Abutment Titanium Ti-6Al-4V ASTM Grade 5 
SIG-A2807 7.00 mm N/A 15·, Narrow,roo~ Standard Abutment Titanium Ti-6Al-4V ASTM Grade 5) 
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SIG-A2809 
SIG-A2811 
SIG-A3609 
SIG-A2400 
SIG-A2401 
SIG-A2402 
SIG-A2403 
SIG-A2404 
SIG-A3407 
SIG-A3409 
SIG-A341 1 
SIG-A3007 
SIG·A3009 
SIG·A3011 
SIG-A3809 
SIG-A2601 
SIG-A2602 
SIG-A2603 
SIG-A2604 

Cat. Number 
SIG-T3001 
SIG-T3002 
SIG-T3003 
SIG-T3004 
SIG-T3005 
SIG-T1201 
SIG-T1202 
SIG-T1203 
SIG-T1204 
SIG·T1205 
SIG·T1206 
SIG-M0101 
SIG-M0102 
SIG-M0103 
SIG-M0104 
SIG-M0105 
SIG-M0106 
SIG-MTI01 
SIG-MTlOS 
SIG-MOSC1 

Annex to CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the companv: 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

9.00 mm NJA 15', Narrow Top, Standard Abutment Titanium TI-6Al-4V ASTM Grade 5 
11.00 mm N/A 15·, Narrow Top Standard Abutment Tltanium TI-6Al-4V ASTMGrade5 
9.00 mm N/A 15', Standard, Narrow Abutment Titanium Ti-6Al-4V ASTM Grade5) 
8.50 mm O.S mm 15', Anatomie Abutment Tltanium Tl-6Al-4V ASTM Grade 5 
9.50 mm 1.0mm 15· Anatomie, Abutmenl Tltanium Ti-6Al·4V ASTM Grade 5 
10.50 mm 2.0mm 15', Anatomie, Abutment Tilanium Ti-6Ai-4V ASTM Grade 5 
11.50 mm 3.0mm 15', Anatomie, Abutment Titanium Tl-6Al-4V ASTM Grade 5 
12.50 mm 4.0mm 15·, Anatomie, Abutment Titanlum Tl-6Al-4V ASTM Grade 5 
7.00mm N/A 25', Standard Abutment 

~ Titanlum Ti-6Al-4V ASTM Grade 51 
9.00mm N/A 25', Standard Abutment Titanium Tl-6Al-4V ASTM Grade 5\ 
11 .00 mm N/A 25' Standard Abutment Titanium Ti-6Al-4V (ASTM Grade 5 
7.00mm N/A 25', Standard, NT Abutment Titanium Ti-6Al-4V ASTM Grade 5 
9.00mm N/A 25', Standard, NT Abutment Titamum Ti-6Al-4V :ASTM Grade 5 
11.00 mm NJA 25', Standard NT Abulment Titanlum Tl-6Al-4V ASTMGrade 5) 
9.00mm N/A 25' Standard Narrow Abutment Titanium Ti-6Al-4V ASTMGrade 5 
9.50mm 1.0mm 25· Anatomie, Abutment Titanium Ti-6Al-4V ASTM Grade 5 
10.50 mm 2.0mm 2s·, Anatomie Abutment Tltanium Ti-6Al-4V ASTMGrade5 
11.50 mm 3.0mm 25' Anatomie Abutmenl Titanium Tl·6Al-4V ASTM Grade 5 
12.50 mm 4.0mm 25', Anatomie Abulment Titanlum Ti-6Al-4V ASTM Grade 5 

Helght Shoulder Description Raw Material 
N/A N/A Housing ,for Interna! Cap Titanium Ti-6Al-4V (ASTM Grade 5) 
NJA N/A lntemal Cap, for 2.5mm Bali Attaehment Silicon - Extra Soft 
NJA N/A Interna! Cap, for 2.5mm Bali Attachment Silicon - Soft -

NJA NJA lntemal Cap, for 2.5mm Bali Attaehment Silicon • Standard 
N/A NJA lntemal Cap, for 2.5mm Bali Attachment Peek 
NJA 1.0mm Straiaht Bali Attachment Titanlum Tl-6Al-4V ASTM Grade 5\ 
N/A 2.0mm Stralght Bali Attaehment Titanium Ti·6Al-4V ASTMGrade5) 
N/A 3.0mm Straight Bali Attaehment Titanium Tl-6Al-4V 1 ASTM Grade 5\ 
N/A 4.0mm Straiaht Bali Attachmant Tltanlum Ti-6Al-4V 1 ASTM Grade5} 
N/A 5.0mm Stralaht Bali Attachmant Tltanlum Ti-6Al·4V (ASTM Grade 5) 
N/A 6.0mm Straiaht Bali Attachmant 1' Tltanlum Ti-6Al-4V (ASTM Grade 5) 
1.0mm N/A Multi-Unit Straiaht Abutment Titanium Tl-6Al-4V ASTM Grade 5) 
2.0mm N/A Mulli-Unit Straíaht Abutment T ltanlum Tl-6Al-4V ASTM Grade 5\ 
3.0mm N/A Mulli-Unil Straight Abutment Tilanium Ti-6Al-4V ASTM Grade 5\ 
4.0mm N/A Multi-Unit Slralght Abutment Titanium Tl-6Al-4V ASTM Grade 5) 
5.0mm N/A Multl-Unit Straiaht Abutment Titanium Tl-6Al-4V (ASTM Grade 5} 
6.0mm N/A Multi-Unit Straiaht Abutment Titanium Ti-6Al-4V ASTM Grade 5} 
N/A N/A Multi-Unit, Titanium Sleeve Titanium TI-6Al-4V ťASTM Grade 5) 
N/A N/A Mulli-Unit. Short Titanlum Sleeve Titanium Ti-6Al-4V ASTM Grade 5l 
N/A N/A Serew for Multi-Unil Titanlum Tl-6Al-4V ASTM Grade 5) 
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SIG-PCAOO 
SIG-PCA01 
SIG-PCA03 
SIG-PCA04 
SIG-PCA05 
SIG-PCMCO 
SIG-PCIAO 
SIG-PCPHO 
SIG-PCSSR 
SIG-AAOOS 
SIG-AA010 
SIG-AA020 
SIG-AAS10 
SIG-AAS11 
SIG-AAS12 

Cat. Number 
SIG-MU09-1 
SIG-MU09-2 
SIG-MU09-3 
SIG-MU18-1 
SIG-MU18-2 
SIG-MU18-3 
SIG-MU30-1 
SIG-MU30-2 
SIG-MU30-3 
SIG-VAC09-I 

SIG-VAC18-I 

SIG-VAC30-1 
SIG-BVAC2-f 
SIG-BVAC3-1 
SIG-BVAC4-I 
SIG-BVACS-1 
SIG-MVAC2-I 
SIG-MVAC3-I 
SIG-MVAC4-I 
SIG-MVACS-1 
SIG-PVAC2-I 
SIG-PVAC3-I 
SIG-PVAC4-I 

Annex to CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the companv: 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

N/A N/A Straiaht Power Cliek Attachment Titanium TI-6Al-4V ASTMGradeSl 
N/A N/A Stralght Power Ciiek Attachment Titanium TI-6Al-4V ASTM Grade Sl 
NIA Nf A Stralght Power Ciiek Attachment Trtanium Tl-6Af-4V ASTM Grade5) 
Nf A Nf A Straiaht Power Ciiek Attachment Tltanlum Tl-6Af-4V (ASTM Grade 5) 
N/A N/A Straiiiht Power Cliek Attachmenl Titanium Ti-6Al-4V ASTM Grade 5) 
N/A N/A Metal Cao for Power Ciiek Attaehment Tilanium Tl-6Af-4V ASTM Grade 5) 
N/A N/A lndlreet Peek Adaotor Polyether Ether Ketone ( PEEK ) 
N/A N/A Peek Housing for Power Ciiek Attaehment Polyether Ether Ketone ( PEEK l 
N/A N/A Sillcone Sealed Ring Sil1eone Medlcal Taoe 
0.5mm N/A Esthetlc Attaehment Titanlum Tl-6Al-4V ASTM Grade 5) 
2.0mm N/A Esthetic Attaehment Tltanlum TI-6Al-4V ASTM Grade 5) 
2.0mm N/A Esthetie Attachment Tltanlum Tl-6Al-4V ASTM Grade 5) 
10.50 mm N/A Screw for Esthetic Attaehment Tltanium Tl-6Al-4V ASTM Grade Sl 
11.50 mm N/A Serew for Esthetle Attaehment Trtanium Tl-6Al-4V ASTMGrade Sl 
12.50 mm N/A Serew for Esthetle Attaehment Tltanlum T1-6Al-4V (ASTM Grade 5) 

Heliiht Dla meter Oescriotion Raw Material 
9', Solid Anaulated Multl Unit Base Titanlum Ti-6Al-4V ASTM Grade 5 
g· Solid AMuiated Multl Unit Base Tltanlum Tl-6Al-4V ASTM Grade 5 
9'. Solid Angulated Multl Unit Base Tltanlum Ti-6Al-4V ASTM Grade 5 
18', Solld Angulated Multl Unit Base Titanlum Tl-6Al-4V ASTM Grade 5 
18'. Solld Angulated Multl Unit Base Titanium Tl-6Al-4V (ASTM Grade 5 
18', Solid Anaulated Multl Unit Base Tltanlum Tl-6Al-4V ASTM Grade 5 
30', Solid Anaulated Muftl Unit Base Titanlum T1·6Al-4V ASTM Grade 5 
30', Solid Anaulated Multl Unit Base Titanlum Tl-6Af-4V ASTM Grade 5 
30'. Sofld Anaufated Multi Unit Base Titanium T1-6Al-4V (ASTM Grade 5 

N/A 4.60mm 9' Versatlle Angulated Connection Base Titanium T1-6Al-4V (ASTM Grade 51 
N/A 4.60mm 18', Versatlle Angulated Connectlon ntanlum TI-6Al-4V (ASTM Grade 5) Base 
N/A 4.60mm 30', Versatlle Angufated Conneetlon Tltanlum Tl-6Al-4V (ASTM Grade 5) Base 
2.0mm N/A Bali Attachment For V.A.C. l'itanium Tl-6Al-4V (ASTM Grade 5 
3.0mm N/A Bali Attachment For V.A.C. Titanlum Tl-6Al-4V (ASTM Grade 5 
4.0mm N/A Bali Attaehment For V.AC. Tltanlum Tl-6Al-4V (ASTM Grade 5 
5.0mm Nf A Bali Attachment For V.A.C. Titanium Tl-6Al-4V (ASTM Grade 5 
2.0mm Nf A Multl-Unlt Attaehment For V.A.C. Titanium Tl-6Al-4V ASTM Grade 5 
3.0mm N/A Mufti-Unit Attaehment For V.A.C. Tltanium Tl-6Al-4V ASTMGrade 5 
4.0mm Nf A Mufti-Unit Attaehment For V.A.C. Tltanlum Tl-6Al-4V ASTM Grade 5 
5.0mm NIA Mufti-Unit Attaehment For V.A.C. Tltanlum Tl-6Al-4V ASTM Grade 5 
2.0mm N/A Power Cliek Attaehment For V.A.C. Titanlum Tl-6Al-4V ASTM Grade 5 
3.0mm N/A Power Ciiek Attachment For V.AC. Titanium Ti·6Al-4V ASTM Grade 5 
4.0mm N/A Power Click Attaehment For V.AC. Titaniurn Ti-6Al-4V ASTM Grade 51 
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SIG-PVACS-1 
SIG-ESTOS-1 
SIG-EST1-I 
SIG-EST2-I 
SIG-EST3-1 
SIG-VAC09-E 

SIG-VAC18-E 

SIG-VAC30-E 
SIG-BVAC2-E 
SIG-BVAC3-E 
SIG-BVAC4-E 
SIG-BVAC5-E 
SIG-MVAC2-
E 
SIG-MVAC3-
E 
SIG-MVAC4-
E 
SIG-MVAC5-
E 
SIG-PVAC2-E 
SIG-PVAC3-E 
SIG-PVAC4-E 
SIG-PVACS-E 
SIG-ESTOS-E 
SIG-EST1-E 
SIG-EST2-E 
SIG-EST3-E 

Annex to CERTIFICATE 

No. 14 0360 QS/NB/b 
lssued for the companv: 

Dental Solutions Israel Ltd 
9, Azriqam settlement, ZIP 79275 

Israel 

List of the medical devices covered by the Certificate: 

5.0mm N/A Power Ciiek Attaehment For V.A.C. Titanium Ti-6Al-4V lASTM Grade 5 
0.5mm N/A Esthetie Click Attachment For V.A.C. Titanium Ti-6Al-4V ASTMGrade 5 
2.0mm N/A Esthetle Cliek Attaehment For V.A.C. Titanlum Tl-6Al-4V ASTM Grade 5 
3.0mm N/A Esthet.le Cilek Attaehment For V.A.C. Titanfum TI-6Al-4V {ASTM Grade 5) 
4.0mm Nf A Esthetie Cliek Attaehment For V.A.C. Titanium Ti-6Al-4V CASTM Grade 5) 
N/A 4.60 mm 9' Versatile Anaulated Conneetfon Base TJtanJum Tl-6AJ-4V <ASTM Grade 5 
N/A 4.60 mm 18', Versallle Angulated Connection Titanlum Tl-6Al-4V (ASTM Grade 5) Base 
N/A 4.60mm 30', Versatlle Angulated Connection Titanium Ti-6Al-4V (ASTM Grade 5) Base 
2.0 mm N/A Bali Attaehment For V A.C. Titanium Ti-6Al-4V <ASTM Grade 5 
3.0mm N/A Bali Attaehment For V.A.C. Titanlum TI-6Al-4V lASTM Grade 5 
4.0mm NIA Bali Attaehment For V.A.C. Titanium T1-6Al-4V lASTM Grade 5 
5.0mm N/A Bali Attaehment For V.A.C. Titanlum Tl-6Al-4V ASTM Grade5 
2.0mm N/A Titanium T1-6Al-4V (ASTM Grade 5) Multl-Unít Attaehment For V.A.C. 
3.0mm N/A Titanlum TI-6Al-4V (ASTM Grade 5) Multi-Unit Attaehment For V.A.C. 
4.0mm N/A Titanium Tl-6Al-4V (ASTM Grade 5) Multl-Unit Attaehment For V,A,C. 
5.0mm N/A Titanium Tl·6Al-4V (ASTM Grade 5) Multf-Unit Attaehment For V.A.C. 
2.0mm N/A Power Ciiek Attaehment For V.A.C. Titanium TI-6Al-4V {ASTM Grade 5) 
3.0mm N/A Power Cilek Attaehment For V.A.C. Tltanlum Tl-6Al-4V lASTM Grade 5 
4.0mm N/A Power Cilek Attaehment For V.A.C. Titanium TI-6Al-4V lASTM Grade 5 
5.0mm N/A Power Ciiek Attaehment For V.A.C. Tltanium T1-6Al-4V ASTMGrade5 
0.5mm N/A Esthetie Click Attaehment For V.A.C. Tltanium TI-6Al-4V ASTM Grade 5 
2.0mm N/A Esthetic Ciiek Attaehment For V.A.C. Tltanlum Tl-6Al-4V ASTM Grade 51 
3.0mm N/A Esthetic Ciiek Attaehment For V .A.C. Titanium TI-6Al-4V ASTM Grade 5 
4.0mm N/A Esthetic Cliek Attaehment For V.A.C. Titanium Tl-6Al-4V ASTM Grade 5 
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