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DICHIARAZIONE DI CONFORMITA UE
EU DECLARATION OF CONFORMITY

Fabbricante/

. Via Industria, 53 - 36031 Povolaro di Dueville
Sede legale del fabbricante/ (V1) — ITALY

Manufacturer Head Office 3o/ 139 0444.361251 — Email: info@btk.dental

Numero di Registrazione
Unico/ IT-MF-000026774
Single Registration Number

Il fabbricante BIOTEC dichiara che la presente Dichiarazione di Conformitd UE & rilasciata sotto la sua
esclusiva responsabilita e si riferisce ai seguenti dispositivi:

/The manufacturer, BIOTEC, declares that this EU Declaration of Conformity is issued under its sole
responsibility and is applicable to the following medical devices:

PROTESICA PER L’'IMPLANTOLOGIA (CLASSE DI RISCHIO 1)
/ PROSTHETIC FOR DENTAL IMPLANTOLOGY (RISK CLASS I)

La Societa BIOTEC, dichiara sotto la propria responsabilita che i dispositivi medici, di cui all’ oggetto, sono
conformi al Regolamento UE 2017/745 sui dispositivi medici e, se del caso, a qualsiasi altra legislazione
pertinente dell’Unione che preveda il rilascio di una dichiarazione di conformita UE.

| The BIOTEC Company declares under its own responsibility that the medical devices referred to in the object
are in conformity with EU Regulation 2017/745 on medical devices and, if applicable, with any other relevant
Union legislation that provides for the issuing of an EU declaration of conformity.

Biotec inoltre dichiara, sotto la propria responsabilitd quanto segue:
/Biotec also declares, under its own responsibility, that:

- i dispositivi medici soddisfano i requisiti essenziali di sicurezza di cui all’ allegato | del Regolamento UE
2017/745.
/the medical devices comply the essential safety requirements set out in Annex | of EU Regulation
2017/745.

- i dispositivi medici hanno classe di rischio |, in accordo alla regola 1 (per ANALOGO, CALCINABILE
SENZA VITE, CAPPETTA LOCATOR® NERA, SCAN ABUTMENT DA LABORATORIO) o regola 5 (per
VITE TRANSFER E CAPPETTA TRANSFER) dell’allegato VIII del Regolamento UE 2017/745.

/the medical devices have risk class I, according to rule 1 (for IMPLANT REPLICA, CASTABLE PLASTIC
ABUTMENTS WITHOUT RETAINING SCREW, BLACK LOCATOR® CAP,) or rule 5 (for IMPRESSION
POST SCREW. IMPRESSION POST CAP) Annex VIl of EU Regulation 2017/745.

- idispositivi medici sono progettati, fabbricati e posti in commercio secondo quanto riportato nel fascicolo
tecnico di prodotto (DT0O3A), nell’ ambito dell’ applicazione di un sistema completo di garanzia della qualita,
in conformita a quanto prescritto dall’allegato Il del suddetto Regolamento.

/the medical devices have been designed, manufactured and marketed as reported in the technical dossier
(DTO3A), following the full quality assurance system, in accordance with all requirements of Annex Il of
that Regulation.

- il sistema qualita adottato per la progettazione e fabbricazione di tutti i dispositivi &€ conforme alle norme
UNI EN ISO 9001 e UNI EN ISO 13485.
/the quality system adopted for the design and manufacture of all devices complies with the UNI EN ISO
9001 and UNI EN [SO 13485 standards.
Di seguito si riporta I'elenco dei dispositivi inclusi nella presente Dichiarazione:
/hereby we report a list of devices included in this Declaration:
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Cod. Dispositivo/ Device Cade

Descrizione Principale

Main Description

UDI-DI di base/ Basic
UDI-DI

305BSOR0 Analogo BS rot Implant Replica BS rot ++D748IMPLREPLICA7
301BSOR0 Analogo BS Rotante Implant Replica BS Rotating ++D748IMPLREPLICA7
305BTOAD Analogo BT rot Implant Replica BT rot ++D748|MPLREPLICA7
305BU0AQ Analogo BU rot Implant Replica BU rot ++D748IMPLREPLICA7
305DR0OA0 Analogo DR Implant Replica DR ++D748IMPLREPLICA7
301DROA0 Analogo DR Implant Replica DR ++D748IMPLREPLICA7
301DROA0.05 Analogo DR Kit 5 pz Implant Replica DR Kit 5pcs ++D748|MPLREPLICA7
305ENOAD Analogo EN Implant Replica EN ++D748|MPLREPLICA?7
301ENOAO Analogo EN Implant Replica EN ++D748|MPLREPLICA7
302ENOAD Analogo EN SP @#3.7mm Implant Replica EN SP @3.7mm ++D748IMPLREPLICA7
305ERDAD Analogo ER Implant Replica ER ++D748|MPLREPLICA7
301EROA1 Analogo ER Implant Replica ER ++D748IMPLREPLICA7
302EROAD Analogo ER SP @4.6mm Implant Replica ER SP @4.6mm ++D748IMPLREPLICA7
305EWO0A0 Analogo EW Implant Replica EW ++D748IMPLREPLICA7
301EWO0AQ Analogo EW Implant Replica EW ++D748IMPLREPLICA7
305IM0AQ Analogo IM Implant Replica IM ++D748IMPLREPLICA7
301IMOAQ Analogo IM Implant Replica IM ++D748IMPLREPLICA7
305IR0A0 Analogo IR Implant Replica IR ++D748IMPLREPLICAT7
301IR0A1 Analogo IR Implant Replica IR ++D748IMPLREPLICA7
302IR0A0 Analogo IR SP @3.7mm Implant Replica IR SP @3.7mm ++D748IMPLREPLICA7
302IR0AL Analogo IR SP @4.6mm Implant Replica IR SP @4.6mm ++D748IMPLREPLICA7
305I1W0A0 Analogo IW Implant Replica IW ++D748IMPLREPLICA7
301IW0A1 Analogo IW Implant Replica IW ++D748IMPLREPLICA7
305KNOAO Analogo KN Implant Replica KN ++D748IMPLREPLICA7
301KNOAO Analogo KN Implant Replica KN ++D748IMPLREPLICA7
301KNOAO.05 Analogo KN Kit 5 pz Implant Replica KN Kit Spcs ++D748IMPLREPLICA7
305KR0OA0 Analogo KR Implant Replica KR ++D748IMPLREPLICA7
301KROAOQ Analogo KR Implant Replica KR ++D748IMPLREPLICA7
304KROAO Analogo KR Alettato Implant Replica KR Finned ++D748IMPLREPLICA7
301KROAO0.05 Analogo KR Kit 5 pz Implant Replica KR Kit 5pcs ++D748IMPLREPLICA7
301KS0AOQ Analogo KS Implant Replica KS ++D748IMPLREPLICA7
301KTOAO Analogo KT Implant Replica KT ++D748IMPLREPLICA7
305KWO0AQ Analogo KW Implant Replica KW ++D748IMPLREPLICA7
301KWOAOD Analogo KW Implant Replica KW ++D748|MPLREPLICA7
304KWOAD Analogo KW Alettato Implant Replica KW Finned ++D748IMPLREPLICA7
301KWOAD.05 Analogo KW Kit 5 pz Implant Replica KW Kit 5pcs ++D748|MPLREPLICA7
305LROA0 Analogo LR Implant Replica LR ++D748|MPLREPLICA7
301LROAO Analogo LR Implant Replica LR ++D748IMPLREPLICA7
301LROA0.05 Analogo LRKit 5 pz Implant Replica LR Kit 5pcs ++D748IMPLREPLICA?
305LWO0AQD Analogo LW Implant Replica LW ++D748IMPLREPLICA7
301LWOAD Analogo LW Implant Replica LW ++D748IMPLREPLICA7
301LWO0AQ0.05 Analogo LW Kit 5 pz Implant Replica LW Kit 5pcs ++D748IMPLREPLICA7
AMIL7 Analogo Mini Implant Replica Mini ++D748IMPLREPLICA7
303NADAO Analogo Moncone BT4 Abutment Replica BT4 ++D748IMPLREPLICA7
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303NAOAL Analogo Moncone BT4 H Ridotta Abutment Replica BT4 Reduced H ++D748IMPLREPLICA7
303BUOAO Analogo Moncone BT4 Slim Abutment Replica BT4 Slim ++D748IMPLREPLICAY
301CO0A0 Analogo Moncane Connector Implant Replica Connector Abut. ++D748IMPLREPLICA7
301NADAO Analogo Moncone Locator® Implant Replica Locator® Abut. ++D748IMPLREPLICA7
AlO36100 Analogo @4mm Two Implant Replica @4mm Two ++D748IMPLREPLICA7
AlO40100 Analogo @5mm Two Implant Replica @5mm Two ++D748IMPLREPLICA7
AlO60100 Analogo @6mm Two Implant Replica @6mm Two ++D748IMPLREPLICA7
305SROA0 Analogo SR Implant Replica SR ++D748IMPLREPLICA7
301SROA0 Analogo SR Implant Replica SR ++D748IMPLREPLICA7
305TNOAOD Analogo TN Implant Replica TN ++D748IMPLREPLICA7
305TROAO Analogo TR Implant Replica TR ++D748IMPLREPLICA7
305TWOAOD Analogo TW Implant Replica TW ++D748IMPLREPLICA7

Castable Plastic Abut. BT Link Himm @4.2mm

205NA003.05 Calcinabile BT Link Hlmm @4.2mm Kit 5pz Kit Spcs ++D748CASPLABNOSSX
205NA001.05 Calcinabile BT Link Himm @4.7mm Kit 5pz EES;‘;?S‘* Plastic Abut. BT Link Himm @4.7mm | _ 17 00scp) ABNOSSX
205NA002.05 Calcinabile BT Link H1mm @5.2mm Kit 5pz E;S_:’:ie Plastic Abut. BT Link Himm @5.2mm | 1o \00ncp ABNOSSK
205NAQ03.05 Calcinabile BT Link HLmm @5.4mm Kit 5pz ;ﬂ:ﬂe Plastic Abut. BT Link H1mm @5.4mm | 120004 cp ABNOSSX
205NAQ04.05 Calcinabile BT Link HLmm @5.4mm Kit 5pz E;":;:t'se Plastic Abut. BT Link H1mm @5.4mm | 1. 1004 6pl ABNOSSX
205NAQ05.05 Calcinabile BT Link Hlmm @5.6mm Kit 5pz Ef;;z': Plastic Abut. BT Link Hlmm @3.6mm | .10 recncpiaBNOSSK
205NAQ08.05 Calcinabile BT Link H1mm @5.6mm Kit 5pz Eiséi:)'z': Rlastic Abut, BT Link BImm 5560 | o nosecmsprannossk
205NA007.05 Calcinabile BT Link Himm @6.1mm Kit 5pz S‘:;Z'zle Plastic Abut. BT Link Himm @6.1mm | o o ApLABNOSSX
205NA006.05 Calcinabile BT Link Himm @6.6mm Kit 5pz Eisézz': Plastic: Abut, BY Link HimmPe.6mm | o ecaspiasnoss
207NADOAL Calcinabile BT4 senza vite Castable Plastic Abutment BT4 no screw ++D748CASPLABNOSSX
CMI17 Calcinabile Transfer MINI Castable Plastic Abut Transfer MINI ++D748CASPLABNOSSX
690NA029.03 Cappette Transfer Alluminio Kit 3pz Impression Post Caps Alluminium Kit 3pcs ++D748SCANABUTLAWP

690NA054.04

Kit Cappetta Locator® ON Nera Kit 4pz

Replacement Males Locator® ON Black Kit
4pcs

++D748IMPLREPLICA7

690NA091.10

Kit Cappetta Pro @5.1mm Kit 10pz

Caps Kit Pro @5.1mm Kit 10pcs

++D748IMPPPICKUPBT

690NA185.10

Kit Cappetta Pro @6.1mm Kit 10pz

Caps Kit Pro @6.1mm Kit 10pcs

++D748IMPPPICKUPBT

351AB1A0 Scan Abutment Laboratorio AB Scan Abutment Extra-oral AB ++D748SCANABUTLAWP
351AC1A0 Scan Abutment Laboratorio AC Scan Abutment Extra-oral AC ++D748SCANABUTLAWP
351BP1A0 Scan Abutment Laboratorio BP Scan Abutment Extra-oral BP ++D748SCANABUTLAWP
351BP1A1 Scan Abutment Laboratorio BP Rotante Scan Abutment Extra-oral BP Rotating ++D748SCANABUTLAWP
351BS1A1 Scan Abutment Laboratorio BS Rotante Scan Abutment Extra-oral BS Rotating ++D7485SCANABUTLAWP
351BT1AL1 Scan Abutment Laboratorio BT Rotante Scan Abutment Extra-oral BT Rotating ++D748SCANABUTLAWP
351BT1A2 ;‘;igrﬂzmme"t Labgratonio BT Uigrip Scan Abutment Extra-oral BT Unigrip Rotating | ++D748SCANABUTLAWP
351BU1A1L Scan Abutment Laboratorio BU Rotante Scan Abutment Extra-oral BU Rotating ++D748SCANABUTLAWP
351CA1A0 Scan Abutment Laboratorio CA Scan Abutment Extra-oral CA ++D748SCANABUTLAWP
351CB1A0 Scan Abutment Laboratorio CB Scan Abutment Extra-oral CB ++D748SCANABUTLAWP
351CC1A0 Scan Abutment Laboratorio CC Scan Abutment Extra-oral CC ++D748SCANABUTLAWP
351DA1A0 Scan Abutment Laboratorio DA Scan Abutment Extra-oral DA ++D748SCANABUTLAWP
351DB1A0 Scan Abutment Laboratorio DB Scan Abutment Extra-oral DB ++D748SCANABUTLAWP
351EA1AQ Scan Abutment Laboratorio EA Scan Abutment Extra-oral EA ++D748SCANABUTLAWP
351EC1A0 Scan Abutment Laboratorio EC Scan Abutment Extra-oral EC ++D748SCANABUTLAWP
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351EN1AQ Scan Abutment Laboratorio EN Scan Abutment Extra-oral EN ++D748SCANABUTLAWP
351ER1AQ Scan Abutment Laboratorio ER Scan Abutment Extra-oral ER ++D7485CANABUTLAWP
351EW1A0 Scan Abutment Laboratorio EW Scan Abutment Extra-oral EW ++D7485CANABUTLAWP
351EZ1A0 Scan Abutment Laboratorio EZ Scan Abutment Extra-oral EZ ++D7485CANABUTLAWP
351FA1AD Scan Abutment Laboratorio FA Scan Abutment Extra-oral FA ++D748SCANABUTLAWP
3511A1A0 Scan Abutment Laboratorio I1A Scan Abutment Extra-oral IA ++D7485CANABUTLAWP
351IB1A0 Scan Abutment Laboratorio 1B Scan Abutment Extra-oral IB ++D748SCANABUTLAWP
351IC1A0 Scan Abutment Laboratorio IC Scan Abutment Extra-oral IC ++D7485CANABUTLAWP
351ID1A0 Scan Abutment Laboratorio ID Scan Abutment Extra-oral ID ++D748SCANABUTLAWP
351I1E1A0 Scan Abutment Laboratorio IE Scan Abutment Extra-oral IE ++D748SCANABUTLAWP
351IF1A0 Scan Abutment Laboratorio IF Scan Abutment Extra-oral IF ++D748SCANABUTLAWP
3511G1A0 Scan Abutment Laboratorio IG Scan Abutment Extra-oral IG ++D748SCANABUTLAWP
351IH1A0 Scan Abutment Laboratorio [H Scan Abutment Extra-oral IH ++D748SCANABUTLAWP
351IM1A0 Scan Abutment Laboratorio IM Scan Abutment Extra-oral IM ++D748SCANABUTLAWP
351IR1A0 Scan Abutment Laboratorio IR Scan Abutment Extra-oral IR ++D748SCANABUTLAWP
3511S1A0 Scan Abutment Laboratorio 1S Scan Abutment Extra-oral IS ++D7485CANABUTLAWP
351IT1A0 Scan Abutment Laboratorio IT Scan Abutment Extra-oral IT ++D748SCANABUTLAWP
351IU1A0 Scan Abutment Laboratorio 1U Scan Abutment Extra-oral IU ++D748SCANABUTLAWP
351IV1A0 Scan Abutment Laboratorio IV Scan Abutment Extra-oral IV ++D748SCANABUTLAWP
351IW1A0 Scan Abutment Laboratorio IW Scan Abutment Extra-oral IW ++D748SCANABUTLAWP
3511Z1A0 Scan Abutment Laboratorio 12 Scan Abutment Extra-oral I1Z ++D748SCANABUTLAWP
351KA1A0 Scan Abutment Laboratorio KA Scan Abutment Extra-oral KA ++D748SCANABUTLAWP
351KB1A0 Scan Abutment Laboratorio KB Scan Abutment Extra-oral KB ++D7485CANABUTLAWP
351KC1A0 Scan Abutment Laboratorio KC Scan Abutment Extra-oral KC ++D7485CANABUTLAWP
351KN1AO Scan Abutment Laboratorio KN Scan Abutment Extra-oral KN ++D748SCANABUTLAWP
351KR1A0 Scan Abutment Laboratorio KR Scan Abutment Extra-oral KR ++D748SCANABUTLAWP
351KS1A0 Scan Abutment Laboratorio KS Scan Abutment Extra-oral KS ++D748SCANABUTLAWP
351KS1A1 Scan Abutment Laboratorio KS Unigrip Scan Abutment Extra-oral KS Unigrip ++D7485CANABUTLAWP
351KT1A0 Scan Abutment Laboratorio KT Scan Abutment Extra-oral KT ++D748SCANABUTLAWP
351KT1A1 Scan Abutment Laboratorio KT Unigrip Scan Abutment Extra-oral KT Unigrip ++D748SCANABUTLAWP
351KU1A0 Scan Abutment Laboratorio KU Scan Abutment Extra-oral KU ++D748SCANABUTLAWP
351KW1A0 Scan Abutment Laboratorio KW Scan Abutment Extra-oral KW ++D748SCANABUTLAWP
351QA1A0 Scan Abutment Laboratorio QA Scan Abutment Extra-oral QA ++D748SCANABUTLAWP
351QB1A0 Scan Abutment Laboratorio QB Scan Abutment Extra-oral QB ++D748SCANABUTLAWP
351SEQAQ Scan Abutment Laboratorio SE Scan Abutment Extra-oral SE ++D748SCANABUTLAWP
351SE1AQ Scan Abutment Laboratorio SE Scan Abutment Extra-oral SE ++D7485CANABUTLAWP
351SR1A0 Scan Abutment Laboratorio SR Scan Abutment Extra-oral SR ++D748SCANABUTLAWP
351TN1AQ Scan Abutment Laboratorio TN Scan Abutment Extra-oral TN ++D748SCANABUTLAWP
351TR1A0 Scan Abutment Laboratorio TR Scan Abutment Extra-oral TR ++D748SCANABUTLAWP
351TW1A0 Scan Abutment Laboratorio TW Scan Abutment Extra-oral TW ++D748SCANABUTLAWP
690NA378 Vite Analogo M2 HEX1.20 H5Smm TP Implant Replica Screw M2 HEX1.20 HSmm TP | ++D748IMPLREPLICA7
690NA372 Vite Analogo M2 UNIGRIP H7.5mm TP Implant Replica Screw UNIGRIP H7.5mm TP ++D748IMPLREPLICA7
690NAD73 Vite Transfer M1.6 HEX1.20 H7.9mm :Efgf::l"" Ars o MLENEEL20 ++D748IMPPPICKUPBT
690NA351 Vite Transfer M1.6 UNIGRIP H7.8mm e ++D748IMPPPICKUPBT
690NA33S Vite Transfer M1.8 HEX1.20 H6.8mm :_rlgf’gf::r:"“ PastSeoau LA HEXL20 ++D748IMPPPICKUPBT
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690NAO8S Vite Transfer M1.8 HEX1.20 H7.3mm mp;f;;"’” Rontcren BILA ASKL 0 ++D748IMPPPICKUPBT

690NAO6S Vite Transfer M1.8 HEX1.20 H7.9mm mp;ﬁf;:"" Pestaneey M1HERL20 ++D748IMPPPICKUPBT

690NA067 Vite Transfer M2 HEX1.20 H8.1mm Impression Post Screw M2 HEX1.20 H8.1mm | ++D748IMPPPICKUPBT

690NA352 Vite Transfer M2 UNIGRIP H7.8mm Impression Post Screw UNIGRIP H7.8mm ++D748IMPPPICKUPBT

690NA373 Vite Transfer Pick-Up M1.4 UNIGRIP Impression Post Pick-up Screw M1.4 UNIGRIP ++D748IMPPPICKUPBT
H12mm H12mm

690NAO3L Vite Transfer Pick-Up M1.4 HEX1.20 Impression Post Pick-Up Screw M1.4 HEX1.20 ++D748IMPPPICKUPBT
H17mm H17mm

6O0NA299 Vite Transfer Pick-Up M1.4 HEX1.20 Impression Post Pick-Up Screw M1.4 HEX1.20 ++D748IMPPPICKUPBT
H26mm H26mm

690NA363 Vite Transfer Pick-Up M1.4 UNIGRIP Impression Post Pick-up Screw M1.4 UNIGRIP ++D748IMPPPICKUPET
H17mm H17mm

690NAGTL Vite Transfer Pick-Up M1.6 HEX1.20 Impression Post Pick-Up Screw M1.6 HEX1.20 ++D748IMPPPICKUPBT
H21.4mm H21.4mm

690NAQT2 Vite Transfer Pick-Up M1.6 HEX1.20 Impression Post Pick-Up Screw M1.6 HEX1.20 ++D748IMPPPICKUPBT
H26.4mm H26.4mm

600NA354 Vite Transfer Pick-Up M1.6 UNIGRIP Impression Post Pick-up Screw M1.6 UNIGRIP ++D748IMPPPICKUPBT
H21.5mm H21.5mm

690NA353 Vite Transfer Pick-Up M1.6 UNIGRIP Impression Post Pick-up Screw M1.6 UNIGRIP ++D748IMPPPICKUPBT
H26.5mm H26.5mm

690NA337 Vite Transfer Pick-Up M1.8 HEX1.20 Impression Post Pick-up Screw M1.8 HEX1.20 ++D748IMPPPICKUPBT
H19.4mm H19.4mm

690NAOS6 Vite Transfer Pick-Up M1.8 HEX1.20 Impression Post Pick-Up Screw M1.8 HEX1.20 ++D748IMPPPICKUPBT
H20.3mm H20.3mm

690NA190 Vite Transfer Pick-Up M1.8 HEX1.20 Impression Post Pick-Up Screw M1.8 HEX1.20 ++D748IMPPPICKUPBT
H21mm H21mm

600NA336 Vite Transfer Pick-Up M1.8 HEX1.20 Impression Post Pick-up Screw M1.8 HEX1.20 ++D748IMPPPICKUPET
H24.4mm H24.4mm

690NAQS7 Vite Transfer Pick-Up M1.8 HEX1.20 Impression Post Pick-Up Screw M1.8 HEX1.20 ++D748IMPPPICKUPBT
H25.3mm H25.3mm

690NA222 Vite Transfer Pick-Up M1.8 HEX1.20 Impression Post Pick-Up Screw M1.8 HEX1.20 ++D748IMPPPICKUPBT
H26mm H26mm

690NA003 Vite Transfer Pick-Up M2 H25mm Impression Post Pick-Up Screw M2 H25mm ++D748IMPPPICKUPBT

690NAOD2 Vite Transfer Pick-Up M2 HEX1.20 Impression Post Pick-Up Screw M2 HEX1.20 ++D748IMPPPICKUPET
H15.8mm H15.8mm

690NA308 Vite Transfer Pick-Up M2 HEX1.20 Impression Post Pick-Up Screw M2 HEX1.20 ++D748IMPPPICKUPBT
H18.2mm H18.2mm

600NA191 Vite Transfer Pick-Up M2 HEX1.20 Impression Post Pick-Up Screw M2 HEX1.20 ++D748IMPPPICKUPET
H19.4mm H19.4mm

690NA223 Vite Transfer Pick-Up M2 HEX1.20 Impression Post Pick-Up Screw M2 HEX1.20 ++D748IMPPPICKUPBT
H24.4mm H24.4mm

690NA356 Vite Transfer Pick-Up M2 UNIGRIP Impression Post Pick-up Screw M2 UNIGRIP ++D748IMPPPICKUPBT
H21.5mm H21.5mm

690NA355 Vite Transfer Pick-Up M2 UNIGRIP Impression Post Pick-up Screw M2 UNIGRIP ++D748IMPPPICKUPBT

H26.5mm

H26.5mm
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