oW N

EU-Megfeleléségi nyilatkozat
(2017/745 MDR rendelet, I. osztalyu termékek vonatkozasaban)

Gyért6 neve, kereskedelmi neve, vedjegye: Savaria-Dent Kift.
Gyarto egyedi regisztracios szama (SRN): HU-MF-000003421
Gyarté székhelye: 9700 Szombathely, Dr. Szabolcs Zoltan u. 5/A

Nyilatkozom, hogy jelen gyartéi megfeleléségi nyilatkozatot cégem, mint gyarto,
kizarélagos feleléssége mellett adtak ki, tovabba nyilatkozom, hogy az altalam
gyartott alabbi termék(ek)

termék neve: U Concept The Ultimate Bio Trainer
termékek listaja:

lasd: I. melléklet
Kockazati osztalya: |. kockazati osztaly
Osztalyba sorolasa a 2017/745 MDR szerint: VIII. melléklet 5. szabaly
Alapvetd UDI-DI: 599953243007PB
megfelel(nek)

az orvostechnikai eszkoézokrdl szold 2017/745 EU rendelet ra vonatkozoé
kévetelmenyeinek. Minden ezt igazolé dokumentacié a gyartonal elérhetd.
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Annex |.

Referencia kod Kereskedelmi név Referencia kod Kereskedelmi név
SDUK-TR-S U Kiddy Transparent Soft SDUT-TR-S U Trainer Transparent Soft
SDUK-LB-S U, Kiddy Lightblue Soft SDUT-LB-S U Trainer Lightblue Soft
SDUK-DB-S | U Kiddy Darkblue Soft SDUT-DB-S U Trainer Darkblue Soft
SDUK-TU-S - |U Kiddy; Turquoise Soft SDUT-TU-S U Trainer Turquoise Soft
SDUK-R-S ' U Kiddy Red Soft SDUT-R-S U Trainer Red Soft
SDUK-M-S U Kiddy Mint Soft SDUT-M-S U Trainer Mint Soft
SDUK-G-S ,, U Kiddy Green Soft SDUT-G-S U Trainer Green Soft
SDUK-P-S " | U Kiddy Pink Soft SDUT-P-S U Trainer Pink Soft
SDUK-Y-S U Kiddy Yellow Soft SDUT-Y-S U Trainer Yellow Soft
SDUK-TR-SR U Kiddy Transparent Semi-rigid SDUT-TR-SR U Trainer Transparent Semi-rigid
SDUK-LB-SR U Kiddy Lightblue Semi-rigid SDUT-LB-SR U Trainer Lightblue Semi-rigid
SDUK-DB-SR:" s - | U Kiddy Darkblue Semi-rigid SDUT-DB-SR U Trainer Darkblue Semi-rigid
SDUK-TU-SR U Kiddy Turquoise Semi-rigid SDUT-TU-SR U Trainer Turquoise Semi-rigid
SDUK-R-SR U Kiddy Red Semi-rigid SDUT-R-SR U Trainer Red Semi-rigid

| SDUK-M-SR U Kiddy Mint Semi-rigid SDUT-M-SR U Trainer Mint Semi-rigid
SDUK-G-SR U Kiddy Green Semi-rigid SDUT-G-SR U Trainer Green Semi-rigid
SDUK-P-SR .| | U Kiddy Pink Semi-rigid SDUT-P-SR U Trainer Pink Semi-rigid

| SDUK-Y-SR U Kiddy Yellow Semi-rigid SDUT-Y-SR U Trainer Yellow Semi-rigid
SDUS-TR-S U Start Transparent Soft SDUTS-TR-S U Tra‘iner Soft Transparent Soft
SDUS-LB-S U Start.Lightblue Soft SDUTS-LB-S U Trainer Soft Lightblue Soft
SDUS-DB-S U Start Darkblue Soft SDUTS-DB-S U Trainer Soft Darkblue Soft .
SDUS-TU-S & Start Turquoise Soft SDUTS-TU-S U Trainer Soft Turquoise Soft
SDUS-R-S U Start Red Soft SDUTS-R-S U Trainer Soft Red Soft
SDUS-M-S U Start Mint Soft SDUTS-M-S U Trainer Soft Mint Soft
SDUS-G-S o U Start Green Soft SDUTS-G-S U Trainer Soft Green Soft
SDUS-P-S - U Start Pink Soft SDUTS-P-S U Trainer Soft Pink Soft
SDUS-Y-S U Start Yellow Soft SDUTS-Y-S U Trainer Soft Yellow Soft
SDUS-TR-SR U Start Transparent Semi-rigid SDUTS-TR-SR | U Trainer Soft Transparent Semi-rigid
SDUS-LB-SR * U Start: Lightblue Semi-rigid SDUTS-LB-SR | U Traiﬁe,r Soft Lightblue Semi-rigid
'SDUS-DB-SR U start Darkblue Semi-rigid SDUTS-DB-SR | U Trainer Soft Darkblue Semi-rigid
SDUS-TU-SR U Start Turquoise Semi-rigid SDUTS-TU-SR | U Trainer Soft Turquoise Semi-rigid
SDUS-R-SR U Start Red Semi-rigid SDUTS-R-SR U Trainer Soft Piros Félkemeny
SDUS-M-SR U Start Mint Semi-rigid SDUTS-M-SR U Trainer Soft Mint Semi-rigid
SDUS-G-SR U Start Green Semi-rigid SDUTS-G-SR U Trainer Soft Green Semi-rigid
SDUS-P-SR U Start Pink Semi-rigid SDUTS-P-SR U Trainer Soft Pink Semi-rigid
SDUS-Y-SR .| U Start Yellow Semi-rigid SDUTS-Y-SR U Trainer Soft Yellow Semi-rigid
SDUB-TR-S U Brace Transparent Soft SDUBS-TR-S U Brace Small Transparent Soft
SDUB-LB-S % | U Bréce Lightblue Soft SDUBS-LB-S U Brace Small Lightblue Soft
SDUB-DB-S U Brace Darkblue Soft SDUBS-DB-S U Brace Small Darkblue Soft
SDUB-TU-S U Brace Turquoise Soft SDUBS-TU-S U Brace Small Turquoise Soft
SDUB-R-S U Brace Red Soft SDUBS-R-S U Brace Small Red Soft
SDUB-M-S U Brace Mint Soft SDUBS-M-S U Brace Small Mint Soft-
SDUB-G-S U Brace Green Soft SDUBS-G-S U Brace Small Green Soft
174
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SDUB-P-S U Brace Pink Soft SDUBS-P-S U Brace Small Pink Soft
SDUB-Y-S U Brace Yellow Soft SDUBS-Y U Brace Small Yellow Soft
SDUB-TR-SR .U Brace Transparent Semi-rigid SDUBS-TR-SR | U Brace Small Transparent Semi-rigid
SDUB-LB-SR U Brace Lightblue Semi-rigid SDUBS-LB-SR | U Brace Small Lightblue Semi-rigid
SDUB-DB-SR U Brace Darkblue Semi-rigid SDUBS-DB-SR | U Brace Small Darkblue Semi-rigid
SDUB-TU-SR U Brace Turgquoise Semi-rigid SDUBS-TU-SR | U Brace Small Turquoise Semi-rigid
SDUB-R-SR U Brace Red Semi-rigid SDUBS-R-SR U Brace Small Red Semi-rigid
SDUB-M-SR U Brace Mint Semi-rigid SDUBS-M-SR U Brace Small Mint Semi-rigid
SDUB-G-SR U Brace Green Semi-rigid SDUBS-G-SR U Brace Small Green Semi-rigid
SDUB-P-SR U Brace Pink Semi-rigid SDUBS-P-SR U Brace Small Pink Semi-rigid
SDUB-Y-SR U Brace Yellow Semi-rigid SDUBS-Y-SR U Brace Small Yellow Semi-rigid
SDUC2-TR-S | U Class 2 Transparent Soft SDUC3-TR-S U Class 3 Transparent Soft
SDUC2-LB-S U Class 2 Lightblue Soft SDUC3-LB-S U Class 3 Lightblue Soft
SDUC2-DB-S U Class 2 Darkblue Soft SDUC3-DB-S U Class 3 Darkblue Soft
SDUC2-TU-8 U Class 2 Turquoise Soft SDUC3-TU-S U Class 3 Turquoise Soft
SDUC2-R-S U Class 2 Red Soft SDUC3-R-S U Class 3 Red Soft
SDUC2-M-S U Class 2 Mint Soft SDUC3-M-S U Class 3 Mint Soft
SDUC2-G-S U Class 2 Green Soft SDUC3-G-S U Class 3 Green Soft
SDUC2-P-S U Class 2 Pink Soft SDUC3-P-S U Class 3 Pink Soft
SDhucC2-Y-S U Class 2 Yellow Soft SDUC3-Y-S U Class 3 Yellow Soft
SDUC2-TR-SR U Class 2 Transparent Semi-rigid SDUC3-TR-SR | U Class 3 Transparent Semi-rigid
SDUC2-LB-SR U €lass 2 Lightblue Semi-rigid SDUC3-DB-SR | U Class 3 Darkblue Semi-rigid
SDUC2-DB-SR U Class 2 Darkblue Semi-rigid SDUC3-LB-SR | U Class 3 Lightblue Semi-rigid
SDUC2-TU-SR U Class 2 Turquise Semi-rigid SDUC3-TU-SR | U Class 3 Turquoise Semi-rigid
SDUC2-R-SR U Class 2 Red Semi-rigid SDUC3-R-SR U Class 3 Piros Félkemeény
SDUC2-M-SR U Class 2 Mint Semi-rigid SDUC3-M-SR U Class 3 Mint Semi-rigid
SDUC2-G-SR U Class 2 Green Semi-rigid SDUC3-G-SR U Class 3 Green Semi-rigid
SDUC2-P-SR U Class 2 Pink Semi-rigid SDUC3-P-SR U Class 3 Pink Semi-rigid
SDUC2-Y-SR U Class 2 Yellow Semi-rigid SDUC3-Y-SR U Class 3 Yellow Semi-rigid
SDUC2Pre-TR-S | U Class 2 Pre Transparent Soft SDUC3S-TR-S | U Class 3 Small Transparent Soft
SDUC2Pre-LB-S | U Class 2 Pre Lightblue Soft SDUC3S-LB-S | U Class 3 Small Lightblue Soft
SDUC2Pre-DB-S | U Class 2 Pre Darkblue Soft SDUC3S-DB-S | U Class 3 Small Darkblue Soft
SDUC2Pre-TU-S | U Class 2 Pre Turquoise Soft SDUC38-TU-S | U Class 3 Small Turquoise Soft
SDUC2Pre-R-S U Class 2 Pre Red Soft SDUC3S-R-S U Class 3 Small Red Soft
SDUC2Pre-M-S U Class 2 Pre Mint Soft SDUC3S-M-S U Class 3 Small Mint Soft
SDUC2Pre-G-S U Class 2 Pre Green Soft SDUC3S-G-S U Class 3 Small Green Soft
SDUC2Pre-P-S U Class 2 Pre Pink Soft SDUC3S-P-S U Class 3 Small Pink Soft
SDUC2Pre-Y-S U Class 2 Pre Yellow Soft SDUC3S-Y-S U Class 3 Small Yellow Soft
SDUC2Pre-TR-SR | U Class 2 Pre Transparent Semi-rigid SDUC3S-TR-SR | U Class 3 Small Transparent Semi-rigid
SDUC2Pre-LB-SR (U Ciass 2 Pre Lightblue Semi-rigid SDUC3S-LB-SR | U Class 3 Small Lightblue Semi-rigid
SDUC2Pre-DB-SR | U Class 2 Pre Darkblue Semi-rigid SDUC3S-DB-SR | U Class 3 Small Darkblue Semi-rigid
SDUC2Pre-TU-SR | U Class 2 Pre Turquoise Semi-rigid SDUC3S-TU-SR | U Class 3 Small Turquoise Semi-ri'gid
SDUC2Pre-R-SR | U Class 2 Pre Red Semi-rigid | | SDUC3S-R-SR | U Class 3 Small Red Semi-rigid
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SDUC2Pre-M-SR | U Class 2 Pre Mint Semi-rigid SDUC3S-M-SR | U Class 3 Small Mint Semi-rigid
SDUC2Pre-G-SR | U Class 2 Pre Green Semi-rigid SDUC3S-G-SR | U Class 3 Small Green Semi-rigid
SDUC2Pre-P-SR | U Class 2 Pre Pink Semi-rigid SDUC3S-P-SR | U Class 3 Small Pink Semi-rigid
SDUC2Pre-Y-SR | U Class 2 Pre Yellow Semi-rigid SDUC3S-Y-SR | U Class 3 Small Yellow Semi-rigid
SDUP1-TR-S U Pilot 1 Transparent Soft SDUP2-TR-S U Pilot 2 Transparent Soft
SDUP1-LB-S U Pilot 1 Lightblue Soft SDUP2-LB-S U Pilot 2 Lightblue Soft
SDUP1-DB-S U Pilot 1 Darkblue Soft SDUP2-DB-S U Pilot 2 Darkblue Soft
SDUP1-TU-S U Pilot 1 Turquoise Soft SDUP2-TU-S U Pilot 2 Turquoise Soft
SDUP1-R-S U Pilot 1 Red Soft SDUP2-R-S U Pilot 2 Red Soft
SDUP1-M-S U Pilot 1 Mint Soft SDUP2-M-S U Pilot 2 Mint Soft
SDUP1-G-S U Pilot 1 Green Soft SDUP2-G-S U Pilot 2 Green Soft
SDUP1-P-S U Pilot 1 Pink Soft SDUP2-P-S U Pilot 2 Pink Soft
SDUP1-Y-S U Pilot 1 Yellow Soft SDUP2-Y-S U Pilot 2 Yellow Soft
SDUP1-TR-SR U Pilot 1 Transparent Semi-rigid SDUP2-TR-SR | U Pilot 2 Transparent Semi-rigid
SDUP1-LB-SR U Pilot 1 Lightblue Semi-rigid SDUP2-LB-SR | U Pilot 2 Lightblue Semi-rigid
SDUP1-DB-SR U Pilot 1 Darkblue Semi-rigid SDUP2-DB-SR | U Pilot 2 Darkblue Semi-rigid
SDUP1-TU-SR U Pilot 1 Turquoise Semi-rigid SDUP2-TU-SR | U Pilot 2 Turquoise Semi-rigid
SDUP1-R-SR U Pilot 1 Red Semi-rigid SDUP2-R-SR U Pilot 2 Red Semi-rigid
SDUP1-M-SR U Pilot 1 Mint Semi-rigid SDUP2-M-SR U Pilot 2 Mint Semi-rigid
SDUP1-G-SR U Pilot 1 Green Semi-rigid SDUP2-G-SR U Pilot 2 Green Semi-rigid
SDUP1-P-SR U Pilot 1 Pink Semi-rigid SDUP2-P-SR U Pilot 2 Pink Semi-rigid
SDUP2-Y-SR U Pilot 1 Yellow Semi-rigid SDUP2-Y-SR U Pilot 2 Yellow Semi-rigid
SDUP3-TR-S U Pilot 3 Transparent Soft SDUP4-TR-S U Pilot 4 Transparent Soft
SDUP3-LB-S U Pilot 3 Lightblue Soft SDUP4-LB-S U Pilot 4 Lightblue Soft
SDUP3-DB-S U Pilot 3 Darkblue Soft SDUP4-DB-S U Pilot 4 Darkblue Soft
SDUP3-TU-S U Pilot 3 Turquoise Soft SDUP4-TU-S U Pilot'4 Turquoise Soft
SDUP3-R-S U Pilot 3 Red Soft SDUP4-R-S U Pilot 4 Red Soft
SDUP3-M-S U Pilot 3 Mint Soft SDUP4-M-S U Pilot 4 Mint Soft
SDUP3-G-S U Pilot 3 Green Soft SDUP4-G-3 U Pilot 4 Green Soft
SDUP3-P-S U Pilot 3 Pink Soft SDUP4-P-S U Pilot 4 Pink Soft
SDUP3-Y-S U Pilot 3 Yellow Soft SDUP4-Y-S U Pilot 4 Yellow Soft
SDUP3-TR-SR U Pilot 3 Transparent Semi-rigid SDUP4-TR-SR | U Pilot 4 Transparent Semi-rigid
SDUP3-LB-SR U Pilot 3 Lightblue Semi-rigid SDUP4-LB-SR | U Pilot 4 Lightblue Semi-rigid
SDUP3-DB-SR U Pilot 3 Darkblue Semi-rigid SDUP4-DB-SR | U Pilot 4 Darkblue Semi-rigid
SDUP3-TU-SR U Pilot 3 Turquoise Semi-rigid SDUP4-TU-SR | U Pilot 4 Turquoise Semi-rigid
SDUP3-R-SR U Pilot 3 Red Semi-rigid SDUP4-R-SR U Pilot 4 Red Semi-rigid
SDUP3-M-SR U Pilot 3 Mint Semi-rigid SDUP4-M-SR U Pilot 4 Mint Semi-rigid
SDUP3-G-SR U Pilot 3 Green Semi-rigid SDUP4-G-SR U Pilot 4 Green Semi-rigid
SDUP3-P-SR U Pilot 3 Pink Semi-rigid SDUP4-P-SR U Pilot 4 Pink Semi-rigid
SDUP3-Y-SR U Pilot 3 Yellow Semi-rigid SDUP4-Y-SR U Pilot 4 Yellow Semi-rigid
SDUP5-TR-S U Pilot 5 Transparent Soft SDUP6-TR-S U Pilot 6 Transparent Soft
SDUP5-LB-S U Pilat 5 Lightblue Soft SDUP6-LB-S U Pilot 6 Lightblue Soft
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SDUP5-DB-S U Pilot 5 Darkblue Soft SDUP6-DB-S U Pilot 6 Darkblue Soft
SDUP5-TU-S U Pilot 5 Turquoise Soft SDUP6-TU-S U Pilot 6 Turquoise Soft
SDUP5-R-S U Pilot 5 Red Soft SDUP6-R-S U Pilot 6 Red Soft
SDUP5-M-S U Pilot 5 Mint Soft SDUP6-M-S U Pilot 6 Mint Soft
SDUP5-G-S U Pilot 5 Green Soft SDUPB-G-S U Pilot 6 Green Soft
SDUP5-P-S U Pilot 5 Pink Soft SDUP6-P-S U Pilot 6 Pink Soft
SDUPS5-Y-S U Pilot 5 Yellow Soft SDUPB-Y-S U Pilot 6 Yellow Soft
SDUP5-TR-SR U Pilot 5 Transparent Semi-rigid SDUPB-TR-SR | U Pilot 6 Transparent Semi-rigid
SDUP5-LB-SR U Pilot 5 Lightblue Semi-rigid SDUP6-LB-SR | U Pilot 6 Lightblue Semi-rigid
SDUP5-DB-SR U Pilot 5 Darkblue Semi-rigid SDUP6-DB-SR | U Pilot 6 Darkblue Semi-rigid
SDUP5-TU-SR U Pilot 5 Turquoise Semi-rigid SDUPB-TU-SR | U Pilot 6 Turquoise Semi-rigid
SDUP5-R-SR U Pilot 5 Red Semi-rigid SDUP6-R-SR U Pilot 6 Red Semi-rigid
SDUP5-M-SR U Pilot 5 Mint Semi-rigid SDUP6-M-SR U Pilot 6 Mint Semi-rigid
SDUP5-G-SR U Pilot 5 Green Semi-rigid SDUP6-G-SR U Pilot 6 Green Semi-rigid
SDUP5-P-SR U Pilot 5 Pink Semi-rigid SDUP6-P-SR U Pilot 6 Pink Semi-rigid
SDUP5-Y-SR U Pilot 5 Yellow Semi-rigid SDUP6-Y-SR U Pilot 6 Yellow Semi-rigid
SDUP7-TR-S U Pilot 7 Transparent Soft SDUTEMP-K U Template Kit
SDUP7-LB-S U Pilot 7 Lightblue Soft SDUTEMP1 U Template 1
SDUP7-DB-S U Pilot 7 Darkblue Soft SDUTEMP2 U Template 2
SDUP7-TU-S U Pilot 7 Turquoise Soft SDUTEMP3 U Template 3
SDUP7-R-S U Pilot 7 Red Soft SDUTEMP4 U Template 4
SDUP7-M-S U Pilot 7 Mint Soft SDUTEMP5 U Template 5
SDUP7-G-S U Pilot 7 Green Soft SDUTEMP6 U Template 6
SDUP7-P-S U Pilot 7 Pink Soft SDUTEMP7 U Template 7
SDUP7-Y-S U Pilot 7 Yellow Soft .
SDUP7-TR-SR U Pilot 7 Transparent Semi-rigid
SDUP7-LB-SR U Pilot 7 Lightblue Semi-rigid
SDUP7-DB-SR U Pilot 7 Darkblue Semi-rigid
SDUP7-TU-SR U Pilot 7 Turquoise Semi-rigid
SDUP7-R-SR U Pilot 7 Red Semi-rigid
SDUP7-M-SR U Pilot 7 Mint Semi-rigid
SDUP7-G-SR U Pilot 7 Green Semi-rigid
SDUP7-P-SR U Pilot 7 Pink Semi-rigid
SDUP7-Y-SR U Pilot 7 Yellow Semi-rigid
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