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OEMA: «AvakAnon maptibwv Tou LATPOTEXVOAOYKOU TPOoLovTog “IPLyKTnPoTOHOG TPLTAOU
aulou piag xpriong” g eratpeiag Olympus (BA. cuvnupévo mivaka HE avaAuTikn meplypadn
TWV POIOVTWV Kot KE Toug aplBpoi¢ naptidwv), katnyopiag class MDD llb»

Kataokevaotng : Olympus Medical Systems Corporation

AwdBson otnv eAAnvikn ayopd: : PROTON A.E

ANOMAZH
‘Exovtag unoyn:
1. To apBpo 6, map.ll, €5.8 Tou N. 1316/83 (DEK 3 A’) «16puacn, opyavwaon Kot oproSLoTnTeS
Tou E.0.Q.», 6onwc avtikataotadnke pe to apbpo 25 tou N. 3730/2008 (DEK 262 A')
2. Tnv um’ ap. 8135/22-1-2026 evnuépwon tng statpeiag Olympus Europe SE & Co.KG ek
LEPOUG TNG KOTALOKEUAOTPLAC ETALPELQC.
3. Tnvur ap. 15233/2026 evnuépwon tng etatpeiog Proton A.E.

ANOMAZIZOYME

Tnv avakAnon oAwv Twv oplOuwv mapTidwv TOU CUVNUUEVOU TVAKO TOU LOTPOTEXVOAOYLKOU
nmpoiovtog, “IZdlyktnpotopog tpumAol avlAol piag xpnong” tng ctaipeiag Olympus (BA.
CUVNHUUEVO TvaKa HE avOAUTIKA Teplypadr MPoiovIwv Kal aplBpoug naptidwyv), katnyopiag

class MDD llb, 6mw¢ mapouoldovtal 6TO CUVNLEVO TIVAKA KATOTILY TTapanovwy


http://www.eof.gr/

H mapovoa Amodaon ekSISeTAL e OKOTIO TNV EVIOXUON TNG avAKANonG TnG etatpeiag ‘Olympus’ kat
oto mAaiolo mpodoriong tng dnuootag vyeiag.
H etawpeia ‘Proton A.E., odeilel va epapuodoel ta SLopOWTIKA LETPA TOU KATAOKEVOOTH UECA OF

€UAOYO XpOVLIKO Sldotnua.

Ta OXETIKA TAPOOTATIKA TnpouvTal yla dtdotnpa touldylotov mevie (5) etwv kat tiBevtal umoyn

Tou EOQ, edpbdoov {ntnbouv.

ESQTEPIKH AIANOMH: A/von EMNKI -Turua EAEyyou KukAogopiog

O NPOEAPOZ TOY AZ/EO®

Inupidwv O. Zanouvag

Article Model nhumber Commercial Lot Number(s)
code name
2YK, 27K, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
E'éé”fsﬁme Triple | 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
025895 | KD-401Q-0320 | )'°P%° 5YK, 2YV, 2ZV, 31V, 32V, 33V, 34V, 35V, 36V,
Sphinoterotome | 37V 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 4ZV,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 50V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
E'g‘gf;;‘ble Triple | 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
025896 | KD-401Q-0330 | P8 5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
Sphinoterotome | 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 47V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 50V,
5XV, 5YV
2YK, 27K, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
FlowCut 52K, 53K, 54K, 55K, 56K, 57K, 58K, 50K, 5XK,
025897 | KD-401Q-0720 | Disposable Triple | syi oyy o7y 31y, 32V, 33V, 34V, 35V, 36V
Lumen ’ ’ ’ ’ ’ ’ ’ ’ ’
Sphinoterotome | 37V 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV




Article
code

Model number

Commercial
name

Lot Number(s)

025898

KD-401Q-0725

FlowCut
Disposable Triple
Lumen
Sphincterotome

2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV

025899

KD-401Q-0730

FlowCut
Disposable Triple
Lumen
Sphincterotome

2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV

N1089530

KD-V411M-
0330

CleverCut Single
Use 3-Lumen
Sphincterotome V

2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV

N5411130

KD-V411M-
0320

CleverCut Single
Use 3-Lumen
Sphincterotome V

2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV

N5411230

KD-V411M-
0330

CleverCut Single
Use 3-Lumen
Sphincterotome V

2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV




Article Model number Commercial Lot Number(s)
code name
| 27V, 31V, 32V, 33V, 34V, 35V, 36V, 37V, 38V,
N5411330 | KD-VATIM- | Hleverkut Single | 39y, 3xv, 3YV, 32V, 41V, 42V, 43V, 44V, 45V,
0720 Sphincteretome v | 46V 47V, 48V, 49V, 4XV, 4YV, 42V, 51V, 52V,
53V, 54V, 55V, 56V, 57V, 58V, 59V, 5XV, 5YV
| 27V, 31V, 32V, 33V, 34V, 35V, 36V, 37V, 38V,
N5411430 | KD-VA1IM- | Tleverbut Single | 39y, 3xv, 3Yv, 32V, 41V, 42V, 43V, 44V, 45V,
0725 Sphincteretome v | 46V 47V, 48V, 49V, 4XV, 4YV, 42V, 51V, 52V,
53V, 54V, 55V, 56V, 57V, 58V, 59V, 5XV, 5YV
| 27V, 31V, 32V, 33V, 34V, 35V, 36V, 37V, 38V,
N5411530 | KD-VATIM- | Tlevercut Single | 59y 33y, 3y, 37, 41V, 42V, 43V, 44V, 45V,
0730 Sphincleretome v | 46V 47V, 48V, 49V, 4XV, 4YV, 42V, 51V, 52V,
53V, 54V, 55V, 56V, 57V, 58V, 59V, 5XV, 5YV
| 27V, 31V, 32V, 33V, 34V, 35V, 36V, 37V, 38V,
N5411630 | KD-VATIM- | Tlevertut Single | 59y, 3xv, 3YV, 32V, 41V, 42V, 43V, 44V, 45V,
1520 Sohinctorotome v | 46V, 47V, 48V, 49V, 4XV, 4YV, 42V, 51V, 52V,
53V, 54V, 55V, 56V, 57V, 58V, 59V, 5XV, 5YV
| 27V, 31V, 32V, 33V, 34V, 35V, 36V, 37V, 38V,
N5411730 | KD-VATIM- | Hleverbut Single | 39y, 3xv, 3YV, 32V, 41V, 42V, 43V, 44V, 45V,
1530 Sonincterotome v | 46V 47V, 48V, 49V, 4XV, 4YV, 42V, 51V, 52V,
53V, 54V, 55V, 56V, 57V, 58V, 59V, 5XV, 5YV
| 27V, 31V, 32V, 33V, 34V, 35V, 36V, 37V, 38V,
N5411830 | KD-VATIM- | Hleverut Single | 39y, 3xv, 3YV, 32V, 41V, 42V, 43V, 44V, 45V,
3030 Sonincterotome v | 46V 47V, 48V, 49V, 4XV, 4YV, 42V, 51V, 52V,
53V, 54V, 55V, 56V, 57V, 58V, 59V, 5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD.43iM. | CleverCutSingle | 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5411930 | o2 Use3-Lumen | 5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,

Sphincterotome V

37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV




Article Model number Commercial Lot Number(s)
code name
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-V431M- CleverCut Single | 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5412030 0730 Use 3-Lumen 5YK, 2YV, 27V, 31V, 32V, 33V, 34V, 35V, 36V,
Sphincterotome V | 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 49K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC411Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777330 0320 Sphincterotome V | 5YK, 2YV, 27V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC411Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777430 0330 Sphincterotome V | 5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 49K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC411Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777530 0720 Sphincterotome V | 5YK, 2YV, 27V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC411Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777630 0730 Sphincterotome V | 5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,

51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV




Article Model number Commercial Lot Number(s)
code name
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 49K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC412Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777730 0215 Sphincterotome V | 5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 45K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC431Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777830 0720 Sphincterotome V | 5YK, 2YV, 27V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 4ZV,
51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
2YK, 2ZK, 31K, 32K, 33K, 34K, 35K, 36K, 37K,
38K, 39K, 3XK, 3YK, 3ZK, 41K, 42K, 43K, 44K,
CleverCut Single | 49K, 46K, 47K, 48K, 49K, 4XK, 4YK, 4ZK, 51K,
KD-VC431Q- Use 52K, 53K, 54K, 55K, 56K, 57K, 58K, 59K, 5XK,
N5777930 0730 Sphincterotome V | 5YK, 2YV, 22V, 31V, 32V, 33V, 34V, 35V, 36V,
(Distal 37V, 38V, 39V, 3XV, 3YV, 32V, 41V, 42V, 43V,
Wireguided) 44V, 45V, 46V, 47V, 48V, 49V, 4XV, 4YV, 42V,

51V, 52V, 53V, 54V, 55V, 56V, 57V, 58V, 59V,
5XV, 5YV
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