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Fo'ey Ba''oon Catheters ˙

GⅢ DN—Code : 34917(2:way), 32331 (3-way)

쓰쁘뾰쁘 塹mㅛ⊥뾰으
1 001 -06, 1001 -08, 1001 -10, 1002-12, 1002-14, 1002-16, 1002-18,

1 002-20, 1002-22, 1002-24, 1002-26, 1001 -06-1 , 1001 -08-1, 1001 -10-1 ,

1 002-12-1, 1002-14-1, 1002-16-1 , 1002-1 8-1 , 1002-20-1, 1002-22-1 ,

1 002-24-1 , 1002-26-1 , 1007-060T, 1007F-060丁 , 1007-060T-1 , 1007F—
o60ㅜ - 1 ,

1 004-14, 1004-16, 1004-18, 1004-20, 1004-22, 1004-24, 1004-26,

1 004-14-1 , 1004-16-1, 1004-18-1, 1004-20-1 , 1004-22-1 , 1004-24-1,

1 004-26- 1

흐—쓰쓰포」쁘으〔malㅗ¸

“

≥으

1 005-14, 1005-16, 1005-18, 1005-20, 1005-22, 1005-24, 1005-26,

1 006-14, 1006-16, 1006-18, 1006-20, 1006-22, 1006-24, 1006-26,

1 006s- 1 8

소뽀旦포ㅛ ㅍ旦로⊥⊥뾰으

1 001 UB-08, 1001 UB-10, 1002UB-12, 100ㅆ 」B-14, 100가JB-16, 1002ι」B—

18, 1002'JB-20, 1002UB-22, 1002UB-24, 1002ι 」B-26, 1001 UB-08-1 ,
1 001 UB-10-1 , 100깃 」B-12-1 , 1002UB-14-1 , 1002ι 」B-16-1 , 1002UB-18—

1 , 1002ι」B-20-1 , 1002UB-22-1 , 1002UB-24-1 , 1002'JB-26-1 ,

1 002ι」BS-12, 1002'JBS¨14, 1002UBS-16, 1002ι 」BS-18, 1002UBS-20,
1 002 'J BS-22, 1 002'」  BS-24, 1002UBS-26, 100깃 」 BS- 12- 1 , 1002ι 」 BS-14—
1 , 1002'」 BS-16-1 , 1002UBS-18-1 , 1002UBS-20-1, 1002UBS-22- 1 ,

1 002UBS-24-1 , 1002UBS-26-1 ,

1 001UB—08B, 1001UB-10B, 1002'JB-12B, 1002UB-14B, 100ㅆ 」B-16B,
1 002∪ B- 18B, 1002 ι」 B-20B, 1002UB-22B, 1002ι 」 B-24B, 1002UB-26B,

1 003'」 B-12B, 100없」B-14B, 100BtJB-16B, 100없JB-1 8B, 1ooBt」 B-20B,
1 003UB-22B, 100m」 B-24B, 1003ι」 B-26B,

1 003UB-10, 1003ι」B-12, 1003UB-14, 100BIJB-16, 1003UB-18, 1003UB—

20, 1003'J B-22, 1003UB-24, 1oost」 B-26, 1003UB-1 0-1 , 100gUB-12-1,

1 003UB-14¨ 1 , 1003UB-16-1 , 1003'JB-18-1 , 1003UB-20-1 , 1003UB-22—

1 , 1003ι」B-24-1 , 1003UB-26-1 ,

1 o0zt」 B-08, 100Λ」B-10, 1007UB-12, 1007UB-14, 1007UB-16, 100烈」B—
18, 1007UB-20, 100Λ 」B-22, 1007UB-24, 1007UB-26, 1007UB-08-1 ,

1 00컸」B-10-1 , 1007UB-12-1 , 100Λ 」B-14-1 , 1007UB-16-1 , 100Λ JB-18—

1 , 100Λ J B-20-1 , 1007UB-22-1 , 100Λ 」B-24-1 , 1007UB-26-1 ,

1 007υ BS-08, 100Λ」BS-10, 1007UBS-12, 1007UBS-14, 1007UBS-16,
1 00컸JBS-18, 100컸」 BS-20, 1007UBS-22, 1 007UBS-24, 1 007UBS-26,

1 00zuBs-ρ 8-1 , 1007UBS-10-1 , 1007UBS-12-1 , 1007UBS- 14-1 ,

1 00Λ」BS-16-1 , 100컸 」BS-18-1 , 1007UBS-20-1 , 100Λ JBS-22-1 ,
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FoIey Bal loon Catheters

1 007UBS-24- 1 , 1007UBS-26- 1 ,

1 00Λ」 BF-08, 1 007UBF-10, 1007UBF- 12, 100컸 JBF- 14, 1007UBF一 16,

1 007UBF- 18, 1 007UBF-20, 100Λ 」 BF-22, 1 ooZIJBF-24, 1007UBF-26,

1 00ΛJBF-08-1 , 100Λ」BF-10-1 , 1007UBF-12-1 , 1007UBF-14-1 ,

1 007UBF- 16- 1 , 1 007UBF-18-1 , 1007UBF-20- 1 , 100Λ」 BF-22- 1 ,

1 00ΛJBF-24- 1 , 1007UBF-26- 1 ,

1 007UB-080ㅜ , 1007υ B-100ㅜ , 1 007U B-1 20ㅜ , 1 007UB- 14OT, 100Λ 」 B—

1 6OT, 1007UB- 18OT, 1007UB-200ㅜ , 1 007U B-22OT, 1007UB-240ㅜ ,

1 007UB-260ㅜ , 1007UB— 080ㅜ- 1 , 1 007U B-100T- 1 , 100Λ J B-120ㅜ - 1 ,

1 007UB- 140ㅜ - 1 , 1007UB- 160ㅜ - 1 , 1007UB-1 80ㅜ - 1 , 1007UB-200ㅜ -1 ,

1 007U B-220ㅜ -1 , 1 00烈」 B-240ㅜ -1 , 1007UB-26OT- 1 ,

1 007UBS—08OT, 100ZUBS-10OT, 1 007UBS- 120ㅜ , 1007UBS-14OT,
1 007UBS- 160丁 , 100Λ」 BS- 18OT, 1 007UBS-20OT, 1007UBS-22OT,

1 007UBS-24。 ㅜ, 1007UBS-260τ , 1 007UBS— 08OT- 1 , 100ZIJBS-100ㅜ —

1 , 1007UBS-12OT-1 , 1007UBS-140ㅜ -1 , 1007UBS-16OT-1 , 1oozuBs—

18OT-1 , 1007UBS-200ㅜ -1 , 1007UBS-22OT-1 , 1007UBS-240ㅜ -1 ,

1 007UBS-260ㅜ -1 ,

1 007UBF—080ㅜ , 1 007UBF-10OT, 100Λ」BF- 12OT, 1 00컸 JBF- 140ㅜ ,

1 007UBF-160ㅜ , 1007UBF- 180ㅜ , 1 00Λ」 BF-20OT, 1007UBF-220丁 ,

1 o0ZUBF-240ㅜ , 1007UBF-26OT, 1 007UBF-080ㅜㅢ , 1007UBF- 1 00ㅜ -1 ,

1 007UBF-120ㅜ -1 , 1007UBF-14OT-1 , 1007UBF-160丁 -1 , 1007UBF—

1 8OT- 1 , 1007UBF-20OT- 1 , 1 007UBF-220ㅜ -1 , 1007UBF-240ㅜ - 1 ,

1 007UBF-26OT- 1

츠쁘乫ㅗ끄으m旦n그ㅗ뾰으
1011-10, 1011-{2, 1011∼ 14, 101 1-16, 1011∼ 18, 1011-20, 1011-22,

1011-24, 1011-1 0-1, 1011-12-1, 1011-14-1, 1011-16-1, 1011-18-1,

101 1 -20-1 , 101 1 -22-1, 101 1 -24-1 ,

1011-10B, 1011-1 2B, 1011-14B, 1011-16B, 1011-18B, 1011-20B, 1011—

22B, 101 1 -24B,

1 01 1B-10, 101 1B-12, 101 1B-14, 1011B-16, 101 1B-18, 101 1B-20,

1 01 1B-22, 1011B-24, 101 1B-1 0-1, 101 1B-12-1 , 1011B-14-1 , 101 1 B-16—

1 , 101 1B-18-1, 101 1B-20-1 , 101 1B-22-1 , 101 1B-24-1 ,

1014-14, 1014-16, 1014-18, 1014-20, 1014-22, 1014-24, 1014-26,

1014-14-1 , 1014-16-1, 1014-1 8-1 , 1014-20-1 , 1014-22-1 , 1014-24-1 ,

1 014-26-1 ,

101 1UB-10, 1011UB-12, 1011UB-14, 1011UB-16, 1011UB-18, 1011 'JB—

20, 101 1UB-22, 1011UB-24, 101 1UB-10-1, 101 1UB-12-1 , 1011UB-14—

1 , 101 1UB-16-1 , 101 1UB-18-1, 101 1 'JB-20-1 , 101 ● UB-22-1 , 101 1UB—

24- 1

2」쓰르ㄴ⊥nt으요ㅌㅛ으브⊥Y으으
1 001 F-08, 1001 F-10, 1002F-12, 1002F-14, 1002F-16, 1002F-18,

1 002F-20, 1002F-22, 1002F-24, 1002F-26, 1001 F— 08-1 , 1001 F-1 0-1 ,

1 002F-12-1 , 1002F-14-1 , 1002F-16-1 , 1002F-18-1 , 1002F-20-1 , 1002F—

22-1 , 1002F-24-1 , 1002F-26-1,

1 001 F-08B, 1001 F-1 0B, 1002F-12B, 1002F-14B, 1002F- 16B, 1002F—

1 8B, 1002F- 20B, 1002F- 22B, 1002F- 24B, 1002F- 26B

of c'ass :

旦쁘으Y⊥⊥旦ㄷ요으巫,n t뾰으 ˛
1 037B- 1 8, 1037曰 -20, 1037D-22, 1037D-24, 1 037D-26, 1038B-1 8,

1 038B-20, 1038D-22, 1038D-24, 1 038D-26, 1 039B-18, 1 039B-20,
1 039D-22, 1039D-24, 1039D-26

‖ b

accord¡ ng to annex 'X of directlve 93142IEEC

nη eets the p¨ovis¡ ons of the direct¡ :̌e 93142IEEC as amended by 2007124IEC and ¡ts transpos¡ t¡ons ¡n nat¡onal 'aws

wh¡ ch app'y to it. The deciarat¡ on is νa'¡d ¡n connection with the “flna' ¡nspect¡ on report”
 of the dev¡

ce.
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FoIey BaI Ioon Catheters

Confbrm¡ ty assessrnent procedure: D¡  rect¡ ě 93142IEㅌ C Annex ['

Reg ¡stration No. :

App' ¡ed standards :

ㅐD 6˚ 1342˚  ̊˚̊ 1̊

EN 556-1 :2001IAC:2006EN 'SO 1 1607-1 :2009IA1 :2014
EN 1041 :2008 EN ISO 1 1607-2:2006IA1 :2014

EN 'SO 15223-1 :2016EN ISO 1 1737-1 :2006IAC:2009
EN 'SO 10993-1 :2009EN 'SO 1 1737-2:2009
EN 'SO 10993-3:2014'so 14644-1 :2015
EN ISO 10993-5:2009'SO 14644-2 :201 5
EN 1SO 10993¨7:2008EN ¡SO 14971 :2012
EN 'SO 10993-10:2013ㅌ N 1616: 1997IA1 : 1 999

EN ISO 10993-1 1 :2009EN 20594-1 : 1993IA1 : 1997
EN [SO 1 0993-12:2012EN 62366:2008
EN 'SO 1 1 135-1 :2007EN 'SO 13485:2016
EN 1SO 1 1 138-1 :2017

EN 'SO 1 1 138-2:2017

K H Lee

Qual ¡ty Management Representat¡ ve

ㅜUV Rhe'n'and LGA Products G'ㄲ  bH

Not¡∏ed Body: ㅜ¡

' 'ystraBe 290431 N ㅁ rnberg
Deutsch 'and

cㅌ °1 97

Bucheon. 2019.01 . 1 5.
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