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EC Declaration of Conformity to Council Directive
93/42/EEC and amendments concerning

Medical Devices

Manufacturer

Coloplast A/S
Holtedam 1

DK - 3050 Humlebaek
Denmark

Product

Product family: Urinary Indwelling Catheters

Product name: FOLYSIL® LT Catheter, FOLYSIL® X-Tra
Catheter

Description

On primary packaging:
See attachment

Global Medical Device Nomenclature code/name:
34917 - Indwelling urethral drainage catheter

EC Product Class
according to Annex IX

Class: Sterile class lIb
Rule no.: 5

The undersigned, Director, Regulatory Affairs, declares that FOLYSIL® LT Catheter,
FOLYSIL® X-Tra Catheter conforms to the relevant provisions of the European
Communities' Council Directive 93/42/EEC and amendments and is in accordance with
Annex Il Conformity Assessment Procedure (full quality assurance system) as verified
by the Danish Medical Devices Certification (DGM).

This product was originally CE-marked: 24/09/1999
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Gitte Juel Friis
Director, Regulatory Affairs



; Coloplast

Description on Primary Packaging for

Product family:
Product name:

Urinary Indwelling Catheters
FOLYSIL® LT Catheter, FOLYSIL® X-Tra Catheter

Description on primary fate of the i !

packaging original Product name | Catalogue number _
CE-marking i

FOLYSIL LT/ FOLEY 22-12-2000 |FOLYSIL® LT straight tip silicone | AA7108

CATHETER / 2-WAY / SILICONE catheter CH FR 06

FOLYSIL LT/ FOLEY 22-12-2000 |FOLYSIL® LT catheter straight |AA7108

CATHETER / 2-WAY / SILICONE tip silicone CH FR 08

FOLYSIL LT/ FOLEY 22-12-2000 |FOLYSIL® LT catheter straight |AA7110

CATHETER / 2-WAY / SILICONE tip silicone CH FR 10

FOLYSILLT/FOLEY 22-12-2000 |FOLYSIL® LT catheter straight AA7112

CATHETER / 2-WAY / SILICONE tip silicone CH FR 12

FOLYSIL LT/ FOLEY 22-12-2000 |FOLYSIL® LT catheter straight AA7114

CATHETER / 2-WAY / SILICONE tip silicone CH FR 14

FOLYSIL LT/ FOLEY 22-12-2000 FOLYSIL® LT catheter straight AAT116

CATHETER / 2-WAY / SILICONE tip silicone CH FR 16

FOLYSIL LT/ FOLEY 22-12-2000 |FOLYSIL® LT catheter straight AAT118

CATHETER / 2-WAY / SILICONE ; tip silicone CH FR 18 |

FOLYSIL LT/ FOLEY [22-12-2000 FOLYSIL® LT catheter straight  |AA7120 !

CATHETER / 2-WAY / SILICONE | tip silicone CH FR 20 |

FOLYSIL LT / FOLEY 22-12-2000 FOLYSIL® LT catheter straight [AAT122

CATHETER / 2-WAY / SILICONE tip silicone CH FR 22

FOLYSILLT/FOLEY 22-12-2000 |FOLYSIL® LT catheter straight  |AA7124

CATHETER / 2-WAY / SILICONE tip silicone CH FR 24

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT406

CATHETER / OVER THE GUIDE catheter silicone CH FR 06

! 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT408

CATHETER / OVER THE GUIDE catheter silicone CH FR 08

/ 2-WAY [/ SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT410

CATHETER / QVER THE GUIDE catheter silicone CH FR 10

/ 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT412

| CATHETER / OVER THE GUIDE catheter silicone CH FR 12

|/ 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-89 FOLYSIL® LT aver the guide AAT414

CATHETER / OVER THE GUIDE catheter silicone CH FR 14

/ 2-WAY / SILICONE

FOLYSIL LT / FOLEY 24-09-99 FOLYSIL® LT over the guide AAT416

CATHETER / OVER THE GUIDE catheter silicone CH FR 16

[ 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT418

CATHETER / OVER THE GUIDE catheter silicone CH FR 18

/ 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT420

CATHETER / OVER THE GUIDE catheter silicone CH FR 20

I 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT422

CATHETER / OVER THE GUIDE catheter silicone CH FR 22

[ 2-WAY / SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT over the guide AAT424

CATHETER / OVER THE GUIBE catheter silicone CH FR 24

/ 2-WAY / SILICONE |

FOLYSIL LT/ FOLEY 24-09-99 |[FOLYSIL® LT catheter female AA7512

CATHETER / FEMALE / 2-WAY / silicone CH FR 12

| SILICONE

[
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FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT catheter female AAT7514 J
CATHETER / FEMALE f 2-WAY / silicone CH FR 14 W
SILICONE

FOLYSIL LT / FOLEY 24-09-99 FOLYSIL® LT catheter female AA7516 |
CATHETER / FEMALE / 2-WAY / silicone CH FR 16 J
SILICONE | 5
[FOLYSIL LT /FOLEY 24-09-99 FOLYSIL®& LT catheter female AAT518 3
CATHETER / FEMALE / 2-WAY / silicone CH FR 18

SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT catheter female AAT520

CATHETER / FEMALE / 2-WAY / silicone CH FR 20

SILICONE

FOLYSIL LT/ FOLEY 24-09-99 FOLYSIL® LT catheter female AATE22

CATHETER / FEMALE / 2-WAY / silicone CH FR 22

SILICONE

FOLYSIL LT/ FOLEY 24-08-99 FOLYSIL® LT catheter female AATS24

CATHETER / FEMALE / 2-WAY / silicone CH FR 24

SILICONE

FOLYSIL X-TRA CATHETER / 04-06-2004 |FOLYSIL® X-Tra catheter straight | AAB112

2-WAY / SILICONE / 10 ML tip silicone CH FR 12 with 10 ml

SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE) |

FOLYSIL X-TRA CATHETER/ 04-06-2004 FOLYSIL® X-Tra catheter straight | AA8114

2-WAY / SILICONE / 10 ML | tip silicone CH FR 14 with 10 ml

SYRINGE (WATER + 10% t syringe (water + 10% glycerine) \

GLYCERINE) '

FCLYSIL X-TRA CATHETER/ 04-06-2004 FOLYSIL®& X-Tra catheter straight | AAB116

2-WAY / SILICONE / 10 ML tip silicone CH FR 16 with 10 ml

SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER / 04-06-2004 |FOLYSIL® X-Tra catheter straight | AA8118

2-WAY / SILICONE / 10 ML tip silicone CH FR 18 with 10 mi

SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER/ 04-06-2004 |FOLYSIL® X-Tra catheter straight | AA8120

2-WAY / SILICONE / 10 ML tip silicone CH FR 20 with 10 ml

SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER / 04-06-2004 |FOLYSIL® X-Tra catheter straight | AA8122

2-WAY / SILICONE / 10 ML tip silicone CH FR 22 with 10 mi

SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER/ 04-06-2004 |FOLYSIL® X-Tra catheter female |AA8512

FEMALE / 2-WAY / SILICONE / silicone CH FR 12 with 10 ml

10 ML SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER/ 04-06-2004 |FOLYSIL® X-Tra catheter female |AA8514

FEMALE / 2-WAY / SILICONE / silicone CH FR 14 with 10 ml

10 ML SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)
| FOLYSIL X-TRA CATHETER / 04-06-2004 FOLYSIL® X-Tra catheter female |AAB516 |
FEMALE / 2-WAY / SILICONE / silicone CH FR 16 with 10 m|

10 ML SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER/ 04-06-2004 |FOLYSIL® X-Tra catheter female |AA8518

FEMALE [ 2-WAY / SILICONE / silicone CH FR 18 with 10 ml

10 ML SYRINGE (WATER + 10% syringe (water + 10% glycerine)

GLYCERINE)

FOLYSIL X-TRA CATHETER / 29-05-2009 |FOLYSIL® X-Tra catheter straight | AABA12

FOLYSIL CATHETER / 2-WAY / tip silicone CH FR 12 with 10 mi

SILICONE / 10 ML SYRINGE syringe (waler + 10% glycerine)

(WATER + 10% GLYCERINE) / and 10 ml empty syringe

10 ML EMPTY SYRINGE

FOLYSIL X-TRA CATHETER/ 29-05-2009 FOLYSIL® X-Tra catheter straight | AABA14

FOLYSIL CATHETER / 2-WAY / tip silicone CH FR 14 with 10 m|

SILICONE / 10 ML SYRINGE syringe (water + 10% glycerine)
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[{(WATER + 10% GLYCERINE) /
{10 ML EMPTY SYRINGE
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and 10 ml empty syringe

FOLYSIL X-TRA CATHETER /
FOLYSIL CATHETER / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter straight |

tip silicone CH FR 16 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABA16

FOLYSIL X-TRA CATHETER /
FOLYSIL CATHETER / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

28-05-2009

FOLYSIL® X-Tra catheter straight
tip silicone CH FR 18 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABA18

FOLYSIL X-TRA CATHETER /
FOLYSIL CATHETER / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter straight
tip silicone CH FR 20 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABA20

FOLYSIL X-TRA CATHETER /
FOLYSIL CATHETER / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter straight
tip silicone CH FR 22 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABAZ2

FOLYSIL X-TRA CATHETER /
FEMALE / 2-WAY / SILICONE /
10 ML SYRINGE (WATER + 10%
GLYCERINE) / 10 ML EMPTY
SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter female
silicone CH FR 12 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

[AABB12

FOLYSIL X-TRA CATHETER /
FEMALE / 2-WAY / SILICONE /
10 ML SYRINGE (WATER + 10%
GLYCERINE) / 10 ML EMPTY
SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter female
silicone CH FR 14 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABB14

FOLYSIL X-TRA CATHETER /
FEMALE / 2-WAY / SILICONE /
10 ML SYRINGE (WATER + 10%
GLYCERINE) / 10 ML EMPTY
SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter female
silicone CH FR 16 with 10 mi
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABB16

FOLYSIL X-TRA CATHETER /
FEMALE / 2-WAY / SILICONE /
10 ML SYRINGE (WATER + 10%
GLYCERINE) / 10 ML EMPTY
SYRINGE

29-05-2009

FOLYSIL® X-Tra catheter female
silicone CH FR 18 with 10 ml
syringe (water + 10% glycerine)
and 10 ml empty syringe

AABB18

FOLYSIL X-TRA CATHETER /
OVER THE GUIDE / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

29-05-2009

FOLYSIL® X-Tra over the guide
catheter silicone CH FR 12 with
10 ml syringe (water + 10%
glycerine) and 10 ml empty
syringe

AABC12

FOLYSIL X-TRA CATHETER /
OVER THE GUIDE / 2-WAY /

| SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

28-05-2009

FOLYSIL® X-Tra over the guide
catheter silicone CH FR 14 with
10 ml syringe (water +~ 10%
glycerine) and 10 ml empty
syringe

AABC14

FOLYSIL X-TRA CATHETER /
OVER THE GUIDE / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

28-05-2009

FOLYSIL® X-Tra over the guide
catheter silicone CH FR 16 with
10 ml syringe (water + 10%
glycerine) and 10 ml empty
syringe

AABC16

FOLYSIL X-TRA CATHETER /
OVER THE GUIDE / 2-WAY /
SILICONE / 10 ML SYRINGE
(WATER + 10% GLYCERINE) /
10 ML EMPTY SYRINGE

298-05-2009

FOLYSIL® X-Tra over the guide
catheter silicone CH FR 18 with
10 ml syringe (water + 10%
glycerine) and 10 ml empty
syringe

AABC18
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Pieklad z anglického jazvka

Coloplast

ES prohlaseni o shodé v souladu se smérnici Rady ¢. 93/42/EHS
o zdravotnickych prostredcich ve znéni pozdéjSich predpisu

T \-’_\'-'mhc-o j Coloplast A/S
‘ | Holtedam | 1
\ | DK - 3050 Humlebaek ‘
o pamske
Vyrobek | Skupina vyrobkii: Urindlni permanentni katétry B |
. f\:fl?.C\" vyrobku: Folysil®LT katétr, FOLYSIL®X-Tra Katétr |
| Popis | Na zakladnim baleni:

‘ | Viz piiloha |

‘ \
Kod / nazev podle celosvétové nomenklatury zdravotnickych |
| prostiedkii: \
| 34917 — Permanentni uretralni katétr drenazni

.

| ES tiida vyrobki: | Trida: Sterilni trida IIb ] |

podle Prilohy IX | Pravidlo 5

Nize podepsany feditel pro Regulatory Affairs prohlasuje, ze Folysil®LT katétr a FOLYSIL®X-Tra
katétr spliuje prislusna ustanoveni smeérnice Rady Evropskych spolecenstvi 93/42/EHS ve znéni
pozdéjsich predpisti a je v souladu s Prilohou Il Postup k posouzeni shody (systém komplexniho

zabezpecovani jakosti), jak je oveéreno Danskou certifikaci zdravotnickych prostredkia (DGM).

U tohoto vyrobku bylo poprvé pouzito oznaceni CE dne: 24.9.1999

Datum: 28. unora 2011 Podepsal: Gitte Juel Friis

Reditel pro Regulatory Affairs




Popis na zakladnim baleni: \¥
Skupina vyrobkii: Urinalni permanentni katétry Coloplast
Nazev vyrobku: Folysil®LT katétr, Folysil®X-Tra katetr
' | Datum prvniho

pouziti oznaceni Katalog

| Popis na zdkladnim baleni | CE | Nazev vyrobku [ &

FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT Katétr s rovnym koncem AAT 1O
| katétr Foley/silikonovy | I silikonovy CH FR 06 .
' FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT katétr s rovnym koncem AATI10¢
| katétr Foley/silikonovy __|/silikonovy CH FR 08 -

FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT katétr s rovnym koncem AATI10
| katétr Foley/silikonovy | /silikonovy CH FR 10

FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT katétr s rovnym koncem AATII2

katétr Foley/silikonovy silikonovy CH FR 12

FOLYSIL LT/2- cestny ZS.IJ.JU(H)E Folysil®LT katétr s rovnym koncem AA7114
 katétr Foley/silikonovy | 7 | /silikonovy CH FR 14
| FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT katétr s rovnym koncem AATI16
| katétr Foley/silikonovy | /silikonovy CH FR 16

FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT katétr s rovnym koncem AAT1I8

katétr Foley/silikonovy - HI|L1\_U£1(_1\\ CHFR18 |

FOLYSIL LT/2- cestny 22.12.2000 | Folysil®LT katétr s rovnym koncem AATI20
|_katétr Foley/silikonovy i | /silikonovy CH FR 20 o

FOLYSIL LT/2- cestny ' 22.12.2000 | Folysil®LT katétr s rovnym koncem AAT122

katétr Foley/silikonovy | /silikonovy CH FR 22

FOLYSIL LT/2- cestny 22.12.2000 | | olysil®LT katétr s rovnym koncem AATI124
|_katétr Foley/silikonovy | /silikonovy CH FR 24

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s vodicem AAT4006
| katétr Foley s vodi¢em/silikonovy | silikonovy CH FR 06

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s voditem AAT408
| katétr Foley s vodicem/silikonovy | silikonovy CH FR 08

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s vodicem AAT410

katétr Foley s vodicem/silikonovy | | silikonovy CH FR 10 B |

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s vodicem AAT7412
 katétr Foley s vodi¢em/silikonovy __ |silikonovy CHFR 12 )
[ FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s vodicem AAT7414

katétr Foley s vodigem/silikonovy | silikonovy CH FR 14

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s vodicem AAT416
| katétr Foley s vodi¢em silikonovy | ) | silikonovy CH FR 16
| FOLYSIL LT/2- cestny ' 24.9.1999 | Folysil®LT katétr s vodi¢em AAT418
| katétr Foley s vodicem silikonovy Lsiii!\unm'_\" CHFRI18 _

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s voditem AAT420

katétr Foley s vodicem/silikonovy | silikonovy CH FR 20

FOLYSIL LT/2- cestny 24.9.1999 | Folysil®LT katétr s vodicem AAT422

| katétr Foley s vodicem/silikonovy

silikonovy CH FR 22




FOLYSIL LT/2- cestny 24.9.1999 I Folysil®LT katétr s vodicem | AAT424

katétr Foley s vodi¢em/silikonovy | | silikonovy CH FR 24
FOLYSIL LT/2-cestny katétr ' "’1 ‘) I‘)()() Folysil®LT |\:IILI! zensky
Foley, zensky, silikonovy o | silikonovy CHFR 12
FOLYSIL LT/2-cestny katétr | 24. 0 1999 Folysil®LT katétr zensky
Foley, zensky, silikonovy silikonovy CH FR 14
FOLYSIL LT/2-cestny katétr 24.9.1999 | Folysil®LT katétr zensky
Foley, Zensky, silikonovy silikonovy CHFR 16 ]
——— | FOLYSIL LT/2-cestny katétr 24.9.1999 | Folysil®LT katétr zensky AAT7518 |
AATI108 Foley, Zensky, silikonovy | silikonovy CHFR18 1 ;
— FOLYSIL LT/2-cestny katétr 24.9.1999 | Folysil®LT katétr zensky :‘\ ‘\73“()
AA7110 Foley, Zensky, silikonovy silikonovy CH FR 20 |
—— FOLYSIL LT/2-cestny Katétr 24.9.1999 | Folysil®LT katétr Zensky
ARTII2 | Foley, zensky, silikonovy _ _|silikonovy CHFR22
FOLYSIL LT/2-cestny katétr 24.9.1999 | Folysil®LT katétr Zensky
| Foley, zensky. silikonovy L | silikonovy CH FR 24
A7114 ‘," 'rl ‘OLYSIL X- IRA "—Ctstn\ l\dlul - 4.6.2004 | Folysil®@X-Tra katétr s rovnym koncem AA8I112
silikonovy/10 ml stiikacka silikonovy CH FR 12 s 10 ml strika¢kou -
:{7‘; I-(;‘: (voda + 10 % glycerin) ] | (voda + 10 % glycerinu) - i_m -
| FOLYSIL X-TRA /2-cestny katétr 4.6.2004 | Foly sll ®WX-Tra katétr s rovnym l\(mum | A \"K] M
71 18 I silikonovy/10 ml stiikacka ' silikonovy CH FR 14 s 10 ml stiikackou - i
| (voda + 10 % glycerin) | (voda + 10 % glycerinu) ) - L
7‘;3{, .f FOLYSIL X-TRA /2-cestny I\ak,ll 4 6 2004 I-'()IySII\R)X- I'ra Katétr s rovnym koncem [ A f\‘sl l(w
[ i silikonovy/10 ml stiikacka silikonovy CH FR 16 s 10 ml stiikackou - .
|33 " L (voda + 10 % glycerin) | (voda + 10 % glycerinu) - i_ |
‘ | FOLYSIL X-TRA /2-cestny Katétr 4.6.2004 | Folysil®X-Tra katétr s rovnym koncem | AASI1IS8
3;1 silikonovy/10 ml stiikacka ' silikonovy CH FR 18 s 10 ml stfikackou -
| (voda + 10 % glycerin) | | (voda + 10 % glycerinu) R
-)(: FOLYSIL X-TRA /2-cestny I\alw ' 4, () "’()04 Folysil®X-Tra katétr s rovnym |\(H1LL!H | AABI20
silikonovy/10 ml stiikacka silikonovy CH FR 20 s 10 ml stiikackou - i
g ’ |(»od1 +10 % glycerin) o l(mda 10 % glycerinu) | -
FOLYSIL X-TRA Z-Lutn\ kdtul 4. (1 "’()()4 ‘ Folysil®X-Tra katétr s rovnym koncem AA8122
s||1k011uv\' 10 ml stiikacka | silikonovy CH FR 22 s 10 ml stiikackou -
| (voda + 10 % glycerin) S [ | (voda + 10 % glycerinu) 1
| FOLYSIL X-TRA / "-Lesm\ /Lnsk\ 4.6.2004 | Folysil®X-Tra katétr zensky, | AAS85I2
| katétr silikonovy/10 ml stiikacka silikonovy CH FR 12 s 10 ml stfikackou - ‘ ‘
| (voda + 10 % glycerin) (voda + 10 % glycerinu) -
" FOLYSIL X-TRA /2-cestny, Zensky 4.6.2004 | Folysil®X-Tra katétr Zensky, I AA8514
katétr silikonovy/10 ml stiikatka silikonovy CH FR 14 s 10 ml stiikackou - 1
(voda + 10 % glycerin) B Ii"_f’ﬂ 10 % glycerinu) | ]
| FOLYSIL X-TRA /2-cestny. zensky 4 6 "()()4 Folysil®X-Tra katétr zensky, E AAB516
| katétr silikonovy/10 ml stiikacka ' | silikonovy CH FR 16 s 10 ml stiikackou -
.‘k (voda + 10 % glycerin) o (voda + 10 % glycerinu) _____L |
FOLYSIL X-TRA /2-cestny, Zensky 4.6.2004 | Folysil®X-Tra katétr Zensky, AAB518
| katétr silikonovy/10 ml stiikacka | silikonovy CH FR 18 s 10 ml stfikackou -

(voda + 10 % glycerin) (voda « 10 % glycerinu)



’l'()l YSIL X-TRA KATETR / |
FOLYSIL KATETR/ 2-cestny/
‘ \Illl\(lﬂ()\\ 10 ml stiikacka
!‘(mdd =10 % glycerin)/ |
i 10 ml p_!‘;'l/.dnﬁ strikacka J
| FOLYSIL X-TRA KATETR / |

| FOLYSIL KATETR 2-cestny
|

|(\-'udz| + 10
|10 S
'l()l\’\ll)\lR\l\f\lllR"

| FOLYSIL KATETR/2
| silikonovy/10 ml stiikacka

silikonovy/10 ml stiikacka
% glycerin) !

) ml prazdna stiikacka
2-cestny/

(voda + 10 % glycerin)/
L10 ml prazdna stiikacka o I
FOLYSIL X-TRA KATETR / ,‘
FOLYSIL KATETR/2-cestny/ |
: silikonovy/10 ml stiikacka |

(voda + 10 % glycerin)/

\

| 10 ml prazdna stiikacka

| FOLYSIL X-TRA KATETR /
FOLYSIL KATETR 2-cestny
silikonovy/10 ml stiikacka

|1 (voda + 10 % glycerin), |

| 10 ml prazdna stiikacka

| FOLYSIL X-TRA KATETR /

'FOLYSIL KATETR/2-cestny

| silikonovy/10 ml strikacka

| (voda + 10 % glycerin)/

| 10 ml prazdna stfikacka

|7_7._7_7_,7._

[I'()LYSIL X-TRA katétr,

icnsl\\' 2-cestny, silikonovy
| 0 ml stiikacka (voda+10 %
glycerin)/

| 10 ml prézdnd strikacka

| FOLYSIL X-TRA katétr/ |
| Zensky. 2-cestny/ silikonovy/ ‘
10 ml stiikacka (voda+10 '
glycerin)/

| 10 ml prazdna stf ikacka

l OLYSIL X-TRA Kkatétr

/Lll"\l’\\ 2-cestny, silikonovyy I
10 ml stiikacka (voda+10 %
glycerin)

[ 10 ml prazdna stiikacka L

29.5.2009

~

2915, ’(J(J‘)

5.2009 | Folysil®X-Tra katétr s rovnym koncem

: B
| AABA
silikonovy CH FR 125 10 ml stiikackou - |

J
O
T

| (voda + 10 % glycerinu)

la 10 ml prazdnou stifka¢kou |
i

5.2009 | Folysil®X-Tra katétr s rovinym Koncem [ AASAI

')()7\
silikonovy CH FR 14 s 10 m| strikackou - i
(voda + 10 % glycerinu)
La 10 ml prazdnou stiikackou
29.5.2009 I Folysil®X-Tra katétr s rovnym koncem AABA G

[ silikonovy CH FR 16
10°

a 10 ml prazdnou stitkackoy

s 10 ml strikackou -

| (voda + o glycerinu)

_ {
“‘) 5.2( J(J‘) | [ o!\ Sil®X- I:a kalcn s rovnym koncem [ AASAILS
silikonovy CH FR 18 5 10 m] strikackou - \

(voda + 10 2% glycerinu)

a 10 ml prazdnou stiikac¢kou |

29.5.2009 ‘| Folysil®X

e I =
-Tra katétr s rovnym koncem [ AABA20
[ silikonovy CH FR 205 10 m| stiikackou -
(voda + 10 % glycerinu)

a 10 ml prazdnou stitkackou

Folysil®X-Tra katétr s rovnym koncem | AA8A22 |
[ silikonovy CH FR 22

| (voda + 10 % glycerinu)

s 10 ml stiikackou -

a 10 ml prazdnou stiikackou

“9 5 7()()‘) r()l\‘»ll ® \ Im katétr zensky, | AASBI2
silikonovy CH FR 125 10 m| strikackou - | !
| |

‘ (voda + 10 % glycerinu) a 10 m| prazdnou
| stiikackou - - |
’() 5.2009 | Folysil®X-Tra katétr zensky,

‘SIIII\()IIL)\'} CHFR 14510 ml

'(\ndl t

=
AASBI14 |

stiikackou -

10 % ¢lycerinu)a 10 m| prazdnou
Hllli\ 1ICkou
Folysil®X-1

| silikonovy CH FR 16 5 10

\’:

I'ra katétr zensky, AASBIG |

ml stifkackou -

| (voda + 10 % glycerinu) a 10 m| prazdnou

o itrl_l_\'_uc}\'ou )



£

A

AASA |

AA8A |6

A8A IS |

A20

7

FOLYSIL X-TRA katétr/
7ensky, 2-cestny/ silikonovy:
10 ml stiikacka (voda+10 %
glycerin)/

| 10 ml prazdna stiikacka

FOLYSIL X-TRA katétr

s vodi¢em/2-cestny/silikonovy
| 10 ml stiikacka (voda+10 %
glycerin)/

10 ml prazdna stiikacka
FOLYSIL X-TRA katétr

s vodi¢em/2-cestny/silikonovy/

10 ml stiikacka (voda+10 %
glycerin)
| 10 ml préazdna stifkacka

FOLYSIL X-TRA katétr

s vodi¢em/2-cestny/silikonovy/

10 ml stiikacka (voda+10 %
glycerin)

10 ml prazdna strikacka
FOLYSIL X-TRA katétr

s vodi¢em/2-cestny/silikonovy
10 ml stiikacka (voda+10 %
glycerin)

10 ml pr‘{mln;i stiikacka

Datum: 28. unora 2011

5.2009

AN

29.5.2009

29,

n

.2009

29.5.2009 |

29.5.2009

Folysil®X-Tra katétr zensky,
silikonovy CH FR 18 s 10 ml stiikackou -

(voda + 10 % glycerinu) a 10 ml prazdnou

| stiikatkou

Folysil®X-Tra katétr s vodi¢em

silikonovy CH FR 12 s 10 ml stiikackou -

[ (voda + 10 % glycerinu) a 10 ml prazdnou
stiikackou L
| Folysil®X-Tra katétr s vodi¢em

[ silikonovy CH FR 14 s 10 ml stiikackou -

| (voda + 10 % glycerinu) a 10 ml prazdnou
| stiikackou
Folysil®X-Tra katétr s vodicem

silikonovy CH FR 16 s 10 ml stiikackou -

(voda + 10 % glycerinu) a 10 ml prazdnou
stiikackou
Folysil®X-Tra katétr s vodicem

silikonovy CH FR 18 s 10 ml stiikackou -

(voda + 10 % glycerinu) a 10 ml prazdnou

stiikackou

Podepsal: Gitte Juel Friis

Reditel pro Regulatory Affairs

AAZBI8

AA8CI2

AASCI14

AABCI16

AABCIS



Tlumo¢nicka dolozka

Jako tlumoénice jazyka ¢eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, Ze mnou provedeny preklad souhlasi s textem pripojené listiny.
Tlumoénicky tkon je zapsan v deniku pod pof. &, 1360 dne 16.12.2012

Tlumoc¢nice




