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Paul-Hartmann-Strasse 12 Fax: +49 (0) 7321 36-3636

89522 Heidenheim hartmann.info HARTMANN
P.O. Box 1420
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Germany for health

PAUL HARTMANN AG, P.O. Box 1420, 89522 Heidenheim, Germany

EC-Declaration of Conformity for Medical Devices Class lla and lIb

Heidenheim, 2019-09-24

We herewith declare,

that the medical devices classified as class lla and class llb, which are fist placed on the market by
PAUL HARTMANN AG (the valid list of product categories is enclosed), meet the applicable provisions,
especially the Essential Requirements of the following EC-Directive:

Council Directive 93/42/EEC of 14" June 1993.

The required conformity assessment procedure acc. to Annex Il excluding (4) has been performed and the
technical documentation is kept available.

This EC-Declaration of conformity is issued under the sole responsibility of the PAUL HARTMANN AG.
The sterilization processes are under the supervision of the Notified Body:

TUV SUD Product Service GmbH, DE-80339 Miinchen, Ridlerstr. 65, Identification No. 0123.
PAUL HARTMANN AG

ppa.

4
Dr”Raymund Heinen Stefan Fischer
Chief Process Officer Senior Vice President Regulatory Affairs

This document is valid until: 2023-09-30
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EC-Declaration of Conformity for Medical Devices QIass lia
Classification
Rung:ng Product Groups / Product Names ":i:: B‘::::t?:: Rule UMDNS
93/42/EEC
3.01 Wound management products and dressings
ES gauze swabs lla 7 10-966
Sterilux ES lla 7 10-966
Sterilux gauze swabs lla 7 10-966
Standard gauze swabs lla 7 10-966
Mulpa swabs la 7 10-966
Sterilux gauze sponges (USP) lla 7 10-966
Lusan gauze swabs la 7 10-966
Sterilux gauze swabs on a roll lla 7 10-966
Pagasling lla 7 13-700
Pagalong lla 7 13-700
Medicomp lla 7 15-216
Medicomp extra lla 7 15-216
Absorbent cotton gauze lla 7 10-281
Saline solution (0,9%)
DermaPlast Clean lla 4 (31) 12-300
Dermaplast MEDICAL lla 4 (34) 12-300
(Wound cleansing solution)
Lusan Saline Solution lla 4 (39) 12-300
3.02 Special wound closure and covering products
Hydrofilm lla 4 (39) 17-428
Hydrofilm non-sterile for Kit lla 4 (39) 17-428
Packagers
Visulin lla 4 (39 17-428
Hydrofilm plus lla 4 (39) 10-288
Tiritas MEDICAL (Light bleeding lla 4 (3 10-288
wounds; waterproof, sterile wound
dressing)
Omnistrip lla 4 (31) 10-288
Omnistrip reinforced lla 4 (39 10-288
Dermaplast Omnistrip lla 4 (3) 10-288
Dermaplast MEDICAL (Wound lla 4 (39) 10-288
closure strips, sterile)
Dermaplast hydrocolloid plaster for:
minor wounds lla 4 (39) 10-288
abrasions lla 4 (39) 10-288
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Blisters
cold sores
corns

Tiritas hydrocolloid plaster for:
minor wounds
abrasions
Blisters
cold sores
corns

Cosmos hydrocolloid plaster for:
minor wounds
abrasions
Blisters
cold sores
corns

DermaActive hydrocolloid plaster for:
minor wounds
abrasions
Blisters
cold sores
corns

DermaPlast EFFECT Abrasion

Dermaplast Medical Transparent
dressing

Dermaplast MEDICAL (Light bleeding
wounds; waterproof, sterile wound
dressing)

Dermaplast MEDICAL (Cuts and
lacerations)

DermaPlast EFFECT To cut blisters &
minor wounds

DermaPlast EFFECT blister large

DermaPlast EFFECT blister heel
DermaPlast EFFECT blister small
DermaPlast EFFECT corns
DermaPlast EFFECT minor wounds
DermaPlast EFFECT cold sores
Dermaplast burn plaster

Tiritas burn plaster

Cosmos burn plaster

DermaActive burn plaster
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4 (3) 10-288
4 (39) 10-288
4 (3" 10-288
4 (39) 10-288
4 (39) 10-288
4 (31) 10-288
4 (39) 10-288
4 (3) 10-288
4 (39) 10-288
4 (39) 10-288
4 (39 10-288
4 (3") 10-288
4 (39) 10-288
4 (319) 10-288
4 (3 10-288
4 (34) 10-288
4 (3 10-288
4 (39) 10-288
4 (3) 10-288
4 (39) 10-288
4 (3" 10-288
4 (39) 10-288
4 (39) 10-288
4 (31) 10-288
4 (3%) 10-288
4 (39) 10-288
4 (39) 10-288
4 (39) 10-288
4 (39) 10-288
4 (39) 10-288
4 (3% 11-322
4 (39) 11-322
4 (31 11-322
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Dermaplast MEDICAL (Burns) lla ‘ 4 (39) 11-322
Tiritas MEDICAL (Burns) lla 4 (31) 11-322
DermaPlast EFFECT Burns lla 4 (39) 11-322
3.03 Sets for patient care
MediSet
Catheterisation sets lia 2 15-564
5 (2n) 15-564
6 15-564
7 15-564
Set for anaesthesia lla 2 15-202
6 15-202
7 15-202
Set for anaesthesia lla 2 10-127
6 10-127
7 10-127
Wound treatment sets/wound lla 2 11-314
dressing sets 6 11-314
7 11-314
Infusion set lla 2 12-157
7 12-157
Injection set lla 6 12-157
7 12-157
Set for central-venous lla 2 16-615
catheterisation 6 16-615
7 16-615
Suture set lla 5 (2™) 13-892
6 13-892
7 13-892
Dialysis set lla 2 15-896
6 15-896
7 15-896
Surgical set lla 2 12-463
5 (2™) 12-463
6 12-463
7 12-463
Surgical set lla 2 16-896
5 (2n) 15-896
6 15-896
7 15-896
Birth set lla 7 10-243
Arthrography set lla 6 15-316
. 7 15-316
Peha
Catheterisation sets lia 2 156-564
5 (2M) 15-564
6 15-564
7 15-564
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Set for anaesthesia lla 2 15-202
’ 6 15-202
7 15-202
Set for anaesthesia lla 2 10-127
6 10-127
7 10-127
Wound treatment sets/wound lla 2 11-314
dressing sets 6 11-314
7 11-314
Infusion set lla 2 12-157
7 12-157
Injection set lla 6 12-157
7 12-157
Set for central-venous lla 2 16-615
catheterisation 6 16-615
7 16-615
Suture set lla 5 (2") 13-892
6 13-892
7 13-892
Dialysis set lla 2 15-896
6 15-896
7 15-896
Surgical set lla 2 12-463
5 (2M) 12-463
6 12-463
7 12-463
Surgical set ila 2 15-896
5 (2m) 15-896
6 15-896
7 15-896
Birth set lla 7 10-243
Arthrography set lla 6 15-316
7 15-316
Sterima
Catheterisation sets lla 2 15-564
5 (27) 15-564
6 15-564
7 15-564
Set for anaesthesia lla 2 15-202
6 15-202
7 15-202
Set for anaesthesia lla 2 10-127
6 10-127
‘ 7 10-127
Wound treatment sets/wound lla 2 11-314
dressing sets 6 11-314
7 11-314
infusion set lla 2 12-157
7 12-157
Page § of 12
100
nent Board: Britta Fiinfstiick
1de/ CEO). Dr. Raymund Heinen. Sitz Heidenheim
han Schulz. Amtsgericht Ulm HRB 661090

ender/ Chairman of the Supervisory Board: Registered Office Heidenheim
1ann Commercial Register of the District Court of Ulm file no. HRB 661090




Phone: +49 (0) 7321 36-0

PAUL HARTMANN AG
Paul-Hartmann-Strasse 12 Fax: +49 (0) 7321 36-3636
89522 Heidenheim hartmann.info HARTMANN
P.0O. Box 1420
89504 Heidenheim Going further
Germany for health
Injection set lla , 6 12-157
7 12-157
Set for central-venous lia 2 16-615
catheterisation 6 16-615
7 16-615
Suture set lla 5 (2m) 13-892
6 13-892
7 13-892
Dialysis set lla 2 15-896
6 15-896
7 15-896
Surgical set lla 2 12-463
5 (2m) 12-463
6 12463
7 12-463
Surgical set lla 2 15-896
5 (2m) 15-896
6 15-896
7 15-896
Birth set lla 7 10-243
Arthrography set lla 6 15-316
7 15-316
Samu-med lla 5 (2n) 16-164
DermaPlast wound treatment kits for
the treatment of:
abrasions lla 4 (31 11-314
burns lla 4 (34) 11-314
cuts lla 4 (3M) 11-314
blisters lla 4 (37) 11-314
DermaActive wound treatment kits for
the treatment of:
abrasions lia 4 (3) 11-314
burns la 4 (3) 11-314
cuts lla 4 (3) 11-314
blisters lla 4 (379 11-314
3.04 Surgical wound management products
Telatrast surgical absorbents non-
sterile:
Telasorb lla 7 10-281
Telasling lla 7 13-705
Telaprep lla 7 13-705
Telacomp lla 7 10-966
Telatrast-module-system sterile:
Telasorb lla 7 10-281
Telasorb E Ha 7 10-281
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Telasling lla . 7 13-705
Telaprep ] 7 13-705
Telacomp lla 7 10-966
Telacomp E lia 7 10-966
Sterilux X-ray Gauze lla 7 10-966
Sponges (USP)
Telaset sterile lla 7 11-314
3.05 Surgical gloves Latex
Peha-taft lla 7 11-883
Peha-taft classic (powderfree) Ila 7 11-883
Peha-micron plus powderfree lla 7 11-883
Peha-taft plus powderfree lla 7 11-883
Peha-profile plus powderfree lla 7 11-883
Peha-basic LATEX lla 7 11-883
Peha-micron LATEX lla 7 11-883
Peha-profile LATEX lla 7 11-883
Peha-taft classic POWDERED HE] 7 11-883
Peha-taft classic POWDERFREE lla 7 11-883
Peha-taft LATEX lla 7 11-883
Peha-underglove LATEX lla 7 11-883
3.06 Surgical gloves non-Latex
Peha-neon plus powderfree lla 7 11-884
Peha-isoprene plus powderfree lla 7 11-884
Peha-isoprene LATEXFREE lla 7 11-884
Peha-neon LATEXFREE ila 7 11-884
Peha-shield LATEXFREE lla 7 11-884
Peha-underglove LATEXFREE lla 7 11-884
3.07 Customised surgical procedure sets
Foliodrape Sets/Foliodrape for lla 2 15-896
indication-related procedures: lla 6 15-896
lla 7 15-896
lla 11 16-896
General surgery
ophthalmology
gynaecology
obstetrics
cardiosurgery
chest surgery
vascular surgery
ENT
oral surgery
maxillofacial surgery
neurosurgery
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orthopaedics ,
urology
CombiSets/CombiSet for indication- lia 2 15-896
related procedures: lla 6 15-896
lla 7 15-896
lla 11 15-896
General surgery
ophthalmology
gynaecology
obstetrics
cardiosurgery
chest surgery
vascular surgery
ENT
oral surgery
maxillofacial surgery
neurosurgery
orthopaedics
urology_
3.08 Electronic clinical thermometers
Thermoval basic lla 10 (39) 14-032
Thermoval Rapid lla 10 (31) 14-032
Thermoval rapid flex lla 10 (3") 14-032
Thermoval standard lla 10 (39) 14-032
Thermoval kids lla 10 (3") 14-032
Thermoval kids flex lla 10 (3) 14-032
Cosmos thermometers electronic lla 10 (3") 14-032
Thermoval duo scan lla 10 (3") 14-036
Thermoval baby lla 10 (3") 14-036
3.09 Electronic blood pressure monitors
Tensoval mobile lla 10 (3M) 16-173
Tensoval comfort lla 10 (3M) 16-173
Tensoval compact lla 10 (3) 16-173
Tensoval duo control Ha 10 (3™) 16-173
Tensoval mobil classic lla 10 (31) 16-173
Tensoval comfort classic lia 10 (3) 16-173
Veroval duo control lla 10 (31) 16-173
3.10 Medical instruments
Peha-instrument
Scissors lla 6 13-493
6 13-480
6 13-488
6 13-492
Forceps lla 6 14-257
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, 6 11-791
6 11-797
6 10-865
Needle holder lla 6 12-726
Wound hook lla 6 13-373
Sharp spoon lla 6 11-084
Basic Set lla 6 17-168
MediSet
Curette lla 4 (31) 11-084
Forceps lla 6 11-797
Grooved director lla 6 13-117
Stylet ita 6 13-833
Scissors lla 6 13480
Sterima
Curette lla 4 (39) 11-084
Forceps lla 6 11-797
Grooved director lla 6 13-117
Stylet lla 6 13-833
Scissors lla 6 13-480
3.11 Products for negative pressure wound therapy
VivanoTec Pro lla 11 10-223
() 1%t,2nd) 31 pullet
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EC-Declaration of Conformity for Medical Devices Class Iib
Classification
Run:fng Product Groups / Product Names l\:i:: %?::::;:: _ Rule UMDNS
93/42/EEC
4.01 Impregnated tulle and special dressings
Grassolind neutral Ilb 4 (2nd) 11-325
Atrauman b 4 (27) 11-325
Branolind lib 4 (2™) 11-325
Hydrotiill / Hydrotul iib 4 (2n) 11-325
Atrauman Silicone b 4 (2m) 11-325
Atrauman Ag Ib 4 (27) 11-325
Syspur-derm lb 4 (2m) 11-323
Interface lib 4 (2m) 15-216
4.02 Hydroactive dressings and accessories
Hydrosorb iib 4 (2m) 15-216
Hydrosorb comfort Ib 4 (2n) 15-216
Hydrosorb Gel b 4 (2" 15-216
TenderWet b 4 (27) 15-216
TenderWet 24 Iib 4 (2) 15-216
TenderWet 24 active lib 4 (2m) 15-216
TenderWet active cavity b 4 (2nd) 15-216
TenderWet Duo b 4 (29) 15-216
TenderWet plus Hb 4 (2™) 15-216
TenderWet plus cavity lib 4 (2m) 15-216
HydroClean lib 4 (2m9) 15-216
HydroClean cavité lib 4 (2nd) 15-216
HydroClean cavity iib 4 (2m) 15-216
HydroClean active lib 4 (204 15-216
HydroClean active cavité ilb 4 (2n9) 15-216
HydroClean plus lib 4 (2m) 15-216
HydroClean plus cavity lib 4 (2) 15-216
HydroClean mini ilb 4 (29) 15-216
HydroClean advance b 4 (2M) 15-216
HydroClean advance mini lib 4 (2m) 15-216
HydroClean plus mini lib 4 (2) 15-216
HydroClean advance cavity lb 4 (2m) 15-216
Hydrocoll ib 4 (2m) 15-216
Hydrocoll concave ilb 4 (2™) 15-216
Hydrocoll sacral lib 4 (2™) 15-216
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Hydrocoll thin lib 4 (2m) 156-216
Sorbalgon Ib 4 (2n) 15-216
Sorbalgon T Ilb 4 (2) 15-216
Zetuvit plus ib 4 (2m) 15-216
Resposorb Super lib 4 (279) 16-216
Zetuvit Plus Silicone lib 4 (2m) 15-216
RespoSorb Silicone Iib 4 (2nd) 15-216
HydroTac lib 4 (2™) 15-216
HydroTac comfort lb 4 (2M) 15-216
HydroTac concave Ilb 4 (2") 15-216
HydroTac sacral lib 4 (2M) 15-216
HydroTac transparent Hb 4 (29) 15-216
HydroTac transparent comfort lib 4 (2m) 15-216
PermaFoam b 4 (2M) 11-323
PermaFoam sacral - Ib 4 (27) 11-323
PermaFoam concave iib 4 (2m) 11-323
PermaFoam cavity Iib 4 (2M) 11-323
PermaFoam comfort Iib 4 (2m) 11-323
PermaFoam tracheostomy itb 4 (2M) 15-624
Zetuvit Plus Silicone Border / itb 4 (2M) 15-216
RespoSorb Silicone Border
4.03 Products for negative pressure wound therapy
VivanoMed Foam Kit Ib 4 (2m9) 11-314
VivanoMed Foam Round Kit Itb 4 (2n9) 11-314
VivanoMed Foam Thin Kit lib 4 (2nd) 11-314
VivanoMed Abdominal Kit lb 8 11-314
VivanoMed Foam lib 4 (2M) 11-323
VivanoMed Silicone Layer lb 4 (2n) 11-325
;| 404 Customised surgical procedure sets
t Foliodrape Sets/Foliodrape for ilb 5 15-896
indication-related procedures: iIb 7 15-896
lib 9 15-896
General surgery
ophthalmology
gynaecology
obstetrics
cardiosurgery
chest surgery
vascular surgery
ENT
oral surgery
maxillofacial surgery
neurosurgery
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orthopaedics ,
urology
CombiSets/CombiSet for indication- b 5 15-896
related procedures: lib 7 15-896
]¢] ' 9 15-896
General surgery
ophthalmology
gynaecology
obstetrics
cardiosurgery
chest surgery
vascular surgery
2 ENT
oral surgery
maxillofacial surgery
neurosurgery
orthopaedics
1 urology
2 () 1%, 27, 3 pullet
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’ L HARTMANN AG, P.O. Box 1420, 89522 Heidenheim, Némecko

:* Prohlaseni o shodé pro zdravotnické prostfedky tfidy lla a llb

Heidenheim, 24.9.2019

imto prohlasujeme,

i zdravotnické prostfedky, zafazené do tfidy lla a tfidy lIb, které poprvé uvadi na trh spoleénost PAUL
ARTMANN AG (dle pfiloZzeného platného seznamu kategorii vyrobk(), splfiuji pfislu$na ustanoveni, zejména

Bkladni poZzadavky nasledujici smérnice ES:

$mémice Rady 93/42 EHS ze 14. gervna 1993.
$yl proveden poZadovany postup posouzeni shody podle Pfilohy Il (kromé 4) a technicka dokumentace je trvale

 dispozici.
oto ES Prohladeni o shodeé vydava s vyhradni odpovédnosti spole¢nost PAUL HARTMANN AG.

Na procesy sterilizace dohliZi Notifikovana osoba:
UV SUD Product Service GmbH, DE-80339 Mnichov, Ridlerstr. 65, Identifikaéni &islo 0123.

IPAUL HARTMANN AG

zastoupeny

*/" :;’ {? =

- égf/z" ’J{f/__\

Stefan Fischer

Viceprezident pro otazky registrace

& D "ayund Heinen
Reditel pro procesni otazky

E Tento dokument plati do: 30.9. 2023
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Going further
for health

ES Prohlaseni o shodé pro zdravotnické prostredky tfidy lla

Klasifikace
Poradové . ; < , v souladu se .
Sy Produktové skupiny/Nazvy produktu smérnici Pravidlo UMDNS
93/42/EHS
Vyrobky uréené pro o$etieni rany a obvazy
ES gazové tampony lla 7 10-966
Sterilux ES ‘lla 7 10-966
Sterilux gazové tampony lla 7 10-966
Standard gazové tampény lla 7 10-966
Mulpa tampény lla 7 10-966
Sterilux gazové polstaiky (USP) lla 7 10-966
Lusan gazove tampony lla 7 10-966
Sterilux gazové tampony v roli lla 7 10-966
Pagasling lla 7 13-700
Pagalong lla 7 13-700
Medicomp lla 7 15-216
Medicomp extra lla 7 15-216
Absorpéni bavinéna gaza lla 7 10-281
Solny (fyziologicky) roztok (0,9%)
DermaPlast Clean Ha 4(3) 12-300
Dermaplast MEDICAL lla 4(3.) 12-300
(roztok na ¢isténi ran)
Lusan solny (fyziologicky) roztok lla 4(3.) 12-300
Speciaini vyrobky pro uzavreni rany a kryti
Hydrofiim lla 4(3) 17-428
Hydrofilm nesterilni pro lla 4(3) 17-428
Bali¢ky/sady
Visulin lla 4(3.) 17-428
Hydrofilm plus lla 4(3) 10-288
Tiritas MEDICAL (malo krvacejici lla 4(3) 10-288
rany; vodotésné, sterilni
kryti rany)
Omnistrip lla 4(3.) 10-288
Omnistrip vyztuzeny lia 4(3.) 10-288
Dermaplast Omnistrip Ila 4(3) 10-288
Dermaplast MEDICAL (sterilni lla 4(3.) 10-288
Prouzky pro uzavieni rany)
Dermaplast hydrokoloidni naplast pro:
mensi rany lla 4(3.) 10-288
odieniny lla 4(3.) 10-288
: Str.2z12
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puchyie lla 4(3) 10-288
opary lla 4(3.) 10-288
kuti oka IE] 4(3.) 10-288
Tiritas hydrokoloidni naplast pro:
mensi rany lla 4(3.) 10-288
odfeniny lla 4(3.) 10-288
puchyie lla 4(3.) 10-288
opary lla 4(3) 10-288
kufi oka lla 4(3.) 10-288
Cosmos hydrokoloidni naplast pro:
mensi rany lla 4(3)) 10-288
odreniny lla 4(3.) 10-288
puchyfe lla 4(3) 10-288
opary lla 4(3.) 10-288
kufi oka lla 4(3.) 10-288
DermaActive hydrokoloidni naplast pro::
mens§i rany lla 4(3.) 10-288
odreniny la 4(3.) 10-288
puchyfe lla 4(3.) 10-288
opary lla 4(3) 10-288
kufi oka lla 4 (3.) 10-288
DermaPlast EFFECT odfeniny ila 4(3) 10-288
Dermaplast Medical Transparent lla 4(3) 10-288
transparentni obvaz
Dermaplast MEDICAL (malo krvacejici E] 4(3.) 10-288
rany; vodotésné, sterilni
kryti rany)
Dermaplast MEDICAL (trZzné a lla 4(3) 10-288
fezné rany)
DermaPlast EFFECT piekryti puchyft lla 4(3.) 10-288
a mensich ran
DermaPlast EFFECT velky puchyf lla 4(3) 10-288
DermaPlast EFFECT puchyi na paté lla 4(3)) 10-288
DermaPlast EFFECT maly puchyf lla 4(3) 10-288
DermaPlast EFFECT kufi oka lla 4(3.) 10-288
DermaPlast EFFECT mensi rany lla 4(3) 10-288
DermaPlast EFFECT opary lia 4(3.) 10-288
Dermaplast naplast na popaleniny lia 4(3.) 10-288
Tiritas naplast na popaleniny IE] 4(3.) 11-322
Cosmos naplast na popaleniny lla 4(3.) 11-322
DermaActive naplast na popaleniny lla 4(3.) 11-322
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Dermaplast MEDICAL (popéleniny)
Tiritas MEDICAL (popaleniny)
DermaPlast EFFECT popaleniny
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lla 4(3)
lla 4(3)
lia 4(3)

11-322
11-322
11-322

Sety (sady) pro péci o pacienta

MediSet
Katetriza¢ni sety

Set pro anestézii

Set pro anestézii

obvazani rany

Infazni set

Injekéni set

katetrizaci

Set pro Siti

Set pro dialyzu

Chirurgicka sada

Chirurgicka sada

Porodni set
Set pro artrografii

Peha

LN 040 9500 00000 0

& Vorstand/ PFed§tavenstvo: Britta Fiinfstiick
| (“XorstandsvorSItzende/ Jednatelé): Dr. Raymund Heinen.
j-Michel Kuehn. Stephan Schulz,

; Q‘EfSichtsratsvorsitzender/ Pfedseda dozoréi rady:
p Fritz-Jurgen Heckmann

Sety pro o$etieni rany /sety pro lla

Set pro centralni Zilni

Sady pro katetrizaci

lla
5(2

{la

lla

E]
HE]

lla

ONNNOONNNdONNONDNON NN

lla

[6,}
——
N

w»
~
NON~NOLNNONNON N N

lla

lla

fla

Ha

lla

lla

o
~
~N o N

Str.4z12

Sitz/Sidlo Heidenheim

Amtsgericht/Reg. soud Uim HRB 661090

Registrované sidlo Heidenheim

Obchodni rejstfik Krajského soudu v Ulmu &. HRB 661090

15-564
15-564
15-564
15-564
15-202
15-202
15-202
10-127
10-127
10-127
11-314
11-314
11-314
12-157
12-167
12-167
12-157
16-615
16-616
16-615
13-892
13-892
13-892
15-896
15-896
15-896
12-463
12-463
12-463
12-463
15-896
15-896
15-896
15-896
10-243
15-316
15-316

15-564
15-564
15-564
156-564




P4 Heiden

tz-Jorgen Hecy

JOrstandsvorsitzen
Chel Kuehn, Stephan Schulz.
_ fsuchtsratsvorsitzender/ Predse

HARTMANN AG
. Hartmann-Strasse 12
2 Heidenheim
fBox 1420

heim

Sterima

BN 040 9500 00000 o

prstand/ Predstavenstvo: Britta Fiinfstiick
de/ Jednatelé): Dr. Raymund Heinen.

kmann

Tel.: +49 (0) 7321 36-0
Fax: +49 (0) 7321 36-3636
hartmann.info

Set pro anestézii

Set pro anestézii

Sety pro o$etfeni rany /sety pro lla
obvazani rany

nfuzni set

njekéni set

Set pro centralni Zilni
katetrizaci
Set pro Siti

Set pro dialyzu

Chirurgicka sada

Chirurgicka sada

Porodni set
Set pro artrografii

Sady pro katetrizaci

Set pro anestézii

Set pro anestézii

Sety pro osetfeni rany /sety pro lla
obvazani rany

nfazni set

da dozoréi rady:
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Injekéni set lla 6 12-157
., 7 12-157
Set pro centralni Zilni lla 2 16-615
katetrizaci 6 16-615
7 16-615
Set pro Siti lla 5(2) 13-892
6 13-892
7 13-892
Set pro dialyzu lla 2 15-896
6 15-896
7 16-896
Chirurgicka sada lla 2 12-463
5(2) 12-463
6 12-463
7 12-463
Chirurgicka sada lla 2 15-896
5(2) 15-896
6 15-896
7 15-896
Porodni set lla 7 10-243
Set pro artrografii lla 6 15-316
7 15-316
Samu-med lla 5(2) 16-164
DermaPlast sety pro osetieni takovych
ran jako:
odfeniny lla 4(3) 11-314
popaleniny ila 4 (3.) 11-314
fezné rany lla 4 (3. 11-314
puchyfe lla 4(3) 11-314
DermaActive sety pro osetreni takovych
ran jako:
odfeniny lla 4(3.) 11-314
popaleniny Ha 4(3) 11-314
fezné rany lla 4(3) 11-314
2 puchyie lla 4(3) 11-314
.04 Vyrobky uréené k chirurgickému o$etieni ran
i Telatrast chirurgické absorbenty
nesterilni:
Telasorb lla 7 10-281
Telasling lla 7 13-705
Telaprep lla 7 13-705
Telacomp lla 7 10-966
Telatrast modulovy systém sterilni:
Telasorb fla 7 10-281
Telasorb E Ha 7 10-281
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Telasling lla 7 13-705
Telaprep lla . 7 13-705
Telacomp lila 7 10-966
Telacomp E lla 7 10-966
Sterilux X-ray gazové lla 7 10-966
polstarky(USP)
Telaset sterilni lla 7 11-314
3.05 Chirurgické rukavice latexové
Peha-taft lla 7 11-883
Peha-taft classic (bez pudru) lla 7 11-883
Peha-micron plus bez pudru lla 7 11-883
Peha-taft plus bez pudru lla 7 11-883
Peha-profile plus bez pudru lla 7 11-883
Peha-basic LATEXOVE lla 7 11-883
Peha-micron LATEXOVE lla 7 11-883 |
Peha-profile LATEXOVE lla 7 11-883 |
Peha-taft classic POWDERED/S PUDREM lla 7 11-883 |
Peha-taft classic POWDERFREE/BEZ lla 7 11-883
PUDRU
Peha-taft LATEXOVE lla 7 11-883
Peha-underglove (vlozky) LATEXOVE lla 7 11-883
3.06 Chirurgické rukavice nelatexové
Peha-neon plus bez pudru lla 7 11-884
Peha-isoprene plus bez pudru lla 7 11-884
Peha-isoprene BEZ LATEXU la 7 11-884
Peha-neon BEZ LATEXU lla 7 11-884
Peha-shield BEZ LATEXU lla 7 11-884
Peha-underglove (vioZzky) BEZ LATEXU lia 7 11-884
3.07 Zakazkové chirurgické sety
Sety Foliodrape/Foliodrape pro Ilfa 2 15-896
konkrétni Iékai'ské specifikace: lla 6 15-896
lla 7 15-896
ila 11 15-896
véeobecna chirurgie
oftalmologie
gynekologie
porodnictvi
kardiochirurgie
hrudni chirurgie
- cévni chirurgie
;’ ORL
{ ustni chirurgie
| - Celistni chirurgie
neurochirurgie
Str. 7212
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ortopedie
urologie ,
CombiSets/Kombinovane sety pro lla 2 15-896
konkrétni iekai'ské specifikace:
lla 6 15-896
lla ' 7 15-896
lla 11 15-896
j v&eobecna chirurgie
| oftalmologie
gynekologie
porodnictvi
kardiochirurgie
hrudni chirurgie
cévni chirurgie
ORL
ustni chirurgie
gelistni chirurgie
neurochirurgie
ortopedie
urologie
Elektronické klinické teploméry
B Thermoval basic /zakladni lla 10 (3.) 14-032
Thermoval Rapid/rychly lla 10 (3.) 14-032
Thermoval rapid flex /rychly ohebny lla 10 (3.) 14-032
Thermoval standard/standardni fla 10 (3.) 14-032
Thermoval kids/ pro déti lla 10 (3.) 14-032
Thermoval kids flex/pro déti ohebny lla 10 (3.) 14-032
Cosmos elektronické teploméry lla 10 (3.) 14-032
Thermoval duo scan lla 10 (3.) 14-036
Thermoval baby / pro miminka lla 10 (3.) 14-036
3.09 Elektronické monitory krevniho tlaku
Tensoval mobile lla 10 (3.) 16-173
Tensoval comfort lla 10 (3.) 16-173
Tensoval compact lla 10 (3)) 16-173
_ {Tensoval duo control lla 10 (3.) 16-173
Tensoval mobil classic lla 10 (3.) 16-173
Tensoval comfort classic lla 10 (3.) 16-173
Veroval duo control lla 10 (3.) 16-173
3.10 Lékarské nastroje
Peha-nastroje
Nlzky Ita 6 13-493
6 13-480
6 13-488
6 13-492
Klesté lla 6 14-257
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6 11-791

. 6 11-797

6 10-865

lla 6 12-726
lla 6 13-373
lla 6 11-084
lla 6 17-168
lla 4(3) 11-084
la 6 11-797
lla 6 13-117
lla 6 13-833
lla 6 13-480
lla 4(3) 11-084
lla 6 11-797
lla 6 13-117
Ha 6 13-833
lla 6 13-480

kuovou lécbu ran
lla 11 10-223
Str.9z12
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ES Prohlaseni o shodé pro zdravotnické prostredky tfidy llb
Klasifikace .
Pora:v:c:love Produktové skupiny/Nazvy produkta v ss(;:g:::: e Pravidio UMDNS
93/42/EHS
4.01 Impregnované tylové a specialni kryti
Grassolind neutral Iib 4(2) 11-325
Atrauman lib 4(2) 11-325
Branolind b 4(2) 11-325
Hydrotall / Hydrotul IIb 4(2) 11-325
Atrauman Silicone llb 4(2) 11-325
Atrauman Ag lib 4(2) 11-325
Syspur-derm lIb 4(2) 11-323
interface llb 4(2) 15-216
4.02 Hydroaktivni kryti a dopliiky
Hydrosorb llb 4(2) 15-216
Hydrosorb comfort b 4(2) 15-216
Hydrosorb Gel lib 4(2) 15-216
TenderWet ilb 4(2) 15-216
TenderWet 24 Iib 4(2) 15-216
TenderWet 24 active b 4(2) 15-216
TenderWet active cavity IIb 4(2) 15-216
TenderWet Duo IIb 4(2) 15-216
TenderWet plius lIb 4(2) 15-216
TenderWet plus cavity llb 4(2) 15-216
HydroClean llb 4(2) 15-216
HydroClean cavité tb 4(2) 15-216
HydroClean cavity lib 4(2) 15-216
HydroClean active Ib 4(2) 15-216
HydroClean active cavité lIb 4(2) 15-216
HydroClean plus b 4(2) 15-216
HydroClean plus cavity llb 4(2) 15-216
HydroClean mini b 4(2) 15-216
HydroClean advance lib 4(2) 156-216
HydroClean advance mini llb 4(2) 15-216
HydroClean plus mini Iib 4(2) 15-216
HydroClean advance cavity Ilb 4(2) 15-216
Hydrocoll lib 4(2) 15-216
Hydrocoll concave 1]o] 4(2)) 15-216
Hydrocoll sacral b 4(2) 15-216
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Hydrocoll thin lib 4(2) 15-216
Sorbalgon lib , 4(2.) 15-216
Sorbalgon T llb 4(2) 15-216
Zetuvit plus ilb 4(2) 15-216
Resposorb Super ilb 4(2) 15-216
Zetuvit Plus Silicone lb T 42) 15-216
RespoSorb Silicone Iib 4(2.) 15-216
HydroTac lib 4(2) 15-216
HydroTac comfort IIb 4(2) 15-216
HydroTac concave iIb 4(2.) 15-216
HydroTac sacral IIb 4(2.) 15-216
HydroTac transparent IIb 4(2) 15-216
HydroTac transparent comfort b 4(2) 15-216
PermaFoam IIb 4(2.) 11-323
PermaFoam sacral lib 4(2) 11-323
PermaFoam concave llb 4(2.) 11-323
PermaFoam cavity lib 4(2) 11-323
PermaFoam comfort b 4(2) 11-323
PermaFoam tracheostomy lib 4(2.) 15-624
Zetuvit Plus Silicone Border / lib 4(2) 156-216
RespoSorb Silicone Border
4.03 Vyrobky pro vakuovou (podtiakovou) Ié€bu ran
VivanoMed Foam Kit Iib 4(2) 11-314
VivanoMed Foam Round Kit lib 4(2) 11-314
VivanoMed Foam Thin Kit lib 4(2) 11-314
VivanoMed Abdominal Kit/bii$ni kryti lib 8 11-314
VivanoMed Foam lib 4(2) 11-323
VivanoMed Silicone Layer [1]s] 4(2) 11-325
4.04 Zakazkové chirurgické sety
Sety Foliodrape/Foliodrape pro b 5 15-896
konkrétni iékai'ské specifikace: lib 7 15-896
, lib 9 15-896
vieobecna chirurgie
oftaimologie
gynekologie
porodnictvi
kardiochirurgie
hrudni chirurgie
cevni chirurgie
ORL
ustni chirurgie
Celistni chirurgie
neurochirurgie
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pof.€.: 16293/2019

Vyse uvedeny preklad jsem ovéfila jako prekladatel, jmenovany

usnesenim Krajskeho soudu v Bmé ze 14. zati 1976, reg.¢. 3070/76 pro jazyk rusky, anglicky
a némecky.

Potvrzuji timto, Ze vy$e uvedeny dokument je pfesnym, vérnym a doslovnym piekladem
anglického originalu, v némZ nebyly provedeny Z4dné vpisy, vymazy ani z4dné jiné
nedohodnuté opravy.

Podepsano a ovéfeno PhDr. Alexandrou Kotoulkovou
dne 29.10.2019




Dolozka konverze do dokumentu obsazeného v datové zpravé

Tento dokument, ktery vznikl pfevedenim vstupu v listinné podobé do podoby elektronické pod
poradovym ¢islem 123598323-147024-191031135941, sklddajici se z 27 listli, se doslovné shoduje s
obsahem vstupu.

Zajistovaci prvek: bez zajistovaciho prvku
Jméno a pifjmeni osoby, kterd konverzi provedla: SIMONA VYTOPILOVA

Vystavil: Kostficova Vladimira - notarka
Pracovisté: JUDr. Kostricova Vladimira - notarka
V Brné dne 31.10.2019
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