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PAULHARTMAN NAG Telephone number: +49 (0)732136- 0
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EC declaration of conformity for medical devices in classes Ila, lIb and Il

Heidenheim,February 25, 2021

We hereby declare

thatmedical deviceslisted inin the Annex,which companyPAULHARTMANNAGafterfor the first timeplaced on the
market belong to classeslla, 11ballland comply with applicable regulations,especially basicrequirements of Council
Directive 93/42 / EEC of 14June1993.

For Class Ila productsallb,withwith the exception of Section 4 of the DirectiveCouncil93/42 / EECside dishIIThe

conformity assessment procedure set out in the AnnexIhas been doneatechnicaldocumentation is available. sick.

conformity assessment procedurefor productsclasses

Annex II toCouncil Directive 93/42 / EEChe wasachieved compliance withAnnex Iincludingsection 4 atechnical

documentation is available.

ThistC declaration of conformitywas issued under the sole responsibility ofPAUL
HARTMANNAGand isvalid until May 25, 2024.

On theconformity assessment proceduresupervised by a notified body TOVSOD Product Service GmbH,
Ridlerstraf3ie 65, 80339 Munich, Germany, identification number 0123.

PAULHARTMANNAG

ppa.

you?fl

DR Raymond Heinen Stephen Fisher

CPO Head of Regulatory Affairs

Board of Directors: Britta George
Funfstuck(Sittingdes Board of

TILN 040950000000 00000 00000 0 Supervisor Directors / CEO), Franc;

Chairman of the Supervisory Board

advice: Fritz-JurgenHeckmann Commercial registerUIm District Court under registrationHRB number

661090.
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3.01 Wound care productsabandages
Gauze inserts Ila 7 10-966
Sterilux UK The author 7 10-966
Gauze inserts Ila 7 10-966
Standardsterilux Ila 7 10-966
Gauze inserts Ila 7 10-966
Mulpa Tampoane Ila 7 10-966
chiffon Ila 7 10-966
Sterilux gauze sponges (USP) Ila 7 10-966
Lusanpillows Ila 7 13-700
Sterilux gauze swabs on a Ila 7 13-700
reel Pagasling Ila 7 15-216
Pagalong Ila 7 15-216
Medicomp Ila 7 10-281
Medicompextra
Cottonabsorbent towel
3.02 Specialproducts onclosingacoveragemorning
Hydrophilm Ila 43" ) 17-428
Sterile hydrophilic a Ila 43'd) 17-428
Visulinsetfor
packers Ila 4(3'd) 17-428
Hydrophilm plus Ila 4(3d) 10-288
TiritasMEDICAL (lightbleeding wounds; Ila 43'd)d 10-288
waterproof and sterile bandage for
wound) omnistrip
Ila ' i
Dermaplast Omnistrip 4(3'd) 10-288
claimed Ila 43'd) 10-288
DermaplastMEDICAL(bandagesfor lla 4(3d) 10-288_
wounds, sterile) Dermaplast - Ila 4(3'd) 10-288
hydrocolloidplaster:
less
lla 43¢ 10-288
grinding Ila 4 (3'd) 10-288
kblisters Ila 4 10-288
blisters et (3'd) 10-288
cold Ila 4(3'd)4(3'd) 10-288

Supervisory Supervisor /Chairman of the Supervisory
Board: Fritz JirgenHeckmann

Headquartersin Heidenheim

Commercial registerDistrictcourt Uimwith registration

numberHRB661090.
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hardener

on the skinfor cold

hardening of the skin

changes
Tiritas hydrocolloid
plaster:
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Manufacturer: Britta FOnfstock (executive)director).

Frani;: ois Georgelin,dr.

RaymundHeinen, Michel Kuehn and Stefan Moier
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the whole
translation:
ages
cold Ila 4(3.) 10-288
cystitis Ila 4(3) 10-288
ajakherpesze Ila 4(3) 10-288
k
curry eyes Ila 43, 10-288
Cosmoshydrocolloidpatch: onsmall The uthor 4(3.) 10-288
wounds Ila 43)) 10 -288
abrasions Ila 4(3.) 10-288
blisters Ila 4(3.) 10-288
blisters
cold lla 4(3.) 10-288
cold lla 43) 10-288
k Ila 4(3rd) 10-288_
hardener for skin Ila 4(3)) 10-288
changes Ila 4(3.) 10-288
DermaActive hydrocolloid patch: lla 43 10-288
on thesmallwounds lla 4(3.) 10-288
for abrasions
Ila 4(3.) 10-288
blisters
blisters
cold Ila 4(3.) 10-288
cold
lla 43) 10-288
kcurry eyes
DermaPlast EFFECT wear Ila 4 (3rd) 10-288
DermaplastMedical Ila 4(3) 10-288
Transparentbandage Dermaplast Ila 4(3) 10-288_
MEDICAL (easybleeding wounds; Tla 43) 10-288_
waterproof, sterile wound dressing)
. lia 43) 10-288
Dermaplast MEDICAL(cuttingwounds
and wounds) Ila 4(3.) 10-288
z(ermaPIastEFFECTFor the excision of blisters Ila 43) 10-288
smallinjuries lla 43 11322
DermaPlastEFFECTthe greatbladder Ila 4(3.) 11-322
DermaPlastEFFECT corner bladder Ila 4(3.) 11-322
DermaPlastEFFECTlittlebladder Ila 4(3.) 11-322
Ila 4(3.) 11-322
Fritz JurgenHeckmann CommercialregisterDistrict CourtUlmComeregistration

numberHRB 661090.
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PAUL HARTMANN AG Telephone: +49 (0) 732136-0
Paul-Hartmann-Strasse12 Fax: +49 (0) 7321
89522Heidenheim 36-3636
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Germany in
DermaPlastEFFECT DermaPlastEFFECT Ila 43 11-322

CornerDermaPlast blisters

EFFECTon thesmallwoundswith DermaPlast
EFFECTherpesDermaPlast EFFECT
Dermaplast bottom patch. Tiritas

burnCosmos burnrana

DermaActiveburn ranaBoom

Patch

DermaplastMEDICAL (burns)
TiritasMEDICAL(Tubes)
DermaPlastEFFECTburns

3.03 Care for stocksa
patient for
health
Page3
IILN040 950000000 00000 00000 0 12

Board of Directors / igazgatdtanacs:Britta
Fiinfstuck (Chairwoman)Board of Directors /CEO),Fran ois
Georgelin, Dr. RaymundHeinen,MichelKuehn,Stefan Muller

Seat Heidenheim

HeadquartersDistrict CourtUlm
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MediSet T health
Catheterizationkits Ila eneyearage flying15-564
25(2 ) 15-564
6 15-564
7 15-564
Anestheticset Ila 2 15-202
6 15-202
7 15-202
Anestheticset Ila 2 10-127
6 10-127
7 10-127
Treatment kitswound / wound Ila 2 11-314
dressingkits 6 11-314
7 11-314
Infusion set Ila 2 12-157
7 12-157
Injection kit Ila 6 12-157
7 12-157
Setcentral venous line Ila 2 16-615
catheterization 6 16-615
7 16-615
Sewing kit Ila 52nd)6 13-892
72 13-892
67 13-892
Dialysisset Ila 15-896
15-896
15-896
setup Ila 2 12-463
surgical
5(2nd) 6 12-463
12-463
7 12-463
setup Ila 2 15-896
surgical
5 (2nd) 67 15-896
15-896
15-896
Maternity kit Ila 7 10-243
Arthrographic Ila 6 15-316
set
7 15-316
Thigh
Catheterizationkits Ila 2 15-564
5(2.)6 15-564
72 15-564
672 15-564
Anesthetic kit Ila 15-202
15-202
15-202
Anesthetic kit Ila 10-127
6 10-127
Management:BrittaFunfs uclﬁ(chairman of the PR IO e rocivs, MOichelKuehn,
SeatHeidenheim Page4
StefanMulle 1 2

rUAImmtsHgReSric6h6t1090
CommercialregisterDistrict CourtUlmComeregistration
numberHRB 661090.
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Machine Translated by Ggogle

PAUL HARTMANN Telephone: +49 (0) 732136-0
Paul-Hartmann-Strakse12 Fax: +49 (0) 7321

36-3636
Hartmann. Info

89522Heidenheim

Mailbox 1420
89504Heidenheim Read more
Germany activities

Aufsichtsratsvorsitzender / Chairman of the Supervisory Board: Seat:Heidenheim a

CommercialregisterDistrict CourtUlImComeregistration

Fritz JirgenHeckmann
numberHRB 661090.



Machine Translated by Google

PAULHARTMANNAG Phone:+49 (0) 7321 36-0
Paul-Hartmann-Strasse 12 Fax:+49 (0) 7321
89522 Heidenheim 36-3636
has tmann. Info
Mailbox 1420

89504Heidenheim

Germany

Wound care kits

dressing sets

Infusionset

Injection kit

Central venous line set

catheterization

Sewing kit

Dialysisset

Surgical
set

Surgical
set

Maternityset

Arthrographicset

Sterima

Catheterization kits

Anesthetic kit

Anesthetic kit

Infusionset

Injectableset

Setcentral venous line

catheterization

Company / ManagementBt oard:BrittaFunfstuckSiteHeiden

(IIVLNos0r4i0tz9e5n0d0e0d0e0s0V0s0orstands / CEOF),
Ran9oisGeOorglin,Dr.RaymundHeinen,Michel Kuehn,

Treatment kitswound dressings

Ila

Ila

Ila

Ila

Ila

Ila

Ila

Ila

Ila
Tla

Ila

Ila

Ila

Ila

Ila

Home

Local court Ul mHRB 661090

Read more
on camels

entities

7zdirnwia10-127

2favoareali-

314
6 11-314
7 11-314
2 12-157
7 12-157
6 12-157
7 12-157
2 16-615
6 16-615
7 16-615
52) 13-892
67 13-892
26 13-892
15-896
15-896
7 15-896
2 12-463
5(2. 12-463
6 12-463
7 12-463
2 15-896
5 (2nd) 15-896
15-896
67 15-896
7 10-243
6 15-316
7 15-316
2 15-564
72 15-564
67 15-564
26 15-202
15-202
15-202
10-127
10-127
7 10-127
2 11-314
6 11-314
7 11-314
2 12-157
7 12-157
6 12-157
7 12-157
2 16-615
6 16-615
page5
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Stefan Miiller

Aufsichstratsvorsitzender /The PresidentSupervisory Board:Heidenheim
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Germany 7through
wia16
-615
n
5dgrace130b9123892
Sewing kit Ila battery (2 ")
6
7 13-892
Dialysisset Ila 15-896
26 15-896
7 15-896
Surgicalset 12 -463
25(2 12 -463
12 -463
) 12 -463
Surgicalset 67 15-896
z 15 -896
5(2.6 15-896
15-896
transportation
A 7 10-243
stocks
a 7 15-316
Arthrogra s 15.316
physet 67 16 -164
5(2"d)
Samu -med
11-314
Sadyon thewound care DermaPlastfor
treatmentwound:grinding Ila 4(3'd) 11-314
Ila 43" 11-314
to causeburns Ila 4(3' 11-314
injuries lla 4(3'd)
cutting Ila
11-314
OK
4(3'd) 11-314
cutting
Ila 4(3'd) 11-314
the reason
Ila s34 11-314
bladder
OK Ila (3'd)
Sadyon thewound careDermaActivefor lla
treatmentwounds: abrasions Ila
alot
burning
injury
k
bubble
cuts
3.04 Surgical wound treatment products
Non-sterile surgical wipes Telatrast:
Telasorb Ila 7 10-281
Telasling Ila 7 13-705
Telaprep Ila 7 13-705
Ila 7 10-966
Telacomp
Telatrast is modular Ila
system -sterile: 7 10-281
Ila 7 10-281




Machine Translated by Google

PAULHARTMANNAG
Paul-Hartmann-Strasse 12
89522 Heidenheim

Mailbox 1420
89504Heidenheim

Germany

Phone:+49 (0) 7321 36-0

Fax:+49 (0) 7321
36-3636

has tmann. Info

TelasorbTelasorb
Telasorb E

Telasling
Telaprep

Ila
Ila

Ila
Ila

Read more

on camels

entities
13-705

13-705

040 9500IILN




Machine Translated by Google

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

89522 Heidenheim
has tmann. Info
Mailbox 1420

%8886%%denheim

ermany

Board of Directors: Britta FUnfstGck
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Fritz-JUrge nHec
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Paul-Hartmann-Strasse 12 7321 36-
89522 Heidenheim 0
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Mailbox 1420 36-3636
89504 Heidenheim
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Germany in
shares
Telacomp Ila 7Zd favroawrieaal0-966
Gas lla 7 10-966
spongeTelacompE Ila 7 10-966
k Ila
Sterilux
X-ray inspection
khoz
(USP) 7 11-314
Sterile telaset The author
3.05 Latex surgical gloves
Peha-taft Ila 7 11-883
Classic taffeta(without powder) Ila 7 11-883
Peha-micron plus without dust The author 7 11-883
Peha-taffetapluswithout dust Ila 7 11-883
Peha-profile plus dust-free Tla 7 11-883
Peha-basicLATEX Ila 7 11-883
Peha-mic LATEX Ila 7 11-883
PehalATEXprofile Ila 7 11-883
Peha-taffetaclassicPOWDER Ila 7 11-883
Peha-taffetaclassicWITHOUT POWDER Ila 7 11-883
Peha-taft LATEX Ila 7 11-883
Peha-glovesLATEXgloves Ila 7 11-883
3.06 Surgical gloveslatex-free Peha-
neonplus no dust Ila 7 11-884
Peha-isoprene pluswithout dust Ila 7 11-884
Peha-isoprene WITHOUT Ila 7 11-884
LATEX Peha-neonNO LATEX Ila 7 11-884
Peha ShieldNO LATEX Ila 7 11-884
Softgloves -NO LATEX Ila 7 11-884
3.07 Personalized kits forsurgicalinterventions
Leaflet kits / Indications i:a 15-896
related to photovoltaic a 26 15-896
procedures:
Ila 7 15-896
Ila 1" 15-896
Generalsurgery
ophthalmology
gynecology
obstetrics
cardiac surgery
thoracic surgery
vascular surgery
ORL
Oral surgery
jaw and face surgery
neurosurgery
orthopedics
urology

AIILuNfsicOh4t0sr9a5tsOv0or0s0itz0eOn0der /A Chairman

of the Supervisory Board:Fritz-JurgenHeckmann

000000

Registered office in Heidenheim
Commercial registerDistrictcourtUIm with registration
numberHRB661090.

administrative
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PAUL HARTMANN AG
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Paul-Hartmann-Strasse 12 7321 36-
89522 Heidenheim 0
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CombiSets / CombiSets for Ila 2zdrfavoavriae1a5-896
indication procedures: Ila 615-896
Ila 715-896
Ila 1115-896
General
ophthalmological
surgery
gynecology
obstetrics
cardiac surgery
thoracic surgery
vascular surgery
ORL
Oraland maxillofacial
surgery
neurosurgery
orthopedics
urology
3.08 Electronicclinical thermometers
Basic thermal ventilation Ila 10(3') 14-032
ThermovalRapid Ila 103" ) 14-032
Thermovalfast flex Ila 10 (3'd) 14-032
Thermalstandard Ila 103" ) 14-032
Thermalchildren Ila 10(3'd) 14-032
Termal baby flex Ila 10(3'd) 14-032
Electronic room thermometers Ila 10 (3'd) 14-032
Scanningduo Thermoval Ila 10(3'd) 14-036
Heat ventilated child Ila 10 (3d) 14-036
3.09 Electronic devices for measuring blood pressure
Tensoval mobile Ila 10 (3'd) 16-173
Tensoval Comfort Ila 10 (3'd) 16-173
Tensovalcompact Tla 10 (3'd) 16-173
Tensovalduo control Ila 103'd ) 16-173
Mobileclassic Tensoval Comfort Ila 10(3'd) 16-173
with Tensoval is a classic Ila 10(3'd) 16-173
He trusted the duocontrol Ila 10 (3'd) 16-173
3.10 Medicaltools
Peha tool
Scissors Ila 6 13-493
6 13-480
6 13-488
6 13-492
Pliers Ila 6 14-257
6 11-791
6 11-797

(The President

Board of Directors / CEO),

IILN040 9500 00000 00000 00000 O

Board of Directors / Council: BrittaFunfsHick

Chairman of the Board of Supervisors:
Fritz JurgenHeckmann

Franyois Georgelin, Dr.Raymond

Dr. Raymund

Registered office in Heidenheim

Heinen,MichelKuehn
Stefan Maller

Commercial registerDistrictcourtUlm with registration

numberHRB661090.
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Chairman of the Board of Supervisors:
Fritz JurgenHeckmann

Registered office in Heidenheim
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89522Heidenheim 36-3636
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Read more
Germany on camels
entities
6zdrinovia10-865
flying
Needle holder Ila 6fa 12-726
Injured Ila 6 13-373
English Ila 6 11-084
translation:_ Ila 6 17-168
channel
Basic ready Ila 43'd) 11-084
nech Ila 6 11-797
MediSet Ila 6 13-117
Curetel Ila 6 13-833
a Ila 6 13-480
Director'sstyle
Groove! Ila 43'd) 11-084
scissors Ila 6 11-797
Sterima Ila 6 13-117
Curettes Ila 6 13-833
groovesa Ila 6 13-480
style
executors!
Scissors
3.11 Vacuum wound care products
VivanoTec Pro Ila 11 10-223
Chairman Chairman of the Board: Headquartersin Heidenheim

Commercial registerDistrictcourtUlm podregistration number

Fritz Jurgen Heckmann
HRB661090.
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4.01 .
Impregnated tulle and special bandages
Grassolind is neutral lib 4(2.) 11-325_
Atrauman li 402.) 11-325_
Branolind b 4(2.) 11-325
Hydrotull /The hydrotul lib 4(2.) 11-325_
Atraumansilicone lib 4(2.) 11-325
Interfawhat lib 4(2.) 15-216

lib
4.02 Hydroactive dressings aaccessories

The PresidentSupervisor: Fritz Jirgen
Heckmann

Headquartersin Heidenheim
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Hydrosorb lib 4 (2 "d)objects15-216
Hydrosorbcomfort l 4(2nd)15-216 e
Hydrosorbgel b please 15-216
HydroClean lib 9 15-216
HydroClean cavity l 4(2 "d) 15-216
Hyd roClean is active b 4(2"(d) 15-216
HydroClean active lib 4@2nd) 15-216
cavityHydroClean plus li 4(2.) 15-216
HydroCleanplus cavite b 4(2.) 15-216
HydroCleanmini lib 4(2"d) 15-216
HydroC slim lead l 4(2"d) 15-216
HydroClean advance mini b 4(2"d) 15-216
HydroCleanplusmini lib 402) 15-216
HydroCleanplusmini l 4(2"d) 15-216
HydroCle nadv ce b 4(2"d) 15-216
Hydrocoll lib 4(2"d) 15-216
Hydrocoll concave I 4(2"d) 15-216
Hydrocoll cross b 4(2"d) 15-216
Hydrocoll lib 4(2"(d) 15-216
Hydrocoll I 4(2.) 15-216
Hydrocoll b 4(2"d) 15-216
is thin lib 4(2"(d) 15-216
SorbalgonT li 42 "d) 15-216
Zetuvitplus b 4(2"d) 15-216
Super Repsosorb lib 4(2"d) 15-216
SiliconeZetuvitPlus i 42"d) 15216
RespoSorbSilicone H b 4(2"(d) 15-216
ydroTac lib 4(2.) 15-216
ComfortHydroTac li 4(2"d)
HydroTachumorous 42"(d)

blib

lib

li

b

li
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HydroTaccross
HydroTac transparent HydroTaclib4

transparentcomfort4
PermaFoamlib4
PermaFoam sacrallib4
PermaFoam concavlib4
PermaFoamcavitatelib4
PermaFoam comfortlib4
PermaFoamlib4

PermaFoam tracheostomyelib4
Zetuvit Plus silicone border linel

SiliconeborderlinetapeRespoSorb4
HydroTacBorderMultisite

HARTMANN

(3
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in
on camels

|i2b «akindness) 42 “(dtmey repfromis s@vb@ 15-216

) 15216
e 15216
@"d) 11-323
2eh 11-323
@@ 11-323
", 11-323
@ 11323
(2 "d) 15-624

(2 < ) 15-216

2) 15-216

4.03

Vacuumwound care products

VivanoMedlib4 foam set

Pena VivanoMed

Thin foam VivanoMedlib4
Belly set VivanoMedI|ib811-314
VivanoMedlib4
VivanoMedlib4

2 @ 11314
round sets(2sad () 11-314

211314 9

hab (2 d 11-323
2) "d) 11-325silicone layer

4.04

Personalized sets for surgical procedures

Foliodraplib515-896
Stocks / Foliodrap pentrulib715-896

General surgery
ophthalmology
gynecology
obstetrics

cardiac surgery
thoracic surgery
thoracic surgery
ORLvascular surgery

oral surgery jaw surgery
and jaws neurosurgery
orthopedics

urology

CombiSets / CombiSets is specified in Procedureslib515-896

related indications:

Generalsurgery
ophthalmology
gynecology
obstetrics
cardiac surgery
thoracic surgery
thoracic surgery

lib915-896

715-896
1ib915-896
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vascular surgery
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oral surgery
maxillofacial
surgery

facial surgery
orthopedics
urology

5.01 Wound dressings (Class III)
Atrauman Aglll1311-325

(EC design examination certificate G?0118580068 Rev. 00)
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Description:Britta FOnfstock(Executive Director), Frangois

Georgelin, Dr.Raymund Heinen, Michel Kuehn andStefan SeatHeidenheim

Moier. district CourtUImHRS 661090

Chairman of the Supervisory Board / Chairman of the Supervisory Board: is based inHeidenheime
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