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EUROPEAN MEDICAL DEVICE REGULATION 

 
Declaration of Conformity 

 
As Legal Manufacturer, we 

 

3M Deutschland GmbH 
Health Care Business 

Single Registration Number DE-MF-000011641 

  Carl-Schurz-Str. 1  
41453 Neuss 

Germany 
 

hereby declare under our sole responsibility that the following CE marked devices 
 

Trade Name TegadermTM Transparent 
 IV Transparent Film Dressing with Border, 
TegadermTM Film 
Transparent Film Dressing Frame Style 

Intended 
Purpose 

IV Transparent Film Dressing with Border, 
Transparent Film Dressing Frame Style 

Reference 1633, 1635, 
1623W 

Basic UDI-DI 06082232761010000000000CB 

 
are classified per rule 4 of Annex VIII of the Medical Device Regulation (EU) 2017/745, as Class 
2a sterile devices in accordance with Annex IX and all other applicable provisions of the 
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
concerning medical devices.  
 
This declaration is made based on the quality assurance certificate  
EC Certificate Number: 003626 MDR2017Q 

Issued by: DQS Medizinprodukte GmbH, No. 0297 
 
 
 

                 September 13, 2022 
____________________________________________ _____________________ 
Margaret Bessenbach Date 
Director Regulatory Affairs and Quality 
Health Care Business EMEA 
3M Deutschland GmbH 
 
 

3M is a trademark of 3M. 
 
Related to REG-STED-MDR-05-522836 

3M





 

Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt am Main  
DQS Medizinprodukte GmbH is a Notified Body according to Regulation (EU) 2017/745 
of the Council concerning medical devices with the Identification Number 0297.  1 / 5
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EU Technical Documentation 
Assessment Certificate 

This is to certify that the company 
 

3M Deutschland GmbH 
trading as „Health Care Business“ 
 

Carl-Schurz-Str. 1 
41453 Neuss 
Germany 
 
SRN:  DE-MF-000011641 

has established and maintains the required Technical Documentation in accordance with 
 

Annex IX, Chapter II of the Regulation (EU) 2017/745 
Conformity Assessment based on a Quality Management System and on Assessment of 
Technical Documentation 
 

for the device categories and products listed in the Annex of this certificate. 
 
 
The conformity of the Technical Documentation has been verified and confirmed in Conformity 
Assessment Procedures according to Article 52. The Technical Documentation is subject to 
regular surveillance. Limitations to this certificate are listed in the Annex. 
 
Products listed in the Annex may bear the CE marking with the identification number of the 
Notified Body (0297). 
 
For placing medical devices listed in the Annex on the market, an additional certificate according 
to Annex IX, Chapter I and III is required. 
 
 

Certificate registration no. 
Certificate ID 
Effective date 
Expiry date 
Frankfurt am Main, 

003626 MDR2017B 
170780710 
2022-07-05 
2027-02-22 
2022-07-05 

 

DQS Medizinprodukte GmbH 
 

  
Sigrid Uhlemann 
Managing Director  

Michael Bothe 
Head of Certification Body 
(active medical devices) 

Szymon Kurdyn 
Head of Certification Body 
(non-active medical devices) 

 



Annex to EU Technical Documentation Assessment Certificate 
SRN of Manufacturer: DE-MF-000011641 
Certificate ID: 170780710 
 
 
 

This annex is only valid in connection with the above-mentioned certificate. 2 / 5
 

Device categories and variants covered by this certificate: 
 

Device category: Transparent, adhesive dressing 
Product name: Tegaderm™ Transparent I.V. Film Dressing with Border 

Tegaderm Film Transparent Film Dressing Frame Style 
Tegaderm Transparent Film Dressing 
Non-sterile Tegaderm™ Transparent I.V. Film Dressing with Border 

Models: 1633, 1633P, 1633KSA, 1633E, 1635, 
1623W, 
1632P-10, 
1633 NS, 
1635 NS 

Risk classification: IIa 
Basic-UDI-DI: 06082232761010000000000CB 
Intended purpose: Tegaderm Film can be used to cover and protect catheter sites and 

wounds, to maintain a moist environment for wound healing or to 
facilitate autolytic debridement, as a secondary dressing, as a 
protective cover over at-risk skin, to secure devices to the skin, to 
cover first and second degree burns and as a protective eye covering 

 
 
Device category: Sterile IV cannula dressing 
Product name: Venaplast /I.V. Dressing 
Models: 3522, 3523 
Risk classification: IIa 
Basic-UDI-DI: 06082232761010000000033CS 
Intended purpose: 3M I.V. cannula dressing is intended to use to cover and protect 

catheter sites and secure devices to the skin. 
 
Device category: First aid dressing 
Product name: Nexcare Blood Stop, Viscoplast Tamujacy Krwawienie 
Models: N1714AS, N1730AS, N1714NS, 

BS-14, 
V1714AS 

Risk classification: IIa 
Basic-UDI-DI: 06082232761050000000022GH 
Intended purpose: The first aid dressing consisting of the wound pad with m•doc™ is 

dedicated for covering and protecting minor wounds (cuts, scrapes, 
abrasions) while the wound heals. 

 
Device category: Cold Pack 
Product name: Nexcare Cold Instant Therapy Pack 
Models: N1574DU, 

N1574BU 
Risk classification: IIa 
Basic-UDI-DI: 06082232761050000000021G 
Intended purpose: Nexcare Cold Instant Therapy Pack is a single use, self-activating 

instant cold pack developed to provide relief for symptoms caused by 
minor bumps and sprains. 
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Device category: Absorbend, non-adherent wound dressings 
Product name: Tegaderm Foam Adhesive, 

Tegaderm™ High Performance Foam Adhesive Dressing 
Tegaderm™ Foam Adhesive Dressing with Soft Cloth Border 

Models: 90610, 90611, 90612, 90613, 90614, 90616, 90619 
90615 

Risk classification: IIb 
Basic-UDI-DI: 06082232761010000000034CU 
Intended purpose: Tegaderm High Performance Foam Adhesive Dressing is indicated 

for use as a primary dressing for low - to highly exuding, partial and 
full thickness dermal wounds, including pressure ulcers, venous leg 
ulcers, abrasions, arterial ulcers, skin tears, neuropathic ulcers. 
Tegaderm Foam Adhesive Dressing with Soft cloth Border is 
indicated for use as a primary or secondary dressing for 
management of low to moderately exuding partial and full thickness 
wounds such as pressure ulcers, abrasions, neuropathic ulcers, 
arterial ulcers and skin tears.  

 
Device category: Exudate-absorbent dressing 
Product name: Kerramax™ Care Super-Absorbent Dressing 
Models: PRD500-025, PRD500-025-B550, PRD500-050, PRD500-050-B50, 

PRD500-050-B550, PRD500-065, PRD500-100,PRD500-100-B550, 
PRD500-120, PRD500-120-B50, PRD500-240, PRD500-240-B30, PRD500-
380-B10, PRD500-380-B30, PRD500-600-B10 

Risk classification: IIb 
Basic-UDI-DI: 06082238401010000000198BA 
Intended purpose: The Kerramax Care Super-Absorbent Dressing is a single use, sterile, 

non-invasive medical device, intended for short 
term use (30 days cumulative) in the management of moderate to 
highly exuding wounds, which have breached the 
dermis on injured skin and can only heal by secondary intent. The 
Kerramax Care Super-Absorbent Dressing has a high 
absorption and retention capacity of fluid, helping to reduce peri-
wound maceration 
 

 
Device category: Exudate-absorbent dressing 
Product name: Kerramax™Care Border Super-Absorbent Dressing 
Models: CWL1000, CWL1001, CWL1002 
Risk classification: IIb 
Basic-UDI-DI: 06082238401010000000199BC 
Intended purpose: The Kerramax Care Border dressing is a non-invasive device, 

intended for short term use in the management of moderate to 
heavily exuding wounds, which have breached the dermis on injured 
skin and can only heal by secondary intent. 
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Device category: Absorbend, non-adherent wound dressings 
Product name: Adaptic ™ Non-Adhering Dressing 
Models: 2010F, 2012, 2012Z, 2012ZI, 2013, 2014, 2015, 2015F, 2015Z, 2018, 

2019, 2019F 
Risk classification: IIb 
Basic-UDI-DI: 06082238401010000000193AY 
Intended purpose: Adaptic Dressings are indicated for dry to highly exuding wounds 

including 1st and 2nd degree burns, lacerations and abrasions, grafts, 
venous ulcers, pressure ulcers, nail extractions, eczema, staples and 
suture lines and surgical incisions and reconstructive procedures 

 
Device category: Absorbend, non-adherent wound dressings 
Product name: Adaptic Touch™ Non-Adhering Silicone Dressing 
Models: TCH501; TCH502;  TCH 503;  TCH 504 , TCH501D; TCH502D; TCH 

502D120; TCH 503D, TCH502F; TCH 503F; TCH 504F 
Risk classification: IIb 
Basic-UDI-DI: 06082238401010000000194B2 
Intended purpose: Adaptic Touch is indicated for use in the management of dry to 

heavily exuding, partial and full-thickness chronic wounds including 
venous ulcers, decubitus (pressure) ulcers and diabetic ulcers, and 
for traumatic and surgical wounds, donor sites and 1st and 2nd 
degree burns. It is also suitable for use, under medical supervision, 
with negative pressure wound therapy (NPWT). 

 
Device category: Absorbent, non-adherent dressings 
Product name: N-A™ Ultra Silicone Coated Knitted Viscose Dressing 
Models: MNA011, MNA095, MNA190 
Risk classification: IIb 
Basic-UDI-DI: 06082238401010000000192AW 
Intended purpose: N-A™ Ultra Dressing is intended to serve as a non-adherent wound 

contact layer. A secondary dressing may be applied if required and 
the dressing may be kept in place by the use of surgical tape or an 
appropriate bandage. 

 
 
 
Examinations and tests performed: 
003626_3M_Report_TechnicalFileReviewMedipore_V2 dated 2021-09-21 
003626_Report_Technical_File_Review_3M_Tegaderm_Transparent_Film dated 2022-01-27 
003626_A208724MED_01 dated 2021-11-11 
003626_A208770MED_01 dated 2021-10-14 
2022-02-27_A208724MED_003626_420_12e_Report_TechnicalFileReview_3M_Nexcare_ 
Cold_ Instant dated 2022-04-01 
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Further conditions for or limitations to the validity of the certificate: 
 n/a 
 
 
 
Reference to previous certificates: 
 

Revision Date of Issue Certificate-ID Description of change 
01 2022-02-23 170776711   Addition of Cold Pack 
02 2022-05-12 170780119  Revision of Basic Data Product List 
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