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Manufacturer’s Declaration  

 

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 

regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in 

particular with respect to  

• the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD) 

(Directive Certificates) and 

• the compliance of the devices and us as their manufacturer with the conditions for the continued 

placing on the market and putting into service 

 

Manufacturer name Schülke & Mayr GmbH 

Manufacturer address and contact details 
 

Robert-Koch-Str. 2 

22851 Norderstedt 

Germany 

Single Registration Number (SRN) (if available) DE-MF-000005701 

 

Notified body name  DQS Medizinprodukte GmbH 

Notified body number  0297 

Directive Certificate number 
to which this confirmation is made 

004567 MR2 

x See attached schedule 

Original expiry date as indicated on the Directive Certificate prior 
to the extension of the validity  

18.12.2023 

End date of extended validity/transition period 26 May 2024 

 

We, as the manufacturer declare under our sole responsibility: 

• for the above listed Directive Certificate the conditions for the legal extension of validity as 

required in Article 120.2 of the MDR are met and 

• the listed device in the attached schedule and we as their manufacturer are in compliance with the 

conditions listed in Article 120.3c of the MDR for continued placing on the market and putting into 

service, 
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namely by fulfilling the following conditions: 

➢ Directive Certificate as listed above or in the attached schedule 

• Directive Certificate covering the listed device was issued after 25 May 2017, was valid on 26 May 

2021 and has not been withdrawn afterwards. 

The certificate expires after 20 March 2023:  

Schülke & Mayr GmbH does not intend to lodge an application for conformity assessment by 26 

May 2024, therefore the transition period will end on 26 May 2024. 

➢ Quality Management System (QMS) 

A notified body has issued a certificate for the MDR-compliant QMS.  

➢ Device as listed in the attached schedule 

• The device continues to comply with MDD. 

• There are no significant changes in the design and intended purpose.  

• The device does not present an unacceptable risk to health or safety of patients, users or other 

persons, or to other aspects of the protection of public health. 

 

Signed for and on behalf of the manufacturer: 

Schülke & Mayr GmbH      Norderstedt 08.11.2023 

 

i.V. Dr. Susanne Hendrich 

Senior Head of Regulatory Affairs 
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Schedule of Devices  
 
The above Manufacturer’s Declaration is valid for the following devices: 
 

Identification of 
the device(s)  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
 

Original expiry 
date as 
indicated on the 
Directive 
Certificate (s) 
prior to the 
extension of the 
validity  

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
 

gigasept® pearls 004567 MR2 18.12.2023 DQS 
Medizinprodukte 
GmbH 0297 

n/a 26.05.2024 gigasept® pearls 
by OEM as 
manufacturer 

 
 
 
 
 
 
 
 
 
 
 
 
 
  
 
 



 

August-Schanz-Straße 21, 60433 Frankfurt am Main, 
Tel. +49 (0) 69 95427-300, medical.devices@dqs-med.de  
 
DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC 
concerning medical devices with the Identification Number 0297. 1 / 3
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EC-CERTIFICATE 
(Full quality assurance system) 

This is to certify that the company 
 

 
 

Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 

has implemented and maintains a full quality assurance system which applies to the products 
at every stage from design to final controls. 
 
Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, 
it was verified that the management system fulfills the requirements of 
 
Annex II – excluding Section 4 of Council Directive 93/42/EEC 
concerning medical devices 
 
with respect to the following medical devices: 

Disinfectant for medical devices, wound care products and gel as listed in annex. 

The manufacturer is subject to surveillance according to Annex II, Section 5. The CE marking 
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the  
certificate. An EC Design Examination Certificate according to Annex II, Section 4 is required 
for class III devices covered by this certificate. The certificate is in the case of class I(s) devices  
(I(s) = class I products placed on the market in sterile conditions) limited to the aspects of 
manufacture concerned with securing and maintaining sterile conditions. The certificate is in 
the case of class I(m) devices (I(m) = class I devices with a measuring function) limited to the 
aspects of manufacture concerned with the conformity of the products with the metrological 
requirements. 
 

Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

004567 MR2 

170772561 

2020-11-10 

2023-12-18 

2020-11-10 

 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  
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Annex to certificate 
Certificate registration No.: 004567 MR2 
Certificate unique ID: 170772561 
Effective date: 2020-11-10

Schülke & Mayr GmbH 
Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 

This annex is only valid in connection with the above-mentioned certificate. 2 / 3
 

Device Class 

acryl-des® Gebrauchslösung IIa 
acryl-des® Desinfektionstücher IIa 
antifect® AF (N) IIa 
antifect® N liquid IIa 
antifect® extra IIa 
aspirmatic® IIa 
boots wound healing gel IIb 
dentavon® IIa 
dentavon® liquid IIa 
Essential+ Wipes IIa 
gigasept® AF IIb 
gigasept® AF forte IIb 
gigasept® FF (neu) IIb 
gigasept® Instru AF IIb 
gigasept® med IIb 
gigasept® pearls IIb 
gigasonic® IIb 
gigazyme® Xtra IIb 
mikrozid® AF liquid IIa 
mikrozid® AF wipes IIa 
mikrozid® alcohol free liquid IIa 
mikrozid® alcohol free wipes jumbo IIa 
mikrozid® liquid IIa 
mikrozid® PAA wipes IIb 
mikrozid® sensitive liquid IIa 
mikrozid® sensitive wipes IIa 
mikrozid® universal liquid IIa 
mikrozid® universal wipes IIa 
mikrozid® wipes IIa 
mucalgin® IIa 
mucadont® IS IIb 
mucapur® CD IIa 
mucocit® T IIb 
octenilin® wound gel IIb 
octenilin® wound irrigation solution IIb 
octenisan® md nasal gel IIa 
octenisept® Gel IIb 
octenisept® wound gel IIb 

susanne.hendrich
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susanne.hendrich
Textfeld



 
Annex to certificate 
Certificate registration No.: 004567 MR2 
Certificate unique ID: 170772561 
Effective date: 2020-11-10 

 
 

Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
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Device Class 

perform® IIa 
pursept® AF 
pursept® A Xpress liquid 
pursept® A Xpress wipes 

IIa 
IIa 
IIa 

quartamon® med IIa 
rotasept® IIb 
septinol® SA IIa 
terralin® liquid IIa 
terralin® protect IIa 
thermosept® ED IIb 
thermosept® NDR IIa 
TPH® protect IIa 
SteraClar Daily IIa 
SteraDif Powder IIa 
SteraPex IIb 
SteraPex Rotary IIb 
SteraClens Alcohol Free IIa 
SteraClens IIa 
SteriWipe+ Alcohol Free IIa 
SteriWipe+ IIa 
DESIMATIC-ID PLUS IIb 
DESIFOR-ONE multi wipes IIa 
DESIFOR-ONE PROTECT IIa 
B3 IIa 
Pursept A Xpress S IIa 
ProCare Protect universal wipes IIa 
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