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Phone +49.711.7861-3427 
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Fax +49.711.7861-2615 
 
Date 2024-09-18 

 

Subject: Notified Body Confirmation Letter  

Our reference: 50593-CoL-03 Rev. 1  

 

Confirmation of the status of a formal application, written agreement, and appropriate 
surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU) 
2017/745 as regards the transitional provisions for certain medical devices and in vitro 
diagnostic medical devices 

 

Dear Mr. Brunow, 

This letter confirms that, DEKRA Certification GmbH, a Notified Body (NB) designated against 
Regulation (EU) 2017/745 (MDR) and identified by the number 0124 on NANDO, has received 
a formal application in accordance with Section 4.3, first subparagraph of Annex VII of MDR 
from the following manufacturer for the devices listed in the annex:  

Richard Wolf GmbH 
Pforzheimer Str. 32 
75438 Knittlingen 
Deutschland 

SRN Number: DE-MF-000007048 

 

Table 1 identifies the devices for which a written agreement in accordance with Section 4.3, 
second subparagraph of Annex VII of MDR has been concluded between Richard Wolf GmbH 
and DEKRA Certification GmbH and for which DEKRA Certification GmbH is also responsible 
for appropriate surveillance of the corresponding devices under the applicable Directive MDD. 
Table 2 identifies the devices for which an MDR application has been received and a written 
agreement concluded, but the DEKRA Certification GmbH has not yet taken the responsibility 
for appropriate surveillance of the corresponding devices under the applicable Directive MDD. 
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In the case of devices covered by certificates issued under Directive 93/42/EEC (MDD) that 
expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this 
letter also confirms that the manufacturer signed the written agreement under MDR by the 
date of MDD certificate expiry; or provided evidence that a competent authority of a Member 
State had granted a derogation or exemption from the applicable conformity assessment 
procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, 
by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the 
manufacturer compliance to the other conditions specified in Article 120.3c of 
MDR (as amended by (EU) 2023/607), are shown below:

26 May 2026 for Class III custom-made implantable devices 
31 December 2027 for Class III devices and Class IIb implantable devices excluding 
Well-established technologies (WET - sutures, staples, dental fillings, dental braces, 
tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)
31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on 
the market in sterile condition or have a measuring function
31 December 2028 for devices not requiring the involvement of a notified body under 
MDD but requiring it under MDR (e.g., class I devices that qualify as re-usable 
surgical instruments)

This confirmation letter with the registration no. 50593-CoL-02 Rev. 1 is invalid with 
immediate effect.

Validity of this confirmation letter:

For products included in table 1 and 2: 
Until the end of applicable transition timelines specified in Article 120.3c of MDR (as 
amended by (EU) 2023/607

On behalf of the Notified Body,

Karin Leicht

Enclosures:

Confirmation Letter Annex

Digital unterschrieben von Karin-
Marie Leicht
Datum: 2024-09-18 06:21:51+02:00
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Annex to Notified Body Confirmation Letter 50593-CoL-03 Rev. 1  

Table 1 

Device name or 
Basic UDI-DI 
(under MDR 
application) 

MDR Device 
classification (as 
proposed by the 

manufacturer and 
verified at the pre-
application stage) 

If the MDR device is 
a substitute device, 
identification of the 

corresponding 
MDD/AIMDD device 

MDD/AIMDD 
Certificate 

Reference(s) of the 
devices under MDR 

application, and 
the NB 

Identification 

Agreement for 
Conformity 

Assessment  

4792.803 

PUNCTURE 
NEEDLE SET 
18G WL 150MM 

Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4993692 

RF 
INSTRUMENT 
BIPO Ø 2.5MM 
WL 350MM 

Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4840764 

TITANIUM CLIP 
FOR TEM 

Class IIb 
implantable non- 
WET device  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

412700  

HAND BLOWER 

Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-17-04 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8289.24 

SUCTION TUBE 
BIPO Ø 3.2MM 
WL 240MM 

Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4712348 

UNIVERSAL 
SEALING 
VALVE 1-6FR 

Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-17-04 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170502 

INSUFFLATION 
TUBE SET L 3M 

Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2235031 

INSUFFLATOR 
45 EVAC + 
HEAT FR 
45L/MIN 

Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170504 Class I devices 
placed on the 

N/A Certificate: 
50593-16-05 with 

50593-CA-00 
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SMOKE 
EVACUATION 
FILTER 

market in sterile 
condition  

Annex 0 dd. 
2020-04-01; NB: 
0124  

4170503 

SMOKE 
ASPIRATION 
TUBE SET L 
2.7M 

Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2305001 

MOTOR 
CONTROL 
UNIT 2305 

Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

41702208 TUBE 
FOR SUCTION 

Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4171223 

IRRIGATION 
TUBE SET 
SPIKE L 3M 

Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2225001  

IRRIGATION 
PUMP FOR 
HYS/URO/LAP 

Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100506 

PIEZOWAVE 2 
CONTROL 
UNIT 

Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2260001 

HF SURGERY 
GENERATOR 
400KHZ 

Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4844120 Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-17-04 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4844255 Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-17-04 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

4565901M Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-17-04 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 
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4170.2228 Class I devices 
placed on the 
market in sterile 
condition  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8703.524 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8703.534 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8702.514 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8703.514 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8702.524 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8702.534 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8704.524 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8708.534 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8708.517 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8708.518 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8701.534 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8701517 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8701518 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.911 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.981 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.982 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.985 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.986 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8677.0145 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8688.0145 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8650.0145 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.0245 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.0345 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.0445 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.0545 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.0645 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8652.0445 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672.0145 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672.0245 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672.0345 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672.0445 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8686.0145 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8686.0245 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8686.0345 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8693.0145 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8632.027 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8632.026 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86720255 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86720455 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8632029 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8632028 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8654987 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654990 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654991 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654992 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654993 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654994 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654995 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654996 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654997 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8302.08 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8302.12 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8302.15 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8677.224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8688.224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8659.071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8680.204 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8680.205 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8680.224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8680.225 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8663.3741 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8655.374 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8655.3841 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8655.334 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8655.3441 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653.021 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653.018 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653.224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86592351 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970010 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86770155 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49700103 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

49700113 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8674205 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8674224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8674234 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8681205 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8681224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8675322 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8675324 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8675424 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8675426 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8676354 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8676361 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8676324 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8676326 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8676424 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8676426 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653022 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86530191 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653204 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653019 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8655324 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8655314 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8675524 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8668.204 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8668.225 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8668.024 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86753225 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86753245 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86754245 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86754265 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8674225 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8670.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8670.061 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8670.161 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8667.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8667.161 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7305.781 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7305.782 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8625.315 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

884.00 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

884.01 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

886.00 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

886.01 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891.00 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8583732 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8584732 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8583819 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

88350 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

88351 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82340024 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89121.0260 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89121.1260 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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89121.1263 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891220124 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891220128 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891220132 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891221232 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891221235 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891221241 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891221255 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8564.021 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89955.0003 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89955.0000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

89951.0001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8995500001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8995500031 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0032 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0033 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0034 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0035 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0113 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0114 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0115 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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89975.0253 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0254 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0263 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0264 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0333 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0334 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0493 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0494 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0503 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0504 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0505 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

89975.0516 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0553 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89975.0555 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0003 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0004 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0005 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0033 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0034 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0035 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0113 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 21 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

49975.0114 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0115 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0253 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0254 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0255 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0263 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0264 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0265 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0333 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0334 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0335 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

49975.0494 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0504 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0516 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0553 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49975.0555 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0032 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0033 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0034 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0113 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0114 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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89971.0254 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0264 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89971.0503 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49971.0032 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49971.0033 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49971.0113 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49971.0503 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49971.0553 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825610446 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825620446 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825630546 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

825640546 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499750554 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499750556 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750003 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750004 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750005 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750554 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750556 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869850 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869.852 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8869.854 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869.841 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869.843 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869.844 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869849 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869.851 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8869.853 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1025 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1125 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1010 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

89960.1012 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1013 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1060 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1065 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1070 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1075 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1080 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1085 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1090 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1095 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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89960.1910 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1911 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89960.1912 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899601045 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899601050 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899601055 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89120.3025 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891732018 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8912300633 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8912312533 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8912312603 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 28 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

2020-04-01; NB: 
0124  

8912312607 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891737080 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899732004 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899732254 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899732264 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899732334 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899732504 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899732555 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499710332 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499732274 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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499732344 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499732565 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499750332 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899710132 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899710332 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750132 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750332 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899750335 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891240400 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891241141 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891241241 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

4792.802 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

892106250 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89270.2025 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89970.1503 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89970.1504 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89970.1513 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89970.1514 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89220.1307 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89220.1308 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89220.1527 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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89210.1253 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89210.1254 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89210.3253 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89210.3254 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89970.1003 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89970.1004 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

492201215 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

892107253 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

892108253 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

15336052 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

15336054 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

15336056 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

15336058 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899701754 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899703754 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751754 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899753754 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499751704 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

492206112 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751003 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751004 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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899751302 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751303 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751304 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751502 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751503 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751504 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751512 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751513 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751514 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751402 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751403 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

899751404 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

892209310 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751305 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751405 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751505 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899751555 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

892109205 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899351010 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

899352010 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499751005 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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499751305 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499751505 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499751555 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499751405 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499751714 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825211230 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825211430 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.064 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.074 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.084 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.094 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 36 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

2020-04-01; NB: 
0124  

8214.104 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.124 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8238.502 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.072 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.082 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.092 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.102 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82512.431 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.3016 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.3028 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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82510.3520 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.3528 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.4025 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.4030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.4524 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.4525 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.4530 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.5025 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.5030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.5530 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.6035 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

82510.6535 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.2716 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.3520 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.3528 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.4025 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.4030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.4524 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.4525 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.4530 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.5030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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82514.6030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.6535 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.126 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.128 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8214.144 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82510.1400 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.431 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82514.433 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825210830 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825211030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

825101100 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

825101200 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8457.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82420.0000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824201000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824202000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824203000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824204000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824201002 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824201012 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824202002 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 41 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

824202012 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

824203012 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8446.22 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8449.12 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8449.22 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8449.32 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8456.01 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8456.101 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8458.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8458.03 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8456.95 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8458.97 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8267.951 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934.431 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934.432 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934.433 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.451 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.211 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.212 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.201 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 43 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

8754.202 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.221 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8754.222 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8880.541 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8880.543 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8880.544 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8880.545 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8885.443 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8885.441 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8885.445 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672.421 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 44 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

2020-04-01; NB: 
0124  

8672.422 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672.425 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8860.441 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8871.412 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8930.421 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8930.422 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8930.461 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8930.462 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8933.431 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8933.432 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8933.433 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.414 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.415 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.422 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.431 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8989.412 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8656.422 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8660.424 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8860.443 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8935.441 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8935.442 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8935.443 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8974.402 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8974.412 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.514 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.515 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.522 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8654.531 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8686.414 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8686.415 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8860453 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8871413 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8880547 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891134030 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

891134070 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672430 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8672432 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344631 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344632 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934631 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934632 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8462.30 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8464.30 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8465.30 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8465.32 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8476.433 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8668.433 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344416 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344426 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344436 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934461 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8934462 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8934463 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89354416 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89354426 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8935461 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8935462 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344731 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89344732 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8968.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8968.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8968.421 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8965.041 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8965.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8965.411 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8920.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8968.041 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8966.051 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8966.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8626.531 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970.0261 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8986402 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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884080 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970402 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8715401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

885070 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

885090 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970407 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8970405 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8964.711 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8964.021 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8964.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8964.041 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8626.431 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

893420 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8645.403 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8986.401 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8642.403 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7224.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7223.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7325.071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7325.076 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7326071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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7326076 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7355071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7355076 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7356071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7356076 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7250011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7260011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

73151001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

73151006 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

73551071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

73551076 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

73561071 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

73561076 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7305.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7305.006 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7236011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7315001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7315006 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7251011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

7235011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8905.331 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8905.351 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8919.331 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8919.333 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8919.351 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8919.353 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8309.014 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8309.072 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8929.223 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8903.014 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8903.034 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8903.072 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8921.013 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.014 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.016 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.023 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.024 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.026 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.034 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.051 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.052 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.053 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8921.054 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.061 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.062 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8921.072 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.013 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.014 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.016 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.023 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.024 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.026 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8923.042 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 58 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

2020-04-01; NB: 
0124  

8924.013 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8924.014 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8924.016 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8924.026 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8906.081 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8906.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8906.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8906.031 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8906.051 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8913.01 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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88405131 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

88405132 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8323.00 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8323.10 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8323.11 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8392933 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393933 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394933 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8392935 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393935 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394935 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 60 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

2020-04-01; NB: 
0124  

8392934 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393934 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394934 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390933 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391933 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393932 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394932 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930921 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391.921 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.925 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8393.978 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.923 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8783.412 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8784.411 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8783.721 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8783.701 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8150.19 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170.954 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170.955 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170.956 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

817123 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8383.913 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8385.901 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.911 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.912 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8384.911 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8385.942 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8385.951 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391.911 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8302.09 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8303.09 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8303.50 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.72 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8291.22 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8291.23 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8291.24 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8291.45 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8380.68 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.68 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.94 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8384.68 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8988.231 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

8988.241 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8753.411 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8974351 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8974.121 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8989.031 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8985.11 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8989.151 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

41708370 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8370701 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8370702 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8378.00 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8378.90 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8378.91 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8170.101 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8170.232 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8170202 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170.801 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2303.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2303.011 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2304.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2304.002 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

2304.004 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2304.006 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2304.007 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2304.012 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2304.014 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

809510005 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2204001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4171226 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4171227 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2228.001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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2208001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2216001 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8171223 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4171224 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4171225 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4171.111 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4170.501 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4875011000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

487501200 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

487501272 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4875013650 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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2020-04-01; NB: 
0124  

487501550 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

487501800 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

875011000 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

87501200 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

87501272 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

875013650 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

87501550 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

87501800 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

487502200 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

87502200 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8935561 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8935562 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89355516 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

89355526 Class IIa  N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8650.624 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823.031 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823.04 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823.05 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823.06 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823.10 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823.221 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8599.80 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8659.161 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8659.162 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

48423.025 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

48423.095 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

48424.1310 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

48424.1410 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4609.0313 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4622.1313 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4622.1333 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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4622.2533 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4623.0243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4653.023 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46531313 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4653.1323 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653.02 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653.131 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8653.132 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4659.1613 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4659.1623 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4609.2513 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

4622.2513 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4623.0223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4622.1323 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4610.0223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8609031 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8622131 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8622133 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8623022 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

862309 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

865303 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8659163 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4624.1313 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8416011 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8416031 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8416091 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46300223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46300243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46310243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782201 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782202 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782203 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

86782204 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782205 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782206 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782235 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782406 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782407 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782408 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782435 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782480 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782601 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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86782603 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782604 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782605 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782606 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86782635 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792201 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792202 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792204 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792205 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792235 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792407 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

86792435 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

86792635 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782201 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782205 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782225 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782235 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782425 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782435 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782635 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46530213 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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46530243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782202 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782203 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782204 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782480 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782603 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782604 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46782605 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46792435 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46792201 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46792204 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

46792205 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46792635 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46400223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

46400243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4653033 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8411.04 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8416.01 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8416.03 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8416.09 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8422.131 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8422.151 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8422.351 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8422.435 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.01 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.02 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.023 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.031 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.09 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.131 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8423.19 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8424.081 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 



 

D-091-110 Confirmation Letter (EU) 2023/607 Rev. 01/07/23 Page 80 of 135 
DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte 

IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8424.131 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8424.151 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8426.131 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8426.141 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8426.142 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8426.151 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8439.03 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8440.02 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8688.91 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8688.93 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8688.95 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8688.994 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

823400005 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

82340014 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499351000 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

499352000 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4993691 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49936911 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

49936921 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393190 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393191 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

83930917 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930927 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930937 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83940917 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83940927 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83921817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931827 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931837 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931847 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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83931857 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931957 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932827 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932837 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932857 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932877 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932887 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932897 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83934817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83934837 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

83934857 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83934867 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83934877 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941847 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941957 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930417 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930447 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930457 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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83930817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83940417 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83940817 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902167 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902177 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912167 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912177 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390216 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390217 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391216 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391217 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8390207 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390208 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390209 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390210 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390218 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390219 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390220 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390221 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390222 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8390225 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390226 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391207 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391208 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391209 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391210 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391218 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391219 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391220 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391221 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391222 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8391223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391225 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391226 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902077 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902217 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902227 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902237 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912077 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912217 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912227 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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83912237 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390215 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390224 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8390227 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391215 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391224 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391227 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902157 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902247 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83902277 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912157 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

83912247 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83912277 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394621 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394622 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394623 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394624 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83946217 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83946227 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83946237 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83946247 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8388201 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8388202 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8388203 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83882017 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83882027 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83882037 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8388200 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83882007 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393192 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393193 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393194 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8393197 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393198 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393199 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393200 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393210 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393220 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393229 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393230 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393240 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8393242 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393249 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393250 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393256 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393258 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394192 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394193 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394194 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394197 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394198 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394199 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8394200 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394220 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394223 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394229 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394230 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394240 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394242 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394249 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394250 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394258 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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83931927 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931947 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931977 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931987 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83931997 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932007 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932107 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932207 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932407 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932567 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932587 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

83941927 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941947 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941977 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941987 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83941997 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942007 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942207 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942407 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942587 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8393246 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393248 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394243 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394246 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394248 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932437 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932467 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83932487 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942437 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942467 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83942487 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8394.292 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.091 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.092 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.091 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.092 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8392.181 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.181 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.186 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.195 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.281 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8393.285 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.289 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.481 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.483 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.485 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.486 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.487 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.488 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.181 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.195 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.281 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8393.041 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.045 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.081 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.041 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.081 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.292 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.183 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.184 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.287 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.184 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8393.093 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.182 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.185 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.187 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.282 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.283 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.288 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.293 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.482 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.494 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.187 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8394.293 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.044 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.188 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.189 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.291 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.490 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.189 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.490 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

4393.040 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.426 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8383.428 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8840.711 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

84420.0004 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

84420.0005 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

84420.0006 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8840.712 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8785.642 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8242.301 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8379.452 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8379.462 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8379.482 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8383.40 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.423 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8384.40 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8384.423 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930031 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930032 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930033 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930034 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930035 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839300312 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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839300322 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839300332 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839300342 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839300352 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930041 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839300412 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8391.715 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.705 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.714 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.704 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8394.714 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

8391.742 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8393.741 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930037 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

83930038 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400310 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400320 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400330 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400340 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400350 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400380 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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839300372 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839300382 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400312 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400322 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400332 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400342 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400352 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400382 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400410 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

839400412 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

84420.2105 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

84420.2107 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

844202110 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.811 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.812 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.813 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8385.944 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8188.02 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8291.101 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8291.102 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383.71 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8384.71 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

84420.2007 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

84420.4007 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8840.731 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

8383429 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

5592201 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

5592606 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

5592614 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2235001 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2235021 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2235011 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

2225023 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.001 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.002 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.003 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.004 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.011 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.012 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.013 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000.014 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100731 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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100732 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

80414 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

80622 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000502 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000503 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000504 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000511 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000512 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000513 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000514 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000529 Class IIb 
excluding Class 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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IIb implantable 
non-WET  

2020-04-01; NB: 
0124  

3000560 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

3000591 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100505 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100671 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100672 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100681 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100751 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

100691 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2260002 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 

2330001 Class IIb 
excluding Class 
IIb implantable 
non-WET  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124  

50593-CA-00 
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8424.141 Class IIb 
excluding Class 
IIb implantable 
non-WET 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

3000501 Class IIb 
excluding Class 
IIb implantable 
non-WET 

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

89220.1028 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

15208.263 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

15208.264 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

15208.265 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

15208.266 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

89220.1018 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

89220.1117 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

892207007 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

892207017   Class I device 
that qualify as re-

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 

50593-CA-00 
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usable surgical 
instrument  

2020-04-01; NB: 
0124 

89220.1137 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

83902107 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

83902097   

 

Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

83934827 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

83902087 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

8393.345 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

8393253 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

8394345 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

8394253 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

8397.654 Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 
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892209010 

 

Class I device 
that qualify as re-
usable surgical 
instrument  

N/A Certificate: 
50593-16-05 with 
Annex 0 dd. 
2020-04-01; NB: 
0124 

50593-CA-00 

89220.1027 

89220.1147 

89220.1047 

89220.1068 

89220.1167 

89220.1088 

89220.1087 

89220.3007 

15208.255 

89220.1007 

89220.3008 

15208.257 

15208.258 

89220.1017 

89220.1038 

89220.1137 

89220.1037 

89220.1157 

89220.1057 

89220.1078 

89220.1098 

15208.260 

15208.261 

Class I devices 
that qualify as re-
usable surgical 
instruments 
 

 Certificate: 
50593-16-05; NB: 
0124 

50593-CA-00 

15208.262 

15208.263 

15208.264 

15208.265 

15208.266 

89220.1018 

89220.1117 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 Certificate: 
50593-16-05; NB: 
0124 

50593-CA-00 

892207007 

892207017 

Class I devices 
that qualify as re-
usable surgical 
instruments 

 Certificate: 
50593-16-05; NB: 
0124 

50593-CA-00 
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Table 2 

Device name or 
Basic UDI-DI 
(under MDR 
application) 

MDR Device 
classification (as 
proposed by the 

manufacturer and 
verified at the 

pre-application 
stage) 

If the MDR 
device is a 
substitute 

device, 
identification of 

the 
corresponding 

MDD/AIMDD 
device 

MDD/AIMDD 
Certificate 

Reference(s) of 
the devices 
under MDR 

application, and 
the NB 

Identification 

Agreement for 
Conformity 

Assessment 

8250.10 

8267.10 

8267.12 

8267.14 

8267.15 

8267.21 

8295.35 

8243.461 

8379.672 

8295.50 

8863.75 

8863.80 

8267.35 

8383.551 

8243.901 

8384.66 

8383.55 

8383.66 

8302.11 

8303.10 

8303.11 

8302.101 

8399.95 

8436.201 

8436.101 

8399.901 

8436.151 

8436.251 

8436.701 

8436.301 

8436.601 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8654.12 

8654.67 

8654.68 

8654.16 

8668.12 

8654.17 

8654.18 

8653.18 

865415 

8673324 

8906.181 

8309.123 

8309.121 

8906.131 

8906.151 

8906.111 

8913.11 

8928,90 

8934.175 

8921.115 

8923.115 

8921.111 

8923.113 

8924.103 

8924.125 

8921.113 

8924.123 

8903.121 

8903.103 

8903.101 

8903.123 

8934.15 

8921.105 

8921.101 

8921.123 

8921.103 

8921.125 

8923.103 

8923.125 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8924.115 

8923.123 

8924.113 

8921.121 

8962.19 

8383.552 

8435.903 

8435.902 

8435.953 

8435.901 

8435.952 

8435.951 

8435.968 

8435.956 

8435.966 

8435.963 

8632.126 

8632128 

8654.175 

8659.175 

8673226 

8673026 

8673224 

8673024 

8673022 

8791.701 

8792.591 

8792.581 

8968.675 

8868.941 

8869.921 

8871.721 

8871.586 

8871.562 

8874.121 

8874.123 

8874130 

88741301 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8874129 

8923.921 

8943.901 

8934.951 

892506003 

15360022 

15360023 

15360021 

892501625 

892506625 

892206318 

8968.012 

8968.015 

8652.0447 

8650.0347 

8650.0447 

8650.0147 

8650.0247 

8650.0547 

8650.0647 

8672.0147 

8672.0247 

8672.0347 

8672.0447 

8677.0147 

8686.0347 

8686.0247 

8688.0147 

8686.0147 

86720257 

86720457 

86770157 

892203120 

892203220 

88660091 

88660092 

8905.3315 

8905.3513 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8905.3515 

8905.3313 

8919.3311 

8919.3312 

8919.3512 

8919.3313 

8919.3511 

8919.3513 

8929.2215 

891203213 

89121.0544 

89121.0542 

89121.0640 

89121.0540 

891221952 

891222754 

891221962 

891222762 

891222452 

891222750 

891222462 

891234052 

891237012 

891532050 

891532040 

891532070 

891532090 

891641140 

891643011 

891646011 

891242725 

891641155 

891644511 

891242750 

891242761 

89150.3000 

89160.3015 

89160.3001 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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89150.3003 

891511000 

891510012 

891634521 

891633522 

891631270 

891632260 

891638021 

891636021 

891636022 

891631521 

891633021 

891534515 

891631255 

891632245 

89160.1009 

891800021 

891202015 

891800031 

89250.1004 

89250.1003 

89250.2025 

89250.2125 

89120.2012 

8868.921 

8868.922 

8868.923 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

83912257 

83912207 

83912107 

83912087 

83912197 

83912097 

83912187 

83912267 

83902207 

83902187 

83902197 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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83902257 

83902267 

83944907 

83931897 

83934945 

83931877 

83931887 

83934887 

83931907 

83931917 

83932917 

83934907 

83932925 

83931867 

83932935 

83941897 

83952257 

83976547 

83954897 

83951877 

83952448 

83954907 

83962047 

83962267 

83962367 

83962347 

83961877 

83952347 

83952048 

83952268 

83976558 

83952148 

83952368 

83962257 

892501925 

892506925 

83932297 

83942427 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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83942537 

83942307 

83941937 

83942507 

83932427 

83932537 

83932237 

83933457 

83932497 

83931937 

83942297 

83932507 

83932307 

83943457 

83942237 

83942497 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

83941877 Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

8391.501 

8393.511 

8393.502 

8393.501 

8393.503 

8393.512 

8394.512 

8394.502 

8394.503 

8394.511 

8645.6002 

8962.6072 

8962.6052 

8962.6042 

8642.6312 

8962.6022 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8962.6102 

8959.6802 

8992.6402 

8959.6212 

8645.6502 

8952.6212 

8952.6002 

8952.6112 

8962.6002 

8642.6002 

8992.6302 

8642.6502 

8642.6812 

8952.6502 

8954.6802 

8968.6802 

891634530 

8792.623 

8840.762 

8866.951 

823400003 

823400002 

823400001 

891603000 

89240.1624 

89240.3904 

89240.3903 

89240.1904 

89240.1052 

89240.1903 

89240.2325 

892409020 

892409035 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

892206500 

8403.00 

8403.001 

8370.00 

8370.25 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8371.10 

8371.00 

8517.00 

8391505 

8393508 

8393519 

8391506 

8393507 

8393518 

8394507 

8394518 

8394508 

8394519 

8393509 

8394509 

8397.655 

8395.489 

8395.187 

8395.214 

8395.225 

8395.236 

8395.204 

8395.226 

8395.244 

8395.234 

8395490 

8396187 

8396204 

8396226 

8396225 

8396234 

8396236 

8397.654 

8389.991 

8385.50 

8941.951 

8941.901 

8383.78 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8934.981 

8415.11 

8415.03 

8415.12 

8415.02 

8415.13 

8923.931 

8934.95 

8393533 

8390533 

8394533 

8391533 

8391934 

8390934 

8396902 

8397902 

8395902 

8632.726 

8632728 

8650.744 

8650.734 

8650.724 

8650.714 

8667.111 

8670.111 

8673126 

8673124 

8673122 

8968.111 

8968.101 

8792.504 

8792.503 

8792.764 

8874150 

8874.151 

8874.152 

8874.131 

8874.153 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8921.134 

8924.134 

8923.134 

8921.132 

8923.132 

8934.915 

8945.915 

8943.915 

892206041 

892206541 

892206441 

15570643 

15570644 

892606004 

892606036 

892206038 

892206538 

892206118 

892206438 

8964.121 

8965.141 

8966.151 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

892209510 

892209505 

892209515 

892209508 

892209507 

8693.0147 

892209210 

892209204 

892209104 

892601116 

892601115 

892601119 

892601117 

892209009 

892209008 

892209404 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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892209007 

892209304 

892209608 

88660093 

892209607 

892209606 

891014090 

891013050 

891013070 

891013060 

891015050 

891014070 

891015060 

891013080 

891014080 

891015070 

891013510 

891014100 

891013714 

891013612 

891203203 

891234073 

891232070 

891234077 

891240200 

891511709 

891611103 

891511708 

891611102 

891511710 

891611101 

891611110 

891607001 

891800020 

891800030 

891800900 

891800700 

891800800 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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89220.1508 

89220.1507 

89260.1108 

89260.1114 

89260.1113 

8379.732 

8383.65 

865319 

891511011 

891511055 

891511075 

891511010 

891511065 

891511095 

891511085 

891511008 

891511009 

891511006 

891511105 

891511007 

891511005 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

8734.686 

8278.01 

828.051 

8734.606 

7264.601 

828.03 

829.03 

828.05 

829.05 

828.07 

829.07 

8953.60 

8734.656 

830.07 

829.051 

7264.611 

828.10 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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829.10 

7223.60 

7223.65 

8148.01 

8280.26 

8148.02 

8280.22 

8280.23 

829.603 

828.605 

829.601 

828.651 

8488.025 

8488.063 

8404.62 

8281.33 

8486.601 

8488.951 

8488.952 

8488.953 

8488.954 

8486.611 

8488.04 

8488.02 

8282.37 

8486.621 

8488.121 

8283.52 

8281.311 

8283.51 

8282.33 

8404.81 

8489.096 

8283.53 

8403.10 

8280.47 

8488.096 

8280.42 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8280.41 

8280.43 

8280.46 

8489.063 

8404.71 

8489.04 

828.244 

8462.62 

8913.60 

8462.64 

8465.61 

8464.61 

8465.63 

8464.63 

8466.651 

8650.684 

8650.664 

8650.774 

8650.654 

8650.644 

8650.614 

8650.604 

7265.611 

7265.601 

8242.651 

8242.652 

8242.611 

8243.403 

8243.711 

8242.601 

8243.404 

8242.602 

8243.603 

8242.603 

8243.604 

8242.604 

8243.701 

8383.691 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8383.311 

8389.911 

8391.504 

8393.504 

8393.514 

8393.505 

8393.506 

8394.515 

8393.515 

8394.505 

8394.514 

8394.506 

8404.018 

8404.017 

8488.041 

8488.042 

8486.602 

8486.604 

8486.614 

8486.624 

8672.604 

8672.654 

8736.685 

8735.685 

8756.201 

8792.621 

8792.632 

8968.671 

8968.601 

8792.636 

8792.671 

8840.604 

8840.605 

8962.6078 

8959.6808 

8992.6408 

8962.6058 

8962.6048 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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8962.6028 

8962.6108 

8959.6218 

8642.6318 

8645.6508 

8645.6008 

8964.671 

8964.601 

8992.621 

8993.235 

8992.6308 

8642.6508 

8962.6008 

8952.6508 

8642.6008 

8954.6808 

8952.6008 

8952.6118 

8642.6818 

8952.6218 

82530.0704 

8968.6808 

82530.0605 

82530.0405 

82530.0604 

82530.0601 

82530.0404 

89240.1034 

89240.1125 

89230.1803 

89230.1004 

89230.1125 

89240.1044 

89230.1003 

89240.1013 

89240.1023 

89240.1003 

89240.1703 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 
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89240.1024 

89240.1004 

89240.1014 

89240.2025 

89240.2225 

89240.2125 

89240.3003 

89240.3014 

89240.3004 

89240.3023 

89240.3013 

89240.3024 

892406202 

892406025 

892406002 

8296.51 

8667.98 

8667.965 

8693.93 

8677.93 

8667.93 

8667.96 

8688.94 

8654998 

8667.961 

8667.966 

8667.971 

8667.981 

8670.965 

8670.961 

8670.981 

8677931 

8677981 

8677.961 

8693.961 

8923.135 

891610070 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

8383.611 Class I devices 
that qualify as re-

 N/A - Device did 
not require a 

50593-CA-00 
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8436.511 

8436.521 

8436.501 

8385.301 

8869.991 

8869993 

89160.3003 

89160.3002 

89160.3005 

usable surgical 
instruments  

Notified Body 
certificate under 
Directives 

8791.601 

8791.691 

891341055 

89140.0605 

89140.0405 

89140.0505 

89140.0102 

89140.0103 

89140.0202 

89140.0122 

89140.0101 

89140.0205 

89140.0502 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

89140.0305 

89140.0602 

89140.0302 

89140.0105 

89140.0402 

891432103 

891432101 

891432102 

891432122 

892409945 

892409445 

Class I devices 
that qualify as re-
usable surgical 
instruments  

 N/A - Device did 
not require a 
Notified Body 
certificate under 
Directives 

50593-CA-00 

 

 

 

 

 

 


