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Béaramed Instrumente GmbH
Enzianstr.1

72477 Schwenningen
Germany

Notified Body Confirmation Letter
Registration no.: D1031500020
To whom it may concern,

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 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices

This letter confirms that mdc medical device certification GmbH (Kriegerstr. 6, 70191 Stuttgart, Germany), a
Notified Body (NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the number 0483 on
NANDO, has received a formal application in accordance with Section 4.3, first subparagraph of Annex VII of
MDR and has signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VII
of MDR with the following manufacturer:

Baramed Instrumente GmbH
Enzianstr.1

72477 Schwenningen
Germany

SRN: DE-MF-000006162

The devices covered by the formal application and the written agreement mentioned above are identified in the
Tables below. Table 1 identifies the devices which a MDR application has been received, written agreement
concluded and for which the NB is also responsible for appropriate surveillance of the corresponding devices
under the applicable Directive. Table 2 identifies the devices for which a MDR application has been received
and a written agreement concluded, but the NB has not yet taken the responsibility for appropriate surveillance
of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or 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93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn,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/AIMDD 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 20 March 2023 for the relevant devices.
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The transition timelines that apply to the devices covered by this letter, subject to the manufacturer's continued
compliance to the other conditions specified in Article 120.3c of MDR (as amended by Regulation (EU)
2023/607), are shown below:

26 May 2026 for Class lll custom-made implantable devices

31 December 2027 for Class |l devices and Class llb 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 lla, Class | 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 | devices that qualify as re-usable surgical instruments)

Stuttgart, 2024-11-06

(C

Head of Notified Body
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Table 1: Devices covered by this letter and for which the NB is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

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

Implants for
osteosynthesis
(intramedullary nails)

4058902000000017H

Class |lb implantable non-
WET device

N/A

Certificate
D1031500018; NB 0483

Table 2: Devices covered by this letter and for which the NB is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

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

general surgical scissors

Class | devices that qualify

N/A

N/A - Device did not require

4058902000000057R as re-usable surgical a Notified Body certificate
instruments under Directives

iris scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000067T as re-usable surgical a Notified Body certificate
instruments under Directives

ear scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000077V as re-usable surgical a Notified Body certificate
instruments under Directives

thread scissors Class | devices that qualify | N/A N/A - Device did not require

4058902000000087X as re-usable surgical a Notified Body certificate
instruments under Directives

tonsil scissors Class | devices that qualify | N/A N/A - Device did not require

4058902000000097Z as re-usable surgical a Notified Body certificate
instruments under Directives

nose scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000107J as re-usable surgical a Notified Body certificate
instruments under Directives

umbilical cord scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000117L as re-usable surgical a Notified Body certificate
instruments under Directives

rectal scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000127N as re-usable surgical a Notified Body certificate
instruments under Directives

enucleation scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000137Q

as re-usable surgical
instruments

a Notified Body certificate
under Directives
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Device name or Basic UDI-
DI (under MDR application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

vascular scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000147S as re-usable surgical a Notified Body certificate
instruments under Directives

micro scissors Class | devices that qualify N/A N/A - Device did not require

4058902000000157U as re-usable surgical a Notified Body certificate
instruments under Directives

scalpel handle Class | devices that qualify | N/A N/A - Device did not require

4058902000000167W as re-usable surgical a Notified Body certificate
instruments under Directives

nose knife Class | devices that qualify N/A N/A - Device did not require

4058902000000177Y as re-usable surgical a Notified Body certificate
instruments under Directives

tonsil knife Class | devices that qualify N/A N/A - Device did not require

40589020000001882 as re-usable surgical a Notified Body certificate
instruments under Directives

eye knife Class | devices that qualify N/A N/A - Device did not require

40589020000001984 as re-usable surgical a Notified Body certificate
instruments under Directives

amputation knife Class | devices that qualify N/A N/A - Device did not require

4058902000000207M as re-usable surgical a Notified Body certificate
instruments under Directives

periodontal knife Class | devices that qualify N/A N/A - Device did not require

4058902000000217P as re-usable surgical a Notified Body certificate
instruments under Directives

cartilage knife Class | devices that qualify N/A N/A - Device did not require

4058902000000227R as re-usable surgical a Notified Body certificate
instruments under Directives

ear knife Class | devices that qualify | N/A N/A - Device did not require

4058902000000237T as re-usable surgical a Notified Body certificate
instruments under Directives

meniscus knife Class | devices that qualify N/A N/A - Device did not require

4058902000000247V as re-usable surgical a Notified Body certificate
instruments under Directives

laryngeal knife Class | devices that qualify N/A N/A - Device did not require

4058902000000257X as re-usable surgical a Notified Body certificate
instruments under Directives

myoma knife Class | devices that qualify | N/A N/A - Device did not require

40589020000002677Z as re-usable surgical a Notified Body certificate
instruments under Directives

Orthopedic chisel Class | devices that qualify | N/A N/A - Device did not require

40589020000002783 as re-usable surgical a Notified Body certificate

instruments

under Directives
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Device name or Basic UDI-

DI (under MDR application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

dental osteotome Class | devices that qualify N/A N/A - Device did not require

40589020000002885 as re-usable surgical a Notified Body certificate
instruments under Directives

nasal rongeur Class | devices that qualify N/A N/A - Device did not require

40589020000002987 as re-usable surgical a Notified Body certificate
instruments under Directives

rib rongeur Class | devices that qualify N/A N/A - Device did not require

4058902000000307Q as re-usable surgical a Notified Body certificate
instruments under Directives

orthopedic surgeon Class | devices that qualify N/A N/A - Device did not require

4058902000000317S as re-usable surgical a Notified Body certificate
instruments under Directives

bone cutter Class | devices that qualify N/A N/A - Device did not require

4058902000000327U as re-usable surgical a Notified Body certificate
instruments under Directives

Manual dermatome Class | devices that qualify N/A N/A - Device did not require

4058902000000337W as re-usable surgical a Notified Body certificate
instruments under Directives

bone punch Class | devices that qualify N/A N/A - Device did not require

4058902000000347Y as re-usable surgical a Notified Body certificate
instruments under Directives

tonsil punch Class | devices that qualify N/A N/A - Device did not require

40589020000003582 as re-usable surgical a Notified Body certificate
instruments under Directives

biopsy punch Class | devices that qualify | N/A N/A - Device did not require

40589020000003582 as re-usable surgical a Notified Body certificate
instruments under Directives

adenotome Class | devices that qualify N/A N/A - Device did not require

40589020000003786 as re-usable surgical a Notified Body certificate
instruments under Directives

nasal loop Class | devices that qualify N/A N/A - Device did not require

40589020000003888 as re-usable surgical a Notified Body certificate
instruments under Directives

ear loop Class | devices that qualify N/A N/A - Device did not require

4058902000000398A as re-usable surgical a Notified Body certificate
instruments under Directives

lens loop Class | devices that qualify | N/A N/A - Device did not require

4058902000000407T as re-usable surgical a Notified Body certificate
instruments under Directives

tonsil loop Class | devices that qualify N/A N/A - Device did not require

4058902000000417V as re-usable surgical a Notified Body certificate

instruments

under Directives
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Device name or Basic UDI-

DI (under MDR application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification
bone curette Class | devices that qualify | N/A N/A - Device did not require
4058902000000427X as re-usable surgical a Notified Body certificate
instruments under Directives
manual intrauterine Class | devices that qualify N/A N/A - Device did not require
curette as re-usable surgical a Notified Body certificate
40589020000004372 instruments under Directives
endometrial biopsy Class | devices that qualify N/A N/A - Device did not require
curette as re-usable surgical a Notified Body certificate
40589020000004483 instruments under Directives
eye curette Class | devices that qualify | N/A N/A - Device did not require
40589020000004585 as re-usable surgical a Notified Body certificate
instruments under Directives
Ophthalmic curette Class | devices that qualify N/A N/A - Device did not require
40589020000004687 as re-usable surgical a Notified Body certificate
instruments under Directives
endaural curette Class | devices that qualify N/A N/A - Device did not require
40589020000004789 as re-usable surgical a Notified Body certificate
instruments under Directives
uterine spoon Class | devices that qualify N/A N/A - Device did not require
4058902000000488B as re-usable surgical a Notified Body certificate
instruments under Directives
gallstone spoon Class | devices that qualify N/A N/A - Device did not require
4058902000000498D as re-usable surgical a Notified Body certificate
instruments under Directives
all-purpose curette Class | devices that qualify | N/A N/A - Device did not require
4058902000000507W as re-usable surgical a Notified Body certificate
instruments under Directives
ear excavator Class | devices that qualify N/A N/A - Device did not require
4058902000000517Y as re-usable surgical a Notified Body certificate
instruments under Directives
periodontal curette Class | devices that qualify | N/A N/A - Device did not require
40589020000005282 as re-usable surgical a Notified Body certificate
instruments under Directives
excavator, dental Class | devices that qualify N/A N/A - Device did not require
40589020000005384 as re-usable surgical a Notified Body certificate
instruments under Directives
nasal rasp Class | devices that qualify N/A N/A - Device did not require
40589020000005486 as re-usable surgical a Notified Body certificate
instruments under Directives
bone rasp Class | devices that qualify N/A N/A - Device did not require
40589020000005588 as re-usable surgical a Notified Body certificate

instruments

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

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

periodontal file Class | devices that qualify | N/A N/A - Device did not require

4058902000000568A as re-usable surgical a Notified Body certificate
instruments under Directives

dissectors , general Class | devices that qualify | N/A N/A - Device did not require

4058902000000578C as re-usable surgical a Notified Body certificate
instruments under Directives

surgical forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000588E as re-usable surgical a Notified Body certificate
instruments under Directives

Ophthalmic forceps Class | devices that qualify N/A N/A - Device did not require

4058902000000598G as re-usable surgical a Notified Body certificate
instruments under Directives

ENT forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000607Z as re-usable surgical a Notified Body certificate
instruments under Directives

Implant handling forceps, Class | devices that qualify N/A N/A - Device did not require

tweezers-like as re-usable surgical a Notified Body certificate

40589020000006183 instruments under Directives

intestinal clamps Class | devices that qualify N/A N/A - Device did not require

40589020000006285 as re-usable surgical a Notified Body certificate
instruments under Directives

rectal clamps Class | devices that qualify | N/A N/A - Device did not require

40589020000006387 as re-usable surgical a Notified Body certificate
instruments under Directives

uterine clamp Class | devices that qualify N/A N/A - Device did not require

40589020000006489 as re-usable surgical a Notified Body certificate
instruments under Directives

bronchial clamps Class | devices that qualify | N/A N/A - Device did not require

4058902000000658B as re-usable surgical a Notified Body certificate
instruments under Directives

pyloric clamp Class | devices that qualify N/A N/A - Device did not require

4058902000000668D as re-usable surgical a Notified Body certificate
instruments under Directives

dissecting forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000678F as re-usable surgical a Notified Body certificate
instruments under Directives

spermatic cord clamps Class | devices that qualify | N/A N/A - Device did not require

4058902000000688H as re-usable surgical a Notified Body certificate
instruments under Directives

vascular clips Class | devices that qualify N/A N/A - Device did not require

4058902000000698K

as re-usable surgical
instruments

a Notified Body certificate
under Directives
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Device name or Basic UDI-
DI (under MDR application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

artery clamps Class | devices that qualify | N/A N/A - Device did not require

40589020000007084 as re-usable surgical a Notified Body certificate
instruments under Directives

vascular clamps Class | devices that qualify | N/A N/A - Device did not require

40589020000007186 as re-usable surgical a Notified Body certificate
instruments under Directives

bulldog clamps Class | devices that qualify | N/A N/A - Device did not require

40589020000007288 as re-usable surgical a Notified Body certificate
instruments under Directives

Applicator for surgical Class | devices that qualify N/A N/A - Device did not require

clamps, reusable as re-usable surgical a Notified Body certificate

4058902000000738A instruments under Directives

ear pliers Class | devices that qualify N/A N/A - Device did not require

4058902000000748C as re-usable surgical a Notified Body certificate
instruments under Directives

hammerhead forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000758E as re-usable surgical a Notified Body certificate
instruments under Directives

ENT forceps Class | devices that qualify N/A N/A - Device did not require

4058902000000768G as re-usable surgical a Notified Body certificate
instruments under Directives

lung grasping forceps, Class | devices that qualify | N/A N/A - Device did not require

self-holding as re-usable surgical a Notified Body certificate

4058902000000778J instruments under Directives

kidney forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000788L as re-usable surgical a Notified Body certificate
instruments under Directives

gallbladder forceps Class | devices that qualify N/A N/A - Device did not require

4058902000000798N as re-usable surgical a Notified Body certificate
instruments under Directives

swab forceps Class | devices that qualify N/A N/A - Device did not require

40589020000008087 as re-usable surgical a Notified Body certificate
instruments under Directives

tampon forceps Class | devices that qualify | N/A N/A - Device did not require

40589020000008189 as re-usable surgical a Notified Body certificate
instruments under Directives

wire holding/wire twisting | Class | devices that qualify | N/A N/A - Device did not require

pliers as re-usable surgical a Notified Body certificate

4058902000000828B instruments under Directives

wire holding/wire bending | Class | devices that qualify | N/A N/A - Device did not require

pliers as re-usable surgical a Notified Body certificate

4058902000000838D instruments under Directives
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Device name or Basic UDI-
DI (under MDR application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

Surgical Stone Retrieval Class | devices that qualify | N/A N/A - Device did not require

Forceps as re-usable surgical a Notified Body certificate

4058902000000848F instruments under Directives

intestinal/tissue forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000858H as re-usable surgical a Notified Body certificate
instruments under Directives

hemorrhoid clamp Class | devices that qualify N/A N/A - Device did not require

4058902000000868K as re-usable surgical a Notified Body certificate
instruments under Directives

tendon forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000878M as re-usable surgical a Notified Body certificate
instruments under Directives

bone forceps Class | devices that qualify N/A N/A - Device did not require

4058902000000888P as re-usable surgical a Notified Body certificate
instruments under Directives

rigid endoscopy forceps Class | devices that qualify | N/A N/A - Device did not require

4058902000000898R as re-usable surgical a Notified Body certificate
instruments under Directives

vein stripper Class | devices that qualify N/A N/A - Device did not require

4058902000000908A as re-usable surgical a Notified Body certificate
instruments under Directives

artery stripper Class | devices that qualify | N/A N/A - Device did not require

4058902000000918C as re-usable surgical a Notified Body certificate
instruments under Directives

tendon stripper Class | devices that qualify N/A N/A - Device did not require

4058902000000928E as re-usable surgical a Notified Body certificate
instruments under Directives

bone retaining clamp Class | devices that qualify | N/A N/A - Device did not require

4058902000000938G as re-usable surgical a Notified Body certificate
instruments under Directives

wound retractor , semi- Class | devices that qualify N/A N/A - Device did not require

deep /deep as re-usable surgical a Notified Body certificate

4058902000000948J instruments under Directives

dental retractor Class | devices that qualify N/A N/A - Device did not require

4058902000000958L as re-usable surgical a Notified Body certificate
instruments under Directives

Self-retaining surgical Class | devices that qualify | N/A N/A - Device did not require

retractor , reusable as re-usable surgical a Notified Body certificate

4058902000000968N instruments under Directives

bone repositioning hook Class | devices that qualify | N/A N/A - Device did not require

4058902000000978Q

as re-usable surgical
instruments

a Notified Body certificate
under Directives

Notified Body Confirmation Letter - Registration no. D1031500020

mdc medical device certification GmbH

Kriegerstralte 6 | 70191 Stuttgart

Germany

www.mdc-ce.de

Page 9 of 13




mdc

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

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

jawbone separator Class | devices that qualify | N/A N/A - Device did not require

4058902000000988S as re-usable surgical a Notified Body certificate
instruments under Directives

bone distraction forceps Class | devices that qualify N/A N/A - Device did not require

4058902000000998U as re-usable surgical a Notified Body certificate
instruments under Directives

eye muscle hooks Class | devices that qualify | N/A N/A - Device did not require

4058902000001007L as re-usable surgical a Notified Body certificate
instruments under Directives

reusable hook Class | devices that qualify N/A N/A - Device did not require

4058902000001017N as re-usable surgical a Notified Body certificate
instruments under Directives

fistula hook Class | devices that qualify N/A N/A - Device did not require

4058902000001027Q as re-usable surgical a Notified Body certificate
instruments under Directives

nerve/vascular hooks Class | devices that qualify N/A N/A - Device did not require

4058902000001037S as re-usable surgical a Notified Body certificate
instruments under Directives

tracheal hook Class | devices that qualify N/A N/A - Device did not require

4058902000001047U as re-usable surgical a Notified Body certificate
instruments under Directives

rectal hook Class | devices that qualify N/A N/A - Device did not require

4058902000001057W as re-usable surgical a Notified Body certificate
instruments under Directives

ENT middle ear hook Class | devices that qualify N/A N/A - Device did not require

4058902000001067Y as re-usable surgical a Notified Body certificate
instruments under Directives

tendon hook Class | devices that qualify | N/A N/A - Device did not require

40589020000010782 as re-usable surgical a Notified Body certificate
instruments under Directives

surgical spatula Class | devices that qualify N/A N/A - Device did not require

40589020000010884 as re-usable surgical a Notified Body certificate
instruments under Directives

vascular spatula Class | devices that qualify N/A N/A - Device did not require

40589020000010986 as re-usable surgical a Notified Body certificate
instruments under Directives

lung spatula Class | devices that qualify | N/A N/A - Device did not require

4058902000001107P as re-usable surgical a Notified Body certificate
instruments under Directives

tracheadilator Class | devices that qualify | N/A N/A - Device did not require

4058902000001117R

as re-usable surgical
instruments

a Notified Body certificate
under Directives
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Device name or Basic UDI-
DI (under MDR application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

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

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device | Identification

vascular dilator Class | devices that qualify | N/A N/A - Device did not require

4058902000001127T as re-usable surgical a Notified Body certificate
instruments under Directives

main bile duct dilator Class | devices that qualify N/A N/A - Device did not require

4058902000001137V as re-usable surgical a Notified Body certificate
instruments under Directives

ENT elevator Class | devices that qualify N/A N/A - Device did not require

4058902000001147X as re-usable surgical a Notified Body certificate
instruments under Directives

periosteal elevator Class | devices that qualify N/A N/A - Device did not require

4058902000001157Z as re-usable surgical a Notified Body certificate
instruments under Directives

root elevator Class | devices that qualify N/A N/A - Device did not require

40589020000011683 as re-usable surgical a Notified Body certificate
instruments under Directives

bone elevator Class | devices that qualify N/A N/A - Device did not require

40589020000011785 as re-usable surgical a Notified Body certificate
instruments under Directives

jawbone separator Class | devices that qualify N/A N/A - Device did not require

40589020000011887 as re-usable surgical a Notified Body certificate
instruments under Directives

uterine levatorium Class | devices that qualify | N/A N/A - Device did not require

40589020000011989 as re-usable surgical a Notified Body certificate
instruments under Directives

Manual surgical saw, rigid | Class | devices that qualify N/A N/A - Device did not require

4058902000001207S as re-usable surgical a Notified Body certificate
instruments under Directives

Manual surgical saw, Class | devices that qualify | N/A N/A - Device did not require

flexible as re-usable surgical a Notified Body certificate

4058902000001217U instruments under Directives

nose saw Class | devices that qualify N/A N/A - Device did not require

4058902000001227W as re-usable surgical a Notified Body certificate
instruments under Directives

awl Class | devices that qualify N/A N/A - Device did not require

4058902000001237Y as re-usable surgical a Notified Body certificate
instruments under Directives

Non-sterile fluted surgical | Class | devices that qualify N/A N/A - Device did not require

drill, reusable as re-usable surgical a Notified Body certificate

40589020000012482 instruments under Directives

osteotomy bone cutter Class | devices that qualify N/A N/A - Device did not require

40589020000012584 as re-usable surgical a Notified Body certificate

instruments

under Directives
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g mdc

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

MDR Device classification
(as proposed by the
manufacturer and verified

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

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

N/A

N/A - Device did not require
a Notified Body certificate
under Directives

handle for surgical
instruments
4058902000001388D

Class | devices that qualify
as re-usable surgical
instruments

N/A

N/A - Device did not require
a Notified Body certificate
under Directives
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