
©operSurgicol
Document Number: DoC002 Issue: C Date: 10 January 2022

EC Declaration of Conformity
(for EU & ROW)

PRODUCT IDENTIFICATION
LEISEGANG COLPOSCOPE AND ACCESSORIES

...^^..^^.^....^^^..^^^...^............^...
L...coipos.cope.............................................................................„^
p.^^^^^^^^^^^^
i cgLposcop^_^^^^^_^^__^^^^^^^^_^ ,

EMDN Description:
,.COLPPS<::;oi:3J./.colPO!STOPes...........l...
List of UDI Device Identifiers:

^.......^^^^...,^.^.^^^....................,............................................^

GMDNCode: 10960

CND Code: Z12020703

EMDN Code: Z12020703
=

BASIC UDI-DI / GMN Number: 42601TD002FY I
...F^LUDLDi./..GTiNsi...see..y^..in.A&pendixj......................„
Leisegang colposcopes are used in gynecological examinations to |
provide enlarged, non-contact view of the outer female genitalia (vulva, |
vagina, portio) in the visible area. The colposcopes can also be used fon
enlarged, non-contact viewing of other external organs.
Leisegang photo/video colposcopes with an integrated or externally
connected camera can also be used to document the findings.
Leisegang colposcopes are only used to aid in the diagnosis. In any
case, further findings are to be consulted.

I..-.......,.......—

Name ot?omPiarlY
MANUFACTURER

Address
^.....^.^^.^..^^^.^^^^........................J...^
GmbH j Berlin, Germany

Single Registration Number (SRN): DE-MF-000006525

..Bepresen't'atlye-......._....._._.....-...-.......-...............l
Claudia Brakop, Senior Head Quality
Assurance and Regulatory Affairs |

REGISTRATION INFORMATION
Notified Body and ID #

Not applicable
Self-Certified

CE Certificate Number
Not applicable

Device Classification
Class I Rule 13 (All other active
Devices)

CONFORMITY ASSESSMENT
RoyteJocp^

Article 19 and Annexes II and III of
regulation MDR (EU) 2017/745

l .-?^^^ARßii^
i See Appendix 1. '

..........i...............
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Leisegang Feinmechanik-Optik GmbH hereby declares under our exclusive responsibility the above-

mentioned products meet the relevant provisions of the European Regulation (EU) 2017/745 for Medical

Devices and those General Safety and Performance Requirements listed in Annex I; also, any applicable

standards and related European Union legislation reflected in the two (2) tables of Appendix 2 and 3.

The medical device Leisegang colposcope with the below mentioned model number consist of the power

supply unit REF B6400 / LED Y/C.

The conformity of the device is confirmed through placement of the ^. t Mark on each device. All supporting

documentation is retained under the premises of the manufacturer.

REPRESENTATIVE NAME: Claudia Brakop

TITLE: Senior Head Quality Assurance and Regulatory Affairs

SIGNATURE: ^^r^^Q^so^aM^^G
ij ^'nmechansk -

.G mb H
DATE: 10 January 2022 ''r-Q l blnlzsl Laß s 32

P.- 1QS25Beriin
^I.:(CS05319009-'(Ö)

•'.'" r''":~"\ '.'" •:'"' '"'^ ''"••

PLACE OF ISSUE: BERLIN
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Appendix 1: List of Models, Model Numbers, UDI Dl, Serial Number and higher, manufactured before
November 2024

Product Name

„lc9jPOSCOPe Mod^

PRODUCT IDENTIFICATION

Model Number
I

UDI DI (GTIN)

I IDLED
11E LED
iTDSLED
llDWLED
11 DL LED

Standard Co^
I 1 D-121100 I 4260187790033
..^..^..^^_.„..._.._.^.....^^^^^.^.^...
..^^^..^_.._.-............._._^^^^^^^

Up from
L _.sena!Mymber

1DW-221100
1DL-LED

4260187790057
4260187790064 (US)

""i"2^Ö3ÖOÖT
__[_21-010001
I 21-040001
T2j-032001^

-i
"I

I IDLED
11E LED
1DSLED
1DWLED

^...........................................................................

13ML LED
I3MLSLED1"
iSMLSLED^"
ISMLWLED
13MVCLEDUSB
13MVCW LED USB
13MVCSLEDUSB

iSMVCLLEDÜSB
iSMfLLEDT"
ISMLLED
13MLLED

|3MLSLED1"
|3MLSLED^"
13MLWLED
ISMVCLEDUSB
^^^.^^.^.^..
3MVCSIEi:)IUSB"^

1DS

[ JD____._L.....N/A...(RUS)...
1E i N/A(RUS)

j N/A[RUS)
N/A(RUS)

_phot9/yide0^
...^...^^^^.^__._.....-.................^

1DW

J 21:041001
j 21^1JOp1

21-114001
I 21-112001

"""12^113001"

•~T 4260187790095
4260187790101

3MLS1"-131105
........!....3MLS..1''1"-.:1.31103.
..J..JM!^^.1..''00__...._._.J......426gi87790125

3MVC-121112 l 4260187790132
i..^^^-^^i..............._^^^^^^
4.-...3l^cs:l3l1Jl-....-.....--.-.---...-j-...42601877901^^
....L..3jy^Ckl3ll1l.-.......-............-........_....j...J26q

3MTL-LED1"
I 3ML-121100

TSML'LED'
IjIi3MLSIED3i

3MLS LED Vz"
3MLW LED
3MVC LED USB

I 3MVCWLEDUSB
l SMVCSLED

4260187790163 (US)
N/A(CHN^
N/A(RUS)

I N/A(RUS)
J........N/A...(RUS1..

N/A(RUS)
N/A(RUS)

j N/A(RUS}
N/A(RUS}_

-powersypEiY.lpartMthe^^^^
..^^^^^^...^^^^...^.......^...^^^^„...^.......^^.^^^^^.„

i3,2V3ACE/UL

21-050001
I 21-080001
^21^08200f
I 21-051001

21-070001
IL21:CI7100I
j 21-095001

T^21-096001^
21-081001

i 21-052001
I 21-116001
T"21-T17ÖÖT'

21-118001
I 21-119001
T21-12ÖOÖT
I 21-122001

21-121001

I 21-530001

---I
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I.........
Product Name
(Stand Model) Model Number UDI DI (GTIN)

I Upright-Stand complete
Stands (Access^

BG000130 I 4260187790231

Üpfrom
l ..-.serlMNUmb^

-i-1

Upright-Stand complete j BG000131
.^Jij'^i^I.^Pi^rJ??.?^.........!.
Tilt stand

I Swing-o-matic stand for
heavy awheel spider base i

l Swing-o^atic stand !
without pillar for examination!

.......^iL.....................................................................................
Swing-o-matic stand with
long pillar for examination
chairs

Swing-o-matic stand with
short pillar for examination

l.......c.hair.........................................,.......................,..................„
Balance-o-matic stand

l.......m^ej.J.~3.,.......................................................__„

BG000175

BG001530

BG000160

BG000180

BGÖÖÖ170

BG000135

4260187790361
I

1 4260187790231
I 4260187790194

I 4260187790224

I 4260187790200

4260187790217

4260187790248

21-250001

1 21-255001

"!""21^26ÖÖÖT

21-200001

""I" 21^210001"

""I" "21^-230001"

I 21-220001

I

......

i 21-240001
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Appendix 2: List of Harmonized Standards, Common Specifications, other relevant EU legislation

Identification
Number

EN ISO 13485
EN ISO 14971
EN 1041 EN+A1

I EN ISO 15223-1

I ISO 15223-1

I EN 60601-1
EN+A1

i"EN60601^T

EN 60601-1-2

i EN 6Ö6ÖT-T^
EN+A1

t""EN606Ö1-2-4T"
I EN+A1

I EN62366^-T-

Title or Description

..QM§..l9iJJ^.?...P.??J9.?^..M?nyj?.?tyi?....9[M^
]Z^isi<lMana9em^^I°Z^edic^I^j^^

.......i.....!nformation.M..besy.&&iied.wt^^^
Symbols to be used with Medical Device Labels, Labelling &
Information

Version
or Year

2016
2019

!I 2013
2016

................I

2021

2ÖT3~'"""1

2002

EN 62353

E.......

EN 62304 EN +A1

EN ISO 14155
I

I Symbols to be used with Medical Device Labels, Labelling &
Information
Medical electrical equipment - Part 1: General requirements for basic
Äa!etY..an.d...essential.ßerforman^

I Medical electrical equipment - Part 1-1: General requirements for
safety; Collateral standard: Safety requirements for medical electrical

J.......?Y^nii....._______......._............._.._
I Medical electrical equipment - Part 1-2: General requirements for basic | 2016
safety and essential performance - Collateral standard: Electromagnetic!
J......comPat|bJ|Jty^ Requirements and te^
I Medical electrical equipment - Part 1-6: General requirements for basic
J.......s^ty.and...^sential.Perfom]ance...:..co!!ateraL^^
I Medical electrical equipment-Part 1-41: Particular requirements for | 2015
I basic safety and essential performance of surgical luminaires and

.ll-lmm.a!res..for.diasnclsi;s:.
Medical devices — Part 1 : Application of usability engineering to
medical devices

Medical electrical equipment Recurrent test and test after repair of
...medjl:::al..ei.ectnc.a.i..eciyi£ment...
Medical device software - Software life-cycle processes

:-—--1

t"20T5" .....J

.......... '2ÖT5""-1

2014
I

2015

EC 1907/2006
REACH

i"EÜ"2Ö7/20T2

1 RoHS II EG Directive
2011/65/EU I

fCommIssion
I Delegated Directive
[_863_..........................................I.
I REACH SVHC |

Regulation (EC) No. |
L..19C)7/E.U.....-..._...._............„...................I.

WEEE Directive
I 1212/19/EU I

Clinical investigation of medical devices for human subjects - Good
...?llQ.i??.!...£!^I^J^?...
Regulation (EC) No 1907/2006-Registration,
Evaluation, Authorization and Restriction of Chemicals (REACH) in the
current version

Regulation (EU) No 207/2012 on electronic instructions for use of
medical devices
Restriction of htazardous Substances Directive

COMMISSION DELEGATED DIRECTIVE (EU) 863 amending Annex I
to Directive 65/EU of the European Parliament and of the Council as
regards th ej ist of restricted su bsrä
Registration, Evaluation, Authorization and Restriction of Chemicals -
Substances of Very High Concern

The Waste Electrical and Electronic Equipment Directive (WEEE
Directiye)

I 2020

2006

"2012
2011

i'2Ö15"

2006

"1""2ÖT2"

-1
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Appendix 3: List of other relevant legislation, regulations, and standards

Identification Number

ISO 2859-1 +Cor.1 +A1

Title or Description

21 CFR Part 820

N/A

N/A

Sampling procedures for inspection by attributes - Part 1:
Sampling schemes indexed by acceptance quality limit (AQL) for |

.............IpfcbY-lot inspection
Current CFR - Code of Federal Regulations Title 21 / PART 820
..QI^yT<.SYSTEM..REGULATION.._
European Medical Device Regulation (EU) 2017/745 of the |
European Parliament and of the Council (EU MDR)

Version
or Year

2011

N/A

N/A

.-.I

German Act on Medical Devices of 02 August 1994;
as amended by Notice of 07 August 2002 I 3146;
last amended by Art. 15 Abs. 1 G of 19 May2020 I 1018

Law to adapt medical device law to Regulation (EU) 2017/745
and Regulation (EU) 2017/746 from 28.04.2020
(Medizinprodukte-EU-Anpassungsgesetz - MPEUAnpG)

Law for the implementation of EU regulations relating to medical
devices vom 28.04.2020 (Medizinprodukterecht-
Durchführungsgesetz - MPDG) (Kapitel l des MPEUAnpG)

2020

2020

2020

-1

N/A

h-—^^^^^^^^^^^^^

N/A

i

N/A

N/A

Guidance - MDCG endorsed documents and other guidance
https://ec.europa.eu/health/md sector/new requlations/guidance
en

I Current further national or EU regulations and laws relating to
I medical devices found at:

https://www.bfarm.de/DE/MedizinDrodukte/RechtlicherRahmen/aesetze/mDrecht-

Applicable current IMDRF (International Medical Device
Regulators Forum) documents under:
http://www.imdrf.org/documents/documents.asp#imdrf

Applicable current NBOG (Notified Body Operations Group)
documents under:
http://www.nbog.eu/nbog-documents/
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