
sслNЕR
I oBcLARATloN оF coNFoRMlTy

Manufacturer:

Authorized representative :

Product:

Model/Type:

Basic UDI-DI

Glassification of the device:

certificates:

Meets the requirements:

App!icable standards:

Renat SlNGATULLlN

1221 1 Smilyanska St., 1 801 9 Cherkasy, Ukraine
Phone/fax: +З8047 25527 35(34)
E-mail: sсапеr@sсапеr.uа
http://scaner.ua

Science Engineering Center "Sсапеr" LLP
12211Smilуапskа St., 1В019 Cherkasy, Ukrаiпе
SRN: UA-MF-000049340
AFINA, spol. s r.o.,. Legal Address: Kaprova 42114,1 10 00,
Prague, Czech Republic SRN: CZ-AR-000000584

Microscope
А medical device is designed fоr stereoscopic observation with
optical magnification during examination and sчrgiсаl
iпtеrчепtiопs, postoperative examinations, dissection d чriпg
medical rеsеаrсh, training iп courses, and has the ability to
соппесt digital photo-video documentation devices.
MD-500

482029653MDTx

Class l, Аппех Vlll, Rule 13
of Regulation (EU) 20171745 of the Еurореап Раrliаmепt and
of the Council of 5 Арril 20,17

Quality management system certificate
iп accordance with lSO 13485:2016
issued Ьу Quality Austria Certification GmbH
(registration пчmЬеr М-00223/0 valid until 26 FеЬruаry 202В)

св test certificate
issued Ьу UkrTEST of SE "Ukrmеtгtеststапdагt"
(rеgistrаtiоп No.: UA-0206, UA-0207 issued ,17 ОktоЬеr 2022)

Regulation (EU| 20171745 of the Ечrореап Parliament and
of the Gouncil of 5 April 20'l7

EN 60601-1-1:2015:
EN / lEC 60601-1-2:201В:
EN / lEC 60601-1-6:2019;
EN / lEC 6'1000-4-2:201B;
EN / lEC 61000-4-3:2019;
EN / lEC 61000-4-4:2022:
EN / lEC 6'1000-4-5:2023;
EN / lEC 6'l000-4-6:2019;
EN / lEC 61000-4-11:2022;

EN lSO 134В5:2016;
EN lSO 14971:2022;
EN / lEC 5501 1:2019;
EN / lEC 60529:2019;
EN / lEC 62366:2019.

We, the mапufасturеr hегеЬу dесlаrе
that the above-mentioned device complies with the

relevant provisions of Regulation (EU) 20171745
of the Ечrореап Раrliаmепt and

of the Сочпсil of 5 Аргil 2017.
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ANNEX ТО ТНЕ DECLARATION ОF CONFORMITY
Components of the product Microscope MD-500

эаtаlоq пumьеr rlame of соmропепt, assembly
]5700А00 Stand
э5600.03 иоьilе base

stаtiопаrч base
j4600А01 ]eilinq mount
j4600.01 Эеiliпq mount (with level adiustment)
j2700.03 ffаl| mount
53500.00 гаьlе mountinq
j4000.02 Гriроd fоr mounting the mопitоr
э5400.07 )оwег suррlч and Ьаlапсiпq lечеr
э5401.00 )оwеr supply and balancing lечеr
j5400м00 )оwеr supp|v and Ьаlапсiпq lечеr (Моrа)

)оwеr соrd
э5403100.01 Rotation ioint
51вOOА01 ]xtension lечег
э540501.00 эрtiсаl head bracket
э5300.07 Эрtiсаl head Ьrасkеt
501 0300V04 эрtiсаl head mount
э0100.22 Эрtiсаl head
э01 00А00 эрtiсаl head
э0101 .07 эрtiсаl head
50202D03 -епs f=200 mm (with fine focus)
50200D03 -ens f=250 mm (with fine focus)
50201 D03 -ens f=300 mm (with fine focus)
50200G01 -епs f=350 mm
50201G01 -ens f=400 mm
54200.05 r/аriаЬlе lепs 200 - 400 mm
53200.06 r/аriаЬlе lens 200 - 400 mm (with handle)
50800А05 3iпосulаr piece t90'
э0800.04 3iпосulаr piece t90" with axial rotation mechanism
50800V04 зiпосulаг piece t90'with axial rotation mechanism
э0800в00 3iпосulаг piece +90' (for Моrа)
20700,1 1 3iпосulаr piece 45'
50600.06 3iпосulаr piece 0'
50300в05 ]vepieces 12.5х
503005А.00 fyecups for the eyepiece 12,5х
52300.00 ]veoieces 16х
503005.00 ]yecups fоr the ечерiесе 16х
э0300.01 ]veoieces 10х

]vecups fоr the ечерiесе 10х
50,10400.06 эrееп liqht filter
5010401.05 эrапое liqht filter
501 0400А00 эrапqе liqht filter
501 0401 в00 эrапое lioht filter

tlatural liqht filtег
50400А03 J-shaped handle
э0116.00 г-shареd handle
54300.02 :€+ r/-shaped handle
52100В07 ,/.'*Сt]"яерпj?.;. Эрtiсаl splitter 20180
51100.06 |,,7оо,Ф2----\а"е 3iпосulаr adapter 45'
Renat SlNGATULLlN
Diгесtоr WL.
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Gontinuation

ANNEX ТО ТНЕ DECLARATION ОF CONFORMITY
Gоm nents of the uct Microsco MD-500

with 20180 optical solitter fоr опе сhаппе|
45" with two channels optical splitter 20/80

посulаr adapter 60" with optical splitter 20lВ0

посulаr assistant сhаппеl

tem and assistant mопitоr соппесtiоп
tem and assistant mопitоr соппесtiоп system

tem and tablet mопitог connection s,

ilicone сар fоr smal| fоrсе adiustment knob
liсопе сар fоr lаrgе force adiustment kпоЬ
liсопе сар for handle to adiust illuminator brrohtness

fоr V-shaped handle
licone сар fоr u-shaped handle
licone riпq fоr чаriаьlе lens
licone сар fоr чаriаьlе lens handle

1112.01 tional flогеsсепt sочrсе of liqht "Fluorescent liqht"
fоr transmittinq imaoes via wi-Fi

Renat SlNGATULLlN
Dirесtоr


