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Manufacturer: l Science Engineering Center "Scaner" LLP
12211 Smi|yanska St., 18019 Сhеrkаsу, Ukrаiпе
SRN: UA-MF-000049340

дчthоrizеd representative: l AFINA, spol. s r.o., LegalAddress: Карrоча 42114,110

sсллlЕR

Model/Type: I МК,200

12211 Smilyanska St.,180,19 Cherkasy, Ukrаiпе
Phone/fax: +380 47 25527 35(З4)
E-mail : sсапеr@sсапеr.uа
http://scaner.ua

А medical device intended fоr stereoscopic observation
with optical magnification Ьу а non-contact method of the
vagina, сегчiх and lоwеr third of the сегчiсаl canal during
gynecological and oncogynecological examinations.

l 
О0, Ргаguе, Czech Republic SRN: CZ-AR-000000584

Product: l Colposcope

Basic uDl_Dl l Тr:'.'r'пЪrrмкuD

Ctassification of the device: l Class l, Аппех Vlll, Rule 13
of Regulation (EU) 20171745 of the Еurореап Раrliаmепt
and of the Council of 5 Арril 2017

Gertificates: l Quality management system ceЁificate

дррliсаьlе standards: l EN 60601-1-1:2о15; EN lso 1з485:20,16;
EN / lEC 60601-1-2:2018; EN lSO 14971:2022;
EN / lEC 60601-1-6:2019; EN / lEC 55011:2019;
EN / lEC 61000-4-2:2018; EN / lEC 60529:20'19;
EN / lEC 6'1000-4-3:2019; EN / lEC 62304:2019;
EN / lEC 61000-4-4:2022; EN / lEC 62366:2019.
EN / lEC 61000-4-5:2023;
EN / lEC 61000-4-6:2019;
EN / lEC 61000-4-'|1:2022;

We, the mапufасturег hеrеЬу dесlаге
that the above-mentioned device complies with the

rеlечапt рrочisiопs of Regulation (EU) 20171745
of the Еurореап Раrliаmепt and

of the Council of 5 Аргil 2017,

The declaration of conformity is made uпdеr
!!,, the single гesponsibility of the mапufасtuгег.

l in ассоrdапсе with lSO 13485:2016
I issued Ьу Quality Аustгiа Сегtifiсаtiоп GmbH

l яз;тr"о"п 
пuйь"r. м_о022з10 valid until 26 Fеьruаry

Meets the requirements: l Regulation (EU) 20171745 of the Ечrореап Parliament
l and of the Сочпсil of 5 April 2017
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122l1 Smilyanska St."l8019 Cherkasy, Ukraine
Phone/fax: +380 47 25527 35(34)
E-mail: sсапеr@sсапеr.ча
http;//scaner.uasсллlЕR

ANNEX ТО ТНЕ DECLARATION OF CONFORMITY
Gоmропепts of the product Gоlроsсоре МК-200

эаtаlоq пumьеr rlame of соmропепt, assembly
70601.00 Stand
Z160101 .00 -aptop stand
71602.01 иоьilе base
Z2600.02 Гriроd fоr mопоЬlосk
20900.00 Эhаir mount tгiроd
70вOOА07 Эоwеr supply and balancing lечеr

эоwеr cord
z0700.02 -aptop shelf
z1000.00 3racket fоr mountinq the mопitог
14700.,10 эрtiсаl head Ьгасkеt
r0100.05 эрtiсаl head
zo202v02 _ens f=200 mm (with fine focus)
20200V02 -ens f=250 mm (with fine focus)
20201V03 -епs f=300 mm (with fine focus)
)0200G0,1 -ens f=350 mm
)3200.06 r/ariable lens 200 - 400 mm (with handle)
j4200,00 /аriаЬlе lens 200 - 400 mm
u0500.01 Зiпосulаr piece 45'
)0300в05 vepieces 12.5х
)03005А.00 yecups fоr the eyepiece 12,5х
,2300.00 veoieces 16х
)03005.00 vecuos fоr the evepiece 16х

черiесеs 10х
vecups fоr the evepiece 10х

z0900B1 2 Эоlроsсоре video system МК-200
Эоlооsсоре video svstem МК-200

r0900.04 Colposcope video system МК-200
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12211 Smilyanska St.,'l8019 Cherkasy, Ukrаiпе
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ANNEX ТО ТНЕ DECLARATION ОF СОNFОRМПY l
Gоmропепts of the product GоlроsGоре МК-300 l
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]ataloo пumьеr rlame of component, assembly
]01 00U00 )olooscooe head
]0600U00 гriроd floor
0500U01 оwеr suoolv unit

)оwеr cord
]0BOOV07 ]olooscooe video svstem МК-300
]0800U01 ]olposcope video svstem МК-300


