> BICAKCILAR

TIBBI CIHAZLAR SANAYI VE TICARET A S.

UYGUNLUK DEKLARASYONU

DECLARATION OF CONFORMITY
(Medical Equipment Class I)

Dokiiman Numarasi DoC-TC Revizyon No: 25 Tarih 01.02.2021
Document Number Revision No Date
Uretici Firma . .
Manufacturer BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.S.
Firma adresi Osmangazi Mahallesi Gazi Caddesi No:21 Esenyurt 34522
Manufacturer Address [STANBUL/TURKIYE

= = = : 5 Verilis Tarihi / Son Kullanma Tarihi/
Sertifikalar / Certificates Sertifika No / Certicate N Betecol 1esue Expiry Date
DIN EN ISO/EN ISO 13485 (*) | 04 221 980886 17.09.2018 16.09.2021

(*) DIN EN ISO /EN ISO 13485: 2016 Tibhi Cihazlar- Kalite Yonetim Sistemleri- Ruhsatlandirma Amach Gereklilikler -
Teknik Dlizeltme 1 (DIN EN ISQ /EN ISO 13485: 2016)/ Medical Devices-Quality Management Systems- Requirements for
Regulatory Purposes- Technical Corrigendum 1 (ISO 13485:2016 )

Tibbi Cihazlar Direktifi 93/42 EEC ve Diizeltme 2007/47/EEC Ek VII maddelerine uygun olarak
hazirlanmigtir ve agagida belirtilen triinler i¢in biitiin sorumlulugu Gstlenir, Griiniin agagida belirtilen
standartlara ya da diger diizenleyici mevzuatlara uygunlugunu beyan eder.

Declare under our sole responsibility that the products below to which this declaration relates are in conformity
with the following standards or other regulatory laws following the provisions of Medical Device Directive 93/42
EEC and Amendment 2007/47/EEC Annex VII.

« ISO 9001: 2015 Kalite Yonetim Sistemleri — Gereklilikler/ Quality Management Systems- Requirements

+ EN ISO 13485: 2016 Tibbi cihazlar - Kalite yonetim sistemleri - Mevzuat amaclar bakimindan Sartlar /
Medical Devices-Quality Management Systems- Requirements for Regulatory Purposes

e 1SO 14971: 2012 Tibbi Cihazlar — Risk Analizi Uygulanmasi / Medical Devices-Application of Risk Analysis
« TS EN 1041 Tibbi Cihazlarla Birlikte imalat¢i Tarafindan Saglanan Bilgiler / Information supplied by the
manufacturer with medical devices

« EN ISO 15223 Tibbi cihazlar - Tibbi cihaz etiketlerinde, etiketlemede ve sunulacak bilgide kullanilacak
semboller/ Medical devices -- Symbols to be used with medical device labels, labelling and information to be
supplied

« EN 62366-1 Tibbi cihazlar - Béliim 1: Kullanilabilirlik tekniginin tibbi cihazlara uygulanmasi / Medical
devices - Part 1: Application of usability engineering to medical devices

Digitally|signed by Matei Vasile

Date: 202

" O 2 UF
Reason: MoldSign Signature 7 ¢
Location: Moldova "
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C > BICAKCILAR

TIBBI CIHAZLAR SANAYI VE TICARET A S.

Sinif | Uriinler / Class | Products

Uriin - PR - i
SiraNo Referafiai Uriin Adh GMDN Kodu | Ilgili Uriin Standardi | Uriin Risk Kurali
Product Related Product o
No i Product Name GMDN Code Syapiedird Device Risk Rule
M4X 70500
M4X 70300
M4X 70200
MBN10300 1y aum Toplama Kavanoz Sistemi/
MBN10200 | vacyum Collecting Bottle Systems Sifif| Kural 1 /
1 [M4X70200 | (Vaculine Kavanoz Seti-Dispovak Kanister 38476 ' ClASSTRUIE
MBS 14500 | Seti)/ (Vaculine Bottle Set- Dispovak Canister
M8S 14300 | System)
M8S 18300
M8S 18200
M8S 18100
> |M8S14000 Kanister Sehpasi (Model 006) 10298 ¥ o S'”l'fé f“f;" 2
Canister Stand ES RS
Serum Askisi/I.V. Stand
M3A 00000 (025,027) Sinif | Kural 1/
3 [M3A10000 inflizyon Pompa Askisi-Ahtapot Ayakli 36069 ' Class | Rule 1
M3A 15000 Infusion Pump Stand
(028)
LUXLINE 70 l}%[:(KLl:J?(UII(Vl%gHahI Lambasi - o IEC 60601-1: 2005 Sinif 1 Kural 12/
4 |MIS30000 || yxLINE 70 Led Small Surgical Light - 70K EGooeon- | Llassliule 1e
) 41:2009
Lux, Mobil
LUXLINE 70 Led Kiigiik Cerrahi Lambasi - IEC 60601-1:2005 | gynif | Kural 12/
5 |M1S35000 70K Lux, Tavan 12282 IEC 60601-2- Class | Rule 12
LUXLINE 70 Led Small Surgical Light - 70K 41:2009
Lux, Ceiling
w Lart IEC 60601-1: 2005 St 1 Kural 12
uxline 60 LED-Muayene Lambasi-Mobil 36343 i inif 1 Kura
6 |MIS45000 | | jine 60 LED Examination Light-Mobile 'Eafgg%; 2 Class | Rule 12
o e IEC 60601-1: 2005 I —
uxline 40 Led Muayene Lambasi 36843 - inif | Kura
/o [MIV40900 Luxiine 40 Led Examination Light IEC 60601-2 Class | Rule 12
41:2009
o Lath IEC 60601-1: 2005 ———
uxline 40R Led Muayene Lambasl 36843 - inif | Kura
6 | MIV45000 Luxiine 40R Led Examination Light IEGG0801-2 Class | Rule 12
41:2009
LUXLINE 35 Led Muayene Lambasi - 35K IEC 60601-1: 2005
Lux, Mobil 36843 . Sinif I Kural 12/
9 [MIVB00OO |\ )1 INE 35 Led Examination Light - 35K Lux, [EG 606012 Class | Rule 12
Mobil 41:2009
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IEC 60601-1: 2005

LUXLINE 45 Muayene Lambasi 36843 IEC 60601-2- Sinif I Kural 12/
L L LUXLINE 45 Examination Light 41:2009 Class | Rule 12
IEC 60601-1-2: 2014
LUXLINE 40D Muaylljir:;rl_ambaerpiral Kol, Sinif 1 Kural 12/
12276 NA
1| MIVS000O 1) NE 40D Examination Light Flexible Arm, Clagel dlesla
Wall
- —
UXLINE 45R Muaye;aeyLambaSI Spiral Kol, Sinif | Kural 12/
12| MIVB0000 | )1 NE 45R Examination Light - Flexible 12278 NA Class | Rule 12
Arm, Rail
LUXLINE 45D Muaygﬂial_rambam — Spiral Kol, Sinif 1 Kural 12/
13 | MIVB5000 | | x| INE 45D Examination Light -Flexible 1ea9e NA Class | Rule 12
Arm, Wall
M1A 10000 .
M1A 200 0 0 LUXLINE Ameliyat Lamba Grubu - Xenon / IEC 60601-1: 2005 | gyyf | Kural 12/
(W00 o e s GIoRE 2eTan 12282 IEC 606012- | Class | Rule 12
( 1500XE-A, 500XE-A, 1500XE-M, 1500XE-D, ;
M1H 10000 600E 41:2009
M1K 50000
M1A 30000
M1B 15000
M1B 25000
M1B 35000
M1B 70000
M1B 80000
M1C 1500 0
MIC25000 LUXLINE Led Ameliyat Lambasi
M1C 350 0 0 LUXLINE Led Surgical Light
MiD 15000 (1060, 1060 CR, 1060 C, 1060A, IEC 60601-1:2005 | | Kural 12/
M1D 25000 1160, 11604, 1160C, 1160CR 12980 N
5 IMiD35000 2060, 2060 CR, 2060 C, 2060 DT, o soeot2 Glas LRUIR 12
M1C 45000 2160, 2160C, 2160CR, ‘
M1C 47000 3060, 3060 CR, 3060 C,
M1A 50000 3160, 3160C, 3160CR)
M1B 50000
M1C 50000
M1C 800 0 0
M1C 70000
M1D 50000
M1D 80000
M1D 70000
M1L 400 0 0
M1L 050 00
LUXLINE Ameliyat Lamba Grubu / LUXLINE
Rﬂalt igg g (()) ’ Surlgsgcal Lights Group IEC 60601-1: 2005 Sénﬁ | Kl 112 2’,
16 |M1140000 | (3775,2750,2770, 1700, 3777, 3755, 700, 12080 IEC 60601-2- laseliRulz
M11000 00 770, 41:2009
M1K 40000 777)
M1L 3000 0
M1L 000 0 0
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Kamerali Ak(l( Mobil LED Lamba /

IEC 60601-1: 2005

Sinif | Kural 12/
Class | Rule 12

17 |M1A40000 Mobile LED Lights, with Camera-Battery 12282 IEC 60601-2-
41:2009
LUXLINE 60D Led Muayene Lambasi-Duvar 12976 IEC 60601-2: 2016 | StmflKural 12/
18 |MIS80000 | x| |NE 60D Led Examination Light - Wall Class | Rule 12
M2C 0000 0
M2A 00000
M2B 00000
M2C 500 0 0
M2C 65000 SURGILINE Ameliyat Masas! Grubu/ IEC 60601-1:2005 | gyt | Kural 12/
M2C 700 0 0 SURGILINE Surgical Table Group 35379 5.
9 |18 20000 | (2000R, 5508, 550SE, 2000C, 2000E, 2100, ottt Glegs e 12
M2B830000 | 2500, 3000, 3000A, 3000M, 3500, 3000R ) '
M2B 8000 0
M2B 250 0 0
M2B 75000
SURGILINE Ortopedik Traksiyon Sistemi
o1 MSP 00000 SURGILINE Othopedic Traction System 42308 . Sélrg;l’ mﬁLV
MOP 050 0 0 (1000, MD 3000 )
M1V 00000 _
M1V10000 | BRIGHTLINE Muayene Lambasi / BRIGTLINE IEC 60601-1: 2005 | gyt | Kural 12/
20 |\ivi5000 Examination Light 36843 IEC 60601-2- Class | Rule 12
(350, 357, 352 ) 41:2000
Havall Yatak/ Anti-decubitis Air Matiress and IEC 60601-1: 2005 Sinif | Kural 1/
22 |MP501011 Pump 35921 TS EN60601-1-2: | Class | Rule 1
(Model 310S) 2002
I MOBILINE Sedyeler Grubu / MOBILINE Sinif | Kural 1 /
eayeler Grupu 35802 * ni u
. mgm iy Patient Trolley Group Class | Rule 1
70000 (601, 650, 645)
M2V 0000 0 SURGILINE Hadyocerrahi Masas|/ N Sinif | Kural 1 /
24 SURGILINE Radiosurgery Table 58034 61
M2V 20000 ( 660, 660C) Class | Rule
MOBILINE Radyografi Masasl/ Sinif | Kural 1/
25 [M2V 30000 Mobiline Radiography Table 15726 ’ Class | Rule 1
(665)
M2Y 70000 MOBILINE Gok Amagli Sedye Grubu/ . Sinif 1 Kural 1/
26 MOBILINE General Transport Stretchers 35892
M2Y 00000 (670, 675) Class | Rule 1
M2U 3000 0
M2U 31000
M2U 33000 MOBILINE Transfer Sedyesi
27 |M2U35000 MOBILINE Transport Stretchers 36614 ' %E;; :(gﬁle11j
M2U 36000 | (690A, 690B, 690C, 691A, 691B, 695A, 695C)
M2U 40000
M2U 43000
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M2S 30000 | EXAMLINE Jinekoloji Masasi/ EXAMLINE Sinif | Kural 12/
i IEC 60601-1: 2005
28 |mesat000 Gyne(";’fog"ﬁg)ab'es 33813 ¢ Class | Rule 12
EXAMLINE K.B.B. Koltugu/ EXAMLINE E.N.T.
29 |M2J00000 Examination Chair 47146 IEC 60601-1: 2005 | Smif I Kural 12/
(800) Class | Rule 12
EXAMLINE Kan Alma Koltugu/ EXAMLINE IEC 60601-1: 2005
20 M2Z 00000 Blood Donor Chair 10789 Sinif [ Kural 1/
(850) EN 60601-1-2:2007 | Class | Rule 1
M2Z 70000
M2Z 150 00 —
Kan Alma Koltugu/ EXAMLINE
( 855, 845, 856, 866,867, 857) Aoz il
M2Z 8500 0
M2Z 950 00
Hasta Yatag 35183 * Sinif | Kural 1/
2 ML AE 0N Patient Bed Class | Rule 1
M2235000 EXAMLINE Muayene Masasi/ EXAMLINE Sinif | Kural 1 /
33 [M2Z 40000 Examination Couch 38458 ’ Cllrgss | grul o
M2Z 50000 (860, 862, 865)
SURGILINE Goz Ameliyat Masasi
34 |M2T40000 SURGILINE Eye Surgery Table 43383 IEC 60601-1: 2005 | Siif| Kural 12/
(900) Class | Rule 12
SURGILINE Géz Ameliyat Masasi-Siyah
35 |M2T60000 |  SURGILINE Eye Surgery Table-Black 43383 | IEC60601-1: 2005 | SimifIKural 12/
(950) Class | Rule 12

Agiklama: XXXX Uriintn farkli uzunluk, 8l¢l gibi farkliliklanni ifade etmektedir./

Explanation:XXXX means different length, sizes etc. product.

* {lgili tirtin standardi bulunmamaktadir/ There is no related product standard.

Yayin Yeri ve Tarihi
Date and Place of Issue

TURKEY/ 01.02.2021

Yetkili kisinin adi, tinvani, imzasi ve firma kagesi
Name, title, signature of authorized person with company cachet

Kalite Glivence Uzmani
Quality Assurance Specialist

Kalite ve Laboratuar Mid(irl
Quality and Laboratory Manager

Tu§ce GULER

Ulkii OKER

Tufjge Gller
i*lite Glivence Uzman
-ty Assurance Specialist
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