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SINIF T . . .
inss Simif 1 - Kural 13 Diger tiim aktif cihazlar / Class | - Rule 13 All other active devices are classified as class |
STANDART NUMARALARI 1S0 13485:2016, ISO 9001:2015, ISO 14001:2015, ISO 14971:2020, ISO 20417:2021, TS 4271:1984, TS 4510:1985, TS 6607:1989, TS EN 60601-2-52:2011, ISO 15223-1:2021, MEDDEV 2.12.1 REV.08, MEDDEV 2.7.1
STANDART NUMBERS REV.04, MEDDEV 2.12.2 REV.02, NBOG 2010-1
SERTIFIKA NUMARALARI 150 13485:2016 (2023/MDQMS/11108)
1S0 9001:2015 (QMS-0112393)
CERTIFICATE NUMBERS 1SO 14001:2015 (EMS-0112393)

YONETMELIK
2017/745 Tibbi Cihaz Regiilasyonu / 2017/745 Medical Device Regulation

REGULATION

UYGUNLUK DEGERL
2017/745 Tibbi Cihaz Regiilasyonu EK-IV (EK 1l & Ill) / 2017/745 Medical Device Regulation Annex-IV (Annex I & Annex I1l)
CONFORMITY ASSESSMENT

BU UYGUNLUK BEYANI, YALNIZCA KENMAK HASTANE MALZEMELERI VE ELEKTROSTATIK BOYA SAN. TiC. A.S. 'NIN SORUMLULUGU ALTINDA DUZENLENMISTIR. YUKARIDA BELIRTILEN TIBBI CIHAZIN/CIHAZLARIN TIBBI CIHAZLAR iGN YONETMELIK (AB) 2017/745 TIBBI
CiHAZ REGULASYONU HUKMUNU KARSILADIGINI BEYAN EDERIZ. BU BEVAN, IQR ULUSLARARASI DENETIM VE BELGELENDIRME HIZMETLER| TARAFINDAN VERILEN ISO 13485:2016, ISO 9001:2015 VE ISO 14001:2015 KALITE SISTEM ONAYLARI iLE DESTEKLENMEKTEDIR.
TOM DESTEKLEYICi BELGELER, URETICININ TESISLERINDE SAKLANIR.

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF KENMAK HOSPITAL SUPPLIES AND ELECTROSTATIC PAINTING INDUSTRY TRADE INC. WE DECLARE THAT THE MEDICAL DEVICE(S) MENTIONED ABOVE COMPLY WITH THE
REQUIREMENTS OF REGULATION (EU) 2017/745 ON MEDICAL DEVICES. THIS DECLARATION IS SUPPORTED BY THE ISO 13485:2016, ISO 9001:2015, AND ISO 14001:2015 QUALITY SYSTEM CERTIFICATIONS ISSUED BY IQR INTERNATIONAL AUDITING AND CERTIFICATION
SERVICES. ALL SUPPORTING DOCUMENTS ARE RETAINED AT THE MANUFACTURER'S FACILITIES.
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BAMBINO Child Cot With (Electric Length Extension) 869759512BAMBINO2U 34870
ki
FLOORLINE - LTC 4 Motors Long-Term Care And Home Care Bed - 869759512FLOORLINELTCDU 34870
€
i
FLOORLINE - LTC 4 Motors Long-Term Care And Home Care Bed 869759512FLOORLINELTCDU 34870
FLOORLINE- 4 Motors Hospital ,Long-Term Care And Specialist Care Bed 869759512FLOORLINEIBC 34870
FLOORLINE-I PLUS 4 Motors Hospital ,Long-Term Care And Specialist Care Bed 869759512FLOORLINEPLUSRT 34870
GUESS 201 Hospital Bed (2 Motors) 869759512GUESS201QR 34870
GUESS 201-EXC Intensive Care Hospital Bed (2 Motors) 869759512GUESS201EXCNM 34870
GUESS 301 Hospital Bed (3 Motors) 869759512GUESS301QW 34870
Dy
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GUESS 303 Hospital Bed (3 Motors) 869759512GUESS303R2 34870
GUESS 303-EXC Intensive Care Hospital Bed (3 Motors) 869759512GUESS303EXCPG 34870
GUESS 4001 4 Motors Patient Bed 869759512GUESS400176 34870
GUESS 4002 4 Motors Patient Bed (Bariatric) 869759512GUESS400278 34870
GUESS 401 Intensive Care Hospital Bed (4 Motors) 869759512GUESS401R3 34870
GUESS 402 Intensive Care Hospital Bed (4 Motors) 869759512GUESS402RS 34870
GUESS 402-EXC Intensive Care Hospital Bed (4 Motors) 869759512GUESS402EXCPN 34870
GUESS 402 / K Intensive Care Hospital Bed (4 Motors) (Column Motors) 869759512GUESS402K8W 34870
GUESS 402 / KM Intensive Care Hospital Bed (4 Motors) (Column Motors) 869759512GUESS402KMWN 34870
GUESS 503 / K Intensive Care Hospital Bed (5 Motors) (Lateral Tilt) 869759512GUESS503K98 34870
GUESS BP-2M Intensive Care Hospital Bed (2 Motors) 869759512GUESSBP2MGQ 34870
GUESS BP-3M Intensive Care Hospital Bed (3 Motors) 869759512GUESSBP3MGT 34870
K006 / E Laminated Special Room Bed (2 Motors) 869759512K006EIC 34870
K006 / EK Wooden Hospital Bed (2 Motors) 869759512K006EKG) 34870
K012 / BP-4M 4 Motors Hospital Bed (With Pipe Railing) 869759512K012BPAMQ3 34870
K012 / P-aM Intensive Care Hospital Bed (4 Motors) 869759512K012P4MK4 34870
K012 /ED 3 Motors Hospital Bed (For Dialysis Services) 869759512K012EDFP 34870
Ko11/T Hospital Bed With Three Adjustments 869759512K011TIY 34870




K012 Hospital Bed With Three Adjustments 869759512K012MX 34870
K012/ BP-3M 3 Motors Patient Bed (Pipe Siderail) 869759512K012BP3MPY 34870
K012 / BE-3M Hospital Bed 3 Motors (Obese) 869759512K012BE3MN9 34870

K012 /E Patient Care Bed With 3 Motors 869759512K012EJ5 34870

K012 / ES-3M Patinet Care Bed With 3 Motors 869759512K012ES3MR4 34870

K012/ E-2M Hospital Bed (2 Motors) 869759512K012E2MH7 34870

K012 / EA-2M Wooden Hospital Bed Care And Home Care Bed (2 Motors) 869759512K012EA2MN7 34870

K012 / EA-3M 3 Motors Patient Bed 869759512K012EA3MNA 34870

K012/ EA-4M Intensive Care Hospital Bed With Wooden Side Rails (4 869759512K012EASMND 34870
Motors)

K012 / EP Hospital Bed (3 Motors) 869759512K012EPGF 34870
K012 / EP-2M Hospital Bed (2 Motors 869759512K012EP2MQJ 34870
K012 / EP-3M Hospital Bed (3 Motors) 869759512K012EP3MQM 34870
K012 / EP-AM Intensive Care Hospital Bed (4 Motors) 869759512K012EPAMQQ 34870
K012 / ES-2M Intensive Care Hospital Bed (2 Motors) 869759512K012ES2MQZ 34870
K012 / ES-4M Intensive Care Hospital Bed (4 Motors) 869759512K012ES4MR7 34870
K012 / ES-5M Intensive Care Hospital Bed (5 Motors)(Column Motors) 869759512K012ES5MRA 34870

K012/ ET Hospital Bed (3 Motors) 869759512K012ETGP 34870
K012 / ET-2K Intensive Care Hospital Bed (4 Motors) (Column Motors) 869759512K012ET2KR2 34870




w

R
K012/ ET-2M Hospital Bed (2 Motors) N 869759512K012ET2MR6 34870
P':l‘w 'ﬁ-,,.@ ]
™
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K012/ ET-4M 4 Motors Patient Bed 869759512K012ETAMRC 34870
K012 / ET-4M 1K Electrical Hospital Bed With 4 Motors 869759512K012ETAMIKKG 34870
K012 /¢ Hospital Bed With Two Adjustments 869759512K012CHZ
g ] ——ngd
K012/H Hospital Bed With Four Adjustments M_ v 869759512K012HIB 34870
T
=GN
A 5
K012 / HP Hospital Bed With Four Adjustments 869759512K012HPGQ 34870
K012/5P Hospital Bed With Three Adjustments 869759512K012SPHR 34870
K018 /E Delivery Bed With Three Motors 869759512K018EIP 15732
K024/ E-3M Child Cot With 4 Motors (Manual Length Extension 869759512K024E3MJ3 34870
K024 /ST Child Cot With 4 Motors 869759512K012STHZ 34870
K024 /5P Child Cot With 4 Motors 869759512K024SPJA 34870

K007 Hospital Bed With Single Adjustment ¢ ¥ - 869759512K007N6 34873

K007 /T Hospital Bed With Single Adjustment L 869759512K007TKD 34873
k‘*—‘*ﬂ

K008 / A Hospital Bed With Single Adjustment (With Gas Spring) ‘ 869759512K008AJA 34873

K008 / B Hospital Bed With Single Adjustment 7 869759512K008BJC 34873

K022 Baby Cot 869759512K022N2 38140

K022 /K Baby Cot 869759512K022KIN 38140




K023 Baby Cot 869759512K023N4 38140
K024 Child Cot 869759512K024N6 34873
K024 /T Child Cot With Single Adjustment 869759512K024TKE 34873
K025 Child Cot With Accompanier Bed 869759512K025N8 34873
K018 Delivery Bed 869759512K018NB 38458
vo33/€ Elektrili Hasta Sedyesi (Akild) Electrially Operated > 460759512K033E1) 33000

Patient Stretcher (With Battery) AT

v}

K033 General Purpose Stretcher 869759512K033N7 35892
K034 /D Shower Stretcher 869759512K034DJK 31092
K035 /A Patient Transfer Stretcher 869759512K035A1G 46148
K035/ C Patient Transfer Stretcher 869759512K035CIL 46148

K037 Stretcher On Trolley 869759512K037NF 35892

K034 Stretcher With Hydraulic Height Adjustment 869759512K034N9 35892
K034 /K Stainless Steel Stretcher With Hydraulic Height Adjustment 869759512K034K1Z 35892

K034 / T-2K Emergency Stretcher (With Two Hydraulic Columns) 6 : e 869759512K034T2KL) 35892
K034/ A First Aid Stretcher With Hydraulic Adjustment 869759512K034AID 35892
K034 /T Hydraulic Trauma Stretcher - ‘ Q'._l 869759512K034TKK 35892

L
K034/ 2K Emergency Stretcher (With Two Hydraulic Columns) 869759512K0342KF7 35892




k035/8B Patient Transfer Stretcher (Plastic) 869759512K0358J) 46148

K035 /K Stainless Steel Patient Transfer Stretcher 869759512K035KK4 46148
K032 Folding Portable Stretcher 869759512K032N5 35892
ko031 First Aid Stretcher 869759512K031N3 35892

K013 /5SS Stainless Steel Foldable Examination Couch 869759512K01355J4 38458

K013 /F Physiotheraphy Chair With A Single Motor 869759512K013FJA 38458

K013 /E PHYSIOTHERAPHY CHAIR WITH 2 MOTORS 869759512K013EJ8

K015/ E Gynecological Examination Chair With Three Motors 869759512K015EJE 38458

K015/ ES Gynecological Examination Chair With Three Motors 869759512K015ESH4. 38458
ko013 Foldable Examination Couch | | | 869759512K013MZ 38458

a

k013 /A Examination Couch With Gas Spring Adjustment - _I 869759512K013AHY 38458
K015 Gynecological Examination Chair 869759512K015N5 38458
ko014 Laminated Examination Couch With Drawers 869759512K014N3 38458

K015/H Manually Operated Gynecological Examination Chair 869759512K015HIL 38458

K014 /D Laminated Examination Couch With Cabinet 869759512K014DJ9 38458

s
K013 /H Hydraulic Examination Couch 869759512K013HIE 38458
K016 /P Proctology Table With Gas Spring o 869759512K016PK7 38458




K015 / HC Manually Operated Examination Chair 869759512K015HCGD 38458
K023 /K Baby Swaddle Table 869759512K023KIR 38458
ko017 Delivery Table (Couch And Trolley) 869759512K017N9 38458
K019/ OPTA 20 General Purpose Electromechanic Operation Table 869759512K0190201) 37255
OPTA-TR Orthopedic Traction For Operation Table 8697595120PTATR7Y 14105
K065 Otorhinolaryngologic Examination Chair With Three Motors 869759512K065NL. 38447
-
ams s
K067 General Purpose Examination Chair With Three Motors 869759512K067NQ 38447
K067 / A General Purpose Examination Chair With Four Motors 869759512K067AKS 38447
k019/8B Blood Transfusion Chair 869759512K0198BJL 38448
Yy
v
K019/ A Blood Transfusion Chair (With Gas Spring) '\,‘ 869759512K019A) 38448
amma

H/250 Patient Transport And intervention Chair 869759512H250MU 41630
1/400 Patient Treatment Chair i 8697595121400MW 41630
1/700 Patient Transport And intervention Chair (Obese) i 8697595121700ND 41630
K001 Chrome Plated Foldable Wheelchair @ 869759512K001IMS 41630
Koo1/P Non Magnetic Wheelchair (Mr Compatible) Q 869759512K001PJK 41630
K003 Wheelchair With Fixed Wheels 869759512K003MW 41630

K005 Wheelchair (With Potty) 869759512K005N2 41630




TRANSPORT 05 Patient Transport Trolley (Simple) 869759512TRANSPORTOSMQ 41630
TRANSPORT 35 Patient Transport Trolley 869759512TRANSPORT35MZ 41630
CARL-OSCAR Carl-Oscar Rollator 869759512CARLOSCARTY 31119
NEXUS / 3 Nexus Rollator 869759512NEXUS3ST 31119
REBEL Rebel Rollator 869759512REBELV) 31119
]
K066 / E Phototherapy Appliance 869759512K066EKA
.
. .
L
K092/ E Infant Warmer 869759512K092EKD
K020 Surgery Trolley (Stainless Steel Top) 869759512K020MW
. i
K020/ A Stainless Steel Mayo Table With With Gas-Spring ” 869759512K020AHU
K020/ H Hydraulic Stainless Steel Mayo Table 869759512K020HIA
S ——
K057 Overcouch Patient Dining Table 869759512K057NM
K058 Overcouch Patient Dining Table (With Gas-Spring) 869759512K058NP
s (]
3
[ ey
Overcouch Patient Dining Table (Compact Laminate Top
K058 /K 869759512K058KKP
Surface ) |
5 ]
]
K08 /P Overcouch Patient Dining Table (Plastic Top Surface) 869759512K058PKZ
< ¢
s
K058/ P-S5 Overcouch Patient Dining Table (Plastic Top Surface)(ss) 869759512K058PSSQY
§ ]
s
_
K058/ PT Overcouch Patient Dining Table (Plastic Top Surface)(Tilting) 869759512K058PTKJ
— s
¥ 3 ¥
—_—
K058 / PTS Tilting Patient Dining Table 869759512K058PTSR3




K08/ PTSD Tilting Patient Dining Table — Demonte - Sweden 869759512K058PTSDZP
~
P
<7
K058/ PTSH Tilting Patient Dining Table (Pneumatic Height Adjustment) 869759512K058PTSH22
-
Vi
<
K058 / PTSHD Tilting Patient Dining Table ~ Demonte - Sweden 869759512K058PTSHDGD
& 3 73
K058 /T Overcouch Patient Dining Table (Top Tilting) 869759512K058TL9
¥ ¥
Ed
K021/ 2p Laundry Trolley (Stainless Steel)(Double) ‘ 869759512K0212PET
K021 /K Laundry Trolley(Foldable) 869759512K021KIK
L
K021 /P Laundry Trolley (Stainless Steel)(Single) 869759512K021PIV
L
K021/ Laundry Trolley ). I|| Illn 869759512K0215K3
an
K021 /T Laundry Trolley ( Clean-Dirty) 869759512K021TKS
K021 /7T Laundry Trolley ( Clean-Dirty) | 869759512K021TT6
B -
K027 Chrome-nickel Autopsy Table (Stainless Steel) 869759512K027NC
K028 Instrument Trolley (Sheet Metal Top) 869759512K028NE
-
K028/ A Instrument Trolley (Stainless Steel Top) 869759512K028AIL
K028 /K Instrument Trolley (Stainless Steel) 869759512K028KK8
K028 / WT STAINLESS STEEL WORKING TABLE 869759512K028WTK)
K028 /K3 STAINLESS STEEL INSTRUMENT TABLE WITH 3 SHELVES 8697595129876,0
K028 /P8 Dressing Trolley ( Powder Coated) 869759512K028PBHR
K028 / PP Dressing Trolley (Stainless Steel) 869759512K028PPIM




k029 Laminated Equipment Trolley 869759512K029NG
K030 Laminated Instrument Trolley J\I 869759512K030MZ
.
d
58
K040 Medicine And Treatment Trolley With Drawers J 869759512K040N4
K040 /MO 2 Anesthesia Cart 869759512K040RK8
K040 /MO 1 Emergency (Crash) Cart 869759512K040TKC
K040 / AK Anesthesy Trolley (Stainless Steel) 869759512K040AKG4
k040 /MO0 3 Medication Cart | : 869759512K0408J8
(S|
K040/ K Emergency Trolley (Stainless Steel) ajlr 869759512K040KJS
K040/S First Aid Medicine Trolley 869759512K040SKA
K041 General Purpose Medicine Trolley 5 869759512K041N6
&
w8 e
ko049 Small Tube Holder-Cart 869759512K049NN
e
S
K050 Big Tube Holder-Cart 869759512K0S0N7
L]
amd S
ko047 Serum Holder 869759512K047NJ
K047 /cC SERUM HOLDER CHROME-PLATED FRAME 869759512K047CIX
K047 / K Serum Holder (Cr-Ni) 869759512K047KKF
P
{
K048 Serum Holder (Aluminium Die-Cast Base) 869759512K048NL
K048 /P Serum Holder (Pp Base) 869759512K048PKU
s
k075 Sheet Metal Bedside Cabinet l 869759512K075NP




K075/8 Sheet Metal Bedside Cabinet(Big) 869759512K075BK6
K076 Bedside Cabinet (Wooden) 869759512K076NR
K076 /A Bedside Cabinet (Wooden) 869759512K076AK7
K076 / AB Bedside Cabinet(Abs) 869759512K076ABHS
K076 /B Bedside Cabinet(Big Wooden) 869759512K076BK9
K076 / K Bedside Cabinet (Compact Laminate) 869759512K076KKT
K076 /S Bedside Cabinet(Abs) 869759512K076SLB
-
K076 / PK Bedside Cabinet(Plastic-Small) 869759512K076PKK4
K077 Bedside Cabinet With Serving Board 869759512K077NT
K077 / ME Metal Bedside Cabinet With Serving Board 869759512K077MEIL
.
-
ko77/8 Mini-Bar Melamine Bedside Cabinet 869759512K077BKC
K077 /M Mini-Bar Melamine Bedside Cabinet 869759512K077ML2
K077 / K Bedside Cabinet With Serving Board (Compact Laminate) 869759512K077KKW
K061 Single (Negatoscope) 869759512K061NC
[
Ko61/L Single (Negativoscope) (Led) 869759512K061LK9
s
K062 Double (Negatoscope) 869759512K062NE
K062 /L Double (Negativoscope) (Led) i - | 869759512K062LKC
@ rosL
K063 Triple (Negatoscope) ! | 869759512K063NG

- oszL




K038 Couch Steps 869759512K038NH
K043 Three-Panel Folding Curtain Screen (Powder Coated) 869759512K043NA
K043 /55 Three-Panel Folding Curtain Screen (Stainles Steel) 869759512K0435SIR
K043 /A Ward Screen (3 Parts) 869759512K043AIF
K054 /D Polyurethane Doctor Stool 869759512K054DIV
e .
A
Gas-Spring Height Adjusted Swivel Stool (Chrome Plated
K054 / AK 869759512K054AKGX
Lower Base) e
K054 / AA HEIGHT ADJUSTABLE STOOL WITH BACKREST 8697595129883,0
K054/ MK HEIGHT ADJUSTABLE STOOL WITH BACKREST AND CHROME 8697595129890,0
PLATED BASE g
K070 Medicine Storage Cabinet (One Door) ! 869759512K070ND
ol
K072 Two Doors Medicine Storage Cabinet i | 869759512K072KKF
b |
= ]
K072 /K Two Doors Medicine Storage Cabinet (Chrome-Nickel) 869759512K074A1Z
K074/ A Anesthesy Medicine Storage Cabinet “E 869759512K074A1Z
avwn
K078/ A Wooden Wardrobe (One Person) 869759512K078AKD
|
K078 / AL Wooden Wardrobe (One Person- Lux ) 869759512K078ALI3
K079/ A Wooden Wardrobe (Two Persons) 869759512K079AKG
|
s
K080/ A Wooden Locker (4 People)(Lux) I i 869759512K080AIS
K081/A Wooden Wardrobe (Three Persons) LI 869759512K081AIV
i
K082/ A Wooden Wardrobe(Four Persons) 869759512K082A1Y

PR




ko83 /A Wooden Wardrobe (Six Persons) ik 869759512K083AK3
P T —
K086 Cap, Bonnet And Mask Cupboard (Stainless Steel) 869759512K086NU
K087 Slipper Trolley (Stainless Steel) 869759512K087NW
k098 Doctor Furniture 869759512K098P3
K098-EFES Working Table 869759512K098P3
K098-EKO Working Table Em 869759512K098EKOPM
<l
KO98-ETNA Working Table * 869759512K098ETNAY9
P
k090 Mattress For Child Bed 869759512K090NK
K090/ P Mattress For Child Bed (Pu Cover) 869759512K090PKV
K091 Antidecubit Mattress 869759512K091NM
K091 /P Antidecubit Mattress (Pu Cover) 869759512K091PKY
Ko91/0 Antidecubit Mattress (Pu Cover)(BARIATRIC) 869759512K0910KW
Ko91/Vv Antidecubit Visco Intensive Care Mattress 869759512K091VLC
K039 Electrically Operated Patient Lift 869759512K039NK
LENA FREESTAND Lena Freestand 869759512LENAFREESTAND3 A
J
K045 Portable Lamp 869759512K045NE
K045 /L Portable Lamp (Led) (.\[ 869759512K045LKB
K055 Single Port-Basin 869759512K055NH




K055 /K Single Port Basin (Cr-Ni) 869759512K055KKE
K056 Dual Port-Basin 869759512K056NK
e
ax

K056 / K Dual Port Basin (Cr-Ni) 869759512K056KKH
PM-EVA Evacuation Sheet 869759512PMEVAXY

K060 Ulluminated Optotype 869759512K060NA
K097 /810 WAITING CHAIR(WITH ARM REST)(1 SEATS) 869759512K097810HB

K073 MEDICINE STORAGE CABINET = 869759512K073NK

I
e
K099 / 830 METAL LONG WAITING CHAIR (3 SEATS) "‘M 869759512K099830HX
h\
. )
Pz (V1

K099 / 840 METAL LONG WAITING CHAIR (4 SEATS) P e S 869759512K099840J2
K097 /510 CHAIR (CHROME PLATED) ? 869759512K097510GU
K097/ 520 GUEST CHAIR (CHROME PLATED) 869759512K097520GX
K097 /530 SWIVEL OFFICE CHAIR (CHROME PLATED) 869759512K097530H2
K097 / 540 SWIVEL OFFICE CHAIR (PLASTIC) 869759512K097540H5
K097 / 550 OFFICE CHAIR (CHROME PLATED) 869759512K097550H8
K097 / 560 OFFICE CHAIR (CHROME PLATED) 869759512K097560HB
K097 /570 OFFICE CHAIR (CHROME PLATED) 860759512K097570HE
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