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ISO 9001:2015

The Quality Management System is applicable to:
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Certificate Number: QMS-0112393 Initial Certification Date: 24.07.2023

Certification Period: 3 Years Certificate Validity Date: 23.07.2024
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Kenmak Hospital Furniture
Part of Human Care Group

Kenma

ce

EU DECLARATION OF CONFORMITY

f the Human Car

MANUFACTURER : KENMAK HASTANE MALZEMELER| ELEKTROSTATIK BOYA SAN. TiC. A. S.
ADDRESS : Dokuz Eyliil Mh. Sarnig Yolu Sk. No:23 GAZIEMIR iZMIR

: export@kenmak.com.tr
PHONE 149023227417 17 E-MAIL WEBSITE

: www.kenmak.com.tr
EUDAMED SRN : TR-MF-000016184
(AL 470 : HUMAN CARE HC AB
REPRESENTITIVE

AUTH. REP. ADDRESS

: Arstadngsvagen 21B 117 43, Stockholm / SWEDEN

PRODUCT NAME SEE LIST OF PRODUCTS
PRODUCT CODE SEE LIST OF PRODUCTS
BASIC UDI-DI SEE LIST OF PRODUCTS
CLASS Class |

SPECIFICATIONS

1SO 13485:2016, ISO 9001:2015, I1SO 14971:2019, ISO 20417, TS 4271, TS 4510, TS 6607, TS EN
60601-2-52, 1SO 15223-1:2016, MEDDEV 2.12.1 REV.08, MEDDEV 2.7.1 REV.04, MEDDEV 2.12.2
REV.02, NBOG 2010-1

DIRECTIVE 2017/745
CONFORMITY 2017/745 ANNEX-IV (ANNEX 11 & 111)
ASSESSMENT

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF KENMAK HASTANE MALZEMELERI
VE ELEKTROSTATIK BOYA SAN. TiC. A.S.. WE DECLARE THAT THE ABOVE MEDICAL DEVICE(S) FOLLOW THE REGULATION
(EU) MDR 2017/745 FOR MEDICAL DEVICES. THIS STATEMENT IS SUPPORTED BY ISO 13485 QUALITY SYSTEM APPROVAL
BY WQR INTERNATIONAL CERTIFICATION LTD.. ALL SUPPORTING DOCUMENTS ARE STORED AT THE MANUFACTURER'S
FACILITIES.

SIGNATURE:
SONAT K.KALKAN ARPAT - CEO

PLACE, DATE:
iZMiR, 02.05.2023
5*1,\111':,."

HASTANE MALZEMELER| V3
BOYA OARE

EXPIRY DATE:
02.05.2028
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Kenmak Hospital Furniture
Part of Human Care Group

URUN LISTESi/LIST OF PRODUCTS

MDN
REFERENCE NUMBER PRODUCT NAME | PRODUCT PICTURE | BASIC UDI-DI GCODE
1
BAMBINO Child Cot With (Electric Length Extension) 869759512BAMBINO2U 34870
B
FLOORLINE - LTC 4 Motors Long-Term Care And Home Care Bed P p- 869759512FLOORLINELTCDU 34870
' €
t 5
(]
| =
FLOORLINE-I : KENMAK HASTANE MALZEMELERI : Kl '4!"‘“, =MEL 869759512FLOORLINEIBC 34870
s ol ]
: |
& .
I
4 Motors Hospital ,L T Care And Specialist .
FLOORLINE-I PLUS otors Rospital,tong-ferm Lare And Specialis ; = 869759512FLOORLINEPLUSRT 34870
Care Bed
al T,
@
GUESS 201 Hospital Bed (2 Motors) N 869759512GUESS201QR 34870
o
GUESS 201-EXC Intensive Care Hospital Bed (2 Motors) \:\.; ." & ’ 869759512GUESS201EXCNM 34870
Weag
<t
4
‘ = NP
GUESS 301 Hospital Bed (3 Motors) A:A , s 869759512GUESS301QW 34870
- <
= o
re
3y
\ﬂ\. s
N s ped s
GUESS 303 Hospital Bed (3 Motors) HQ}N — / 869759512GUESS303R2 34870
4‘:1" L
)
24
GUESS 303-EXC Intensive Care Hospital Bed (3 Motors) ;_‘\._«( Z, A= 869759512GUESS303EXCPG 34870
TN R 2
b T
Ve
5
GUESS 4001 4 Motors Patient Bed 869759512GUESS400176 34870
GUESS 4002 4 Motors Patient Bed (Bariatric) 869759512GUESS400278 34870
*
¢ 2\
GUESS 401 Intensive Care Hospital Bed (4 Motors) b_& i 869759512GUESS401R3 34870
Rl 002 —
P T
e
5
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Kenmak Hospital Furniture

Part of Human Care Group

PR

GUESS 402 Intensive Care Hospital Bed (4 Motors) 869759512GUESS402R5 34870
GUESS 402-EXC Intensive Care Hospital Bed (4 Motors) 869759512GUESS402EXCPN 34870
GUESS 402 / K Intensive Care Hospital Bed (4 Motors) (Column 860750512GUESSA02KEW 34870

Motors)
Intensive C H ital Bed (4 Mot Col
GUESS 402 / KM ntensive Care Hospital Bed (4 Motors) (Column 869759512GUESS402KMWN 34870
Motors)

GUESS 503 / K Intensive Care Hospital Bed (5 Motors) (Lateral Tilt) 869759512GUESS503K98 34870
GUESS BP-2M Intensive Care Hospital Bed (2 Motors) & i ’ ’/ 869759512GUESSBP2MGQ 34870

S &

il
GUESS BP-3M Intensive Care Hospital Bed (3 Motors) A / 869759512GUESSBP3MGT 34870
K006 / E Laminated Special Room Bed (2 Motors) 869759512K006EJC 34870
K006 / EK Wooden Hospital Bed (2 Motors) 869759512K006EKG) 34870
K012 / BP-4M 4 Motors Hospital Bed (With Pipe Railing) 869759512K012BP4MQ3 34870
K012 / P-4M Intensive Care Hospital Bed (4 Motors) 869759512K012P4MK4 34870
|

A LT

K012 / ED 3 Motors Hospital Bed (For Dialysis Services) — o ’ 869759512K012EDFP 34870
” %
- 5
i 5

KO11/T Hospital Bed With Three Adjustments 869759512K011TJY 34870
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Kenmak Hospital Furniture
Part of Human Care Group

i = {
K012 Hospital Bed With Three Adjustments i ? 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
OO
K012 / ES-3M Patinet Care Bed With 3 Motors .—-\. ,«- > 869759512K012ES3MR4 34870
P -y
- 8,
a
K012 / E-2M Hospital Bed (2 Motors) 869759512K012E2MH7 34870
K012 / EA-2M Wooden Hospital Bed Care And Home Care Bed (2 860759512K012EAIMNT 34870
Motors)
K012 / EA-3M 3 Motors Patient Bed 869759512K012EA3MNA 34870
K012 / EA-4M Intensive Care Hospital Bed With Wooden Side Rails 860759512KO12EAAMND 34870
(4 Motors)
L
K012 / EP Hospital Bed (3 Motors) ,‘l B La T ’ 869759512K012EPGF 34870
i
P o
K012 / EP-2M Hospital Bed (2 Motors gk - 1 , 869759512K012EP2MQ) 34870
r— Z
[~
.
¢
K012 / EP-3M Hospital Bed (3 Motors) 869759512K012EP3MQM 34870
K012 / EP-4M Intensive Care Hospital Bed (4 Motors) 869759512K012EPAMQQ 34870
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Kenmak Hospital Furniture
Part of Human Care Group

K012 / ES-2M Intensive Care Hospital Bed (2 Motors) }“uv e == ) 869759512K012ES2MQZ 34870
B e
i *d &
| OO
K012 / ES-4M Intensive Care Hospital Bed (4 Motors) __} - = 869759512K012ES4MR7 34870
G < 4
v - e~
N 8
o
T
ANt 3
K012 / ES-5M Intensive Care Hospital Bed (5 Motors)(Column L.\ == o 869759512K012ESSMRA 34870
Motors) _AR"
X
K012 / ET Hospital Bed (3 Motors) I—»—a; ; <2 869759512K012ETGP 34870
AR 5
LS &
|
K012 / ET-2K Intensive Care Hospital Bed (4 Motors) (Column 860759512K012ET2KR2 34870
Motors)
K012 / ET-2M Hospital Bed (2 Motors) 869759512K012ET2MR6 34870
|
K012 / ET-4M 4 Motors Patient Bed % e 869759512K012ET4MRC 34870
o - > 3 ®
[
K012 / ET-4M 1K Electrical Hospital Bed With 4 Motors 869759512K012ET4AM1KKG 34870
K012 /C Hospital Bed With Two Adjustments i 869759512K012CHZ
K012 / H Hospital Bed With Four Adjustments | g 'g 869759512K012H)B 34870
v = A
e
3 - P
oo )]
v~\ X
K012 / HP Hospital Bed With Four Adjustments j_\. P i s 869759512K012HPGQ, 34870
TRy
et WA
S )
L J
K012 /SP Hospital Bed With Three Adjustments 869759512K012SPHR 34870
K018/ E Delivery Bed With Three Motors 869759512K018EJP 15732
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Kenmak Hospital Furniture

Part of Human Care Group

K024 / E-3M Child Cot With 4 Motors (Manual Length Extension 869759512K024E3MJ3 34870
K024 / ST Child Cot With 4 Motors 869759512K012STHZ 34870
K024 / sP Child Cot With 4 Motors 869759512K024SPJA 34870

K007 Hospital Bed With Single Adjustment T 869759512K007N6 34873
{ §
K007 /T Hospital Bed With Single Adjustment l 869759512K007TKD 34873
==
u | -]
i
|
K008 / A Hospital Bed With S|2§I:n2()ijustment (With Gas 869759512K00SAJA 34873
K008 /B Hospital Bed With Single Adjustment 869759512K008BJC 34873
1 - \).-
]
e, O
K022 Baby Cot ‘ - 869759512K022N2 38140
» ¥
&
=~
o w7
K022 / K Baby Cot / - 869759512K022KIN 38140
\’ *
K023 Baby Cot ‘ - | 869759512K023N4 38140
& K023 o =
K024 Child Cot 869759512K024N6 34873
K024 /T Child Cot With Single Adjustment ‘\t 869759512K024TKE 34873
| N
@ o
| |
K025 Child Cot With Accompanier Bed ‘ i = | 869759512K025N8 34873
=i
@Ko e
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Kenmak Hospital Furniture

Part of Human Care Group

K018 Delivery Bed 869759512K018NB 38458
- ——

K033 /E Elektrikli Hastf'a Sedyesi (Akult) 'Electrlcally Operated ﬂ.ﬂ 869759512K033E1) 33000
Patient Stretcher (With Battery) —
v ‘
&)

K033 General Purpose Stretcher 869759512K033N7 35892
K034 /D Shower Stretcher 869759512K034DJK 31092
K035/ A Patient Transfer Stretcher 869759512K035AJG 46148

& s
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 Stretc}her With Hydraulic Height 860759512K034KIZ 35892

Adjustment
K034 / T-2K Emergency Stretcher (With Two Hydraulic Columns) 869759512K034T2KU 35892
K034 / A First Aid Stretcher With Hydraulic Adjustment 869759512K034AID 35892
K034 /T Hydraulic Trauma Stretcher 869759512K034TKK 35892
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Kenmak Hospital Furniture
Part of Human Care Group

K034 / 2K Emergency Stretcher (With Two Hydraulic Columns) 869759512K0342KF7 35892
K035/B Patient Transfer Stretcher (Plastic) 869759512K035BJJ 46148
K035 / K Stainless Steel Patient Transfer Stretcher 869759512K035KK4 46148
K032 Folding Portable Stretcher 869759512K032N5 35892
K031 First Aid Stretcher 869759512K031N3 35892
K013 /SS Stainless Steel Foldable Examination Couch 869759512K013SSJ4 38458
K013 /F Physiotheraphy Chair With A Single Motor 869759512K013FJA 38458
kLu
K013 /E PHYSIOTHERAPHY CHAIR WITH 2 MOTORS W 4 869759512K013EJ8
P e
L I b
b)
K015/ E Gynecological Examination Chair With Three Motors 869759512K015EJE 38458
K015 / ES Gynecological Examination Chair With Three Motors 869759512K015ESH4 38458
K013 Foldable Examination Couch B - 869759512K013MZ 38458
K013 /A Examination Couch With Gas Spring Adjustment E 869759512K013AHY 38458
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Kenmak Hospital Furniture

Part of Human Care Group

o
Rp=v
K015 Gynecological Examination Chair g |F 5 869759512K015N5 38458
s
asos
S
K014 Laminated Examination Couch With Drawers = = = 869759512K014N3 38458
K015 /H Manually Operated Gynecological Examination Chair 869759512K015HJL 38458
K014 /D Laminated Examination Couch With Cabinet 869759512K014DJ9 38458
a o
\2
4
K013 /H Hydraulic Examination Couch Yo > 869759512K013HJE 38458
| Bl
]
K016 /P Proctology Table With Gas Spring 869759512K016PK7 38458
=
K015 / HC Manually Operated Examination Chair | “ 869759512K015HCGD 38458
SN
5 )
o]
K023 / K Baby Swaddle Table ! 869759512K023KIR 38458
4‘%17-
.qxnzzm A
1 o o~
K017 Delivery Table (Couch And Trolley) = ."""‘ — 869759512K017N9 38458
I : ‘ i -
aws 4 % &
o
AL 0N
~~ o
K019 / OPTA 20 General Purpose Electromechanic Operation Table W [ 869759512K0190201J 37255
OPTA-TR Orthopedic Traction For Operation Table 8697595120PTATR7Y 14105
KOBS Otorhinolaryngologic E&aor:;rssatlon Chair With Three - 869759512K06ENL 38447
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Kenmak Hospital Furniture

Part of Human Care Group

K067 General Purpose Exa’\r/\lw(l)rzztgon Chair With Three ‘..Zq 869759512K067NQ 38447
}:&‘ %
.
K067 / A General Purpose Examination Chair With Four Motors _— 869759512K067AK5 38447
Sad®
v T o
B ]
K019/B Blood Transfusion Chair \g 869759512K019BJL 38448
A
W
v
K019 /A Blood Transfusion Chair (With Gas Spring) 869759512K019A)J 38448
e
H /250 Patient Transport And intervention Chair 869759512H250MU 41630
1 /400 Patient Treatment Chair 8697595121400MW 41630
1/ 700 Patient Transport And intervention Chair (Obese) 8697595121700ND 41630
K001 Chrome Plated Foldable Wheelchair 869759512K001MS 41630
Koo1/P Non Magnetic Wheelchair (Mr Compatible) Q 869759512K001PJK 41630
‘1
K003 Wheelchair With Fixed Wheels iy 869759512K003MW 41630
(?‘- i!";' ).
e
e 9
-
= ~
K005 Wheelchair (With Potty) \b 869759512K005N2 41630
¥ L]
v § -
TRANSPORT 05 Patient Transport Trolley (Simple) i 869759512TRANSPORTOSMQ 41630
2
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Kenmak Hospital Furniture

Part of Human Care Group

| Ay 4
~%
TRANSPORT 35 Patient Transport Trolley T" 869759512TRANSPORT35MZ 41630
w !
CARL-OSCAR Carl-Oscar Rollator 869759512CARLOSCAR7Y 31119
NEXUS / 3 Nexus Rollator 869759512NEXUS35T 31119
REBEL Rebel Rollator 869759512REBELVJ 31119
K066 / E Phototherapy Appliance 869759512K066EKA
& la
. .
assn® g
4
K092 / E Infant Warmer !i;i - 869759512K092EKD
\,
ar <
—_—
4
K020 Surgery Trolley (Stainless Steel Top) 869759512K020MW
* “‘/"
TR
K020/ A Stainless Steel Mayo Table With With Gas-Spring ” 869759512K020AHU
Agein,
—_—
K020 /H Hydraulic Stainless Steel Mayo Table 869759512K020HJA
T &
K057 Overcouch Patient Dining Table 1 869759512K057NM
=
K058 Overcouch Patient Dining Table (With Gas-Spring) 869759512K058NP
> . L
®
-
cent Dini Lami
Kos8 / K Overcouch Patient Dining Table (Compact Laminate 860759512K058KKP
Top Surface) "
5 L]
1)
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Kenmak Hospital Furniture

Part of Human Care Group

K058 / P Overcouch Patient Dining Table (Plastic Top Surface) 869759512K058PKZ
> e
L3
O h Patient Dining Table (Plastic Tt
K058 / P-55 vercouch Patient Dining Table (Plastic Top 869759512K058PSSQY
Surface)(SS)
< 1]
1)
Koss / PT Overcouch Patient D|n|ng Table (Plastic Top 869759512K058PTK]
Surface)(Tilting)
=6 )
< z <
_————
K058 / PTS Tilting Patient Dining Table 869759512K058PTSR3
=) ¥ =
———
K058 / PTSD Tilting Patient Dining Table — Demonte - Sweden 869759512K058PTSDZP
&0 y =3
Tilting Patient Dining Table (P ic Heigh o
t
K058 / PTSH ilting Patient Dining Table (Pneumatic Height 869759512K058PTSH22
Adjustment)
- g ¥ =
———
K058 / PTSHD Tilting Patient Dining Table — Demonte - Sweden 869759512K058PTSHDGD
&0 y =3
K058 /T Overcouch Patient Dining Table (Top Tilting) 869759512K058TL9
L] ’ -
@
K021 /2P Laundry Trolley (Stainless Steel)(Double) 869759512K0212PET
K021 /K Laundry Trolley(Foldable) 869759512K021KIK
L) :‘ %
K021 /P Laundry Trolley (Stainless Steel)(Single) 869759512K021PJV
©
<
K021/S Laundry Trolley \ II||III|I| 869759512K021SK3
e
K021 /T Laundry Trolley ( Clean-Dirty) 869759512K021TK5
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Kenmak Hospital Furniture

Part of Human Care Group

K021 /TT Laundry Trolley ( Clean-Dirty) | L J 869759512K021TTJ6
5 & )
)
K028 Instrument Trolley (Sheet Metal Top) 869759512K028NE
L] - L
o .
K028 / A Instrument Trolley (Stainless Steel Top) 869759512K028AJL
7
i L 3
== 4
(‘;-‘* “/l
K028 / K Instrument Trolley (Stainless Steel) | y 869759512K028KK8
LANJ (8
o>
K028 / WT STAINLESS STEEL WORKING TABLE \ ! ! | 869759512K028WTKJ
—
K028 / K3 STAINLESS STEEL INSTRUMENT TABLE WITH 3 8697595129876
SHELVES
5
—
—_—
K028 / PB Dressing Trolley ( Powder Coated) {& o | 869759512K028PBHR
=
v
=
- —
K028 / PP Dressing Trolley (Stainless Steel) ‘&- 869759512K028PPJM
| —"
b= L 4
L 4
K029 Laminated Equipment Trolley - 869759512K029NG
. |
e 5
P
K030 Laminated Instrument Trolley l 869759512K030MZ
L]
K
K040 Medicine And Treatment Trolley With Drawers 5 i 869759512K040N4
i
|
 anad® T
K040 / MO 2 Anesthesia Cart 869759512K040RK8
t i
K040 /MO 1 Emergency (Crash) Cart = 9 869759512K040TKC
i ]
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Kenmak Hospital Furniture

Part of Human Care Group

|
RN
K040 / AK Anesthesy Trolley (Stainless Steel) .E’F 869759512K040AKG4
—~— y
<
L
L J
K040 /MO 3 Medication Cart 869759512K040BJ8
K040 / K Emergency Trolley (Stainless Steel) aj 869759512K040KJS
Ty
v
Usrrre
K040/ S First Aid Medicine Trolley - 869759512K040SKA
—
K041 General Purpose Medicine Trolley F 869759512K041N6
K049 Small Tube Holder-Cart 869759512K049NN
[}
aos  —
K050 Big Tube Holder-Cart 869759512K050N7
a
s —
K047 Serum Holder 869759512K047NJ
ane'’s
SERUM HOLDER
K047 7 12K047CIX
047/¢ CHROME-PLATED FRAME 869759512K047C)
anes
K047 / K Serum Holder (Cr-Ni) 869759512K047KKF
e
K048 Serum Holder (Aluminium Die-Cast Base) [ 869759512K048NL
aund o *
i
K048 / P Serum Holder (Pp Base) 869759512K048PKU
K075 Sheet Metal Bedside Cabinet . 869759512K075NP
 J g'
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Kenmak Hospital Furniture
Part of Human Care Group

| o e—
K075/B Sheet Metal Bedside Cabinet(Big) . ‘ 869759512K075BK6
rr

K076 Bedside Cabinet (Wooden) 869759512K076NR

K076 / A Bedside Cabinet (Wooden) 869759512K076AK7
K076 / AB Bedside Cabinet(Abs) 869759512K076ABH5
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 i . 869759512K077NT

¢ g
€

K077 /8B Mini-Bar Melamine Bedside Cabinet 869759512K077BKC

K077 /M Mini-Bar Melamine Bedside Cabinet 869759512K077ML2
Bedsi i i ing B
K077/ K edside Cabinet With S_ervmg oard (Compact 269759512K0TTKKW
Laminate)
|
K061 Single (Negatoscope) 869759512K061NC
Em
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Kenmak Hospital Furniture
Part of Human Care Group
K061 /L Single (Negativoscope) (Led) 869759512K061LK9
Y HOSL/L
¥ i - i
K062 Double (Negatoscope) ' ‘ K 869759512K062NE
. L
K062 /L Double (Negativoscope) (Led) 869759512K062LKC
. K062/L
K063 Triple (Negatoscope) 869759512K063NG
- KO&62/L
K038 Couch Steps 869759512K038NH
K043 Three-Panel Folding Curtain Screen (Powder Coated) 869759512K043NA
e
|
K043 /SS Three-Panel Folding Curtain Screen (Stainles Steel) L 869759512K043SSIR
(TG ¢
K043 / A Ward Screen ( 3 Parts) 869759512K043AJF
K054 /D Polyurethane Doctor Stool 869759512K054DJV
Pt
[ ]
K054 / AK Gas-Spring Height Adjusted Swivel Stool (Chrome 860759512K054AKGX
Plated Lower Base) 3 .
K054 / AA HEIGHT ADJUSTABLE STOOL WITH BACKREST 5 |I 8697595129883
El D. BLE L B E D
K054 / AAK HEIGHT ADJUSTA STOOL WITH BACKREST AN 8697595129890
CHROME-PLATED BASE
-
K070 Medicine Storage Cabinet (One Door) 869759512K070ND

- T

P020.F01/02.05.2023
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Kenmak Hospital Furniture

Part of Human Care Group

K072 Two Doors Medicine Storage Cabinet l = | 869759512K072KKF
s .
EFl
K072 / K Two Doors Medicine Storage Cabinet (Chrome-Nickel) ‘ h 869759512K074A)Z
K074 / A Anesthesy Medicine Storage Cabinet -i-i 869759512K074A)Z
. -
4
K078/ A Wooden Wardrobe (One Person) B L 869759512K078AKD
o R
K078 / AL Wooden Wardrobe (One Person- Lux ) 869759512K078AL3
K079 /A Wooden Wardrobe (Two Persons) 869759512K079AKG
|
PR
K080 /A Wooden Locker (4 People)(Lux) 869759512K080AJS
K081 /A Wooden Wardrobe (Three Persons) @ 869759512K081AIV
-u;
K082 /A Wooden Wardrobe(Four Persons) 869759512K082AJY
PP
K083 / A Wooden Wardrobe (Six Persons) 869759512K083AK3
e
K086 Cap, Bonnet And Mask Cupboard (Stainless Steel) 869759512K086NU
K087 Slipper Trolley (Stainless Steel) 869759512K087NW
k098 Doctor Furniture - 869759512K098P3
e |
a Koss

P020.F01/02.05.2023
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Kenmak Hospital Furniture
Part of Human Care Group

KO98-EFES Working Table 869759512K098P3
Ao
K098-EKO Working Table 869759512K098EKOPM
-
KO98-ETNA Working Table )_ I\ 869759512K098ETNAY9
;e
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) > e 869759512K091PKY
S
K091 /V Antidecubit Visco Intensive Care Mattress 4 869759512K091VLC
P
K039 Electrically Operated Patient Lift | - 869759512K039NK
i} -
g s
LENA FREESTAND Lena Freestand 869759512LENAFREESTAND3 A
K045 Portable Lamp 869759512K045NE
s
|
K045 /L Portable Lamp (Led) L 869759512K045LKB
amets 4
K055 Single Port-Basin 869759512K055NH
v
-4
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Kenmak Hospital Furniture
Part of Human Care Group

hca
| |
K055 / K Single Port Basin (Cr-Ni) NN 869759512K055KKE
i
K056 Dual Port-Basin 869759512K056NK
K056 / K Dual Port Basin (Cr-Ni) q N 869759512K056KKH
e
£
PM-EVA Evacuation Sheet J/ / g J 869759512PMEVAXY
-
am
K060 Ulluminated Optotype 869759512K060NA
J
K097 / 810 WAITING CHAIR(WITH ARM REST)(1 SEATS) ‘ 869759512K097810HB
K073 MEDICINE STORAGE CABINET 869759512K073NK
K099 / 840 METAL LONG WAITING CHAIR (3 SEATS) 869759512K099840)2
' K099/840 /
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TURK STANDARDLARI ENSTITUSU
TURK STANDARDLARINA UYGUNLUK BELGESI

TURKISH STANDARDS INSTITUTION
CERTIFICATE OF CONFORMITY TO TURKISH STANDARDS

Markanin Tanimi Description of the Mark

TSE .opur @ ceyvor o ¢ L

BELGE NUMARASI 020311-TSE-19/02 @

REFERENCE NUMBER OF LICENCE I
TURKAX

BELGENIN ILK VERILIS TARIHI 05.01.2018 @

DATE OF FIRST ISSUE OF LICENCE

BELGENIN SON GEGERLILIK TARIHI 05.01.2024 s

LICENCE VALID UNTIL

BELGE SAHIBI KURULUSUN ADI KENMAK HASTANE MALZEMELERI VE ELEKTROSTATIK

NAME OF THE LICENCE HOLDER BOYA SANAYI VE TICARET A.S

BELGE SAHIBI KURULUSUN ADRESI SARNIC YOLU UZERI NO:23 GAZIEMIR iZMIR/TURKIYE

ADRESS OF THE LICENCE HOLDER

URETIM YERI ADI KENMAK HASTANE MALZEMELERI VE ELEKTROSTATIK BOYA

NAME OF THE MANUFACTURING PLACE SANAYI| VE TICARET A. S.

URETIM YERI ADRESI SARNIC YOLU UZERI NO:23 GAZIEMIR IZMIR / TURKIYE

ADRESS OF THE MANUFACTURING PLACE

IPTAL EDILEN BELGE NUMARASI (Varsa) 020311-TSE-19/01
INDICATION OF SUPERSEDED LICENCE (if any)

TESCILLI TICARI MARKASI KENMAK
REGISTERED TRADE MARK
ILGILI TURK STANDARDI TS EN 60601-2-52 / 14.07.2011

RELATED TURKISH STANDARD

BELGE KAPSAMI
SCOPE OF LICENCE

- GUESS 402 K MODEL, GIRI$ 220-240 VAC, GIKIS 24 VDC, 50-60 HZ, 460W, IPX4, B-TIPI, 4 MOTORLU (
SUTUN), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- K012/ET-2K MODEL, GIRIS 220-240 VAC, GIKI$ 24 VDC, 50-60 HZ, 460W, IPX4, B-TIPi, 4 MOTORLU (
SUTUN), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- GUESS 402 MODEL, GIRI$ 220-240 VAC, GIKIS 24 VDC, 50-60 HZ, 460W, IPX4, B-TIPI, 4 MOTORLU (
MAKASLLI), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- GUESS 401 MODEL, GIRIS 220-240 VAC, GIKIS 24 VDC, 50-60 HZ, 460W, IPX4, B-TIPI, 4 MOTORLU (
MAKASLI), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- K012/ES-4M MODEL, GIRIS 220-240 VAC, CIKIS 24 VDC, 50-60 HZ, 460W, IPX4, B-TIPI, 4 MOTORLU (
MAKASLYI), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- GUESS 303 MODEL, GIRIS 220-240 VAC, GIKI$ 24 VDC, 50-60 HZ, 345W, IPX4, B-TIPI, 3 MOTORLU (

e-imzali/e-signed
b 05.01.2023

Belgelendirme Merkezi Baskani Adina
Ahmet NAMLI

Izmir Belgelendirme Midiirii

Urtnun, Uretim yerinin Enstitimizun belirledigl gartlan karsiladigim da gosterir,

rélle tahrif edilemez, kismen veya okunmasini zorlastiracak sekilde cofaltilamaz, kazinti ve silinti yapilamaz.

- MIR 8 ELENDIRME MUDURLUGU * Adres: 8780/1 sokak No:5 Gigli / [ZMIR * Telefon: 0232 376 24 25(3H) * Faks: 0 232 445 42 32

*TSE S8ELGELENDIRME MERKEZ BASKANLIGI, Adres: Necatibey Cad. No:112 06100 Bakanliklar/ANKARA — Telefon 0 312 416 64 81/ 416 64 27, Faks:0 312 416 86 17 E-posta
‘bmb(@tse.org.ir , web : www.ise.org.tr

W

https:/fevrakkontrol.tse.org.tr/BelgeDogrulama.aspx? p=1kbiuogj adresinden belgenin dogrulugunu ve gegerliligini sorgulayimiz,
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TURK STANDARDLARI ENSTITUSU
TURK STANDARDLARINA UYGUNLUK BELGESI

TURKISH STANDARDS INSTITUTION
CERTIFICATE OF CONFORMITY TO TURKISH STANDARDS

Markanin Tanim Description of the Mark

TSE vey/or @ veyaor e G WM

BELGE KAPSAMI ( 020311-TSE-19/02nolu belge devami) : KENMAK HASTANE MALZEMELERI VE ELEKTROSTATIK
BOYA SANAYI VE TICARET A.§
ILGILI TURK STANDARDI(RELATED TURKISH STANDARD) TS EN 60601-2-52 / 14.07.2011

MAKASLI), SINIF I, ELEKTRIKLI HASTA KARYOLAS|

- GUESS 301 MODEL, GIRI$ 220-240 VAC, GIKI$ 24 VDC, 50-60 HZ, 345W, IPX4, B-TIPI, 3 MOTORLU (
MAKASLI), SINIF I, ELEKTRIKLI HASTA KARYOLASI

- K012/EP-3M MODEL, GIRIS 220-240 VAC, GIKIS 24 VDC, 50-60 HZ, 345W, IPX4, B-TIPI, 3 MOTORLU (
MAKASLI), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- GUESS 201 MODEL, GIRI$ 220-240 VAC, CIKI$ 24 VDC, 50-60 HZ, 200W, IPX4, B-TIPI, 2 MOTORLU (
MAKASLI), SINIF |, ELEKTRIKLI HASTA KARYOLASI

- K012/ES-2M MODEL, GIRI$ 220-240 VAC, GIKIS$ 24 VDC, 50-60 HZ, 200W, IPX4, B-TIPI, 2 MOTORLU (
MAKASLI), SINIF I, ELEKTRIKLI HASTA KARYOLASI

e-imzali/e-signed
05.01.2023

Belgelendirme Merkezi Bagkani Adina
Ahmet NAMLI

Izmir Belgelendirme Miidiiri

“Bu belge, belgelendirilen Urinin, Gretim yerinin Enstitimizin beliredigi sartlan kargiladigini da gosterir

“Bu belge, hig bir suretle tahrif edilemez, kismen veya okunmasini zorlastiracak sekilde cogaltilamaz, kazinti ve silinti yapilamaz.

*TSE IZMIR BELGELENDIRME MUDURLUGU * Adres: 8780/1 sokak Na:5 Gigll / IZMIR * Telefon: 0232 376 24 25(3H) * Faks: D 232 445 42 32

*TSE BELGELENDIRME MERKEZ BASKANLIGI; Adres: Necatibey Cad. No:112 06100 Bakanliklar/ANKARA — Telefon: 0 312 416 64 81/ 416 64 27, Faks:0 312416 66 17 E-posta
‘bmb@tse org.ir, web | www.tse.org.tr

https://fevrakkontrol.tse.org.tr/BelgeDogrulama.aspx?p=1kbiuogj adresinden belgenin dogrulufunu ve gegerliligini sorgulayiniz,




CERTIFICATE OF REGISTRATION

Fiscal Year 2023
This is to certify that
KENMAK HASTANE MALZEMELERI VE ELEKTROSTATIK BOYA SAN. TIC. A.S.
SARNIC YOLU UZERI NO:23
GAZIEMIR IZMIR, TR 35410

Has completed the annual registration with the U.S. Food and Drug Administration as required by Title 21,
chapter I, subchapter H, part 807 of the United States Code of Federal Regulation.

Establishment Registration : 3016672059

Product Code : FNL

Regulation Number : 880.5100

Device Classification 12

Device : AC-POWERED ADJUSTABLE HOSPITAL BED
U.S. Agent : HEALTHCARE INTERNATIONAL PARTNERS, LLC

2450 SW 145 AVENUE, SUITE 101
MIRAMAR, FL 33027

This certificate does not make representation or warranties to any person or entity other than the named
certificate holder; it is issued for record-keeping purposes only. This certificate does not denote
endorsement or approval of the certificate holder’s facility or product by the U.S. Food and Drug
Administration. Healthcare International Partners, LLC. Assumes no liability to any person or entity in
connection with foregoing.

According to 21 CFR 807. 39 the assignment of a registration number or registration of a device facility does
not in any way denote approval of the establishment or its products. Any representation that creates an
impression of official approval because of registration or possession of a registration number is misleading
and constitutes misbranding.

The U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food
and Drug Administration recognize a certificate of registration. Healthcare International Partners, LLC. is not

I P Alan Garcia Acevedo
FER e e A, Regulatory & Compliance Coordinator
Healthcare International Partners, LLC.

Dated: 01/07/2021

Your Sirategic Piece
regulatory@hip-lic.com
+52 55.4172.5510, +1.305.351.9050

www.hip-llc.com



http://www.hip-llc.com/
mailto:regulatory@hip-llc.com
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