CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex |l
(Excluding Section 4)

Company Name : UzUmc Tibbi Cihaz Ve Medikal Gaz Sistemleri San. ve Tic. A.S.

Company Address : Ogulbey Mah. Kumludere Cad. No:1/1A Golbasi ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex |
(Excluding Section 4)

: Medical Gas System and Electrosurgical Products - Class lib, lla

: 36777, 42549, 36271, 35630, 36810, 36171, 37512, 34849, 47860,
43438, 44809, 36271, 15615, 36778, 35030, 11067

Product Types are attached.

Certificate Number 1 M.2019.106.12408
Report Number :MD.3754.1B

Initial Assessment Date :28.05.2019
Registration Date :09.08.2019
Revision Date /No -

Expiry Date 1 27.05.2024

UDEM hereby declares that the requirements of Annex ll, excluding section 4 of the 93/42/EEC Directive have been met
for the listed products. The above named manufacturer has established and applied a quaity assurance system, whichis
subject to periodic surveilance audits, defined by Armnex I, section 5 of the forementioned directive. According 1o Annex
1l section 4 cn EC design- examination certificate is required for placing the Classs il devices onthe market. UDEM's responsiolity
for class | devices covered by the EC certificate is limited to manufactuing issues related to safeguarding and maintaining
sterte condifions, if the device is stere; and manufactuing issues related to product's conformity with metrological reciirements,
ifit has measurement function. This certificate remains as the property of UDEM Intemational Cerlification Auditing Training F
Cenire Industry and Trade Inc. Co. to whom it must be retumed upon request. The above named company and UDEM

must keep a copy of this certificate for 5 years from the registration of the cerificate. Usage of the CE mark s under the . Q Eem
resporsibilty of the manufacturer with the complefion of EC Declcration of Conformity. The above menfioned corddigifally sig neuy S n-
must nofify all changes related with the approved product to UDEM. If UDEM will not renew the validity of this certifldate: 2022.06.17 15:44:11 EEST
in question, the mentioned company should stop placing the product on the market. The validity ®#ason: MoldSign Signature
cerfificate can be checked through www.udem.com.ir. Location: Moldova

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-mail: info@udemitd.com.ir www.udem.com.r




This document containing 3 (three) pages is the Annex of the Certificate with the number

ke M.2019.106.12408 and with the registration date of 09.08.2019 issued for “Uziimcii Tibbi
/P& Cihaz Ve Medikal Gaz Sistemleri San. ve Tic. A.S. ” by UDEM Uluslararasi Belgelendirme
. L:___ Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID
UDEM No: 2292 according to 93/42/EEC Medical Devices Directive. '

Medical Gas Systems

Flowmeter - Class itb GMDN: 42549

Models
1200.05 1200.10 1200.15 1200.25 1200.30 1200.00B
1200.00N 1200.00E 1200.05U 1200.10U 1200.15U 1274.00
1200.20U 1220.05 1220.10 1220.15 1220.20 1222.05
1230.05 1230.10 1230.15 1270.00 1273.00
Bed Head Units and Pendants
Bed Head Units — Class Ilib GMDN: 36271

1000.10 1000.60 1030.10 1035.20 1035.75 1040.30

1000.20 1000.70 1030.20 1035.30 1040.09 1045.10

1000.30 1000.85 1030.30 1035.55 1040.10 1045.20

1000.50 1000.95 1035.10 1035.65 1040.20 1065.10

1065.11 1065.13 1065.15 1065.30 1070.30

1065.12 1065.14 1065.20 1068.10 1070.50

Bed Head Units and Pendants
Pendants - Sinif itb GMDN: 35630,36810

5070.30 5070.50 5070.65 5070.75L 5070.81 1085.80
5070.40 5070.60 5070.75 5070.80 5075.45 1085.90
5070.45 5070.61 5070.76 5070.80L 5075.50

Medical Gas Terminal Units / Medical Gas Outlets and Probes / Medical Gas Outlets - Class {ib GMDN: 36171

Models

1001.05 1001.59 1003.59 1004.58 1005.52 1001.05
1001.50 1003.50 1004.05 1004.59 1005.58 1001.50
1001.51 1003.51 1004.50 1005.05 1005.59 1001.51
1001.52 1003.52 100451 1005.50 1008.51 1001.52
1001.58 1003.58 1004.52 1005.51 1001.58

Medical Gas Terminal Units / Medical Gas Outlets and Probes / Vacuum Outlets - Class Ilb GMDN: 37512

Models

1002.05

| 1002.51 |

1002.58

1002.50

l 100252 |

1002.59

Medical Gas Terminal Units / Medical Gas Outlets and Probes / AGSS - Anaesthetic Gas Scavenging Outlets and

Probes

- Class lib GMDN: 34849

Models

1007.05

| 1007.10 |

1017.10

1607.05

| 1607.10 |

2027.10

Medical Gas Terminal Units / Medical Gas Outlets and Probes / Probes for Compressed Medical Gases
- Class lib GMDN: 36171

Models
1601.05 1603.10 1604.15 1241.05 1243.10 1245.15
1601.10 1603.15 1605.05 1241.10 1243.15 1246.05
1601.15 1604.05 1605.10 1241.15 1245.05 1246.10
1603.05 1604.10 1605.15 1243.05 1245.10 1246.15
Medical Gas Terminal Units / Medical Gas Outlets and Probes / Probes for Vacuum
- Class ltb GMDN: 37512
Models
1602.05 1602.15 1242.10 124405 1244.15
1602.10 1242.05 1242.15 124410
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This document containing 3 (three) pages is the Annex of the Certificate with the number
M.2019.106.12408 and with the registration date of 09.08.2019 issued for “Oziimcii Tibbi
Cihaz Ve Medikal Gaz Sistemleri San. ve Tic. A.S. ” by UDEM Uluslararasi Belgelendirme

Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID

UDEM  No: 2292 according to 93/42/EEC Medical Devices Directive.
Regulators for Use with Medical Gases / Pressure Reguliators for Terminal Units
{OTC included) - Class lib GMDN: 47860
Models
1401.05 1403.05 1404.05 1405.05 OTC-50
1401.10 1403.10 1404.10 1405.10 OTC-51
1401.15 1403.15 1404.15 1405.15 OTC-52
1401.05 1403.05 1404.05 1405.05 OTC-50
Regulators for Use with Medical Gases / High Pressure Reducers
- Class lib GMDN: 47860
Models
4000.10 4000.15 4000.30 4000.80
4000.10A 4000.15A 4000.30A 4000.80A
Regulators for Use with Medical Gases / Regulators for Use with Cylinders
- Class ltb GMDN: 43438
Models
OBR-50 | OBR-51 [ OBR-80
Regulators for Use with Medical Gases / Regulators for Use with Terminal Units
- Class Itb GMDN: 44809
Models
1402.05 1402.10R 1422.10 1520.00D AVO-53 1420.20D
1402.10 1402.15R 1422.15 AVO-33 AVO-63 1420.20B
1402.15 1420.20N 1422.20 AVO-34 AVO-43 1520.00N
1402.05R 1422.05 1520.00B
Pipelines and Stations for Medical Gases / Area Gas Control Boxes- Class llb GMDN: 36271
Models
956280601 956280603 956280901 956280503 956281201 956281203
956281501 956281503 956280302 956280304 956280602 956280604
956280902 956280904 956281202 956281204 956281502 956281504
956280301 956280303
Pipelines and Stations for Medical Gases / Oxygen Station- Class llb GMDN: 36271
Models
MOS-4M MOS-10 MOS-16 MOS-30 MTO-2
MOS-6 MOS-11 MOS-20 MOS-40
Pipelines and Stations for Medical Gases / Nitrous Oxide Station- Class llb GMDN: 36271
Models
MAS-4M MAS-10 MAS-16 MAS-30 MTA-2
MAS-6 MAS-11 MAS-20 MAS-40
Pipelines and Stations for Vacuum / Vacuum Station (Vertical)- Class Iilb GMDN: 15615
Models
VRD-42 VRD-102 VRD-202
VRT-43 VRT-103 VRT-203
Pipelines and Stations for Vacuum / Vacuum Station (Horizantal)- Class Ilb GMDN: 15615
Models
VYD-42 VYD-102 VYD-202
VYT-43 VYT-103 VYT-203
Pipelines and Stations for Vacuum / Vacuum Station (Mini)- Class Ilb GMDN: 15615
Models
VPY-70
Central Vacuum Trolley- Class lla GMDN: 36778
Models
30400 30402 30403 30405
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This document containing 3 (three) pages is the Annex of the Certificate with the number
M.2019.106.12408 and with the registration date of 09.08.2019 issued for “Uziimcii Tibbi

/r&. Cihaz Ve Medikal Gaz Sistemleri San. ve Tic. A.S. ” by UDEM Uluslararasi Belgelendirme
L Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID

UDEM  No:2292 according to 93/42/EEC Medical Devices Directive.

Electrosurgical Units
Electrosurgical Cautery- Class lib GMDN: 35030
Models
EK-160 EK-250 EK-410
Cryotheraphy Device - Class lla GMDN: 11067
Models
KRY-10 | KRY-10S
Surgical Suctions Mobile Series — Class ila GMDN: 36777
Models
Amb | PA-1R | " PA2 | PA-2S
Surgical Suctions Novela Series — Class Ila GMDN: 36777
Models
Novela l Novela Extractor ‘ [ Vela
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- - -
¥ uzumcu
AT UYGUNLUK BEYANI
EC Declaration of Conformity

Bu diriinlerin MDD 93-42 EEC yo6netmeliginin gereksinimlerine goére {iiretilip kontrol edildigini
"lizimcli" markasina ait olarak tamamen kendi sorumlulugumuz altinda oldugunu beyan ederiz. /
We declare that, these products which belong to "iiziimcii” brand are completely under our
responsibility also producted and checked according to the requirements of MDD 93-42 ECC.

Uretici firma / Manufacturer: Uziimcii Tibbi Cihaz ve Medikal Gaz Sistemleri
San. Ve Tic. A.S.

Adres / Address : Ogulbey Mahallesi, Kumludere Caddesi No:1/1A
Golbasi-Ankara TURKEY

Tel / Phone : +90 312 615 53 53 Faks / Fax : +90 312 615 53 90
Web: www.uzumcu.com.tr E-Mail: uzumcu@uzumcu.com.tr

Uriin Ad1/ Product Name : Ameliyat Masasi
Operating Table

Uriin Modeli /Product Model: OM-9T, OM-6N, OM-6L, OM-2M, OM-2ME,
OM-8P, OP-2P, OP-2V,0OM-7S,0M-5F,0M-3F

Uygunluk Degerlendirme Yolu: MDD (93/42/EEC) EK 7
Conformity Asssesment Route : MDD (93/42/EEC) ANNEX 7

Uriin Siif: : EK 9, KURAL 12’e gore Simf I
Class of Product: Annex 9, Rule 12, Class |

GMDN Kodu / GMDN Code: 36867

CE isareti Baslangi¢ Tarihi : 16/ 04/ 2011
Initial Date of CE Marking :

Yer ve yayin tarihi: ANKARA- 16 /04/ 2011
Place and date of issue:

Kalite Yonetim Temsilcisi / Quality
Representative

Seyda Canitez

Lol

Dok. No: TD-OT-02/01 Yayin tarihi 01.09.2015 Rev. Tarihi:17.03.2017

Rev. No: 01



OPERATING TABLE

Order Number: 11.1109

Product Features
General Features:

The Number of Mattresses 6

Mattress Materials :PU

Mattress Tickness :50mm

Maximum carrying capacity : 250 kg

Table Top Dimension 1 600x2200mm (£30mm)

Wheel Features : One Swivel Front Wheel,(@80x30mm)
Two Dual Rear Wheels(@125x32mm)

Classification : Class | (MDD 93/42 EEC)

Standards :EN 60601-1, EN 60601-2-46

Product Documentation :CEve TSE

Electrical Properties:

Inlet Voltage : 220-240 VAC / 50-60 Hz

Working Voltage :24VDC

Fuse Type: :2x 1,25A glass fuse

Battery Duration - 30 Full Movement

Battery Charge Time -9 Hour

Electrical Protection Class - Class |

Packaging Features:

Dead Weight 1216 kg

Gross Weight :255kg

Packaging Dimensions : 740x1450x1040mm

Material Specifications:

X-Ray Permeability Compact and PU Materials are Used For Table Top
Main Body is Made Of Stainless Steel(AISI 316L, DIN X2CrNiMo17-12-2)
Table Top Mattress Material is PU

Mattress Properties

Antibacterial Feature and Cleanable
Detachable PU Mattresses

Mattress Dimensions

Table Positions:

OM-6N Operating Tables,Electrical Movements are Operated by Electrical Motors
and Mechanical Movements are Operated by Gas Springs

Kidney Surgery Position is Operated by Mechanical lever

Electrical Movements:

Height Adjusment

Back Rest

Trendelenburg/Reverse Trendelenburg
Lateral Tilt Movement

Mechanical Movements:

Head Rest Movement

Back Rest, Kidney Surgery Position
Leg Rests,Up/Down

Leg Rests,Right/Left

Accessories:

OM-100 :Anaesthesia Screen
OM-110  : Infusion Rod
OM-120  : Arm Support,Pair
OM-150  : Body Strap

OM-220  :Knee Support
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OPERATING TABLE

Table Positions :

Height Adjusment :
2x6000 N Electromechanic motors for up / down movement

800 mm - 1200 mm (without mattress)

gmunn-

Lateral Tilt Movement :
1x6000 N electromechanic motors for lateral tilt movement

Back Rest Movement :
1x6000 N electromechanic motors and 1x600 N gas springs

Sliding Movement :
1x6000 N Electromechanic motors for siliding movement

300 mm
PrET .

Flex:
Electromechanic engine uses for flex movement

- \\

Reflex:

Electromechanic engine uses for Reflex movement

\ 117/

=T ]

Trendelenburg -Reverse Trendelenburg
1x6000 N electromechanic motors and 1x600 N gas springs

Leg Rests,Up/Down :
2x500 N gas springs

80“(

Head Rest Movement :
2x300 N gas springs for head rest movement

+35°

-80°

Positions:

Height Adjusment,

Back Rest Movement

Trendelelnburg - Reverse Trendelenburg,
Lateral Tilt Movement.

Sliding Movement

Memory Capacity:

5 different position to record feature
10 different function buttons manages
the basic movements

of the operating table

UzUMmMCU Tibbi Cihaz ve Medikal Gaz Sistemleri s’

OPERA

OPERATING TABLES




OPERATING TABLE

Order Number: 11.1109

Product Features
General Features:

The Number of Mattresses 16

Mattress Materials :PU

Mattress Tickness :50mm

Maximum carrying capacity : 250 kg(all positions) 350 kg(zero position)

Table Top Dimension
Wheel Features

: 600x2200mm (£30mm)
: One Swivel Front Wheel,(@80x30mm)
Two Dual Rear Wheels(@125x32mm)

Classification : Class | (MDD 93/42 EEC)
Standards :EN 60601-1, EN 60601-2-46
Product Documentation - CE ve TSE

Electrical Properties:

Inlet Voltage : 220-240 VAC / 50-60 Hz
Working Voltage :24VDC

Fuse Type: :2x1,25A glass fuse
Battery Duration : 30 Full Movement
Battery Charge Time : 9 Hour

Electrical Protection Class : Class |

Packaging Features:

Dead Weight : 216 kg

Gross Weight 1261 kg

Packaging Dimensions - 780x1700x1000mm

Material Specifications:

X-Ray Permeability Compact and PU Materials are Used For Table Top
Main Body is Made Of Stainless Steel(AISI 316L, DIN X2CrNiMo17-12-2)
Table Top Mattress has Nano surface protection.

Pins and adapters on the table body is made of copper-coated.

Mattress Properties

Antibacterial Feature and Cleanable
Detachable PU Mattresses

Mattress Dimensions

Table Positions:

OM-6N Operating Tables,Electrical Movements are Operated by Electrical Motors
and Mechanical Movements are Operated by Gas Springs

Kidney Surgery Position is Operated by Mechanical lever

Electrical Movements:

Height Adjusment

Back Rest

Trendelenburg/Reverse Trendelenburg

Lateral Tilt Movement

Sliding

Mechanical Movements:

Head Rest Movement

Back Rest, Kidney Surgery Position (250° or 130 mm)

Leg Rests,Up/Down

Leg Rests,Right/Left

Accessories:

OM-100 :Anaesthesia Screen
OM-110  : Infusion Rod
OM-120  : Arm Support,Pair
OM-150  : Body Strap

OM-220  :Knee Support

693
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OPERATING TABLE

Table Positions :

Height Adjusment :

2x6000 N Electromechanic motors for up / down movement

800 mm - 1200 mm (with mattress)

g

Lateral Tilt Movement :

1x6000 N electromechanic motors for lateral tilt movement

Back Rest Movement :

1x6000 N electromechanic motors and 1x600 N gas springs

Sliding Movement :

1x6000 N Electromechanic motors for siliding movement

300 mm
L

Flex:
Electromechanic engine uses for flex movement

210°

==Y
- \\

Reflex:

Electromechanic engine uses for Reflex movement

\ 115°

/

Trendelenburg -Reverse Trendelenburg
1x6000 N electromechanic motors and 1x600 N gas springs

Leg Rests,Up/Down :
2x500 N gas springs

Head Rest Movement :
2x300 N gas springs for head rest movement

+35°

-80°

Positions:

Height Adjusment,

Back Rest Movement

Trendelelnburg - Reverse Trendelenburg,
Lateral Tilt Movement.

Sliding Movement

Memory Capacity:
5 different position to record feature
10 different function buttons manages

the basic movements )
There is 3 remote control in complectation.
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