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DECLARATION
Rev Date 29.12.2021
Rev. No 01
OF CONFORMITY roacte | 13
Company Name :  Su Biyomedikal Sistemler ve Saglik Hizmetleri San.ve Tic. A$.
Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt jstanbul
Tel i 4902123203753
Fax £ +90 2123205351
. <79
Weh : www.submed .com.tr
E-mail :  info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule
ANGIOGRAPHY SURGERY PACK ASP-001-4 33961 Class 2a Rule 6
Conformity Assessment Pracedure d Annex V
Related Standards 3 EN 1SO 13485, EN [SO 9001, EN 1SO 11135, EN 1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive l

93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body : KIWA Belgelendirme Hizmetleri A.S.

NB Address : ITOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE
NB Identification Number :1984

EC Certificate Number : 1984-MDD-14-266

Expiry Date : 27 May 2024

Signature, Stamp

CityDate : Istanbul, 29.12.2021 SU BIVOMEDIKAL SISTEMLER VE

Name : Yusuf Yigit Akkus SAGLIK HIZMETLER] YIE? TICARETAS.

Position : General Manager ., Orhangazi Mah. 1673 Sk, Wo20 ESenyurl{ ISTANBUL
el 0212320 37 53 Ba: 212 320 53 51

- . S Mikap V0. 7810847505 Tic Sic.
Digitally signed by Tutunaru Diana

Date: 2021.12.30 14:51:45 MSK '
Reason: MoldSign Signature
Location: Moldova

No: 749756-0
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| URON TEKNIK BILGILERI
% | PRODUCT TECHNICAL INFORMATION

Uriin Grubu « #22.6 Uriin Ads ##rdct Narme Referans No : neferance 1o
Cerrahi Setler Anjiyografi Cerrahi Seti T
Surgical Sets Diagnostic Interventions Pack ASP-001-4

M L
1. Uriin igerik ve Teknik Cizimi Lo

Product Content and Technical Drawing

Urtin Teknik Gizimi

Product Technical Drawing

oo WISH L

3000 ml

150¢cm

@<

120 ml120 ml

i

20m!

Urilin Malzeme Bilgileri

Product Material Information

1x Anjiyografi Ortiisii - Angiography Drape 240x330 cm
1x Emici Ortii - Absorbant Drape 35x45 cm 500ml/m? liquid proof
1xYan Banth Ortii - Adhesive Drape 50x50 cm
1x Alet Masa Ortsi - Table Cover 150x190 cm
4x El Havlusu - Hand Towel 30x40 cm
3x Standart Cerrahi Onliik - Standard Surgical Gown XL
1x Tepsi - Tray 3000 ml
1xLL, $innga - Syringe,LL 20ml
2x Skopi Kilifi - Scopy Cover 0140 cm
1x C Skopi Kilifi - C-Arm Scopy Cover ©75cm
2x Plastik Kap - Bow! 120 ml
1x Plastik Kap - Bow! 250 ml
1xBobrek Kabi - Kidney Bowl 800 ml
1x Plastik Forseps - Plastic Forceps 15¢cm
2x Plastik Cimbiz - Plastic Tweezers 10cm

CkaHupoeaHo ¢ CamScanner



DECLARATION

SUOMNEB:

Section No | TD-06/5.2-1-En
Rev Date 29.12.2021
. Rev. No 01

OF CONFORMITY roache |3/
Company Name . Su Biyomedikal Sistemler ve Saglk Hizmetleri San. ve Tic. A:$.
Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel : 4902123203753
Fax T 4902123205351 7 ,Z?&
Web : www.submed .com.tr
E-mail :  info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule
ANGIOGRAPHY SURGERY PACK ASP-001-3 33961 Class 2a Rule 6
Conformity Assessment Procedure $ Annex V

Related Standards

EN ISO 13485, EN 1SO 9001, EN I1SO 11135, EN I1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive,

Notified Body : KIWA Belgelendirme Hizmetleri A.S.

NB Address : iITOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE

NB Identification Number :1984

EC Certificate Number : 1984-MDD-14-266

Expiry Date 1 27 May 2024

Signature, Stamp
Cityibate - . (stanibuil 25120200 SU BIYOMEDIKAL SISTEMLER VE
Name : Yusuf Yigit Akkus SAGLIK HiZMETLER YIE;/; TICARETAS.
position  : General Manager Orhangazi Mah. 1673 Sk. §020 E€enyurt /ISTANBUL
Tel: 0212 320 37 53 Ral: 0212 320 53 61

Yenikapi V.D.: 7810

Tic.Sic. No: 749756-0

CkaHupoBaHo ¢ CamScanner



@Plif URUN TEKNIK BILGILERI
Wz | PRODUCT TECHNICAL INFORMATION

Urlin Grubu / #rs0: Crouns Qriin Ad1  rouci N Referans No ; feferente o
Cerrahi Setler Anji fi i
n Jiyografi Cerrahi Seti
Surgical Sets Endovascular Procedures Pack ASP-001-3

e L. L7
1. Urlin Igerik ve Teknik Cizimi j
Product Content and Technical Drawing

Uriin Teknik Cizimi
Product Technical Draviing

2
5 (=]
8
'3‘ 120ml  100ml
a
ia 100cm 301 ¢
i3
800 m!
©
3 =
40cm
et
ﬁ o £y 4 3000 ml
*186 *21G ‘226 i T T ; N 2 S >
£ i - 4 AT
20ml w0m sm 2m 3000 ml I % .
Uriin Malzeme Bilgileri ’
Product Material Information
1x Anjiyografi Ortlisii - Angiography Drape 240x330cm  1xTepsi-Tray 3000 ml
1x Emici Ortii - Absorbant Drape  35x45 cm 500ml/m? liquid proof  1x Anjiyografi Kontrol $iningas: - Angiography Control Syringe 12 m,
1x Yan Bantli Ortii - Adhesive Drape 50x50cm  1x Manifold Kit - Manifold Kit 3iterps
1x Alet Masa Ortiisii - Table Cover 150x190 cm  1x Bistiiri - Scalpel NO §1
4x E| Havlusu - Hand Towel 30x40cm  1x Kilavuz Tel - Guidewire 175 em J-Tip 0,035"
3x Standart Cerrahi Onliik - Standard Surgical Gown XL 1xKilavuz Tel Kabi - Guidewire Bowl 3000 ml
2x Pudrasiz Steril Eldiven - Sterile Powder-Free Gloves NO7,5 30xGazliBez-Gauze Swab 8 ply. 10x10 cm
1x Pudrasiz Steril Eldiven - Sterile Powder-Free Gloves NO8 1xigne-Needle 18G
2x Skopi Kilifi - Scopy Cover 0140cm  2xigne - Needle 216
1x C Skopi Kilifi - C-Arm Scopy Cover 075cm  1xigne - Needle 226G
1x Plastik Kap - Bowl 120ml  1xLL, Sinnga - Syringe,LL 20ml
1x Soliisyon Kabi - Solution Bowl With Lid-Biological Risk  100ml  1xLL, $iringa - Syringe,LL 10ml
1x Plastik Kap - Bow! 250ml  1xLL, $innga - Syringe,LL sml
1x Bébrek Kabi - Kidney Bowl 800ml  1xLL, $innga - Syringe,LL 2ml
1x Plastik Forseps - Plastic Forceps 15cm 1 Sterilizasyon Bohgasi - Sterilization Wrap 100x160 cm
1x Plastik Cimbiz - Plastic Tweezers 10cm
! SMS 40 gsm Adhesive Cellulose %100 Cotton (Gauze) ! ; , el ,\‘Il;s:‘i:;;'\;:“?s'\:‘l‘-’::mﬂ‘
j otesld ]
2 ¢ Transparent PE Film i SMS 42 gsm Incise Film Use !
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Rev Date 29.12.2021
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Rev. No 01

OF CONFORMITY rosete | 1/
Company Name :  Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. AS.
Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel : 4902123203753
Fax . +90 21232053 51 l
Web : www.submed .com.tr
E-mail :  info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule
CARDIOVASCULAR SURGERY PACK CVKP-001 33961 el .)7'1‘ Class 1s Rule 4
CARDIOVASCULAR SURGERY PACK CVKP-002 33961 Class 1s Rule 4
CARDIOVASCULAR SURGERY PACK CVKP-003 33961 Class 1s Rule 4
Conformity Assessment Procedure H Annex V
Related Standards : EN ISO 13485, EN 1SO 9001, EN I1SO 11135, EN 1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body : KIWA Belgelendirme Hizmetleri A.$.

NB Address :ITOSB 9. Cad. No :15 Tepedren, Tuzla - istanbul TURKIYE
NB Identification Number 11984

EC Certificate Number : 1984-MDD-14-266

Expiry Date 1 27 May 2024

Signature, Stamp
City Date : Istanbul, 29.12.2021

SU BIYOMEDIKAL SISTEMLER VE ‘
Name : Yusuf Yigit Akkus SAGLIK HIZMETLERI SANAYI VE TICARET A.S.
Orhangazi Mah. 1673 Sk. fo20 E€enyur | ISTANBUL
Tel: 0212 320 37 53 Baks: 0212 320 53 51
Tic.Sic. No: 749756-0

CkaHupoBaHo ¢ CamScanner
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Oriin Grubu / #7602 Grsun

Cerrahi Setler
Surgical Sets

Uriin ierik ve Teknik Cizimi
Product Content and Technical Drawing

Uriin Teknik Cizimi
Product Technical Drawing

—_——

300cm

Cocuk Kardio Cerrahi Seti
Children'’s Cardiovascular Surgery Pack

wd org

150cm

w3097

Uriin Malzeme Bilgileri

Product Material Information

1x Mayo Masa Ortiisli- Mayo Stand Cover
6x El Havlusu - Hand Towel

1x Alet Masa Ortiisti - Table Cover

1x PE Torba - Universal PE Bag

1x Kol Kilifi - Sleeve Cover

4x Pudrasiz Eldiven - Powder-Free Gloves

1x Yara Pedi - Wound Pad

2x Velcro Kablo Tutucu - Velcro Cable Holder
1x Koter Zimpara - Instrument Cleaner

1x Galos - Shoe Covers

2x Yan Banth Ortii - Side Adhesive Drape

1x Perineal Ort(i - Perineal Absorbant Drape
1x Gogs Ortiisii - Chest Drape

1x Alet Masa Ortiisii - Table Cover

PL/Spunbond Relnforcentent
Cellulose e

Incise Film Use

80x145 cm
20x30cm
150x190 cm
30x40 cm

Length:50 cm
NO:7-7,5-8-8,5

10x35cm
2x30cm
5x5cm
30x35¢cm
75%75 cm
200x260 cm
200x300 cm
150x240 cm

SMS 43 gsm

Triplex
Spunbond/ PE / Viscone
70gsm

PRODUCT TECHNICAL INFORMATION

Uriin Adi

Referans No oo

CVKP-001
/ 272
10cm 35
et 30cm 80cm
& 13 el ~ i
- ] = S e
8 > S I
a 32cm
3 = §
(r 5 @
S N -
5 {
150 cm e et
.
3 W J‘c,,?'sc‘“
b Velcro
2x30cm ‘

3
5
3
40cm
S NO7 NO75 NO8 NOB8S5
2x Atik Torbas - Waste Bag 35x40 cm
10x50 cm

3x OP Tape

2x Standart Cerrahi Onliik - Standrad Surgical Gown XXL

2x Takviyeli Cerrahi Onliik - Reinforced Surgical Gown XXL

2x Tutamag Kilifi - Lamp Handle Cover

1x Needle Counter 20 needfes
40x40

1x Insizyon Film - Incise Film

Transparent PE Film

]
PE/Viscone 110 ysm 2-fayered
i h

(Highly Absortent Patch) Spunbond

CkanuposaHo ¢ CamScanner
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& | URUN TEKNIK BILGILERI

—5 U bm@d% PRODUCT TECHNICAL INFORMATION

350cm

Referans No .

Urun Grubu Uriin Ad1
Cerrahi Setler By-Pass Cerrahi Seti
Surgical Sets yBy-meSulqeryPﬂck CVKP-002-1
Uriin Icerik ve Teknik Cizimi 2 )
Product Content and Technical Drawing
Oriin Teknik Gizimi
Product Technical Drawing
300cm
145 cm
’7 10cm r
g \ g | '8
E] o 5t £i15
o ] 8 oot d
3 S 5
Q 2] cm 35em
3 |3 T 30em
| | [V >
o 8 €
3 L g ?l] ¢
5
200 cm N
3 =
g
Velcro
£.50Cm 2x30cm
[¢]
S T
-3
r— K
I 3 —
I 8 20
a [<
l 3 3 Ounter
l- a
Toem 3 - 00 em NO7 NO75 NO8 NOB8S
200cm
Uriin Malzeme Bilgileri (S8
Product Material information l
1x Mayo Masa Ortiisii- Mayo Stand Cover 80x145cm  1xAlet Masa Qrtﬁs’u -Table Cover 150x240 cm '
8x El Havlusu - Hand Towel 20x30cm  1x Alet Masa Ortiisii - Table Cover 200x280 cm
1x Alet Masa Ortisii - Table Cover 150x190cm  2x Atik Torbasi - Waste Bag 35x404cm
1x PE Torba - Universal PE Bag 30x40cm  3x OP Tape 10x5¢§cm
1x Kol Kilifi - Sleeve Cover Length:50cm  2xStandart Cerrahi Onliik - Standrad Surgical Gown XXL
4x Pudrasiz Eldiven - Powder-Free Gloves NO:7-7,5-8-8,5  2xTakviyeli Cerrahi Onliik - Reinforced Surgical Gown XXL
1x Yara Pedi - Wound Pad 10x35cm  2x Tutamag Kilifi - Lamp Handle Cover |
2x Velcro Kablo Tutucu - Velcro Cable Holder 2x30ecm  1xigne Tutucu - Needle Counter 20 Counter |
1x Koter Zimpara - Instrument Cleaner 5x5cm
1x Galog - Shoe Cover 30x35¢cm
2x Yan Bantli Ortii - Adhesive Drape 75x75 cm
3x Yan Bantli Ortii - Adhesive Drape 100x100 cm
1x Perineal Ortii - Perineal Absorbant Drape 200x260 cm
200x300x330 cm

1x Gogus Ortdisti - Chest Drape

PE/Spunband Relnforcement

Cellulose it

prtoghic tpuntend Incise Film Use

seoum

SMS 43 gsm

Tnplex
Spunond/ PE/ Viscone Transparent PE Film
70gsm

£ /Viscane 110 gsm 2-tayered 1
ighly Absorbent Palch) Spamtbond
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330cm

URUN TEKNIK BILGILERI

Uriin Grubu 7 -2

Cerrahi Setler
Surgical Sets

Uriin igerik ve Teknik Cizimi
Product Content and Technical Drawing

Uriin Teknik Gizimi
Product Technica! Drawing

300cm

10cm

Urtin Malzeme Bilgileri

Product Material Information

1x Mayo Masa Ortisii- Mayo Stand Cover
6x El Havlusu - Hand Towel

1x Alet Masa Ortiisii - Table Cover

1x PE Torba - Universal PE Bag

1x Kol Kilifi - Sleeve Cover

4x Pudrasiz Eldiven - Powder-Free Gloves
1x Yara Pedi - Wound Pad

2x Velcro Kablo Tutucu - Velcro Cable Holder .

1x Koter Zimpara - Instrument Cleaner

1x Cerrahi Kiilot - Surgical Trunks

2x Yan Bantl Ortii - Side Adhesive Drape

1x Perineal Ortii - Perineal Absorbant Drape
1x G6giis Ortiisti - Chest Drape

Tx Alet Masa Ortiisi - Table Cover

Cellulose

ORI Spunbeng

it Incise Film Use
segim

PC/Spunbond keinforcement
28 gsm)

Uriin Adi

Kardiyovaskuler Cerrahi Seti

PRODUCT TECHNICAL INFORMATION

Referans No : acfeen

CVKP-002

Cardiovascular Surgery Pack

80x145cm
20x30cm
150x190 cm
30x40 cm
Length:50 cm
NO:7-7,5-8-8,5
10x35cm
2x30cm
5x5cm
30x35¢cm
75x75 cm
200x260 cm
200x300x330 cm
150x240 cm

SMS 43 gsm

nplex
Spunbiond / PE / Viscona
70 gsm

NO7 NO75 NO8 NO8S

L.A2

=

Counte, l
2x Atik Torbasi - Waste Bag 35x40 cm
3x OP Tape 10x50 cm
2x Standart Cerrahi Onliik - Standrad Surgical Gown XXL
2x Takviyeli Cerrahi Onliik - Reinforced Surgical Gown XXL
2x Tutamag Kilifi - Lamp Handle Cover
20 needles

1x Needle Counter

Transparent PE Film SMs

PE/Viscone 110 gam 2-layered
{Highly Absorbent Patch)

[

CkaHuposaHo ¢ CamSc
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TI 0 N Section No | TD-06/5.2-1-En
D EC LA RA Rev Date 29.12.2021
Rev. No 01

OF CONFORMITY (== 1z
Company Name :  SuBiyomedikal Sistemler ve saglk Hizmetleri San.ve Tic. AS.
Address . Orhangazi mah. 1673. Sok No:20 Esenyurt jstanbul !
Tel : 4902123203753
Fax : 4902123205351
Web : www.submed .com.tr
E-mail :  info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule
GENERAL SURGERY PACK GSP-014-2 33961 Class 1s Rule 4
Conformity Assessment Procedure ¢ Annex V
Related Standards d EN ISO 13485, EN 1SO 9001, EN I1SO 11135, EN 1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive

93/42/EEC with amended directive 2007/47/€C for Medical Device Directive.

Notified Body

: KIWA Belgelendirme Hizmetleri A.S.

NB Address : [TOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE
NB Identification Number 11984
EC Certificate Number : 1984-MDD-14-266
Expiry Date 127 May 2024
Signature, Stamp
City Dat i i . .
L Istanbul, 29.12.2021 SU BIYOMEDIKAL SISTEMLER VE
Name Yusuf Yigit Akkug SAGLIK HIZMETLER] SANAYI VE TICARETAS.
Position General Manager Orhangazi Mah. 1673 Sk. N2 E€enyur / ISTANBUL

Tel: 0212 320 37 53 Paké: 0212 320 53 51
Yenikapi V.D.: 781 Tic.Sic. No: 749756-0

CkaHuposaHo ¢ CamScanner




URUN TEKNIK BILGILERI 12V
PRODUCT TECHNICAL INFORMATION

<

afe Easy
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submed

Urlin Grubu - 7o rue ¢ Uriin Ady l
Cerrahi Setler Genel Cerrahi Seti GSP-014-2

Surgical Sets General Surgery Pack

Uriin igerik ve Teknik Gizimi

Product Content and Technical Drawing

Uriin Teknik izimi

Product Technical Drawing

wdG/1

175 cm

150cm

50cm I o 145 cm
. n -
3

5 [ 2
sl s 30cm i rB\
i3 |
i € 50cm
75¢m o
Uriin Malzeme Bilgileri !
Product Materiol Information
1x Mayo Masa Ortﬁsu-‘Mayo Stand Cover 80x145 cm
2x Takviyeli Yan Bantli Ortii - Reinforced Side Adhesive Drape  90x75 cm
4x El Havlusu - Hand Towel 20x30cm
1x OP Tape ’ 10x50 cm
1x Takviyeli Yan Bantl Ortii - Reinforced Side Adhesive Drape 175x175 cm
1x Takviyeli Anestezi Ortiisii - Reinforced Anesthesia Drape  150x240 cm
Cellulose y Adhesive !

T e PE/Viscont 110 gsm 2-ayered
tansparent PE Film SMS 43 gsm { e usone Mo g 1k ond

L — - atcendl
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DECLARATION

Section No TD-06/5.2-1-En
Rev Date 29.12.2021
Rev. No 01

Page No 1/1

OF CONFORMITY

Company Name
Address
Tel

Fax

Web

su Biyomedikal sistemler ve Saghk Hizmetleri San. ve Tic. AS.
Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
4902123203753

4902123205351

www.submed .com.tr

info@submed.com.tr

Class and Rule

Product Name

GMDN Code

Reference No

GENERAL SURGERY PACK

Class 1s Rule 4

GSP-014-3 33961

Related Standards

Notified Body

NB Address

NB Identification Number
EC Certificate Number
Expiry Date

City Date

Conformity Assessment Procedure

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

istanbul, 29.12.2021

Annex V

EN ISO 13485, EN ISO 9001, EN ISO 11135, EN 1SO 14971, EN 13795-1

l

: KIWA Belgelendirme Hizmetleri A.S.

:ITOSB 9. Cad. No :15 Tepedren,Tuzla - Istanbul TURKIYE
:1984

: 1984-MDD-14-266

: 27 May 2024

Signature, Stamp

- SU BYOMEDIKAL SISTEMLER VE
Name Yusuf Yigit Akkus SAGLIK HIZMETLER] SAMAY] VE TICARET A,
e hion Genersl Marisgss Orhangazi Mah. 1673 Sk, fpe (oe enyurt{ ISTANBUL
Tel: 0212 320 37 53 Raks: 0212 320 53 51

Yenikapi V.D.: 781

Tic.Sic. No: 7497560

CkaHuposaHo ¢ CamScanner




URUN TEKNIK BILG[LEF%I

Sl btﬂ]ht@@é PRODUCT TECHNICAL INFORMATION

Oriin Ads /1702

Uyiin Grubu

Genel Cerrahi Seti

Cerrahi Setler
General Surgery Pack

Surgical Sets

Uriin icerik ve Teknik Cizimi

Product Content and Technical Drawing

Oriin Teknik Gizimi
Product Technical Drawing

wd ovZ

150cm

150cm

30cm
g 50cm
v
/5¢cm (=] o
Urlin Malzeme Bilgileri
Product Moterial Information
80x145 cm

1x Mayo Masa Ortlisti- Mayo Stand Cover
2x Takviyeli Yan Bantli Ortii - Reinforced Side Adhesive Drape  90x75 cm
4x El Havlusu - Hand Towel 20x30 cm
1x OP Tape 10x50 cm
1x Takviyeli Yan Bantli Ortii - Reinforced Side Adhesive Drape 175x175cm
1x Takviyeli Anestezi Ortiisii - Reinforced Anesthesia Drape  150x240 cm
1x Alet Masa Ortiisi - Table Cover 150x190 cm

Cellulose ; Adhesive

rmerhic spunbond v sMs43
averng 2
i ransparent PE Film gsm

Referans No , 2+tcance 1o

GSP-014-3

un gL

175¢m

145 cm

w0

PL/ Viscone 110 gsm 2-ayered
| iHighiy Absorbent Paichi Spunbend

CkanuposaHo ¢ CamScanner
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: D E c L A R ATI o N Section No_| TD-06/5.2-1-En ,

Rev Date 29.12.2021

OF CONFORMITY ek — {17

afe

Company Name 1 SuBiyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. A.$.
Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel ¢ +902123203753
Fax 1 4902123205351
Weh : www.submed .com.tr
E-mail :  info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule ‘
GENERAL SURGERY PACK GSP-012-11 33961 Class 1s Rule 4
Conformity Assessment Procedure H Annex V
i Related Standards

ENISO 13485, EN 1SO 9001, EN ISO 11135, EN 1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body + KIWA Belgelendirme Hizmetleri A.S,

NB Address +ITOSB 9. Cad. No :15 Tepedren, Tuzla - Istanbul TURKIYE
NB Identification Number $1984

EC Certificate Number : 1984-MDD-14-266

Expiry Date : 27 May 2024

Signature, Stamp
CityDate : istanbul, 29.12.2021 SU BIYOMEDIKAL SISTEMLER VE
Name ¢ Yusuf Yigit Akkus SAGLIK HiZMETLERi; YIVE TICARET A S,
Position  :  General Manager Orhangazi Mah, 1673 Sk, {20 E€enyur / ISTANBUL
_Tel: 021232037 5. 0212 32053 51
Yenikapi V.0.: 781 Tic.Sic. No: 7497560

CkaHupoeaHo ¢ CamScanner



URUN TEKNIK BILGILERI

i
4

i bﬁﬂ@ds PRODUCT TECHNICAL INFORMATION

Referans No ; nateronce o

Oriin Grubu s #rasur: Crovp Uriin Ady /1o v
Cerrahi Setler Genel Cerrahi Seti
Surgical Sets General Surgery Pack GSP-012-11
Uriin [gerik ve Teknik Gizimi
Product Content and Technical Drawing [ ﬂczéf
‘ .

Uriin Teknik Gizimi
Product Technical Drawing

N

o

o

n

3

75 cr'fw_‘
100cm 100 cm
‘ .

f £ o

i O o

Bagasztl 2 )5

, 7 =L 30cm

145¢cm
Uriin Malzeme Bilgileri
Product Materiol information
1x Mayo Masa Ortiisii - Mayo Stand Cover 80x145 cm
1x Alet Masa Ort(isti - Table Cover 100x200 cm
2x Yan Bantli Ortii - Side Adhesive Drape : 100x150 cm
75x100 cm l ‘

2x Yan Bantl Ortii - Side Adhesive Drape
2x El Havlusu - Hand Towel 20x30¢cm

Transparent PE Film Spunbond
Nvd:;’«:‘d\hcsw-:hond + Adhesive SMS 40 gsm © Cellulose

| S6gsm

CkaHupoeaHo ¢ CamScanner
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Company Name
Address
Tel

Fax

Web

E-mail

OF CONFORMITY ekl
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Safe Fesy

submed

Rev Date 29.12.2021

Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. A.S.

Orhangazi mah, 1673. Sok No:20 Esenyurt Istanbul

+90 21232037 53 ‘

+90 2123205351

www.submed .com.tr

info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule

DRAPE 75X90 CM

ADHESIVE FENESTRATED

SAFD-078 47783 Class Is Rule 4

Related Standards

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/€C for Medical Device

Notified Body

NB Address :iTOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE
NB Identification Number :1984

EC Certificate Number : 1984-MDD-14-266

Expiry Date 1 27 May 2024

City Date

Name

Position

Conformity Assessment Procedure i Annex V

ENISO 13485, EN ISO 9001, EN ISO 11135, EN ISO 14971, EN 13795-1 l

Directive.

+ KIWA Belgelendirme Hizmetleri A.§.

Signature, Stamp

Istanbul, 29.12.2021 SU BIYOMEDIKAL SISTEMLER VE |
Yusuf Yigit Akkus SAGLIK HIZMETLER] vlsgsﬂmm.s.
O e — OrhangaziMah. 1673 k. 20 E€enyurt 1S TANBUL

Tel: 0212 320 37 53 Pak: 0212 32053 51
Yenikapt V.0.: 781 Tic.Sic. No: 749756-0

T S e

CkanuposaHo ¢ CamScanner




URUN TEKNIK BiLGILERI
PRODUCT TECHNICAL INFORMATION 25

Uriin Grubu / Product Group

Oriin Ad1 / Product Name Referans No / Reference No
C?rrqhnlgrtuler Delikli Bantl Ortii
urgical Drapes Adhesive Fenestrated Drape XXXXXXXXX

1. Urin igerik ve Teknik Gizimi

Product Content and Technical Drawing

Uriin Teknik Gizimi
Product Technical Drawing

wo 06

Digitally signed by Tutunaru Diana
Date: 2021.12.27 17:08:33 MSK.
Reason: MoldSign Signature
Location: Moldova

75cm

Uriin Malzeme Bilgileri
Product Material Information

1x Delikli Bantli Ortii - Adhesive Fenestrated Drape 75x90 cm
Hﬂr':gr‘l‘llz Spunbond Adhesive
S6gsm

CkaHupoeaHo ¢ CamScanner
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D E c L A R AT E O N Section No | TD-06/5.2-1-En

Rev Date 29.12.2021

OF CONFORMITY -

Company Name  :  SuBiyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. AS.
Address 1 Orhangazi mah. 1673. Sok No:20 Esenyurt Istanbul
Tel : 4902123203753
Fax : 4902123205351
Web : www.submed .com.tr
E-mail . info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule
SURGICAL DRAPE PACK SDP-002 33961 Class Is Rule 4
Conformity Assessment Procedure ¢ AnnexV
Related Standards : EN ISO 13485, EN IS0 9001, EN 1SO 11135, EN ISO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/€EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body : KIWA Belgelendirme Hizmetleri A.S.

NB Address : ITOSB 9. Cad. No :15 Tepedren, Tuzla - istanbul TURKIYE
NB Identification Number 11984

EC Certificate Number : 1984-MDD-14-266

Expiry Date 127 May 2024

Signature, Stamp

City Date : stanbul, 29.12.2021 ] BIYOMEDIKAL SISTEMLER VE
Name : Yusuf Yigit Akkus SAGLIK HIZMETLER] SANAY] ? TICARETAS.
0,E€enyurt{ISTANBUL
Tel: 0212 32037 21232083 51
Yenikapt V.D.: 781 Tic.Sic. No: 749756.0

Position  : General Manager Orhangazi ah. 1673 Sk. )/g
Pak:

!

CkanuposaHo ¢ CamScanner
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Uriin Grubu  #r2.4,

Cerrahi Ortiiler
Surgical Drapes

1. Urin igerik ve Teknik Cizimi

Product Content and Technical Drawing

Uriin Teknik Cizimi
Product Technical Draving

URUN TEKNIK BILGILERI

PRODUCT TECHNICAL INFORMATION L 705

Urlin Ady -/

Yan Banth Takviyeli Ortii
Reinforced Adhesive Drape

S N Referans No ; zeterence No

SDP-002

lle oo a0-00 4

175cm

100.¢

Uriin Malzeme Bilgileri
Product Material Information

2x Takviyeli Yan Banth Ortii - Reinforced Adhesive Drape

.

175x175 cm

DT Triplex

CkanuposaHo ¢ CamScanner
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b d { URUN TEKNIK BILGILERI [ tro
- '
_SUDIMTEO | probuCT TECHNICAL INFORMATION =
Uriin Grubu . =~ Uriin Adh 1 Referans No
i Yan Banth Diiz Ortiil
Corat) O MDD it s0P-001
1. Uriin igerik ve Teknik Gizimi
Product Content and Technical Drawing
Uriin Teknik Gizimi
Product Technical Drawing
.
Uriin Malzeme Bilgileri l
Product Material Information
4x Yan Bantl Diiz Ortii - Absorbant Adhesive Drape 70x100 cm
l .
Ie 5 o Triplex S
s 53 SDunbond/PElVIscone - Adhesive

CkaHupoeaHo ¢ CamScanner
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D E C L A R AT I 0 N Section No_| TD-06/5.2-1-En

Rev Date 29.12.2021

OF CONFORMITY e[ 47

Company Name  :  Su Biyomedikal Sistemler ve Saglk Hizmetleri San. ve Tic. A$.
Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel t 4902123203753
Fax : 4902123205351
Web : www.submed .com.tr
E-mail :  info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule
PLAIN DRAPE 50X70 CM SPD-085 47783 Class Is Rule 1
Conformity Assessment Procedure : Annex V
Related Standards : ENISO 13485, EN 1SO 9001, EN 1SO 11135, EN I1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body : KIWA Belgelendirme Hizmetleri A.S.
NB Address :ITOSB 9. Cad. No :15 Tepedren, Tuzla - istanbul TURKIYE
NB Identification Number 11984
EC Certificate Number : 1984-MDD-14-266
Expiry Date 127 May 2024
Signature, Stamp
City Dat s b 12, i i f
ity Rate bl 23,1220 _SU BIYOMEDIKAL SISTEMLER VE
Name : Yusuf Yigit Akkus SAGLIK HIZMETLER] SAMAYI VE TICARET A.S.
Position :  General Manager Orhangaai Mzh, 1673 Sk, %ényuﬂ”STANBUL
Tel: 0212 32037 50212 320 53 51

Yenikapt V.D.: 781 Tic.Sic. No: 749756-0

CkaHuposaHo ¢ CamScanner




URON TEKNIK BILGILERI o
PRODUCT TECHNICAL INFORMATION
Uriin Grubu - 7rotuec e Uriin Ad) ? #oducc Nars Referans Na 2/ oy
Cerrahi Ortiiler Emici Ortl SPD-085

Surgical Drapes Absorbant Drape

1. Uriin icerik ve Teknik Gizimi
Product Content and Technical Drawing

Uriin Teknik Gizimi
Product Technical Draving

wd 0L

Uriin Malzeme Bilgileri

Product Material Information

1x Emici Ortii - Absorbant Drape 50x70 cm

Triplex
© spunbond / PE / Viscone
¢ 70gsm s

ceae

CkanuposaHo ¢ CamScanner
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DECLARATION e
OF CONFORMITY |[o: o>

Company Name

submed

TD-06/5.2-1-En

Page No 1/1

Su Biyomedikal Sistemler ve Saghk Hizmetleri San. ve Tic. AS.

Address Orhangazi mah. 1673, Sok No:20 Esenyurt Istanbul
Tel 4902123203753

Fax +90 21232053 51

Web www.submed .com.tr l
E-mail info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule

I

NSTRUMENT TABLE COVER STC-014 47783 Class Is Rule 1
Conformity Assessment Procedure Annex V

Related Standards

EN1SO 13485, EN 1SO 9001, EN 1SO 11135, EN ISO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body
NB Address

: KIWA Belgelendirme Hizmetleri A.S.
:ITOSB 9. Cad. No :15 Tepedren, Tuzla - istanbul TURKIYE

NB Identification Number 11984
EC Certificate Number : 1984-MDD-14-266
Expiry Date 127 May 2024
Signature, Stamp
City Date  : istanbul, 29.12.2021 SU BIYOMEDIKAL SISTEMLER VE R
Name : Yusuf Yigit Akkus SAGLIK HIZMETLERI ﬁ Yl V] T|CARETTAB.$.L
iti y Orhangazi Mah. 1673 Sk. Np20 E€enyurl 1 ISTANBU
postionl, 17, (GeneraliManager Tek 0212 320 37 59 B, 0212 32053 61 |

Yenikap V.D.: 7810, Tic.Sic. No: 749756-0

CkaHupoeaHo ¢ CamScanner




BILGILERI
L ATY

b d URUN TEKNIK
meos
7 —5 U «w 2 | PRODUCT TECHNICAL INFORMATION
5 Oriin Grubu ; Pre et Creus { Uriin Adh - o Referans No ; 7ot
E e sl D sTC0t4
]
z 1. Uriin ierik ve Teknik Cizimi
: Product Content and Technical Drawing
: Uriin Teknik Cizimi !
Product Technico! Draving
] o R R EEANR]
N
s
o
[a)
3
| l
200cm

Urtin Malzeme Bilgileri
Product Material Information

r’ 1x Alet Masa Ortusii - Table Cover 200x240 cm

YR

CkaHupoeaHo ¢ CamScanner
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Ssuome
D E C L A R AT I 0 N Section No_| TD-06/5.2-1-En

Rev Date 29.12.2021

Rev. No 01
OF CONFORMITY T B
Company Name :  Su Biyomedikal Sistemler ve Saglik Hizmetleri San.ve Tic. AS. l
Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel ;4902123203753
Fax : 4902123205351
Web : www.submed .com.tr
E-mail :  info@submed.com.tr {‘
Product Name Reference No GMDN Code Class and Rule I
NEPHRECTOMY PROCEDURE SET UNSP-001 33961 Class 2a Rule 6 l
|
l |
Conformity Assessment Procedure S Annex V
Related Standards H EN I1SO 13485, EN I1SO 9001, EN 1SO 11135, EN 1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/€C for Medical Device Directive.

Notified Body : KIWA Belgelendirme Hizmetleri A.$.

NB Address . ITOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE
NB Identification Number 11984

EC Certificate Number :1984-MDD-14-266

Expiry Date 127 May 2024

Signature, Stamp

City Date : istanbul, 29.12.2021 ] BIYOMED'IKAL SiSTEMLERVE

Name ¢ Yusuf Yigit Akkus SAGLIK HIZMETLER) SANAYI VE TICARET A.§.

Position  : General Manager Orhangazi Mah. 1673 Sk. o ‘}E nyur | ISTANBUL i
Tel: 021232037 50212 320 53 51

Yenikapi V.D.. 781 Tic.Sic. No: 749756-0

CkaHuposaHo ¢ CamScanner
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Cerrahi Setler
Surgical Sets

Uriin igerik ve Teknik Cizimi
Product Content and Technical Drawing

Uriin Teknik Gizimi

Product Technical Drawing

Uriin Malzeme Bilgileri

Product Materiol Information

URUN TEKNIK BILGILERI

PRODUCT TECHNICAL INFORMATION

Uriin Ad 5

Perkiitan Nefrostomi Seti
Percutan Nefroctomy Pack

1x Pigtail Tip Catheter - Pigtail Type Catheter

1x Dilator

1x Kilavuz Tel - Guidewire

1x Puncture igne - Puncture Needle
1x LL, Sinnga - Syringe, LL

1x Bistiri - Scalpel

0.38x80 cm
185x20 cm
10ml

NO: 11

Referans No - »,

UNPS-001

CkanuposaHo ¢ CamScanner
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DECLARATION —

Rev. No 01

OF CONFORMITY P o[ 3/
§ Company Name  :  Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. A.$.
! Address : Orhangazi mah. 1673. Sok No:20 Esenyurt Istanbul
[ Tel : 4902123203753
| Fax : +90 2123205351 l
Weh i www.submed .com.tr
E-mail :  info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule
ENT SURGERY PACK ENTP-001 33961 Class 1s Rule 4
Conformity Assessment Procedure : Annex V

Related Standards EN SO 13485, EN ISO 9001, EN ISO 11135, EN SO 14971, EN 13795-1 l

sibility that the above mentioned meet the provisions of the Council Directive

We herewith declare on our own respon
ective.

93/42/EEC with amended directive 2007/47/€EC for Medical Device Dire

. KIWA Belgelendirme Hizmetleri A.5.

Notified Body
. iTOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE

Pasition; s s - Generalanager Tel 0212 320 37 53 Rek&: 0212 320 8351
Yenikapi V.D.: 7810, Tic.Sic. No: 749756-0

|
\
| NB Address
NB Identification Number 11984
EC Certificate Number : 1984-MDD-14-266
‘ Expiry Date : 27 May 2024
|
’ Signature, Stamp
‘ City Date jstanbul, 29.12.2021 su BiYOMED]KAL SiSTEMI,ER VE
| Name yusuf Yigit Akkus SAGLIK HIZMETLER] SANAY] VE TICARET AS. ]
| Orhangazi Mah. 1673 Sk. §pr20 Eenyur / ISTANBUL
|
:
|
1

CkaHupoaHo ¢ CamScanner




URUN TEKNIK BILGILERI
PRODUCT TECHNICAL INFORMATION

safe Easy

submed

Oriin Grubu 7 772 tuct Grovs Uriin Ady ¢ #roitic Nome Referans No ;
i KBB Cerrahi Seti
ces:;t;?siﬂer ENT Surgery Pack ENTP-001
Uriin igerik ve Teknik Cizimi
Product Content and Technical Drawing ‘

Uriin Teknik Cizimi

Product Technical Drawing

wd 08 :

P
55
L

100 cm
20cm
Urtin Malzeme Bilgileri
Product Material information
5x U Yarikh Ortii - U Split Drape 110x140 cm
5x Alet Masa Ortiisii - Table Cover 100%200 cm
20x El Havlusu - Hand Towel 20x30 cm ‘
1x Mayo Masa Ortiisti - Mayo Stand Cover 80x145 cm
Cellulose

CkaHuposaHo ¢ CamScanner



DECLARATION e T
OF CONFORMITY (==l

Saofe Easy

subme

Rev. No 01

Company Name :  Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. AS.
Address : Orhangazi mah. 1673. Sok No:20 Esenyurt [stanbul
Tel : 4902123203753
Fax 1 4902123205351
Web i www.submed .com.tr
E-mail :  info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule
TUR PACK UTSP-004 33961 Class 1s Rule 4
Annex V

Conformity Assessment Procedure

Related Standards

We herewith declare on our own res
93/42/EEC with amended directive 2!

Notified Body

EN ISO 13485, EN 1SO 9001, EN ISO 11135, EN ISO 14971, EN 13795-1

ponsibility that the above mentioned meet the provisions of the Council Directive
007/47/€EC for Medical Device Directive.

: KIWA Belgelendirme Hizmetleri A.$.

TOSB 9. Cad. No :15 Tepeéren, Tuzla - istanbul TURKIYE

NB Address B

NB Identification Number 11984

EC Certificate Number : 1984-MDD-14-266

Expiry Date 127 May 2024

Signature, Stamp
CityDate : lIstanbul, 29.12.2021 SU BIYOMEDIKAL SISTEMLER VE
Name . Yusuf Yigit Akkus SABLIK HiZMETLER] I/VL?TICAIRET AS.
. . Orhangazi Mah, 1673 Sk. Np#20 E€enyurt | ISTANBUL

Besiton - < SaneRLNaEr Tel: 0212 320 37 53 a6 (212 320 8351

Yenikap V.D.: 781 Tic.Sic. No: 7497560

CkaHupoBaHo ¢ CamScanner



URUN TEKNIK BILGILERI

Al B vt oL AL l <

PRODUCT TECHNICAL INFORMATION

Urlin Grubu ; #ronuric Urlin Adh / sk v Referans No - petorence v,
Cerrahi Setler TUR Cerrahi Seti
Surgical Sets TUR Surgery Pack UTSP-004

Uriin Igerik ve Teknik Cizimi
Product Content and Technical Drawing

Uriin Teknik Cizimi

Product Technical Drawing

200cm
o] .
€
S 145¢cm l
R S g | ' g
3 3 | 3 3
5 L |
8 75¢m
5 150¢cm
210¢em F §
" :
3
30cm 250cm
‘ .
Uriin Malzeme Bilgileri
Product Material Information
1x TUR Ortiisii - TUR Drape 200x250 cm
1x Alet Masa Ortiisti - Table Cover 150x200 ¢cm
1x Mayo Masa Ortiisii - Mayo Stand Cover 80x145 cm
1x Dz Ortii - Plain Drape 75x90 cm
4x El Havlusu - Hand Towel 30x30cm
1x Kamera Kilifi - Camera Cover 15%x250 cm
Ve Rubber : Spunbond
P P Transparent PE Film " Cellulose Transparent PE Film

56 gsin

CkanuposaHo ¢ CamScanner
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DECLARATION
Rev Date 29.12.2021

Rev. No 01

OF CONFORMITY oo 117

Company Name . Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. A.3.

Address . Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul

Tel ;4902123203753

Fax : 4902123205351

Web : www.submed .com.tr

E-mail :  info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule
SURGICAL DRAPE PACK SDP-001 33961 Class Is Rule 4

Conformity Assessment Procedure : Annex V

Related Standards

EN I1SO 13485, EN 1SO 9001, EN 1SO 11135, EN 1SO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive

93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

TICARETAS.

Notified Body : KIWA Belgelendirme Hizmetleri A.$.
NB Address : iTOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE
NB Identification Number 11984
EC Certificate Number : 1984-MDD-14-266
Expiry Date : 27 May 2024
Signature, Stamp
i t : | A : " i

CEpDate B Twnonl2e.0820 SU BIYOMEDIKAL SISTEMLER VE

Name ¢ Yusuf Yigit Akkus

Position : General Manager

Yenikapt V.D.: 781089

SAGLIK HIZMETLERI SANAYI V)
Orhangazi Mah. 1673 Sk. {pv '}Bﬁ'\yuﬂHS]ANBUL
Tel: 0212 320 37 53 Baks: 0212 320 53 51

Tic.Sic. No:

7497560

CkaHuposaHo ¢ CamScanner




submed:

Uriin Grubu 7 Product Group

Cerrahi Ortiiler
Surgical Dropes

1. Urtin icerik ve Teknik Gizimi
Product Content and Technical Drawing

Uriin Teknik Cizimi
Product Technical Drawing

fodolily s

Uriin Malzeme Bilgileri
Product Material Information

1x Takviyeli Yan Bantli Ortii - Reinforced Adhesive Drape

—

PE / Vi 110 gsm 2-layered .
iscone 110 gsm 2-layere & Adhesive

1 (Highly Absorbent Patch]

175¢cm

Uriin Adi / Preduct Naime

Yan Banth Takviyeli Ortii
Reinforced Adhesive Drape

URUN TEKNIK BILGILERI
PRODUCT TECHNICAL INFORMATION

Referans No / Reference No

XXXXXXXXX

Digitally signed by Tutunaru Diana
Date: 2021.12.27 17:09:45 MSK
Reason: MoldSign Signature
Location: Moldova

175x175 cm

« Triplex
+ Spunbond / PE / Viscone
70gsm

CkanuposaHo ¢ CamScanner
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Related Standards

Notified Body

We herewith declare on our own re

EN ISO 13485, EN 1SO 9001, EN 10 11135, EN 1SO 14971, EN 13795-1

: KIWA Belgelendirme Hizmetleri A.$.

DECLARATION
Rev Date 29.12.2021
OF CONFO Y 1
I T Page No 1/1
Company Name su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. A.$.
Address Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel +90 212 3203753 ‘
Fax +90 212 32053 51
7z
L
Web www.submed .com.tr /(5
E-mail info@submed.com.tr
Product Name Reference No GMDN Code Class and Rule |
CRANIOTOMY SURGERY PACK NCSP-003 33961 Class 2a Rule 6
Conformity Assessment Procedure B Annex V l

sponsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/€C for Medical Device Directive.

. iTOSB 9. Cad. No :15 Tepedren,Tuzla - jstanbul TURKIYE

Yenikapt V.D.: 781

NB Address
NB Identification Number :1984
EC Certificate Number : 1984-MDD-14-266
Expiry Date : 27 May 2024
Signature, Stamp
City Date . stanbul, 25.12.2021 ] B]YOMED]KAL S]STEMLER VE !
Name vusuf Yigit Akkus SAGLIK HIZMETLER] SANAYI VE TICARETA.S.
- . Orhangazi Mah. 1673 Sk. 0 Eenyurt/ ISTANBUL
Position ¢ General Manager To 024232037 S s

Tic.Sic. No: 749756-0

CkaHupoBaHo ¢ CamScanner



Uriin Gruby

Cerrahi Setler
Surgical Sets

URON Ten

Uriin Ady

K BILGILER]

PRODUCT TECHNEK[NEE)EKAAT;ON—

Referans iy

Beyin Cerrahi Setj

Beoin Surgery Pack NCSP-003
1. Uriin icerik ve Teknik Cizimi ‘
Product Content and Technical Drawing
Uriin Teknik Cizimi
Product Technical Drawing
145 cm
| 8 1: g r
S 3
y e i I
8 - -k
2 Z 1 i
|§ &Y 20ml
£ 50cm <
e [75- | 5 S e
30cm 1 & S M %l

Uriin Malzeme Bilgileri

Product Material Information

1x Kraniotomi Ortiisii - Craniotomy Drape 200x300cm  1x Alet Torbas! - Universal PE Bag 35x40 cm
4x Emici Ortii - Absorbant Drape 50x50cm 1 Plastik Kap - Gallipot 120 ml
2x El Havlusu - Hand Towel 20x30em  1x Microskop Kilifi - Microscope Cover I
1x OP Tape 10x50¢m  1x Koter - Electrical Koter Pencil 300cm
1x Alet Masa Ortiisii (Bohga) - Table Cover 190x280 cm
2x Mayo Masa Ortisi - Mayo Stand Cover 80x145 cm
1x Suction Kateter - Suction Catheter 12ch
1x Koter Zimpara - Instrument Cleaner 5x5cm
3xLL, $innga - Syring, LL 20ml
2x Tutamag Koruyucu - Lamp Handle Cover
10x Beyin Cerrahi Tamponu - Neuro Surgical Pattie 10x70 mm
1x Bisturi Ucu - Scalpel Blades NO 15
1x Bistiiri Ucu - Scalpel Blades NO 22
Cotton ; Spunbond Incise Film Use
L
r '
£yt ey Transparent PE Film | AN Eiaered Cellulose ‘
S6gum

CkaHupoeaHo ¢ CamScanner




Y ci bm@ < | URUN TEKNIK BiL GiL gpj ;
o
> | PRODUCT TECH
NICAL INFORMAT
Uriin Grubu / progye Group
. Urlin Adi / produer
Cerrahij Set, e
i sme, ek Referans No / neference no
Brain Surgery pack
NCSP-002
1.Urln igerik ve Teknik Cizimi l
Product Content and Technical Drawing
: g;%i{aélgzsliglr;cg7by Tutunaru Diana ﬁo
}’J ran Teknik Cizimi Reason: Mé.lu'signl é}gﬁa'&,ﬁ"s" GG
roduct Technical Drawing bt @

_ld5em

b ® -
: '8 r it
~ ] 3 2 r 3
g - :
3 20ml
| \\/‘)c 5 «©
Y- Y
| Wy (e
. @l
{ 20mm € 70mm

=5
="

¢

35cm

Fas
X 2 (=) £ [ 120 ml
il > 3] =

Uriin Malzeme Bilgileri
Product Material Information

1x Kraniotomi Ortiisti - Craniotomy Drape 200x300cm  1x Alet Torbasi - Universal PE Bag 35x40 cm
4x Emici Ortii - Absorbant Drape 50x50cm  1xPlastik Kap - Gallipot 120ml ,
2x El Havlusu - Hand Towel 20x30cm  1x Microskop Kilifi - Microscope Cover
1x OP Tape 10x50cm  1x Koter - Electrical Koter Pencil 300cm
1x Alet Masa Ortiisti (Bohca) - Table Cover 190x280 cm
2x Mayo Masa Ortiisii - Mayo Stand Cover 80x145 cm
1x Suction Kateter - Suction Catheter 12¢h
1x Koter Zimpara - Instrument Cleaner 5x5 cm
3xLL, Sinnga - Syring, LL 20ml
2x Tutamag Koruyucu - Lamp Handle Cover
: 10x Beyin Cerrahi Tamponu - Neuro Surgical Pattie 10x70 mm
1x Bistliri Ucu - Scalpel Blades NO 15
1x Bistdri Ucu - Scalpel Blades NO 22
Cotton ! Spunbond Incise Film Use
L
Kyronitc spnbond Transparent PE Film [ e vicais U0 inziiers | Celluose | .
56 gsm i

CkaHupoBaHo ¢ CamScanner



URUNJEKNIK BlLGlLERI it |
PRODUCT TECHNICAL INFORMATION

Referans No - zefernce vo

Uriin Grubu - y Uriin Ady
Beyin Cerrahi Seti NCSP-003-1
otz oo vtk
///,// 4 at.
+ At
1. Uriin Icerik ve Teknik Cizimi
Product Content and Technical Drawing
Uriin Teknik Cizimi
product Technical Drawing
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Uriin Malzeme Bilgileri
Product Moterial Information
3x Mayo Masa Ortiisii - Mayo Stand Cover 80x145cm  1x Plastik Kap - Bowl 120 ml
2x Emici Ortii - Absorbant Drape 75x90 cm  1x Floroskopi Kilifi - Fluoroscopy Cover 100x140 cm
4x El Havlusu - Hand Towel 20x30cm  1x Mikroskop Kilifi - Microscope Cover
1x OP Tape 10x50cm  1x Koter - Electrical Koter Pencil 300cm
1xTakviyeli Banth Ortii - Reinfored Adhesive Drape ~ 175x175 cm
TxTakviyeli Bantli Ortii - Reinforced Adhesive Drape  150x240 cm
1x Alet Masa Ortiisti (Bohga)- Table Cover 190x280 cm
1x Suction Kateter - Suction Catheter 12¢ch
1x Koter Zimpara - Instrument Cleaner 5x5cm
3xLL, $iringa - Syringe, LL 20ml
2x Tutamag Koruyucu - Lamp Handle Cover
1x Insizyon Film - Incise Film 26x30cm
10x Beyin Cerrahi Tamponu - Neuro Surgical Pattie 12x70 mm
1x Bistiiri Ucu - Scalpel NO 11
1x Bistdiri Ucu - Scalpel NO 22
2x Alet Torbasi - Universal PE Bag 35x40 cm ‘
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