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UYGUNLUK DEKLARASYONU
DECLARATION OF CONFORMITY
(Sinif/ Class llb, lla, Is, Im)

TiBBi CIHAZLAR SANAYi VE TICARET A.S.

Dokiiman Numarasi

Revizyon No: 37

Tarih: 15.02.2023

Document Number DoC-TK2 Revision No Date
Uretici Firma . ,

Manufacturer BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.S.

Firma adresi Osmangazi Mahallesi Gazi Caddesi No:21 Esenyurt 34522
Manufacturer Address ISTANBUL/TURKIYE

Onaylanmis Kurulug & Adresi [ TOV NORD CERT GmbH

Notified Body & Address Am TUV 1 45307 /Essen-Germany

BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.$. Yetkili otorite TUV NORD CERT GmbH (N° 0044) tarafindan

degerlendirmigtir.

Bu deklerasyon, Tibbi Cihaz Direktifi 93/42 EEC Ek VIl ve Diizeltme 2007/47/EEC ile uyumlu olarak

hazirlanmigtir.

BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.S. having been assessed by TUV NORD CERT GmbH Notified Body

N° 0044,

This declaration is made in accordance with Annex VIl of the Medical Devices Directive 93/42 EEC and Amendment
2007/47/EEC

Uygunluk deklarasyonunda bulunan biitiin iiriinler igin/For all products which are mentioned in the DoC.

Sertifikalar Sertifika No Verilig Tarihi Son Kullanma Tarihi
Certificates Certicate No Date of Issue Expiry Date

EN ISO 13485 (*) 04 221 980886 27.07.2022 26.05.2024
93/42 EEC EK Il / Annex Il (4 harig /without 4) 04 232 980886 16.04.2020 16.09.2023

(*) EN ISO 13485: 2016 Tibbi Cihazlar- Kalite Yonetim Sistemleri- Ruhsatlandirma Amagcli Gereklilikler / Medical Devices-Quality
Management Systems- Requirements for Regulatory Purposes

Bigakcilar Tibbi Cihazlar A.$, Tibbi Cihazlar Direktifinin 93/42 EEC ve Ek 2007/47/EEC Ek Il maddelerine uygun
olarak agagida belirtilen Giriinler igin biitlin sorumlulugu iistlenir ve triinlin agadida belirtilen standardlara ya da
diger diizenleyici mevzuatlara uyguniugunu deklare eder.
Bigakcilar Tibbi Cihazlar A.$, Declare under our sole responsibility that the products below to which this declaration relates
are in conformity with the following standards or other regulatory laws following the provisions of Medical Device Directive
93/42 EEC and Amendment 2007/47/EEC Annex II.

ISO 9001: 2015 Kalite Yonetim Sistemleri — Gereklilikler/ Quality Manageméntisystemis- Requirements

EN I1SO 13485; 2016 Tibbi Cihazlar- Kalite Yénetim Sistemleri — Mevzuat Amaglan Bakimindan Sartlar / Medical
Devices- Quality Management Systems-Requirements for Regulatory Purposes

EN ISO 14971 Tibbi cihazlar — Tibbi cihazlara risk yénetiminin uygulanmasi / Medical devices - Application of risk
management to medical devices

ISO/TR 24971 Tibbi cihazlar - ISO 14971'in uygulanmasina iligkin kilavuz / Medical devices — Guidance on the
application of ISO 14971

EN I1SO 10993 Tibbi cihazlarin Biyolojik Degerlendiriimesi / Biological Evaluation of Medical Devices

EN ISO 11135 Saghk Malzemelerinin Sterilizasyonu-Etilenoksit / Sterilization of Heathcare products-Ethylene
oxide

ENISO 11607 Son Olarak Steril Edilen Tibbi Cihazlar icin Ambalajlama/ Packaging for terminally sterilized medical
device
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EN ISO 11737 Tibbi Cihazlarn SteriIizasin;nu-Mikrobiyolojik Metodlar /Sterilization of medical devices --
Microbiological methods

ISO 20417 Tibbi cihazlar - imalatgi tarafindan saglanacak bilgiler / Medical devices — Information to be supplied
by the manufacturer

EN ISO 15223 Tibbi cihazlar - Tibbi cihaz etiketlerinde, etiketlemede ve sunulacak bilgide kullanilacak
semboller / Medical devices — Symbols to be used with information to be supplied by the manufacturer

EN ISO 11138 Saghik Bakim Uriinlerinin Sterilizasyonu- Biyolojik Indikatérler / Sterilization Of Health Care

Products - Biological Indicators / Sterilization Of Health Care Products - Biological Indicators

EN ISO 14644 Temiz odalar ve bunlarla ilgili kontrollii ortamlar / Cleanrooms and associated controlled
environments

ISO/TR 20416 Tibbi cihaziar - Ureticiler igin Pazar Arz Sonrasi Goézetim/ Medical devices — Post-market

surveillance for manufacturers

EN 62366-1 Tibbi cihazlar - Boliim 1: Kullanilabilirlik tekniginin tibbi cihazlara uygulanmasi / Medical devices -
Part 1: Application of usability engineering to medical devices
IEC 62366-2 Tibbi cihazlar - Béliim 2: Kullanilabilirlik tekniginin tibbi cihazlara uygulanmasina iligkin rehberlik

I Medical devices — Part 2: Guidance on the application of usability engineering to medical devices

MDCG 2020-6 Eski cihazlar igin yeterli klinik kanit hakkinda rehberlik / Guidance on sufficient clinical evidence
for legacy devices

MDCG 2021-25 MDR gerekliliklerinin "eski cihazlara" ve 90/385/EEC veya 93/42/EEC Direktifleri uyarinca 26
Mayis 2021'den énce piyasaya siiriilen cihazlara uygulanmasi / Application of MDR requirements to "legacy
devices" and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or
93/42/EEC

‘Sinif lIb Uriinler / Class llb Products
Uriin - GMDN Sterilite ilgili Uriin Uriin Risk
Sira No Referansi Urtin Adi | Kodu Durumu Standardi Kurah
Product | GMDN Sterility Related Product | Device Risk
No Reference Product Name Code State Standard Rule
157 00XX 1 Kural 3/ Rule
1 015 20XX 1 Lokosit Filtre Seti 35071 Steril ANSI/AAMI BF 3
157 00XX 1G Leukocyte Filter Set Sterile 64:2012 Kural18 /
015 20XX 1G Rule 18
1SO 8536-4: 2019
, | 040X0K1 Basing lzleme Seti 35520 Sterl | g pon o | Kural 10
400 XXXX 1 Pressure Monitoring Set Sterile EN 60601-2-34: Rule 10
2014 )
‘Simif lla Uriinler / Class lla Products
Sra | n. - L GMDN | Sterilite Tigili Oriin Uriin Risk
No Uriin Referansi Urlin Adh Kodu Durumu | Standardi Kurals
Product GMDN Sterility | Related Product Device Risk
No Reference Product Name Code State Standard Rule
Arteriyal Igne .
Steril EN ISO 80369-7 Kural 6
! (1201021 Arterial Needle 12747 | sterite (2016) Rule 6
Infiizyon pompa seti 15085364
9 104 1001 1 35833 Steril (2019) Kural 2
010 2XXX 1 Infusion pump set Sterile EN ISO 8536-8 Rule 2
(2015)
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IV Filtre Seti IS0 8536-4
3 113 XXXX 1 35072 Steril (2019) Kural 3
114 XXXX 1 IV Filter Set Sterile ISO 80369-7 Rule 3
(2016)
ISO 8536-5
Eksternal Drenaj Biiret- 150ml Steri (2004) Kural 2
eri ura
4 | 100t External Drainage Burette- | 61796 | g 1SO 20697 Rule 2
150ml (2018)
Eksternal Drenaj Biiret- 1SO 8536-5
150mi Plakal Steril (2004) Kural 2
5 11501111 61796 )
External Drainage Burette- Sterile ISO 20697 Rule 2
150ml - Wiplate (2018)
Ug yollu musluklu uzatma St 'Scz 28(%3639'7 cural 2
g ISGO Extention Line w/ Three way | 12170 Sterile SO 8536-9 Rule 2
Stopcock (2015)
EN ISO 10555-1
145 XXXX 1 . (2013-A1:2018)
;| 16001 BECAT LV Konl s | Sterl | ENISO105555 | Kural7
014 XXXX 1 B-CAT 1.V Cannula Sterile (2013) Rule 7
095 10XX 1 ISO 80369-7
(2016)
150 XXXX 1
151 XXXX 1 " . 1SO 80369-7
g | 1540001 i Trnstuzyor Set s | St (2016) Kural 2
155 XXXX 1 Blood Transfusion Set Sterile ISO 1135-4 Rule 2
015 00XX 1 (2015)
095 12XX 1
o | 155X00KK1 Mikroagregat Filtre Seti 25071 Steril ISO 1135-4 Kural 3
166 XXXX 1 Microaggregate Filter Set Sterile (2015) Rule 3
160 XXXX 1 Yankauer Aspirasyon Ucu .
i 16100 Yankauer Suction Handle el ;5;;; o ‘;lilrlzl g
016 XXXX 1
Aspiratdr ucu .
Steril Kural 6
1 lo2naat Suction wand sat Sterile NA Rule 6
164 XXXX 1
165 XXXX 1 Yankauer Aspirasyon Sefi Steri IS(Ozg 10;5)97 Kural 6
12 12? m 1 Yankauer Suction Set ey Sterile 1SO 8836 Rule 6
168 XXXX 1 (2019)
j3 | 16800x | Asprasyon Baglntiflorumu e 1SO 20697 Kural 6
169 XXXX 1 Suction Connecting Tube Sterile (2018) Rule 6
B-Vak Doku Drengj Seti
14 2)?? m 1 B-Vak Mini Doku Drenaj Seti " Steril 1SO 20697 Kural 7
171 X0KX 1 B-Vak Wound Drainage Set Sterile (2018) Rule 7
B-Vak Mini Wound Drainage Set
o | Bz Rt Liven-=Troxar s | St 1SO 20697 Kural 7
Redon Drain-Trochar Sterile (2018) Rule 7
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Toraks Kateteri —
16 180 XXXX 1 Genigleyen Uglu 4779 Steril ISO 20697 Kural 7
15200 Thoracic Catheter w/Flared End Sterife (2018) ALy
Toraks Kateteri —
17 181 XX01 1 Tut Gek Konnektorlii Ug 47796 Steril ISO 20697 Kural 7
Through End
Toraks Kateteri Trokarli .
18 184 XXXX 1 . 4779 Stel:I| 1SO 20697 Kural 7
Thoracic Catheter w/Throcar Sterile (2018) Rule 7
Aspirasyon Kateteri (Kapkon
- 189 XXXX 1 Konnektorli) — Steril ISO 8836 Kural 5
019 XXXX 1 Suction Catheter (w/Kapkon Sterile (2019) Rule §
connector) _
190 XXXX 1 Aspirasyon Kateteri Steri 1SO 8836 Kural 5
2 { 191171 Suction Catheter U928 | steriie (2019) Rule 5
019 XXXX 1
Aspirasyon Kateteri-Vakum
Kontrollii i
20| 191Xx111 , U9 | oo e el
019 XXXX 1 Suction Catheter w/Vacuum terile (2019) ule
Control Connector
Aspirasyon Kateteri Vakum
Kontrollii Konnektdr Kesik Ug
Delikli Steril ISO 8836 Kural 5
22| 019838X1 | g hion Catheter, whacwum | S92 | Sterile (2019) Rule 5
Control Connector Beveled Tip
w/Hole
Aspirasyon Kateteri- Kilifli
Aspirasyon Kateteri- Kilifli,
Egimli Ug
Aspirasyon Kateteri-Vakum
bR Kontrolli Steri IS0 8836 Kural 5
23 191 XXXX 1 , 34923 Steril 2019 Rule 5
019 XXXX 1 Sleeved Suction Catheter erile (2019) ule
Sleeved Suction Catheter,
Beveled Tip
Suction Catheter w/Vacuum
Control Connector
p | 1933001 sl a5 | St A Kural 5
019 XXXX 1 Stomach Catheter Sterile Rule 5
g5 | 194XKKX1 Nazogastrik Katster upy | S A Kural 5
019 XXXX 1 Nasogastric Catheter Sterile Rule 5
Nelaton Kateter
195 XX01 1 Nelaton Female Kateter Steril iSO 20696 Kural 5
26 195 XX05 1 36125 Steril 2018 Rule 5
019 XXXX 1 Nelaton Catheter Ll (2018) ule
Nelaton Female Catheter
gy | 195%x201 Tiemann Kateteri i | St ISO 20696 Kural 5
019 XXXX 1 Tiemann Catheter Sterile (2018) Rule

4710
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B-Soft Hidrofilik Kapli Kateter Sieri —— ey
eri ura
28 196 XXXX 1 B-Soft Hydrophilic Coated 36125 Sterile (2018) Rule 5
Catheter
B-SOFT Kit Steril ISO 20696 Kural §
2 § 19650011 3125 | gperite (2018) Rule 5
s | 197 X0 Beslenme Kalgler gt | St " Kural 5
019 XXXX 1 Feeding Catheter Sterile Rule 5
Beslenme Kateteri- Enfit
Konnektorli .
Steril 1SO 20695 Kural 5
U1 TR reoding Catheter-wEnft | 1221 | sterie (2020) Rule 5
Connector
) ) . SO 80369-7
s | 198301 Gobek Kats i e | Ster (2016) Kural 7
019 XXXX 1 Umbilical Catheter Sterile EN ISO 10555-1 Rule 7
(2013-A1:2018)
s | 1992001 Rektal Kateter oz | St EN 12439 Kural 5
019 XXXX 1 Rectal Catheter Sterile (1999) Rule 5
300 XXXX 1
304 XXXX 1
310 XXXX 1
311 XXXX 1 Ekstrakorporeal Tiip Set Steril Isggf 66)76 Kural 2
o Extracorporeal Tubing Set | "1 | Sterie | 150803697 Rule 2
(2016)
776 4001 1
030 XXXX 1
032 XXXX 1
305 XXXX X
s | x0xx | Etakoporeal PVCRotum - e IS0 15676 Kural 2
307 XXXX X Extracorporeal PVC Tubing Sterile (2016) Rule 2
- 030 XXXX1
s | 320001 Hizi Boifunmia Sed ssag | St IS0 15676 Kural 2
032 XXXX 1 Quick Prime Set Sterile (2016) Rule 2
Y Adaptér / Perfiizyon Y-Adaptér Steri
teril Kural 2
3 323 XXX Y Adapter / Perfusion Y-Adapter Seeet Sterile NA Rule 2
Kardioplei Set 7 IS0 803697
18 325 XXXX 1 pie) 16163 Steril (2016) Kural 2
032 XXXX 1 Cardioplegia Set Sterile 1SO 1135-4 Rule 2
(2015)
ISO 20697
Vent Kateter .
Steril (2018) Kural 7
% || s30mocct Vent Catheter 7613 | Sterie | 150803697 Rule 7
(2016)
Vessel Kanil .
Steril ISO 80369-7 Kural 7
40 330 02XX1 Vessel Cannula HISe Sterile (2016) Rule 7
Kardiyopleji Adaptéri Steri
teril Kural 2
# 30 037K | Cardioplegia Adapter 56824 Sterile NA Rule 2
o | 33005K1 limikerset sy | S " Kural 7
330 OXXX 1 Tourniquet set Sterile Rule 7
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Aortik Punch .
Steril Kural 6
4 382 20001 Aortic Punch 47914 Sterile NA Rule 6
135 XXXX 1 Anjiografik Opak Madde
m 138 XXXX 1 Verme Seti 16545 Steril I1SO 80369-7 Kural 2
340 XXXX 1 Anaioaranhic Kit Sterile (2016) Rule 2
341 XXXX 1 giograp
5 | 4200011 YumugakDren 11305 Steril ISO 20697 Kural 7
042 000X 1 Soft Drain Sterile (2018) Rule 7
. I1SO 80369-7
Torasentez Seti .
Steril (2016) Kural 6
46 1| 42160014 Thoracentesis Set 10817 | Sterile | ENISO 8669-2 Rule 6
(1996)
o | 42500011 Gogas Dreniz] Torbas! (0817 Steril " Kural 7
042 0001 1 Pleural Drainage Bag Sterile Rule 7
Arteriyal Filtre Seti .
Steril Kural 2
% | Aa09000 Arterial Fitter Set 33309 | steriie NA Rule 2
Endotrakeal Tiip
550 OORR (Balonlu/Balonsuz) . Sterl | EN SO 5361 Kural 5
® 055?51, Q?(xxi} Endotracheal Tube 097 Sterile (2016) Rule §
(Cuffed/Uncuffed)
RAE Endotrakeal Tiip
50 550 8XXX 1 (Balonlu/Balonsuz) 46967 Steril EN ISO 5361 Kural 5
951 8XXX 1 RAE Endotracheal Tube Sterile (2016) Rule 5
(Cuffed/Uncuffed)
550 7XXX 1 Spiralli Endotrakeal Tlip
51 551 7XXX 1 (Balonlu/Balonsuz) 46560 Steril EN 1SO 5361 Kural 5
055 XXXX1 | Reinforced Endotracheal Tube Sterile (2016) Rule 5
095 22XX 1 (Cuffed/Uncuffed)
Endotrakeal Tip
(Balonlu, XX mm Stile) Steril EN 1SO 5361 Kural 5
52 551 1XXX 1 46967 .
Endotracheal Tube Sterile (2016) Rule
(Cuffed with XX mm Stylet)
Spiralli Endotrakeal Tiip
(Balonlu, XX mm Stile) Steril EN ISO 5361 Kural 5
53 551 20XX 1 46569 ,
Reinforced Endotracheal Tube Sterile (2016) Rule 5
(Cuffed with XX mm Sylet)
555 OXXX 1 Trakeostomi Tii EN 1282-2
54 556 OXXX 1 P 35404 Sterit (2005- A1:2009) Kural 5
055 XXXX 1 Tracheostomy Tube Sterile EN ISO 5366 Rule 5
095 22XX 1 (2016)
55 560 200X 2 Nasal Oksijen Kaniilii 35201 Non-Steril A Kural 5
560 2001 2 Nasal Oxygen Cannula Non-Sterile Rule 5
s | 563001 Oksijen Kateter w0z | St " Kural 2
056 XXXX 1 Oxygen Catheter Sterile Rule 2
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. . EN 1617
57 | 965001 Oksijen Bagiants Hortumu R (1997) Kural 2
056 XXXX 1 Oxygen Connecting Tube Sterile IS0 20697 Rule 2
(2018)
S 0xT | Gaz Orekleme Hatti e
58 057 OX7X 1 45566 Sterile | S0 80369-7 Kural 2
057 0061 2 Gas Sampling Line Non-Steril (2016) Rule 2
057 0062 2 Non-Sterile
723 XX70 1 .
s | 75XX01 Cerrahi Orme Bant ooy | Ser A Kural 7
724 XXXX 1 Surgical Braided Tape Sterile Rule 7
072 XXXX 1 __
6 | 780XXKX1 Ug Yollu Musluk sorry | St 1SO 80369-7 Kural 2
076 XXXX 1 Three Way Stopcock Sterile (2016) Rule 2
o | 765 X00KX1 Henifold o1 | St ISO 80369-7 Kural 2
076 XXXX 1 Manifold Sterile (2016) Rule 2
6 | 790XX011 Retion Dsn s | St 1SO 20697 Kural 7
079 XXXX 1 Redon Drain Sterile (2018) Rule 7
Koroner Arter Retraksiyon Klipsi-
3.0mm Steril Kural 6
63 33004501 Coronary Artery Retraction 47991 Sterile NA Rule 6
Clips-3.0mm
Koroner Arter Retraksiyon Klipsi-
5.0mm Steril Kural 6
64 a0l 8 Coronary Artery Retraction Clip- il Sterile NA Rule 6
5.0mm
Sra | . A GMDN | Sterilte | ligiiUrin | Uriin Risk
No Urin Refranss . Kodu Durumu Standard: Kural
GMDN Sterility Related Product | Device Risk
No | Product Reference Product Name Code State Standard Rule
186 XXXX 2
018 6010 2 B-Spiro Nefes Egzersiz Cihazi Non-Steril
1 , o 31266 " NA Kural §
0186011 2 B-Spiro Volumetric Exerciser Non-Sterile Rule 5
01860122
EN ISO 8536-5
plE s LV. Infiizyon Seti-Biireti - (2013) cural2
2 105 XXXX 1 . 12159 . ura
1.V. Infusion Set-w/Burette Sterile 1SO 80369-7 Rule 2
095 11XX 1
(2016)
C.V.P.SET 1SO 8536-4
2 011 XXXX 1 25529 Steril (2019) Kural 2
110 0001 1 Central Venous Pressure Sterile ISO 80369-7 Rule 2
Monitoring Set (2016)
o | 000K BRDS-Go00s drera) sed g7 | St 1SO 20697 Kural 1
175 XXXX 1 Pleural Drainage Set Sterile (2018) Rule 1
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s | 017001 BTDS —Toraks drenaj sef g7 | St IS0 20697 Kural 1
176 200X 1 Thoracic Drainage Set Sterile (2018) Rule 1
6 | 27001 Wimete o7y | Sterl | ENISO86692 | Kuralf
022 XXXX 1 Urimeter Sterile (1996) Rule 1
;| 027 Urimetre ldrar Torball ooy | SErl | ENISO86692 | Kuralt
227 10XX 1 Urimeter w/Urine Bag Sterile (1996) Rule 1
Urimetre 500 Plus - Ignesiz
8 027 1023 1 Num. Portlu-Gek Valf 32072 SS;;;L | EN I(S1(3 91236)69-2 l;lfjrlil 11
Urimeter 500 Plus-Needleless
Sample-Check Valve
Urimeter 500 Plus Safet Steril EN ISO 8669-2 Kural 1
# Uez 4081 d 82072 | gperitg (1996) Rule 1
L ] ! |I
Sira | ;. - GMDN Sterilite ilgili Uriin Uriin Risk
No Urdn Referane: Urlin Ad Kodu Durumu Standard Kurali
Product Sterility Related Product | Device Risk
Ao Reference Sfotuctiiame GNIDH Cods State Standard Rule
100 XXXX 1
101 XXXX 1 1V, Infiizyon Set St 180 oot _—
1 102 XXXX 1 . 58977 ori (2019) i
103 XXXX 1 I. V. Infusion Set Sterile EN ISO 8536-8 Rule 2
(2015)
010 XXXX 1
. 1SO 80369-7
, | 1083001 DamigeAya Sei — Steri (2016) Kural 2
107 000X 1 Flow Regulator Sterile 1S0O 8536-4 Rule 2
(2019)
106 000X 1 Infiizyon Seti-Damla Ayarli . 1SO 8536-4
58977 Steril (2019) Kural 2
3 107 000X 1 L.V. Infusion Set Sterile ISO 8536-8 Rule 2
010 05XX 1 w/Flowmeter (2015)
120 XXXX 1 E
121 XXXX 1 Uzatma Hatlari Steri
teril 1SO 80369-7 Kural 2
4 122 XXXX 1 Extention Lines 12170 Sterile (2016) Rule 2
012 XXXX 1
125000 1 Stoper / Instoper Steril SO 80369-7 Kural 2
8 1250001 1 Stopper/ Instopper 31667 Sterile (2016) Rule 2
012 XXXX 1 R
; 1250007 1 Hombi Stoper 31667 Steril 1SO 80369-7 Kural 2
012 XXXX1 Combi stopper Sterile (2016) Rule 2
BICAKCIL# - 13.08.2018 110140-F02_8

B0
TIBBI CIHAZLAR SANAYI VE TICARE 1., it %



> BICAKCILAR

TIBBi CIHAZLAR SANAYI VE TICARET A.§.

1250010 1 Steril Kural 1
T 01200 1 JEnSIEFSel H222 Sterie A Rule 1
ISO 80369-1
125 10XX 1 (2018)
130 XXXX 1 Steril 1SO 80369-7 Kural 2
8 1 13130001 BiSa 42121 Sterile (2016) Rule 2
012 XXXX 1 1SO 80369-20
(2015)
131 00XX 1 1SO 80369-1
132 0OXX 1 B Safe Valfli Uzatma- (2018)
o 133 000K 1 Ikili/Ughi/T-Konnektorl(i 12170 Steril ISOZB(%S:QJ Kural 2
124 XXXX 1 Extension Line w/B-Safe Sterile ISO(803629-20 Rule 2
013 XXXX 1 Duo/Triple/T-Connector (2015)
135 XxxX1 | Basinca Dayanik Uzatma e ISCZ;(;)%G)QJ
Hatlari teri Kural 2
10 | 138001 o 35529 Sterile ISO 8536-9 Rule 2
013 80XX 1 Pressure Extention Lines
’ (2015)
2] idrar Torbast :
1" 223 XXXX 1 58921 Stef}' EN ISO 8669-2 Kural 1
226 XXXX 1 Urine Collection Bag 58922 Sterile (1996) Rule 1
022 XXXX 1
Bacak Idrar Torbasi Steril
Kural 1
12 022 XXXX 1 Leg Bag 58924 Sterile NA Rule 1
Lavman Seti
228 XXXX 1 Lavman Torba Steril Kural 5
Enema Bag
" 230 0001 1 Gobbek Kordon Klempi 43998 Ster.il TS 6782: 1989 Kural 1
023 0001 1 Umbilical Cord Clamp Sterile (T1:1994) Rule 1
%5 235 0001 1 Konik Konnektér 44545 Sterll NA Kural 1
023 0001 1 Conical Connector Sterile Rule 1
" 236 XXXX 1 Hortum Konnektérii \ 44545 Ster.il A Kural 2
023 0001 1 Tubing Connector Sterile Rule 2
Mekonyum Aspirator
Konnektorii i
17 | 23610011 35917 Steri NA Hurl £
Meconium Aspirator Sterile Rule 2
Connector
238 0001 1 Kateter Tikaci | ;
18 | 23800111 , 31667 Ssttef,;' NA Kural 1
023 XXXX 1 Spigot ernie Rule 1
0 240 0001 1 Kapkon Konnektor JiiE Ster'il N Kural 1
024 0001 1 Kapkon Connector Sterile Rule 1
430 XXXX 1 Steril ISO 80369-7 Kural 2
20| 043 xxx1 1 JUR Sel 16102 Sterile (2016) Rule 2
y | 4503011 Artroskopi Set 46102 Steril 1SO 80369-7 Kural 2
045 XXXX 1 Arthroscopy Set Sterile (2016) Rule 2
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550 0001 1 ) .
p | 55000021 Entiibasyon Stilet 37469 Steri | A Kural 5
550 0003 1 Entubation Stylet Sterile Rule
055 XXXX 1

s | ses 100 NapnaliSpekuiuih 57468 Steril TS 5537:1988 Kural 5
Vaginal Specula Sterile T3: 2003 Rule 5
b | 7902001 Daz Konnekidr 35338 Steril A Kural 2
075 XXXX 1 Straight Connector Sterile Rule 2
g | 751001 Diz Luer Konnektor 35338 Steri " Kural 2
075 XXXX 1 Straight Luer Connector Sterile Rule 2
2 | 754 X0KK Y Konnektor . Steri " Kural 2
075 XXXX 1 Y Connector ‘ Sterile Rule 2
g | 785001 ¥ Luer Konnektor 35338 Steri A Kural 2
075 XXXX 1 Y Luer Connector Sterile Rule 2
900 XXXX 1 Guedel Havayolu Steri EN ISO 5364 Kural 2
28 | 09590XX Guedel Aiwa 42424 Sterile (2016) Rule 2

090 XXXX 1 y

Kontrol Siringasi .

Steril 1SO 80369-7 Kural 2
2 0340061 Control Syringe 16286 Sterile (2016) Rule 2

Agiklama: XXXX urtniin farkh uzuniuk, 6lgi gibi farkhiiklarini ifade etmektedir.

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

NA: ligili iirtin standardi bulunmamaktadir./ There is no related product standard.

'ONAY / APPROVAL

Yayin Yeri ve imza Tarihi
Signature Date and Place of Issue

TURKEY/ 15.02.2023

Yetkili kiginin adi, Gnvani, imzasi ve firma kasesi
Name, title, signature of authorized person with company cachet

Kalite ve Regulasyon Yoneticisi
Quailty and Regulatory Executive

Icra Kurulu Baskani
Chief Executive Officer (CEO)

Aysel YILDIRIM

Mohamad Souhgil EL HAKIM
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