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iMALATCI/MANUFACTURER : 3Teks Tekstil Gida ithalat ihracat San. ve Tic. Ltd. Sti.

MERKEZ ADRES/ HEAD OFFICE

: Kolejtepe Mah. Inénii Cad. No: 22 Sahinbey / GAZIANTEP/ TURKIYE

FABRIKA ADRESI/ FACTORY ADDRESS : Bagpinar(Organize) Osb Mahallesi 2.0rganize Sanayi Bélgesi Vali Muammer

MERKEZ TELEFON/
HEAD OFFICE PHONE

FABRIKA TELEFON/
FACTORY PHONE

FAKS/FAX

SINIFLANDIRMA/
CLASSIFICATION

UYGUNLUK DEGERLENDIRME/

Giiler Bulvari No:5/0 Sehitkamil/Gaziantep/Tiirkiye

:+90 342 22078 60

:+90 342 337 24 16-17

: 490342337 2111
: MDD 93/42/EEC Tibbi Cihaz Direktifi- EK IX, SINIF I, Steril, Kural 1
MDD 93/42/EEC Medical Device Directive -ANNEX IX - CLASS |, Sterile, Rule 1

Eger tirtinde insizyon film kullanilmig ise Sinif 1, Steril, Kural 4
If incision film is used in the product Class I, Sterile, Rule 4

Conformity Assessment : 2007 /47 /EEC dizeltmesi ile yayinlanan 93/42/EEC Tibbi Cihaz Yoénetmeligi
EK V (Uretim Kalite Giivencesi)
Annex V (Production Quality Assurance) of the Medical Devices Directive 93 /42
EEC and Amendment 2007 /47 /EEC.
URUN ADI/ : Steril Tek Kullamimlik Cerrahi Onliik, Ortil Ve Setleri
PRODUCT NAME Sterile Disposable Surgical Gowns, Drapes And Sets
GMDN KODU/GMDN CODE : 47783 Tek Kullanimlik Cerrahi Orti
General-purpose surgical drape, single-use, sterile
: 35091 Tek Kullanimlik Cerrahi Onlik
Gown, operating room, single use
: 33961 Tek Kullamimhk Cerrahi Setler
o Surgical procedure kit, general-purpose, single-use, non-medicated
URUN MO i:
SIRANO MODELNO URUN ADI
Tek Kullanimlik Steril Korumali Cerrahi Onliik S
1 101-501-01
Disposable Sterile Reinforcement Surgical Gown S
Tek Kullanimlik Steril Korumali Cerrahi Onlik M
2 101-501-02
Disposable Sterile Reinforcement Surgical Gown M
Tek Kullanimlik Steril Korumalh Cerrahi Onlik L
3 101-501-03
Digppsable Sterile Reinforcement Surgical Gown L

" Date: 2021.12.20 18:57:28 EET

Reason: MoldSign Signature
Location: Moldova
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Tek Kullanimlik Steril Korumal Cerrahi Onlik XL
4 101-501-04
Disposable Sterile Reinforcement Surgical Gown X1,
Tek Kullanimlik Steril Korumah Cerrahi Onliik XXL
5 101-501-05 i ==
Disposable Sterile Reinforcement Surgical Gown XXL
Tek Kullanimlik Steril Standart Cerrahi Onliik S
6 101-502-01
Disposable Sterile Standard Surgical Gown S
Tek Kullamimlik Steril Standart Cerrahi Onlik M
7 101-502-02
Disposable Sterile Standard Surgical Gown M
Tek Kullanimhk Steril Standart Cerrahi Onlitk L
8 101-502-03
Disposable Sterile Standard Surgical Gown L
Tek Kullanimlik Steril Standart Cerrahi Onliik XL
9 101-502-04
Disposable Sterile Standard Surgical Gown XL
Tek Kullamimlik Steril Standart Cerrahi Onliik XXL
10 101-502-05
Disposable Sterile Standard Surgical Gown XXL
Tek Kullanimhk Steril Tam Korumali Cerrahi Onlik S
11 101-503-01
Disposable Sterile Full Reinforcement Surgical Gown S I
Tek Kullanimlik Steril Tam Korumah Cerrahi Onlik M
12 101-503-02
Disposable Sterile Full Reinforcement Surgical Gown M
Tek Kullanimhk Steril Tam Korumah Cerrahi Onliik L
13 101-503-03
Disposable Sterile Full Reinforcement Surgical Gown L
Tek Kullammllk Steril Tam Korumal: Cerraht On]uk XL
14 101-503-04
Disposable Sterile Full Remforcement Surglcal Gown XL
Tek Kullanimhik Steril Tam Korumali Cerrahi Onitik XXL
15 101-503-05
Disposable Sterile Full Reinforcement Surgical Gown XXL
Tek Kullamimlik Steril Tur (Uroloji) Onligii S
16 201-501-01 =
Disposable Sterile Tur Surgical Gown §
Tek Kullanimlik Steril Tur (Uroloji) Onlaga M
17 201-501-02
Disposable Sterile Tur Surgical Gown M
- " Tek Kullanimlik Steril Tur (Uroloji) Onligi L
Disposable Sterile Tur Surgical Gown L
Tek Kullanimlik Steril Tur (Uroloji) Onliigi XL
19 201-501-04
Disposable Sterile Tur Surgical Gown XL
Tek Kullanimhik Steril Tur (Uroloji) Onligi XXL
20 201-501-05 ,.p o~
Disposable Sterile Tur Surgical Gown XXL <L' A3 TEKS J‘(EHQ’PM

‘;T/u‘t?«'fffG:daim s

Tel: +90 342, 337 24 1 ': .; 2y
Sahinbey v.0) 001




EC DECLARATION OF CONFORMITY

AT UYGUNLUK BEYANI c € TDS - 08

1984
[ Yayin Tarihi || 01.06.2005 ||Revizyon No || 23 || Revizyon Tarihi |131.08.2021 |}
Tek Kullanimlik Steril Alet Masa Ortiisii 100¥130
21 101-301
Disposable Sterile Back Table Cover 100*130
Tek Kullanimlik Steril Alet Masa Ortiisii 100*150
22 101-302
Disposable Sterile Back Table Cover 100*150
Tek Kullanimhk Steril Alet Masa Ortiisii 150*150
23 101-303
Disposable Sterile Back Table Cover 150*150
Tek Kullanimlik Steril Alet Masa Ortiisii 150*200
24 101-304
Disposable Sterile Back Table Cover 150*200
Tek Kullanimhk Steril Alet Masa Ortiisii 200*200
25 101-305 -
Disposable Sterile Back Table Cover 200*200
Tek Kullanimlik Steril Alet Masa Ortiisii 200*250
26 101-306
Disposable Sterile Back Table Cover 200*250
Tek Kullanimlik Steril Mayo Masa Ortiisii 78*145
27 101-401
Disposable Sterile Mayo Stand Cover 78*145
Tek Kullanimhik Steril Mayo Masa Ortiist 90*140
28 101-402
Disposable Sterile Mayo Stand Cover 90*140
Tek Kullanimlik Steril Ameliyat Ortiist Diiz 35cm*60cm
29 101-202-01
Disposable Sterile Basic Operation Drape 35cm*60cm
Tek Kullanimlik Steril Ameliyat Ortiisti Diiz 90cm*50cm
30 101-202-02 : " v
Disposable Sterile Basic Operation Drape 90cm*50cm
Tek Kullanimlik Steril Ameliyat Ortusu Daz 90cm*60cm
31 101-202-03 i
Dlsposab]e Sterlle Basic Operation Drape 90cm *6(}cm
Tek Kullanimlik Steril Ameliyat Ortiisii Diz 1
32 101-202-04
Disposable Sterile Basic Operation Drape 1
Tek Kullanimlik Steril Ameliyat Ortiisti Diiz 2
33 101-202-05
Disposable Sterile Basic Operation Drape 2
Tek Kullanimlik Steril Ameliyat Ortiisti Diiz 3
34 101-202-06
Disposable Sterile Basic Operation Drape 3
Tek Kullanimlik Steril Ameliyat Ortiisi Diiz 4
35 101-202-07
Disposable Sterile Basic Operation Drape 4
Tek Kullanimlik Steril Ameliyat Ortiisii Diiz 5
36 101-202-08 i : : g T‘-i-
Disposable Sterile Basic Operation Drape 5 TE et
Tek Kullanimhik Steril Anestezi Ortiisii i Ao lo
37 101-203 : : _ 73 N ks g{s.ée,! b -g; s »
Disposable Sterile Anesthesia Drape Q/ aEpY J 20190 sf‘r‘.-. A2
142337 20’ 0"' 051
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Tek Kullanimhk Steril Anjio Ortiisii
38 801-102
Disposable Sterile Anjio Drape
Tek Kullanimlik Steril Panelli Anjio Ortisi
39 801-103
Disposable Sterile Panel Anjio Drape
Tek Kullanimhk Steril Artroskopi Ortiisii
40 401-101
Disposable Sterile Arthroscopy Drape
Tek Kullanimhik Steril Artroskopi Ortiisii Likit Toplamah
41 401-102
Disposable Sterile Arthroscopy Drape With Liquid Collection
Tek Kullanimhk Steril Extremite Ortist Alt
42 401-104
Disposable Sterile Extremity Drape Bottom
Tek Kullanimhk Steril Extremite Ortisa Ust
43 401-105
Disposable Sterile Extremity Drape Top
Tek Kullanimhik Steril U Yarikl Kalga Ortisii
44 401-106
Disposable Sterile U Split Hip Drape
Tek Kullanimhk Steril Kalga Ortisi (Elastikli Film)
45 401-107
Disposable Sterile Hip Drape (Elastic Film)
Tek Kullanimlik Steril Kbb Ortiisii
46 301-101
Disposable Sterile ENT Drape
Tek Kullanimhk Steril Kraniatomi Ortiisii
47 701-101
Disposable Sterile Craniotomy Drape
Tek Kullanimhk Steril Kvc Ortiisa
48 801-101 = B
Disposable Sterile CVP Drape
Tek Kullanimlik Steril Laparoskopik Abdominal Perineal Ortii
49 903-105
Disposable Sterile Laparoscopic Abdominal Perineal Drape
Tek Kullanimlik Steril Laparoskopik Pelviskopi Ortii
50 903-106
Disposable Sterile Laparoscopic Pelviscopy Drape
Tek Kullanimlik Steril Laparoskopi Ortiisii (Insuzyonlu)
51 903-101
Disposable Sterile Laparoscopy Drape (With Incision)
‘Tek Kullanimhk Steril Laparoskopi Ortiisii Poslu
52 903-102
Disposable Sterile Laparoscopy Drape With Pouch
Tek Kullanimlik Steril Perkiitan Orti
53 201-103
Disposable Sterile Percutaneous Drape
Tek Kullanimlik Steril Shunt Ortiisii
54 701-104
Disposable Sterile Shunt Drape
RS-
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Tek Kullanimhk Steril Litotomik Poslu Jinekoloji Ortiist
55 601-108
Disposable Sterile Lithotomic With Pouch Gynecology Drape
Tek Kullanimlik Steril Litotomik Jinekoloji Ortiisii
56 601-109
Disposable Sterile Lithotomic Gynecology Drape
Tek Kullanimlik Steril Spinal-Vertebra Ortiisii (Laminektomi)
57 701-102
Disposable Sterile Spinal-Vertebra Drape (Laminectomy)
Tek Kullammlik Steril Toraks Ortiisii
58 907-101
Disposable Sterile Thorax Drape
Tek Kullanimlik Steril Tiroid Ortiisa
59 908-101
Disposable Sterile Thyroid Drape
Tek Kullanimlik Steril Likit Toplama Tur Ortits Delikli
60 201-101
Disposable Sterile Liquid Collection Tur Drape With Holes
Tek Kullanimlik Steril Sezeryan Ortiisii LT.T
61 601-103
Disposable Sterile Cesarean Drape L.T.T
Tek Kullanimlik Steril U Yarikli Orti Pe
62 401-108 :
Disposable Sterile U Split Drape PE
Tek Kullanimlik Steril U Yankh Perine Ortiisii
63 801-105
Disposable Sterile U Split Perineum Drape
Tek Kullanimhk Steril U Yarikh Poslu Omuz Artroskopi Ortiisi
64 401-109
Disposable Sterile U Split With Pouch Shoulder Arthroscopy Drape
Tek Kullanimlik Steril Uroloji Ortiisii
65 201-102 = -
Disposable Sterile Urology Drape
Tek Kullanimlik Steril Karpal Tunnel Ortiisii
66 701-103
Disposable Sterile Carpal Tunnel Drape
Tek Kullanimhk Steril Ayak Ortiisii Banth
67 101-204
Disposable Sterile Foot Drape With Band
Tek Kullanimhk Steril Basortiisii (Turban)
68 916-101
Disposable Sterile Headscarf (Turban)
Tek Kullanimhk Steril Hasta Alt Ortiisi Poslu
69 601-106
Disposable Sterile Patient Underpad With Pouch &
Tek Kullanimlik Steril Cift Poslu Oftalmik Ortii
70 501-102 s
Disposable Sterile Double Pouch Ophthalmic Drape i e
Tek Kullanimlik Steril Tek Poslu Oftalmik Ortir e = A
71 501-101-01 - Ryl d
Disposable Sterile Single Pouch Ophthalmic Drape X X
53“3,{11" e !
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Tek Kullanimlik Steril Tek Poslu Oftalmik Orti 100*150
72 501-101-02
Disposable Sterile Single Pouch Ophthalmic Drape 100 * 150
Tek l{ullammhk Steril ]mekolou Ortusu
73 601-105 e e
Disposable Sterile Gynecology Drape
Tek Kullanimlik Steril Jinekoloji Ortiisii Poslu
74 601-107
Disposable Sterile Gynecology Drape With Pouch
Tek Kullanimlhik Steril Opu Ortiisti Delikli
75 601-104
Disposable Sterile Opu Dressing Drape With Holes
Tek Kullanimhik Steril Sistoskopi Ortiisti
76 201-104
Disposable Sterile Cystoscopy Drape
35 N Tek Kullanimlik Steril Kiigiik Miidahale Ortiisii
Disposable Sterile Small Intervention Drape
Tek Kullanimlik Steril Yanbanth Ortii
78 101-217
Disposable Sterile Side band Drape
Tek Kullanimlik Steril Yapigkan Banth Orti
79 101-217-01
Disposable Sterile Adhesive Tape Drape
Tek Kullanimlik Steril Bacak Kilifi
80 101-205
Disposable Sterile Leg Cover
Tek Kullanimlik Steril Bacak Kihfi Kiigiik
81 101-205-01
Disposable Sterile Leg Cover Small
) Tek Kullanimlik Steril Bacak Kilifi Biytk
82 101-205-02
Disposable Sterile Leg Cover Large
Tek Kullanimiik Steril Kolluk
83 401-110
Disposable Sterile Cuff
Tek Kullanimlik Steril Bacak Kilifi Ribanali
84 401-103
Disposable Sterile Leg Cover With Cuff
Tek Kullanimhk Steril Bebek Ortiisi
85 601-101
Disposable Sterile Baby Drape
T'ek Kullanimlik Steril Ameliyat Ortiisii Delikli 75cm*40cm
86 101-201-01
Disposable Sterile Operation Drape With Holes 75cm * 40cm
Tek Kullanimhk Steril Ameliyat Ortisii Delikli 90cm*150cm :
87 101-201-02 it A
88 101-201-03 “ TR
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Tek Kullanimlik Steril Delikli Ortii
89 101-201
Disposable Sterile Drape With Hole
o saen Tek Kullanimhk Steril Ameliyat Ortiisii Delikli 1
Disposable Sterile Drape With Hole 1
Tek Kullanimlik Steril Ameliyat Ortiisii Delikli 2
91 101-201-05
Disposable Sterile Drape With Hole 2
Tek Kullammlik Steril Ameliyat Ortiisii Delikli 3
92 101-201-06
Disposable Sterile Drape With Hole 3
Tek Kullanimhk Steril Ameliyat Ortiist Delikli 4
93 101-201-07
Disposable Sterile Drape With Hole 4
Tek Kullamimlik Steril Ameliyat Ortiisii Delikli 5
9% 101-201-08
Disposable Sterile Drape With Hole 5
Tek Kullammlik Steril Delikli Banth Ortii
95 101-206
Disposable Sterile Hole Banded Drape
Tek Kullanimhk Steril insiizyon Ortii (Drep)
96 101-207
Disposable Sterile Insusion Drape
Tek Kullanimlik Steril instizyon Ortii (Drep) 10*28
97 101-207-01
Disposable Sterile Insusion Drape 10*28
Tek Kullanimhk Steril Instizyon Ortii (Drep) 28*45
98 101-207-02
Disposable Sterile Insusion Drape 28 * 45
_ Tek Kullanimhk Steril instizyon Ortii (Drep) 45*60
99 101-207-03
Disposable Sterile Insusion Drape 45 * 60
Tek Kullamimiik Steril instizyon Ortii (Drep) 60*88
100 101-207-04
Disposable Sterile Insusion Drape 60 * 88
Tek Kullanimhk Steril Diiz Orti
101 101-208
Disposable Sterile Basic Drape
Tek Kullamimlik Steril Minér Cerrahi Ortisi
102 101-212
Disposable Sterile Minor Surgery Drape
Tek Kullanimhik Steril Dental Hasta Onligii
103 6-10
Disposable Sterile Dental Patient Gown
Tek Kullanimlik Steril Havlu
104 101-209
Disposable Sterile Towel
Tek Kullanimlik Steril Kablo Tespit Bandi
105 101-210
Disposable Sterile Cable Fixing Tape
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Tek Kullanimhk Steril Patik
106 801-104
Disposable Sterile Foot Cover
Tek Kullanmimlik Steril Reflektor Drebi
107 906-103 e —
Disposable Sterile Reflector Drape
Tek Kullanimlik Steril Tabla Ortiisii
108 906-102
Disposable Sterile Table Cover
Tek Kullanimlik Steril Tip Tutucu (Banth Cirt)
109 101-218
Disposable Sterile Tube Holder (Band Velcro)
Tek Kullanmlik Steril Skopi Kilifi S
110 101-224
Disposable Sterile Scopy Cover S
Tek Kullanimhk Steril Skopi Kihfi M
111 101-224-01
Disposable Sterile Scopy Cover M
Tek Kullammhk Steril Skopi Kihfi L
112 101-224-02
Disposable Sterile Scopy Cover L
Tek Kullanimhik Steril C Skopi Kilifi
113 101-225
Disposable Sterile C Scopy Cover
Tek Kullanimlik Steril Kamera Kilifi
114 101-220
Disposable Sterile Camera Cover
Tek Kullanimlik Steril Artroskopik Kamera Kihfi
115 101-220-01 e
Disposable Sterile Arthroscopic Camera Cover
Tek Kullanimlik Steril Endoskopik Kamera Kilifi
116 101-220-02
Disposable Sterile Endoscopic Camera Cover
Tek Kullanimhk Steril Fluoroskopi Kilifi §
117 101-223-01
Disposable Sterile Fluoroscopy Cover S
Tek Kullanimlik Steril Fluoroskopi Kilifi M
118 101-223-06
Disposable Sterile Fluoroscopy Cover M
Tek Kullanimhk Steril Fluoroskopi Kilifi L
119 101-223-02
Disposable Sterile Fluoroscopy Cover L
Tek Kullanimhik Steril Mikroskop Kilifi
120 101-226
Disposable Sterile Microscope Cover
Tek Kullanimlik Steril Seffaf Hortum Kilifi 10*60
121 101-227
Disposable Sterile Transparent Hose Cover 10 * 60
Tek Kullanimhik Steril Seffaf Hortum Kilifi 10¥200
122 101-227-01
Disposable Sterile Transparent Hose Cover 10 * 200
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Tek Kullanimhk Steril Kilif
123 101-231
Disposable Sterile Sheath
Tek Kullanimhik Steril Réntgen Kaset Torbasi
124 101-229 ————————— ——————
Disposable Sterile X Ray Cassette Bag
Tek Kullanimhk Steril Alet Posu 2 Bolmeli
125 101-215-02
Disposable Sterile Instrument Pouch 2 Compartments
Tek Kullanimhik Steril Alet Posu 3 BéImeli
126 101-215-03
Disposable Sterile Instrument Pouch 3 Compartments
Tek Kullanimlhk Steril Usg Prop Kilifi
127 101-228
Disposable Sterile USG Prop Pouch
Tek Kullanimhik Steril Likit Toplama Torbas: Bariyerli
128 1000-018
Disposable Sterile Liquid Collection Bag With Barrier
Tek Kullanimhk Steril Likit Toplama Torbasi Bariyersiz
129 1000-018-01
Disposable Sterile Liquid Collection Bag Without Barrier
Tek Kullanimlik Steril Banth Seffaf Ortii Pe
130 01-23
Disposable Sterile Band Transparent Cover PE
Tek Kullanimlik Steril Genel Cerrahi Seti
131 101-001-S e e
Disposable Sterile General Surgery Set
Tek Kullanimhk Steril TUR Seti
132 201-001-S
Disposable Sterile TUR Set
Tek Kullanimhik Steril Uroloji Seti
133 201-002-S
Disposable Sterile Urology Set
Tek Kullanimiik Steril Perkiitan Seti
134 201-003-5
Disposable Sterile Percutaneous Set
Tek Kullanimhik Steril Sistoskopi Seti
135 201-004-S
Disposable Sterile Cystoscopy Set
Tek Kullanimlik Steril Kulak Burun Bogaz KBB Seti (Burun)
136 301-001-S
Disposable Sterile Ear Nose Throat ENT Set
Tek Kullammlik Steril Tonsil Adenoit Ortii Seti
137 01-003-
Disposable Sterile Tonsil Adenoid Drape Set
Tek Kullanimlik Steril Kalga seti(Ortopedi)
138 401-001-S
Disposable Sterile HIP Set
Tek Kullanimlik Steril Poslu Artroskopi Seti
139 401-002-S
Disposable Sterile Arthroscopy Set With Pouch

Yol +90 342,337 24 16
\G\ sahllnbev V 1
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Tek Kullanimlik Steril Possuz Artroskopi Seti
140 401-003-S
Disposable Sterile Arthroscopy Set Without Pouch
Tek Kullanimhk Steril Ust Extremite Seti
141 401-004-S S R R S T N AR . -
Dlsposab]e Sterile Upper Extremity Set
Tek Kullanimlik Steril Omuz Artroskopi Seti (Poslu)
142 401-005-S
Disposable Sterile Shoulder Arthroscopy Set With Pouch
Tek Kullanimhik Steril Omuz Artroskopi Seti
143 401-006-S
Disposable Sterile Shoulder Arthroscopy Set
Tek Kullanimlik Steril Kalga Cerrahi Seti
144 401-007-5
Disposable Sterile Hip Surgery Set
Tek Kullanimhik Steril Vertikal Izolasyon Ortii Seti
145 401-008-S et
Disposable Sterile Vertical Insulation Drape Set
Tek Kullanimlik Steril Oftalmik Set Tek Poslu
146 501-001-S
Disposable Sterile Ophthalmic Set With Single Pouch
Tek Kullanimlik Steril Oftalmik Set Cift Poglu
147 501-002-S
Disposable Sterile Ophthalmic Set With Double Pouch
Tek Kullanimlik Steril Dogum Seti
148 601-001-S
Disposable Sterile Delivery Set
Tek Kullanimlik Steril L.T.T. Sezeryan Seti
149 601-002-S
Disposable Sterile Cesarean Set
Tek Kullanimlik Steril Jinekoloji OPU Seti
150 601-003-S
Disposable Sterile Gynecology OPU Set
Tek Kullanimlik Steril E.T. (Embriyo Transfer) Seti
151 601-004-S
Disposable Sterile E.T. (Embryo Transfer) Set
Tek Kullanimlik Steril Jinekoloji Seti
152 601-005-S
Disposable Sterile Gynecology Set
Tek Kullanimlik Steril Beyin Cerrahi Seti
153 701-001-S
Disposable Sterile Brain Surgery Set
Tek Kullanimhk Steril Laminektomi Seti
154 701-002-S
Disposable Sterile Laminectomy Set
Tek Kullanimlik Steril Carpal Tunel Seti
155 701-003-S s ]
Disposable Sterile Carpal Tunnel Set
Tek Kullanimlik Steril Shunt Ortii Seti
156 701-004-S i 25 3 TEKS ]“EKSTL‘ |
Disposable Sterile Shunt Drape Set g }j}"kJ}Gtﬁa ith, | \
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Tek Kullanimlik Steril By-Pass Seti
157 801-001-S
Disposable Sterile By-Pass Set
Tek Kullanimlik Steril Kalp Kapak Seti
158 801-002.8 | ——
Disposable Sterile Heart Valve Set |
Tek Kullanimlik Steril Kongenital Kardiyovaskiler Seti
159 801-003-S ik
Disposable Sterile Congenital Cardiovascular Set
Tek Kullanimhik Steril Anjiografi Seti -1
160 801-004-S
Disposable Sterile Angiography Set 1
Tek Kullanimlik Steril Anjiografi Seti-2
161 801-005-S
Disposable Sterile Angiography Set 2
Tek Kullanimlik Steril Anjiografi Seti-3
162 801-006-S
Disposable Sterile Angiography Set 3
Tek Kullanimlik Steril (Femoral Radyal) Anjiografi Seti
163 801-007-S
Disposable Sterile (Femoral Radial) Angiography Set
Tek Kullanimhk Steril Kardiovaskler Seti (“U” Yarikh)
164 801-008-S
Disposable Sterile Cardiovascular Set (With "U" Split)
Tek Kullanimlik Steril Biopsi Seti
165 901-001-S
Disposable Sterile Biopsy Set
Tek Kullanimlik Steril Kemoterapi Seti
166 902-001-S
Disposable Sterile Chemotherapy Set
Tek Kullanimhk Steril Laparotomi Set
167 903-001-S
Disposable Sterile Laparotomy Set
Tek Kullanimlik Steril Liposuction Seti
168 904-001-S 1%
Disposable Sterile Liposuction Set
Tek Kullanimhik Steril El Cerrahi Seti
169 905-001-S
Disposable Sterile Hand Surgery Set
Tek Kullanimiik Steril Implant Seti
170 906-001-S
Disposable Sterile Implant Set
Tek Kullamimhik Steril Toraks Seti
171 907-001-S
Disposable Sterile Thorax Set
Tek Kullanimhk Steril Tiroid Seti
172 908-001-S
Disposable Sterile Thyroid Set
Tek Kullammlik Steril X-Ray Seti 2 1 Y TERS1LU
Siisndi ek Kullanimhk Steri ay Se 3 TEK JT: P
173 o ans {—Jteks JGda . T pampe
Disposable Sterile X-Ray Set el 20 iz Baphli
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Tek Kullamimlik Steril Miidahale Seti
174 910-001-S
Disposable Sterile Operation Set
Tek Kullanimlik Steril Dental Mini Set
175 911-001-S
Disposable Sterile Dental Mini Set
Tek Kullanimlik Steril Veteriner Seti
176 912-001-S
Disposable Sterile Veterinary Set
Tek Kullammlik Steril Siinnet Seti
177 913-001-S
Disposable Sterile Circumcision Set
Tek Kullanimlik Steril Sa¢ Ekim Seti
178 914-001-S
Disposable Sterile Hair Implant Set
Tek Kullanimlik Steril Plastik Cerrahi Seti
179 915-001-5
Disposable Sterile Plastic Surgery Set
Tek Kullanimlik Steril Kafa Seti
180 916-001-S
Disposable Sterile Head Set
Tek Kullanimlhik Steril Pansuman Seti
181 917-001-S
Disposable Sterile Dressing Set
Tek Kullanimhk Steril Stitur Set
182 918-001-S
Disposable Sterile Suture Set
Tek Kullanimhk Steril Vesikal Katater Seti
183 919-001-S
Disposable Sterile Vesical Catheterization Set
Sita 920-001-S Tek Kullanimlik Steril Epidural Set
Disposable Sterile Epidural Set
Tek Kullanimlik Steril Minor Cerrahi Seti
185 900-001-S
Disposable Sterile Minor Surgery Set
- 801-107 Tek Kullanimlik Steril Femoral - Radial Anjiografi Ortiisa
Disposable Sterile Femoral-Radial Angiography Drape
. 905-102 Tek Kullanimlik Steril El Cerrahi Ortiisii
Disposable Sterile Hand Surgery Drape
- 401-1338 Tek Kullanimlik Steril Vertikal izolasyon Ortiisii
Disposable Sterile Vertical Isolation Drape
e 801-108 Tek Kullanimlik Steril "U"Yarikh KVC Ortiisii
Disposable Sterile Cardiovascular Drape with "U" Split
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YUKARIDA ADI VERILEN URUNLERIN, TALIMATLAR KURULU TIBBi CIHAZLAR KARARNAMESI 93/42/AT iCIN GEREKLI
SARTLARA UYGUN OLDUGUNU BEYAN EDERIZ. DESTEKLEYICI TUM BELGELER URETICININ TESISLERINDE BULUNMAKTADIR.

WE HEREWITH DECLARE THAT THE ATTACHED PRODUCT LIST MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE 93/42 /AT FOR
MEDICAL DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

Notified Body ITOSB 9. Cadde No:15 Tepetren Tuzla - istanbul / TURKIYE

Teli90216 5932575
Fax; 90 216 593 25 74 (e-mail: posta@kiwa.com.tr)
TiFIKA NUMARASI :1984-MDD-19-577
CE BELGE YAYIN TARIHI :27 Subat 2019
CE BELGE SON GECERLILIK TARIHI : 26 Subat 2024
RAPOR NUMARASI :M.5392.01
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No | Standart/Doki tart/Dokiiman Ad | I ) Tarihi
Numarasi Standard/Document Name Tvpe Revision Date
Standard /Document
No

Medical Device Directive Directive
2 MEDDEV 2.7.2 Kilavuz 2016

Guidance
icin kilavuz
Guidelines for competent authorities for making a
validation/assessment __of _a__clinical _investigation
i ssioy dibeiions
MEDDEV 2.7.1 ini :fe irme; 4 ve 38 C Kiavuz 2016
irektifleri ar alatgils ve  Onaylanmiy = Guidance

(8}

ical _Evaluation: A _Guide for Manufacturers anc
Notified Bodies Under Directives 93/42/ECC and

lI 4 MEDDEV 2.4.1 2010
S MEDDEV 2.2.3 1998
6 MEDDEV 2.12/1 2013
7 MEDDEV 2.12/2 2012
Guidance
8 N IS 9 Standart 2019
Standard
9 EN ISO 13485 R s iR S SRR oy Standart 2016
Amaclari_Bakimindan Sartlar / Medical Devices -  Standard
uali inagement Systems - cquirements for
& i1h rposes
Etiketleri, Isaretleme ve Bilgi ile Kullamlacak  Standard
6liim 1: Genel Ozelli i i
11 | IEC62366-1 - : anil: : Standart 015/AMD
Tibbi_Cihazlara Uygulanmasi / Medical devices -  Standard 1:2020
i
—
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13

EN 1S0-10993-1

EN150-10993-5

N1S0 11607-1

95-

IS 7-

D_:..gﬂsndmw_ﬂsmy_f_ﬂﬂlwai gva!mmu J' Standard

a risk mar q,g;{mgnt process
Tibbi Cihazlarin Biyolojik Degerlendirilmesi- Bolim 5: ~ Standart

evaluation of medical devices - Part 5: Tests for in vitro

Standard

Standart
Standard

devices -- Part 2: idation requirements for forming,

sealing and ass: ] recesses

Sterilization of heu.’th -care_products. Ethylene oxide.

Requirements dw deveiu ment,_val du ion (md
evices
Cermhl mmler ve ortuler - Gerekhhklcr ve deney = Standart

Standard

Sagiik_malz mele inin_sterilizasyonu Rgdms;um - | Standart

health care products - Radiation - Part 2: Establishing
the sterilization dose

2009

14 '+Al: )

2019

2015/
A2: 2019
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33  ENSGS56-1 T_|b_b_l cihazlarin sigrﬂ[fla&yt)m; -_“steril” _olarak = Standart 2001/AC:2006
é in_ozelli - Bolii :
A " __medical d(’vr;e\
MQM@MMQ _be dgwam
'STE' J’ Part _1: Requirements for ter {
34 980-16 Kilavuz 2016
Standard Guide for Accelerated Aging Of Sterile Barrier
stems For Medica ices
35 S 98-1 2003
associated contrelled enviroments - Biocontamination
ontrol - Part 1: Gene rinciples and me
36 1SO 14698-2 2003/COR1:2004
c_azLL_&LLt_ZJ_umaLtmu_muumm_auwﬁﬂf
bioco ination data
37 EN1SO 14644-1 Temiz odalar ve bunlarla ilgili kontrollii ortamlar - = Standart 2015
- Bt it B oo enitiiiid Standard
38 ENISO 14644-2 2015
Standard
icin_izleme / Cleanrooms ;mﬂ USS0( mml gcmtmﬂed
environments - Part 2: Monitoring to provide evidence
of cleanroom ormance related to air ¢ iness
ticke concentrali
39 EN1SO 14644-3 tand: 2019
Boliim 3- Test Metodlan / Cleanrooms and associated — Standard
controlled environments - Part 3: Test methods
40 EN ISO 14644-4 Standart 2001
Standard
[Liggﬂr'm}ms an (i asso gmgg(t controlled environments -
Part 4: Design, constructior start-
41 iSO - 2004
vauazlznmﬁ_ﬂLiﬂmmm
42 ENISO 11737-2

Tibbi_cihazlarn s’ccrllu.awunu -__Mikrobivolojik  Standart 2020

sterilite deneyleri/ Stufh/unun of medical devices -

fol: +q93A2337 aMﬁ ~
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43 ENISO 11737-1

44 150 17665-1

45 ENISO 11138-1

46 | ENISO 20417

erform in _the definitio validation __and
maintenance of a sterilization process

Standart
Standard

Standard
Moist heat - Part 1: Rr.uuuvmmm for the development,
validation and routine control of a sterilization process
or medical devices
Standart
- . A andard
health care products - Biological indicators - Part 1:
eneral requirements
U Standart
Standard
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