TIBBi CiHAZ BiLGi DOKUMANI B e e
MEDICAL DEVICE DATA SHEET

LUXLINE MUAYENE LAMBASI
LUXLINE EXAMINATION LAMP

{q&

Sekil 1. Tibbi Cihazin Resmi
Figure 1. Picture of the Medical Device

Tibbi Cihaz Genel Adi LED Muayene Lambasi
Medical Device Common Name | LED Examination Light

Tibbi Cihaz Ticari/ Marka Adi LUXLINE LED MUAYENE LAMBASI
Medical Device Trade/ Brand LUXLINE LED EXAMINATION LIGHT

Name
M1S 450 0 0: LUXLINE 60 LED MUAYENE LAMBASI — MOBIL/ LUXLINE 60 LED
Ur"n Grub EXAMINATION LIGHT - MOBILE
Pﬂ‘)'Tct”Gr”o " M1V 000 0 0; BRIGHTLINE 350 MUAYENE LAMBASI-SPIRAL KOL, MOBIL/ BRIGHTLINE
Troduct 5roup 350 EXAM. LIGHT SPRING ARM MOBILE
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M1V 300 0 0: LUXLINE 35 LED MUAYENE LAMBASI - MOBIL/ LUXLINE 35 LED
EXAMINATION LIGHT - MOBILE

M1V 400 0 0: LUXLINE 40 MUAYENE LAMBASI-SPIRAL KOL, MOBIL/ LUXLINE 40
EXAMINATION LIGHT FLEXIBLE ARM MOBILE

M1V 450 0 0: LUXLINE 40R MUAYENE LAMBASI-SPIRAL KOL, RAY/ LUXLINE 40R
EXAMINATION LIGHT FLEXIBLE ARM RAIL

M1V 550 0 0: LUXLINE 45 MUAYENE LAMBASI-SPIRAL KOL, MOBIL / LUXLINE 45
EXAMINATION LIGHT FLEXIBLE ARM MOBILE

M1S 500 0 0: LUXLINE 60D LED MUAYENE LAMBASI - DUVAR / LUXLINE 60D LED
EXAMINATION LIGHT -WALL

M1S 550 0 0: BEX LUXLINE 60 LED MUAYENE LAMBASI - MOBIL / BEX LUXLINE 60
LED EXAMINATION LIGHT - MOBILE

M1V 500 0 0: LUXLINE 40D MUAYENE LAMBASI-SPIRAL KOL, DUVAR / LUXLINE 40D
EXAMINATION LIGHT FLEXIBLE ARM, WALL

M1V 600 0 0: LUXLINE 45R MUAYENE LAMBASI-SPIRAL KOL, RAY/ LUXLINE 45R
EXAMINATION LIGHT FLEXIBLE ARM RAIL

M1V 650 0 0: LUXLINE 45D MUAYENE LAMBASI-SPIRAL KOL, DUVAR/ LUXLINE 45D
EXAMINATION LIGHT FLEXIBLE ARM, WALL

M1V 700 0 0: BEX LUXLINE 45 MUAYENE LAMBASI-SPIRAL KOL, MOBIL/ BEX LUXLINE

45 EXAM. LIGHT FLEXIBLE ARM, MOBIL

M7 119 000 0 0 LUXLINE 40R MUAYENE LAMBASI-SPIRAL KOL, RAY-HERBAG/
LUXLINE 40R EXAMINATION LIGHT FLEXIBLE ARM RAIL -HERBAG

M7 120 000 0 0: LUXLINE 45 MUAYENE LAMBASI-SPIRAL KOL, MOBIL-HERBAG /
LUXLINE 45 EXAMINATION LIGHT FLEXIBLE ARM MOBILE-HERBAG

KULLANIM OZELLIKLERI
USAGE FEATURES

Tibbi personelin yaptigi klinik incelemeler sirasinda ¢alisma alanini aydinlatmak,
operasyon yapllan bélgenin daha kolay ayirt edilmesini saglayarak

Tibbi Cihazin tanimi teshis ve tedaviye yardimci olmak igin kullanilan cihazlardir.

= | Medical Device description Examination lamps are devices used to illuminate the working area during
clinical examinations performed by medical personnel, and to assist diagnosi:
and treatment by making the operation area easier to distinguish.

Luxline muayene lambasidir. Tibbi personelin yaptigi klinik incelemeler sirasinda
calisma alanini aydinlatmak, operasyon yapilan bélgenin daha kolay ayirt

12 Kullanim amaci edilmesini sagdlayarak teshis ve tedaviye yardimci olmak igin kullanilan cihazlardir.
) Intended use Luxine is an examination lamp. The equipment is intended to use for
illuminating the body of the patient regionally to assist diagnosis and
treatment.
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Bazi gaz desarjli ksenon halojen lambalar, bir gazin iginden bir elektrik akimi
gegcirerek 1sik yayar. LED cerrahi i1siklar, bir elektrik devresi tarafindan uyarildiginda
dar bir 151k spektrumu yayan esasen kiclk yari iletkenler olan bdlmelerden veya
modullerden olusur.

Model 45, 45R ve 45D icin ;

Lambanin bagh§i (zerinde Agma/Kapama anahtari bulunmaktadir. Lambayi agmak
icin Agma/Kapama anahtarini “ON” konumuna getirin.

- Cihaz yalnizca kuru ve tozdan arindiriimig odalarda kullaniimalidir.

- Hasarli armatirleri kullanmayin. Hasarli kablolar da potansiyel tehlikedir. Kabloyu
herhangi bir 1s1 kaynagina yakin yerlere veya keskin kenarlar (izerine
yerlestirmeyin.

- Havalandirma agikliklari (varsa), armaturin kullanimi sirasinda kapali
olmamalidir.

- Cihaz icin maksimum ortam sicakligini asan harici 1si kaynaklarinin yakininda
kullaniimamalidir.

Model 60,60D igin;

Lamba bashinin pozisyonunu sabitleme mafsallarini saat yén(iniin tersine gevirerek
gevsetip degistirebilir ve saat yonlnde gevirerek sikmak suretiyle sabitleyebilirsiniz.

Gu¢ kablosunu lambaya takin.
Glic kablosunu sebekeye takin.
Cihazin calisma ilkeleri ve | Her kullanimdan once bir fonksiyon testi yapin: Lambada bulunan LED'ler

etki mekanizmasi yanmalidir. e
== | Principles of operation of the | - Asagidaki tabloya gore istediginiz renk sicakligini ayarlayin:

device and its mode of action

Renk sicaklig Tavsiye

Mavi Soguk Beyaz Pansuman islemleri ve
kiclk capl islemlerde
tek bir aletin Uzerine 11k
tutulmasi igin idealdir.

Turuncu Sicak Beyaz Cesitli cilt muayeneleri
icin idealdir.

Some gas discharge xenon halogen lamps emit light by passing an electric
current through a gas. LED surgical lights consist of pods, or modules, which
are essentially small semiconductors that emit a narrow spectrum of light
when excited by an electrical circuit

For Model 45, 45R, 45D ;

ON/OFF switch is provided on the lamp head. Set ON/OFF switch to “ON”
position to turn the light on.

- Device must only be used in dry and dust free rooms.

- Do not use damaged luminaries. Damaged cables are also potential risk.
Do not place cable to any area close to heat source or onto sharp edges.

- Vent openings (if any) must not be closed during use of luminaries.
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- Device must not be used near external heat sources exceeding maximum
ambient temperature for device.

For 60,60D ;

You can loose and change the position of the position of the lamp head piece
by turning the fixation hinges in counter-clockwise position and fix it by
tightening via turning the fixation hinges in clock-wise direction.

Insert the power cord to the lamp.

Insert the power cord to electric network.

Perform a function test before each use. LEDs found in the

lamp should be lit.

Adjust the desired color temperature according to the below table:

Color Temperature Recommendation

Blue Cold White Ideal for shedding light
on a single device in
dressing wounds and in
minor operations.

Orange Warm White Ideal for various skin

examinations.

1.4

Endikasyonlar

Tani ve tedaviyi desteklemek amaciyla hastanin viicudunu aydinlatmak igin
kullanilir.

Indications Examination Lamp is used for lightening the body of patient to support
diagnosis and treatment.

Cihazinizi oksijen yoniinden zengin ve anestezik yanici karigimlarin bulundugu

ortamda kullanmayiniz.

Cihazinizi amaci disinda ve farkli gevresel kosullarda kullanmayiniz.

Gozlere zararlidir. Asla dogrudan isik kaynagina bakmayin. Uzun sire kullanim igin

uygun degildir.

Kullanim amaci disindaki herhangi bir kullanimdan veya guvenlik talimatlarl ve
) uyarilarina uyulmamasindan kaynaklanan yaralanmalar veya hasarlardan dretici

15 |Kontrendikasyonlar sorumlu tutulamaz.

Contraindications Do not use your device in oxygen rich environments and in environments
with inflammable anesthetic mixtures. Do not use your device other than its
intended purpose. And indicated environments. Direct exposure to light may
harm your eyes. Do not use device for long term operations. Manufacturer
cannot be held responsible for injuries or damages caused by any use other
than intended purpose or failure to comply with safety instructions and
warnings.

Hedgflenen hasta Tdm yas gruplari igin uygundur.

1.6 | poplilasyonu All age groups
Intended patient population(s) '
Tip veya hemsirelik alanindaki egitimini tamamlamis, kendi
1.7 m?:::;nﬁgel:l;"an'c'“ar) uzmanlik alaninda ¢alisan kisiler tarafindan kullaniimahdir.
Intended user(s) The device must be used by physicians and trained nurses.
Tavsiye edilen kullanim
1.8 |siiresi 10 Yil/ 10 Years

Recommended usage period
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[ ]Invaziv cihaz/ Invasive device

[ ]invaziv olmayan cihaz/ Non-invasive device

[ ] Cerrahi invaziv cihaz/ Surgically invasive device

Aktif tibbi cihaz/ Active medical device

[ ] Tekrar kullanilabilir cerrahi alet/ Reusable surgical instrument

[ Aktif terapotik cihaz/ Active therapeutic device

[ ] Tanilama ve izleme amagch aktif cihaz/ Active device intended for diagnosis and monito

19 Kullanim sekli
' Usage

Cihazla birlikte kullaniimasi
amaglanan cihaz
aksesuarlarinin, diger
cihazlarin ve cihaz olmayan
diger iiriinlerin tanimi

1.10 | a description of the Uygulanmaz / NA
accessories for a device,
other devices and other
products that are not devices,
which are intended to be used
in combination with it
Uyarilar Kullanma kilavuzunda belirtilmigtir.
Warnings It is specified in the user manual.
Kullaniciya teslim edilmeden dnce Grlin montaji teknik servis tarafindan
yapilmaktadir. Cihaz ile birlikte kullanilan (riin ve aksesuarlarin cihaz lizerine
112 Kullamim/ montaj kolayhgi | montaji ile ilgili talimatlar kullanma kilavuzundaki kullanima hazirlik boliminde
"™ | Ease of use/ assembly anlatiimaktadir.
Assembly is performed by the technical service prior to use. All assembly
instructions for accessories are given in instructions for use document.
Klinik inceleme sirasinda (i¢ noktadan hareketli mafsallar ile galisma alani istenen
sekilde aydinlatilabilir ve pratik olarak sabitlenebilir. islevsel kontrol paneli ile
pansuman, kiiclk cerrahi operasyonlar ve cilt muayeneleri igin sundugu farkli renk
113 Ergonomik ozellikleri segenekleriyle aydinlatma saglar.
: Ergonomic properties During the clinical examination, the working area can be illuminated and

fixed practically with the joints that are movable from three points. With its
functional control panel, it provides illumination with different color options
for dressing, minor surgical operations and skin examinations.

Govde yapisi temizlenebilir ve darbeye karsi dayanikli malzemeden Uretilmistir.
Genis hareket agisi sayesinde dengeli kullanim sadlar. LUXLINE muayene
lambalarinin bir LED lambasi vardir. Tim modeller tekerlekler Gizerindedir (mobil).
R modellerde ray adapt6ri, D modelleri duvara montaj plakalidir.60 model
dokunmatik ekranli kontrol paneline sahiptir.

114 Tasarim ozellikleri
' Design properties The body structure is made of cleanable and impact resistant materials.

Provides stable use thanks to its wide movement angle. LUXLINE
examination lights have a LED lamp. All models are on wheels(mobile). R
models offers rail adapter, D models are with Wall mounting plate. 60
models have a touch screen control panel.

1. Imalatg! tarafindan iretilen cihazin, varsa énceki nesli veya nesilleri hakkinda
genel

bir agiklama : Uygulanmaz / NA

1. General information about the previous generation or generations of the device

Cihazin onceki ve benzer
nesillerine atif

1.15 | Reference to previous and .
== . manufactured by the manufacturer, if any.

similar generations of the ’ .

devi Remark: Not applicable / NA

evice L .
E— 2. Varsa, yurt ici piyasada veya uluslararasi piyasalarda bulunan, benzer olarak
tanimlanmis cihazlar hakkinda genel bir agiklama : Klinik Degerlendirme
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Raporu dokiimanina bkz.
2. Similarly, in the domestic market or international markets, if any
A general description of the identified devices: See the Clinical Evaluation Report

TIBBI CIHAZIN KONFIGURASYONLARI/ VARYANTLARI
CONFIGURATIONS/ VARIANTS OF THE MEDICAL DEVICE

Tibbi Cihaz grup kodu
2.1 Medical Device group
code

Uygulanmaz / NA

Tibbi Cihaz referans
ozellikleri
22 Medical Device reference

properties

Tibbi cihaz referans ozellikleri; ‘TC-SurgiLight-DL” nolu tibbi cihaz listesinde verilmistir.
Medical device reference features; " TC-SurgiLight-DL" is given in the medical device
list.

TIBBi CIHAZIN PARCALARI/ BILESENLERI

PARTS/ COMPONENTS OF THE MEDICAL DEVICE
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Sekil 2. Tibbi Cihazin Genel Cizimi

Figure 2. General Drawing of the Medical Device

Parcal Bilesen No.

Parcal Bilesen adi

Part/ Component no.

Name of the part/

component

Parcanin/ Komponentin

Parcanin/ Komponentin

insan viicuduna

islevselligi
Functionality of the part/

component

kompozisyonu dogrudan
Composition of the part/ veya dolayli olarak tema:
component ediyor mu?

Is it directly or indirectly in
contact with the human
body?

B.1.2 - Regetelere
bkz.

B.1.2 - Bill Of
Materials (Bom)

3.1

B.1.2 - Regetelere
bkz.

B.1.2 - Bill Of
Materials (Bom)

Kullanma
Kilavuzuna bkz.
See user manual

B.1.2 - Regetelere

bkz.

B.1.2 - Bill Of Materials
(Bom)

Hayir — Dogrudan temas
No - Direct contact

Tibbi cihaz agagidaki maddeleri igeriyor mu?

Does this medical device incorporate the following substances?

1272/2008 sayih Tiizigiin V1. Ekinin 3. Boliimii uyarinca,
1A veya 1B kategorisinin kanserojen, mutajen veya
iireme sistemine toksik etki gésteren maddeleri (CMR)
>% 0,1 (wiw)

Substances>0,1% (w/w) which are carcinogenic, mutagenic
or toxic to reproduction (‘CMR’), of category 1A or 1B, in
accordance with Part 3 of Annex VI to Regulation (EC) No
1272/2008

Bu tip bir madde icermemektedir.
It does not contain any such substance.

1907/2006 No'lu Yonetmeligin 59. Maddesi uyarinca
endokrin bozucu 6zelliklere sahip maddeler>% 0,1 (w/w)
Substances having endocrine-disrupting properties identified in
accordance with Article 59 of Regulation (EC) No 1907/2006
>0,1%(w/w)

Bu tip bir madde icermektedir. Uygunluk igin RoHS
dokiimanina bkz.

It contains any such substance. See RoHs Document for
compatibility.

Insan kani veya plazmasi tiirevi dahil olmak iizere bir
tibbi madde

a medicinal substance, including a human blood or plasma
derivative

Bu tip bir madde igermemektedir.
It does not contain any such substance.

insan kaynakl dokular veya hiicreler ya da bunlarin
tiirevleri
tissues or cells, or their derivatives, of human origin

Bu tip bir madde igermemektedir.
It does not contain any such substance.

Insan viicuduna girmesi amaglanan ve insan viicudu
tarafindan absorbe edilen ya da insan viicudunda lokal
olarak dagilan maddeler veya madde kombinasyonlari
Devices that are composed of substances or of combinations
of substances that are intended to be introduced into the
human body, and that are absorbed by or locally dispersed in
the human body shall comply,

Bu tip bir madde igermemektedir.
It does not contain any such substance.

(AB) 722/2012 sayil tiiziikte belirtildigi sekilde, hayvan
kaynakli dokular veya hiicreler ya da bunlarin tiirevleri
tissues or cells of animal origin, or their derivatives, as
referred to in Regulation (EU) No 722/2012

Bu tip bir madde icermemektedir.
It does not contain any such substance.

B YASAL DUZENLEME BILGILERI
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! REGULATORY INFORMATION

41 llgili regiilasyon AB 2017/745 Tibbi Cihaz Tiiziigi (MDR)
' Related regulation EU 2017/745 Medical Device Regulation (MDR)
ilgili direktif
42 Related directive Uygulanmaz / NA
EN 60601-2-41 Elektrikli Tibbi Donanim - Bolum 2-41: Cerrahi Girigimlerde ve Tani Koymada
Kullanilan Aydinlatma Armattirlerinin Temel Glvenligi ve Gerekli Performansiyla ligili Belirli
Uriin standardi Ozellikler
43 Product standard
EN 60601-2-41 Electrical Medical Equipment - Part 2-41: Specific Features Related to Basic
Safety and Required Performance of Lighting Fixtures Used in Surgical Interventions and
Diagnosis
Risk Sinifi- AB
2017/745
4.5 Risk Class- EU Kural 13, Sinif 1/ Rule 13, Class |
2017/745
46 EN 60601-1 Sinifi / Sinifl, TipB/
' Class of EN 60601-1 Class |, Type B
47 EN 60569 Sinif/ IPX0 (350 model ve 45 serisi), IP20 (40 ve 60 serisi),
' Class of EN 60569 IPX0 (350 model and 45 series ), IP20 (40 and 60 series)
Bagh oldugu
CEl/tasarim sertifikasi
48 Related CE design Uygulanmaz / NA
certificate
GMDN kodu ve CND 36843 - Aydinlatma, Muayene , Tasinabilir : M1S 45000 /M1V 00000/M1V 30000/M1V 40000
kodu M1V 450 0 0/ M1V 550 0 0
GMDN code and CND | 36843 -Light, Examination, mobile : M1S 450 0 0/ M1V 000 0 0 /M1V 3000 0/M1V 40000 / M1V 450
code 00/M1V 55000
49 12276 - Aydinlatma , Muayene M1S 5000 0/M1S 55000/ M1V 50000 / M1V 60000/ M1V 650 0 0
M1V 70000
12276 - Lights, Examination:M1S 50000 /M1S55000/M1V 50000 /M1V60000/M1V65000 /M
70000
UNSPSC kodu
410 UNSPSC code Uygulanmaz / NA

STERILIZASYON VE RAF OMRU
STERILIZATION AND SHELF LIFE

Sterilizasyon metodu

51 Sterilization method Uygulanmaz / NA
Raf omrii
5.2 Shelf life Uygulanmaz / NA
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DEPOLAMA/ NAKLIYE KOSULLARI
STORAGE/ TRANSPORTATION CONDITIONS

Kullanim Kilavuzunda
Belirtilen Depolama

Cihaz, karton koli ile sevk edilir. Tagima sirasinda cihazin dusirilmemesine dikkat edilmelidir.
Cihazin ambalaj malzemesi geri donistumiGdur. Uygun atik kaplarina konmasi énerilir.

6.1 |uyanlan Examination lights are delivered with styrofoam packaging material in carton boxes. Please do
Storage warnings on not expose the device to any shocks and do not drop it during storage and transportation. The
IFU packaging material is recyclable. It should be discarded into the appropriate waste containers.

T \_‘_\II/ 1
AN
/.\\ Gunes 1sigindan uzak tutunuz./ Keep away from sunlight
[ J
Birincill ikincil ambalaj —
etiketleri tzerindeki Ry
depolama kosullar ? Kuru tutunuz./ Keep dry
6o | Sembolleri ve bagliklar L |
' Storage conditions
symbols on the primary/ r 1
secondary packaging Kirilgan, dikkatli tastyiniz / Fragile, handle with care.
labels and their titles . J
L Ll
X El kancasi kullanma / Use no hand hooks
L =
Cihaz grup kodu .
veya referansi/ Satis ambalaj Nakliye ambalaji boyutu/ Transport
. boyutu/ Sales O
Device group code or L packaging size:
packaging size
reference
M1S 450 0 0 :630 x 1380 x 220 mm.
M1V 000 0 0:715 x 725 x 220 mm.
M1V 3000 0:715 x 725 x 220 mm.
: M1V 4000 0:715 x 725 x 220 mm.
g%%i?f;? l‘j’ﬁ] SV M1V 450 0 0:715 x 725 x 220 mm.
6.3 ) boy M1V 550 0 0:630 x 1380 x 220 mm.
Appropriate sales and M1S NA M1S 500 0 0:630 1380 x 220 mm.
transport packaging size M1V M1S 550 0 0 : 630 x 1380 x 220 mm
M1V 50000 : 715 x 725 x 220 mm.
M1V 600 0 0 : 630 x 1380 x 220 mm.
M1V 650 0 0 : 630 x 1380 x 220 mm.
M1V 70000 : 715 x 725 x 220 mm

Uygun satis ve nakliye .

ambalajt ici tekli birim lehaz gflIJPDkqu Veya | satis ambalaji

ambalaj adedi re er:-:jnm er Ice group boyutu/ Sales Nakliye ambalaji boyutu/ Transport

6.4 | Number of single unit code orreterence packaging size packaging size:
packaging in appropriate Uygulanmaz /
sales and transport Uygulanmaz / NA NA Uygulanmaz / NA
packaging

IMALATCI TARAFINDAN SAGLANAN BILGILER
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TIBBi CIHAZLAR SANAYI VE TICARET A.S.

MEDICAL DEVICE DATA SHEET

! INFORMATION TO BE SUPPLIED BY THE MANUFACTURER

7.1 Etiketler (Tekli birim ambalaj, Satis ambalaji ve Nakliye ambalaji etiketi)/ Labels (Labels of the Single

unit packaging, Sales packaging and Transport packaging)

Semboliin alindig Cihaz iizeri | Satis Nakliye
Sembol standart/direktif/lyasa T Oonthe ambalaji/ ambalaji/
Symbol Standard/directive/requlation device Sales Transport
) where the symbol is provided — packaging | packaging
Diller (Uriin ach) Muayene Lambasi Uvaulanmaz
7.1 | Languages (Product Examination v yg;lNA v
name) Light
_ AB 2017/745 Tibbi Cihaz
71.2 CE lsareti c € Tlz(gi (MDR) v Uygulanmaz | Uygulanmaz
o CE Mark EU 2017/745 Medical I NA I NA
Device Regulation (MDR)
Uretici/ imalatci adi ve - -
adresi Bigakcilar Tibbi i v Uygulanmaz v
713 | Manufacturer name and C'h?nzézrresta:asy' ve IS0 15223-1, 150 7000 INA
address Osmangazi Méh.allesi
Gazi Caddesi No: 21,
Esenyurt 34522
istanbul, Turkey
Katalog/ Referans " !
Uygulanmaz
7.4 | Numarasi 1SO 15223-1, 1SO 7000 v o v
Catalogue Number C S
Lot/ Parti Kodu Uygulanmaz / | Uygulanmaz v
71.5 Batch code LOT ISO 15223-1, 1ISO 7000 NA INA
Seri Numarasi Uygulanmaz | Uygulanmaz
2L LR R . v
7.1.6 Serial Number SN ISO 15223-1, 1ISO 7000 INA INA
Uretim/ imalat Tarihi | | i Uygulanmaz / | Uygulanmaz | Uygulanmaz
117 Date of manufacture IS0 15223-1, 1SO 7000 NA I NA I NA
71.8 ?::;hkiullanma g SO 152231 1SO 7000 Uygulanmaz/ | Uygulanmaz | Uygulanmaz
. NA I NA I NA
Use-by date L 5
Etilen oksit ile steril - -
7.1.9 | edilmistir. n i Uygulanmaz / | Uygulanmaz | Uygulanmaz
Sterilized using ethylene 150 152231, 150 7000 NA I NA I NA
oxide. - B
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TIBBI CIHAZ BILGI DOKUMANI
MEDICAL DEVICE DATA SHEET

Isinlama

7110 kullanilarak steril Uvaul i | Uvaul Uvaul

£ | edilmistir. IS0 15223-1,180 7000 | ~YOUCAMEET | FWIEAMAZ | FVG LEAmaz
Sterilized using
irradiation.

Tekrar - i

7.4.11 | kullanmaymn. ® 10 15223-1,150 7000 | WY8Uianmaz! | Uygianmaz | Uyguaamaz
Do not re-use. L J
Tekrar steril etmeyiniz. Uygulanmaz/ | Uygulanmaz | Uygulanmaz

7.1.12 Do not resterilize. @ ISO 15223-1, ISO 7000 NA INA INA
Ambalaji hasar
gormiisse " B

74113 | kullanmayiniz. @ ISO 15223-1, ISO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Do not use if package is L J NA INA INA
damaged.

Kullanim igin r -

7144 | t2limatlara bakin, [1i] 1SO 15223-1, 1S0 7000 , | Uygulanmaz | Uygulanmaz

o Consult instructions for 5 g I NA INA
use.

7115 Dikkat ’ ﬁ ’ ISO 15223-1, I1SO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz

" | Caution L= NA I NA INA

7116 Pirojenik olmayan ISO 15223-1, I1SO 7000 Uygulanmaz/ | Uygulanmaz | Uygulanmaz

n Non-pyrogenic NA I NA I NA
Uriin latex (dogal

7.1.17 | kauguk) icerir. Contains W SO 15223-1 Uygulanmaz / | Uygulanmaz | Uygulanmaz
or presence of natural Se—eese NA I NA I NA
rubber latex.

Ftalat icerir: bis (2-
etilheksil) ftalat (DEHP)

7.1.18 | Contains or presence of ) Uygulanmaz / | Uygulanmaz | Uygulanmaz
phthalate: ~ bis  (2- DEHP omne BS EN 159862011 NA I NA I NA
ethylhexyl)  phthalate
(DEHP)

7.1.19 | Radyoopak 6zellik RADIO- NA Uygulanmaz / | Uygulanmaz | Uygulanmaz
Radiopaque feature OPAQUE NA I NA INA

7.1.20 Isir'siat:"'ks'“"'amas" /ﬂ/ SO 15223-1,1S07000 | Uygulanmaz / | Uygulanmaz | Uygulanmaz
Temperature limit . y NA INA INA
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C > BIGAKCILAR

TIBBi CIHAZLAR SANAYI VE TICARET A.S.

Alt sicaklk limiti . .
7.1.21 | Lower limit of temper- ISO 15223-1, 1SO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
ature NA INA INA
71.1.22 SSt Z:(I:?nlfilt"(();lmltl /ﬂ/ ISO 15223-1, I1SO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
S i) NA I NA I NA
temperature L a
7.1.23 mﬁmijil[nl:}::::;atglrllllmltl m ISO 15223-1, ISO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
£ ) NA INA INA
Giin 1sigindan uzak "l
7.1.24 | tutunuz. _-7T--.. ISO 15223-1, ISO 7000 Uygulanmaz / | Uygulanmaz v
Keep away from /.\\ NA I NA
sunlight. L -
Kuru tutunuz./ - ;
7..25 | Ladmurdan uzak ? S0 15223-1,1S0 7000 | Uygulanmaz | | Uygulanmaz |
Keep dry. / Keep away . | NA INA
from rain.
Atmosferik basing r
7.1.26 | sinirlamasy/ limiti i Uygulanmaz / | Uygulanmaz | Uygulanmaz
Atmospheric pressure @ IS0 15223-1, 150 7000 NA I NA INA
limitation 4
Kirilgan, dikkatli - A
7.1.27 |tasiyiniz. Uygulanmaz / | Uygulanmaz v
Fragile, handle with I 150 15223-1, 150 7000 NA /NA
care. - B
r A
7.1.28 | Adirlik merkezi ISO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Centre of gravity EE— NA I NA INA
[ |
7.1.29 | Buradan askiya alin. SO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Sling here. E— NA I NA INA
7.1.30 | El kancasi kullanma. SO 7000 Uygulanmaz / | Uygulanmaz v
Use no hand hooks. —_— NA I NA
Burada el arabasi - A
kullanmayin. x Uygulanmaz / | Uygulanmaz | Uygulanmaz
7131 Do not use hand truck de 150 7000 NA /NA INA
here. - -
7.1.32 | Forklift kullanmayin. KE SO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Use no fork. _— NA I NA I NA
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Gosterilen sekilde r -

7.1.33 | sikistirmayin. v Uygulanmaz/ | Uygulanmaz | Uygulanmaz
Do not clamp as ’M‘ 1SO 7000 NA INA INA
indicated. - -

Gosterilen sekilde } )
7.1.34 sikistirin. ’I.I" 1SO 7000 Uygulr‘zlaxmazl Uyg;xl;:maz Uyg;llr‘?zmaz
Clamp as indicated. L g
r il
7.1.35 | Devirmeyin. /><\ Uygulanmaz / | Uygulanmaz
1242 1SO 7000 v
Do not roll. . NA INA
Radyasyon
kaynaklarindan "Tw ]

7.1.36 Koruvunuz. LU ISO 7000 Uygul;xmazl Uyg;:l;:maz Uygrl;xmaz
Protect from radioactive . |
SOurces.

r l

7.1.37 | Yukari yon Uygulanmaz / | Uygulanmaz v

This way up T T IS0 7000 NA I NA
[

7.1.38 | Kiitle ile istifleme limiti <§g SO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Stacking limit by mass B — NA I NA I NA

7.1.39 | Sayi ile istifleme limiti E Uygulanmaz / | Uygulanmaz | Uygulanmaz

[n] ISO 7000
Stacking limit by number ] _— NA INA INA

7.1.40 | Istiflemeyin. % ISO 7000 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Do not stack. E— NA I NA INA
Bicakla A¢cmayin /Do x

L2141 | Not Open With Knife y 4 1S0 780 Uygulanmaz | | Uygulanmaz |/

4

7.1.42 Yuzeye Basmayin/ No 1SO 7010 Uygulanmaz / | Uygulanmaz v
Stepping on Surface NA INA

7.1.43 | Geri Doniistiiriilebilir 0’ ISO 704 Uygulanmaz / | Uygulanmaz v
Recovery/Recyclable ‘ o B NA INA

o Avrupa Ambalaj Geri

7.1.44 | Yesil Nokta / \ Kazanimi Orgiti/ Uygulanmaz / | Uygulanmaz v

Green Dot Packaging Recovery NA INA
Organisation Europa
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TIBBi CIHAZLAR SANAYI VE TICARET A.S.

Tekli birim ambalaj icin/ For a
single unit packaging:

EAN-13
7.1.45 | Barkod EAN-14 Uygulanmaz / | Uygulanmaz | Uygulanmaz
Barcode Satis ve nakliye ambalajl icin/ NA I'NA INA
For the sales and
transportation packaging:

EAN-128
Diger/ Other
(Etikette yer alan diger
semboller/ bilgiler
eklenir.)
g’;:hi% #le,kg:g’p , UyguI"zlaRmazl Uyg;x:::maz Uyg;::\?xmaz

volt, amper, IP vs.
Example: Size, flow rate,
effective length, outer
diameter, voltage,
ampere, IP efc.

7.2 Kullanim Kilavuzu/ Instructions for Use (IFU)

7.21 |Diller Tiirkge, Ingilizce
Languages Turkish , English
729 Kullanma kilavuzu MR2 XX XXX

kodu
IFU code

DOKUMAN REVIZYON TARIHGESI
HISTORY OF DOCUMENT REVISION

Revizyon No Revizyon Tarihi | Revizyon Nedeni
Revision No Revision Date Revision Reason
0 02.02.2021 Yeni Doktiman / A New Document
1 25.06.2021 Herbag referansi eklenmistir ve ambalaj sembolleri glincellenmistir. / Added Herbag
references and package symbols have been revised.
2 12.12.2022 1.3. bélumuinin kapsami genigletildi. / 1.3. The scope of the section has been
expanded.
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Sorumluluk/

L Adi-Soyadi/ Name-Surname Tarih/ Date imzal Signature
Responsibility
Beyza Nur CAYIR
Hazirlavan Jr. ArGe Muhendisi(TC)
y Jr. R&D Engineer(ME)
Prepared By 25.06.2021
Bilent OZDEMIR
gg:trr?)luggeg Kidemli Tasarim Uzmani (TC) [ | A
Y Sr. Design Specialist (ME) 95 06.2021 Lot JWL‘
Ulkil OKER )
Onaylayan Kalite ve Laboratuvar Kidemli Midur A
Approved By Quality & Laboratory Senior Manager o
25.06.2021 \t
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