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Sa¢ Ekim Malzemeleri

SAC EKIM
PENSETLERI

HAIR TRANSPLANT FORCEPS

KULLANMA KILAVUZU / INSTRUCTIONS FOR USE

Profesyonel kullanima yonelik, manuel ve yeniden kullanilabilen pensetler.
Manual reusable forceps intended for professional use.

NON-STERILNON-STERILE TEKRAR KULLANILABILIRREUSABLE PROFESYONEL
KULLANIMPROFESSIONAL USE
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TR / KULLANMA KILAVUZU / URUN & GUVENLI KULLANIM
01 Uriin tanimi ve kullanim amaci

Sac ekim pensetleri, sac ekimi uygulamalarinda greftlerin (folikiiler tGnitelerin) toplanmasi, diizenlenmesi, tutulmasi ve
ekim asamasinda yerlestirilmesine yardimci olan, elle kullanilan hassas cerrahi el aletleridir.

Uritinler 301 ve 304 paslanmaz celik hammaddelerinden iretilmektedir. Pensetler non-steril olarak piyasaya arz edilir;
kullanimdan 6nce temizlenmeli ve sterilize edilmelidir.

PENSET TURU AMACLANAN KULLANIM

Toplama penseti Sag ekimi sirasinda greftlerin/sac¢ koklerinin toplanmasi.

Ekim penseti Toplanan greftlerin ekim asamasinda tutulmasi ve yerlestirilmesi.
Dizim penseti Greftlerin petri kabi icerisinde diizenlenmesi.

Ay penseti Sag ekimi sirasinda greftlerin/sa¢ koklerinin toplanmasi.

02 Hedef kullanici ve kullanim kosullari

Pensetler, sac ekimi islemi ve tibbi aletlerin glivenli kullanimi konusunda egitimli ve yetkili saglik personeli tarafindan
kullanilmalidir. Hastanin sa¢ ekimine uygunluguna iliskin tibbi karar, islemi ytriten saglik profesyoneline aittir.

ONEMLI GUVENLIK BILGISI

Hasarli, korozyona ugramis, ucu egilmis, kapanisi bozulmus veya temizligi ve sterilizasyonu tamamlanmamis pensetleri
kullanmayiniz.

03 Kullanim dncesi kontrol

e Uriintin uygun tip ve boyutta oldugunu kontrol ediniz; tiriiniin etiketi ve izlenebilirlik bilgilerini inceleyiniz.

e Penset uclarini, ylizeylerini ve kavrama fonksiyonunu deformasyon, catlak, asinma, leke veya korozyon acisindan kontrol
ediniz.

e Yeni alinan pensetleri ambalajindan cikardiktan sonra ilk kullanim 6ncesinde temizleyip sterilize ediniz.

e Sterilize edilen aleti aseptik sekilde kullanima hazirlayiniz; sterilizasyon islemi tamamlanmamis tGriint kullanmayiniz.

04 Kullanim sirasinda dikkat edilecek hususlar

Greftleri, islem icin gerekli en diistik sikma kuvvetiyle ve ug yapisina uygun olarak kavrayiniz.

Greftin ezilmesine veya travmatize olmasina neden olabilecek asiri basing ve zorlamadan kagininiz.

Pensetleri diistirmeyiniz, sert ylizeylere carpmayiniz ve uclari mekanik zorlanmadan koruyunuz.

Aleti amaclanan kullanimi disinda kesme, delme veya kaldirac géreviyle kullanmayiniz.

Kullanim sirasinda hasar veya islev kaybi fark edilirse Grtint kullanimdan ayiriniz.
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TR / KULLANMA KILAVUZU / YENIDEN iSLEME & iZLENEBILIRLIK
05 Kullanim sonrasi temizlik ve bakim

e Kullanilan aletleri kontaminasyon riski dikkate alinarak tasiyiniz; kurumun enfeksiyon kontrol prosedurlerini uygulayiniz.
e Operasyon sonrasi Urtin tzerinde kalan kir ve biyolojik kalintilari uygun temizleme maddeleriyle uzaklastiriniz.

e Klorlr iyonu iceren temizlik maddelerinden, korozif kimyasallardan ve metal firca gibi ylizeyi zedeleyebilecek araclardan
kacininiz.

e Temizleme ve durulama islemlerinde demineralize (saf) su kullaniniz; Grin( iyice durulayip kurulayiniz.

e Temizleme sonrasinda ylizeyleri, uclari ve fonksiyonunu yeniden kontrol ediniz; kusurlu Grinleri ayiriniz.
06 Sterilizasyon

Uriinler non-steril olarak sunulur. ilk kullanim éncesinde ve her yeniden kullanim éncesinde temizleme islemi
tamamlandiktan sonra otoklavda sterilize edilmelidir.

STERILiZASYON YONTEMI SICAKLIK SURE

Buharli otoklav 121 °C 30 dakika

Sterilizasyon sirasinda uygun sterilizasyon sepeti, silikon destek veya konteyner kullanarak hassas uclari koruyunuz.
Aletleri paketleme, yerlestirme ve tasima sirasinda diger sert ylizeylerle carpismayacak bicimde diizenleyiniz.

07 Yeniden kullanim ve triin 6mri
Uriinler tekrar kullanilabilir. Diizenli bakim yapildigi ve amaclanan kullanima uygun bicimde kullanildigi stirece tavsiye
edilen kullanim 6mri 2 (iki) yildir. Tekrarli kullanim calismalari, Griiniin 105 defa tekrar kullanimini kapsar.

Her kullanim 6ncesinde bitlinlik, korozyon, uc hizasi ve kavrama islevini kontrol ediniz. Kullanim sayisini Griin bazinda
kaydediniz (bkz. kullanim takip formu). Hasar veya fonksiyon bozuklugu gorilen trini kullanim siiresinden bagimsiz
olarak ayiriniz.

08 Saklama, sevkiyat ve bertaraf

Pensetleri temiz, kuru, diizenli havalandirilan; toz, hasere, dogrudan giines 1sig1 ve korozif buharlardan korunan
ortamlarda saklayiniz. Kullaniimis aletleri kontaminasyon ve yaralanma riski dikkate alinarak tastyiniz. Kullanim disi
birakilan aletleri saglik kurulusunun tibbi atik ve kesici/delici alet prosedirlerine gore bertaraf ediniz.

09 Etiket ve olay bildirimi

Uriin etiketi Gizerinde bulunabilen MD (tibbi cihaz), REF (referans numarasi), LOT (parti numarasi), UDI (tekil cihaz
tanimlayici), Uretici, tGretim tarihi, NON STERILE (steril degildir) ve kullanim talimatina basvurma isaretlerini dikkate aliniz.
Cihazla iliskili ciddi bir olayi Ureticiye ve ilgili yetkili otoriteye bildiriniz. Olay degerlendirmesi icin Griintin REF, LOT ve
varsa UDI bilgilerini kaydediniz.

10 imalatc bilgileri
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EN / INSTRUCTIONS FOR USE / PRODUCT & SAFE OPERATION
01 Product description and intended use

Hair transplant forceps are precision manually operated surgical instruments intended to assist with the collection,
arrangement, handling and placement of grafts (follicular units) during hair transplantation procedures.

The products are manufactured from 301 and 304 stainless steel. They are supplied non-sterile and must be cleaned and
sterilized before use.

FORCEPS TYPE INTENDED USE

Gripping forceps Collection of grafts/hair follicles during hair transplantation.
Implantation forceps Holding and placing harvested grafts during the implantation stage.
Arrangement forceps Arranging grafts within a Petri dish.

Curved forceps Collection of grafts/hair follicles during hair transplantation.

02 Intended users and conditions of use

The devices must be used by authorized healthcare professionals trained in hair transplantation and safe use of medical
instruments. Determination of the patient’s suitability for hair transplantation is the responsibility of the treating
healthcare professional.

IMPORTANT SAFETY INFORMATION

Do not use forceps that are damaged, corroded, bent, misaligned, functionally defective, or have not been adequately
cleaned and sterilized.

03 Inspection before use

e Select the appropriate forceps type and size; check the product label and traceability information.
e Inspect the tips, surfaces and gripping function for deformation, cracks, wear, stains or corrosion.
o Remove newly purchased forceps from the packaging and clean and sterilize them before first use.

® Prepare the sterilized instrument using aseptic technique. Never use a device with incomplete sterilization.

04 Precautions during use

e Grip each graft using the minimum force needed for the task and in accordance with the tip design.
e Avoid excessive pressure and force that could crush or traumatize grafts.
e Do not drop the forceps, strike them against hard surfaces or expose their delicate tips to mechanical stress.

e Do not use the device for cutting, piercing, levering or other purposes outside the intended use.

Remove the instrument from service if damage or impaired function is observed during use.
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EN / INSTRUCTIONS FOR USE / REPROCESSING & TRACEABILITY
05 Cleaning and maintenance after use

e Transport used instruments with due regard to contamination risk and follow the institution’s infection prevention
procedures.

After the procedure, remove soil and biological residues with suitable cleaning agents.

Avoid chloride-containing cleaning agents, corrosive chemicals and abrasive metal brushes or instruments.

Use demineralized (purified) water for cleaning and rinsing; rinse thoroughly and dry the instrument.

After cleaning, inspect the surfaces, tips and function again and segregate defective instruments.
06 Sterilization

The products are supplied non-sterile. After completion of cleaning, they must be steam sterilized in an autoclave before
first use and before each subsequent reuse.

STERILIZATION METHOD TEMPERATURE TIME

Steam autoclave 121 °C 30 minutes

Use a suitable sterilization basket, silicone support or container to protect the delicate tips. Arrange the instruments to
prevent impacts against hard surfaces during packaging, loading and handling.

07 Reuse and service life
The products are reusable. Provided that they are regularly maintained and used according to their intended purpose,
the recommended service life is 2 (two) years. Repeated-use studies cover 105 uses of the product.

Before each use, check integrity, corrosion, tip alignment and gripping function. Record the number of uses for each
instrument (see the instrument use record). Remove the instrument from service if damage or functional deterioration is
observed, regardless of its period of service.

08 Storage, transport and disposal

Store the forceps in a clean, dry, adequately ventilated area protected from dust, pests, direct sunlight and corrosive
vapors. Transport used devices with due regard to contamination and injury risk. Dispose of unserviceable devices
according to the healthcare facility’s medical waste and sharps procedures.

09 Label information and incident reporting

Observe the symbols that may appear on the product label, including MD (medical device), REF (reference number), LOT
(batch number), UDI (unique device identifier), manufacturer, date of manufacture, NON STERILE and consult
instructions for use.

Report any serious incident related to the device to the manufacturer and the relevant competent authority. Record the
REF, LOT and, where available, UDI information for incident investigation.

10 Manufacturer
ER TIBBIi URUNLER SAGLIK HiZ. PAZ. VE DIS. TiC. LTD. STI.

Halide Edip Adivar Mah. Akar Cad. No:38 D:8 Kat:3, Bomonti - Sisli / Istanbul, Tirkiye
Phone: +90 212 21032 20 | E-mail: info@ertip.com | SRN: TR-MF-000027136
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TR+EN / KULLANIM TAKIP FORMU / INSTRUMENT USE RECORD

URUN KULLANIM TAKIiP KAYDI

Instrument use and reprocessing count

KAYIT VE IZLENEBILIRLIK / RECORD AND TRACEABILITY

Bu form her penset icin ayri tutulur. Uriin her kullanildiginda ilgili kutucugu isaretleyiniz. / Keep a separate record for

each instrument. Mark the corresponding box after each use.

001 O
008 O
015 O
022 O
029 O
036 O
043 O
050 O
057 O
064 O
071 O
078 O
085 O
092 O
099 O

KONTROL / INSPECTION

002

009

016

023

030

037

044

051

058

065

072

079

086

093

100

003

010

017

024

031

038

045

052

059

066

073

080

087

094

101

004

011

018

025

032

039

046

053

060

067

074

081

088

095

102
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O 005 O
O 012 0O
| 019 O
| 026 O
O 033 O
O 040 O
| 047 O
| 054 O
O 061 O
O 068 O
| 075 O
| 082 O
O 089 O
O 096 O
| 103 O

006 O
013 O
020 O
027 O
034 O
041 O
048 O
055 O
062 O
069 O
076 O
083 O
090 O
097 O
104 O

007

014

021

028

035

042

049

056

063

070

077

084

091

098

105

19.10.2026

Kullanim kaydi, her kullanim 6ncesi gorsel ve fonksiyonel kontrollin yerini almaz. / This record does not replace visual

and functional inspection before each use.

Tavsiye edilen kullanim émri / Recommended service life: 2 yil / years. Tekrarli kullanim calismasi / Repeated-use

study: 105 kullanim / uses.
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TR+EN / ETIKET SEMBOLLERi / LABEL SYMBOLS

SEMBOLLER VE ACIKLAMALARI

Symbols and their meanings

Urtin etiketinde yer alabilen sembollerin Tiirkce ve ingilizce aciklamalari. / Turkish and English explanations of symbols that may
appear on the device label.

imalatci Son kullanma tarihi
Manufacturer Use-by date
c € CE isareti, 2292: onaylanmis kurulus numarasi Steril degildir

2292 CE mark, 2292: notified body number n’gﬂ; Non-sterile
Uretim tarihi HEF Referans / katalog numarasi
Date of manufacture Reference / catalogue number

. - . .
LOT Parti / lot numarasi //.-.\.. Guines isigindan koruyunuz

Batch / lot number “a Keep away from sunlight

M D Tibbi cihaz U DI Tekil cihaz tamimlayicisi (UDI)

Medical device Unique device identifier (UDI)

Pirojenik degildir Dikkat / uyari

Non-pyrogenic Caution

- e @ A ‘ 'l‘c

Uretildigi tilke: Tiirkiye (TUR) Kuru tutunuz

Country of manufacture: Turkiye (TUR) Keep dry

Ambalaj hasarliysa kullanmayiniz [:E Elektronik kullanma talimatina basvurunuz
Do not use if package is damaged  Consult electronic instructions for use

ETIKET BILGILERi / LABEL INFORMATION
UDI: (01) cihaz tamimlayicisi / device identifier; (11) tGretim tarihi / manufacturing date; (17) son kullanma tarihi / use-by date; (10) lot / batch.
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