HOLOGIC. Aptimae
| Aptima® Oto Tespit Kiti (Panther® Sistemi) |
Kullanim Talimatlar

In vitro diagnostik kullamim i¢in
Rx sadece

Amaglanan kullanim

Aptima® Oto Tespit Kiti, Dahili Kontroliin (IC) ve Akridinyum Ester (AE) etiketli prob oligolarina bagli hedef amplikonun tespit
edilmesini saglayan kemiliiminesan reaksiyonu kolaylagtiran bir yardimcidir. Reaksiyon, Goreceli Isik Birimleri (RLU'lar) olarak
olgiilen ve raporlanan 151k yayar. Aptima Oto Tespit Kiti, Panther® Sisteminde Aptima testlerini gerceklestirmek icin kullamhr.

Saglanan Malzemeler
Aptima Oto Tespit Kiti (Cat. No. 303013)
(Alindiktan sonra 15°C ila 30°C'de saklayin)

Sembol Bilesen Miktar
R1 Aptima Oto Tespit 1 1x245mL
%0,1 hidrojen peroksit ve 0,001 N nitrik asit igeren sulu ¢dzelti.
R2 Aptima Oto Tespit 2 1x245mL

1.6 N sodyum hidroksit.
Uyanlar ve Onlemler

A. Oto Tespit 2'nin cilt, g6z ve mukoza ile temasindan kaginin. Bu sivinin cildinizle veya gézlerinizle temasi halinde suyla
yikayin. Bu siv1 dokiiliirse, kurulamadan 6nce dokiilen seyi suyla seyreltin.
B. Profesyonel kullanim igin .

C. Rutin laboratuvar énlemlerini kullanin,
Depolama ve Ellecleme Gereksinimleri

A. Aptima OtoTespit Kitini 15°C ila 30°C'de saklayn.
B. Sivilar kullanimdan 6nce 15°C ila 30°C sicaklikta olmalidir. Sivilar agildiktan sonra 60 giin boyunca stabildir.

C. Cokelti olusmugsa, ¢okeltinin ¢dziinmesini kolaylagtirmak i¢in sivilar1 37°C'den 60°C'ye 1sitin. Sivilar1 oda
sicaklifina sogutun ve kullanmadan 6nce iyice karistirn.

D. Son kullanma tarihinden sonra kullanmayiniz.
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Aptima®

Not: Kiiresel olarak pazarlanan iiriinlerin etiketlenmesine iligkin tehlike iletigim bilgileri, ABD ve AB Giivenlik Veri
Sayfalar: (SDS) simflandirmalarim yansumaktadir. Bélgenize ozel tehlike iletigimi bilgileri icin www.hologicsds.com
adresindeki Giivenlik Veri Sayfas: Kitapliginda bulunan bolgeye ézel SDS've bakin.

ABD Tehlike Bilgisi

Oto Tespit 2
SODYUM HIDROKSIT %5 - 10
e ?s“ TEHLIKE
H314 - Ciddi cilt yaniklarina ve gbz hasarina neden olur
P260 - Tozunu/dumaniny/gaziny/sisini/buharmy/spreyini solumayin
P264 - Elle¢lemeden sonra yiizi, elleri ve maruz kalan cildi iyice yikaymn
P280 - Koruyucu eldiven/koruyucu kiyafet/géz koruyucu/yitz koruyucu kullanin
P310 - Derhal ZEHIR MERKEZINI veya doktorwhekimi arayin
P305 + P351 + P338 - GOZ ILE TEMASI HALINDE: Su ile birkag dakika dikkatlice durulaymn. Varsa ve yapilmast kolaysa kontakt
lensleri ¢ikarin. Durulamaya devam edin |
P310 - Derhal ZEHIR MERKEZINI veya doktorwhekimi arayin |
P303 + P361 + P353 - DERI (veya sag) ILE TEMAS HALINDE ISE: Kirlenmis tim giysilerinizi hemen kaldirm/gikarm. Cildi sw/dus |
ile durulayn
P363 - Kirlenmis giysileri yeniden kullanmadan 6nce yikaymn
P304 + P340 - SOLUNDUGUNDA: Kazazedeyi temiz havaya gikarin ve nefes almas: kolay bir pozisyonda dinlenmesini saglaymn
P310 - Derhal ZEHIR MERKEZINI veya doktorwhekimi arayin
P301 + P330 + P331 - YUTULDUGUNDA!: agzmiz1 galkalaymn. Kusturmaya CALISMAYIN
P405 - Kilit altinda saklayn.

AB Tehlike bilgisi

Oto Tespit 2
SODYUM HIDROKSIT %5 - 10
£y TEHLIKE
= H314 - Ciddi cilt yaniklarina ve goz hasarina neden olur
P280 - Koruyucu eldiven/koruyucu kiyafet/goz koruyucu/yiiz koruyucu kullanin
P260 - Tozunuw/dumanini/gaziny/sisini/buharny/spreyini solumaym
P303 + P361 + P353 - DERI (veya sag) ILE TEMAS HALINDE ISE: Kirlenmis tiim giysilerinizi hemen kaldirn/gikarn. Cildi su/dug
ile durulayin
P280 - Goz korumasi/yiiz korumasi kullanin
P305 + P351 + P338 - GOZ ILE TEMASI HALINDE: Su ile birkag dakika dikkatlice durulayin. Varsa ve yapilmasi kolaysa kontakt
lensleri ¢ikann. Durulamaya devam edin
P310 - Derhal ZEHIR MERKEZINI veya doktoruwhekimi arayin

Prosediir
Sistem tarafindan bildirildiginde Evrensel Sivi Cekmecesindeki sigeleri degistirin. Panther/Panther Fusion® Sistemi Kullanici

Kilavuzuna bakin.
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Aptimae

Contact Information and Revision History

u ce Avustralya Sponsor Adresi:
Hologic, Inc Hologic BV Hologic (Avustralya & Yeni Zelanda)
10210 Genetic Center Drive Da Vincilaan 5 Pty Ltd Macquarie Park NSW 2113
San Diego, CA 92121 ABD

1930 Zaventem

Belgika

Ulkeye 6zel Teknik Destek ve Miisteri Hizmetleri e-posta adresi ve telefon numaras: igin
www.hologic.com/support adresini ziyaret edin.

Bu iiriin yalmizca insan in vitro teghis alaninda kullanilmak ilzere tasarlanmigtir.

Ciddi bir olay olmasi durumunda liitfen bslgenizdeki Ureticiye ve Yetkili Otoriteye haber verin.

Hologic, Aptima ve Panther, Hologic, Inc. ve/veya yan kuruluglarinin Amerika Birlesik Devletleri ve/veya diger iilkelerdeki

ticari markalan ve/veya tescilli ticari markalaridir.

Bu prospektiiste gériinebilecek diger tiim ticari markalar ilgili sahiplerinin miilkiyetindedir.

Bu iiriin, www.hologic.com/patents adresinde tanimlanan bir veya daha fazla ABD patentinin kapsaminda olabilir.

©2001-2022 Hologic, Inc. Her hakki saklidir.

AW-26510-001 Rev. 001

2022-05
Revizyon Gegmisi Tarih Agiklama
e IVDR ile mevzuat uyumlulugu icin 502180EN Rev.005 temel alinarak
Aptima Otomatik Tespit Kiti IFU AW-26510-001 Rev. 001 olusturuldu
¢ Kullanim Talimatlan Eklendi
AW-26510-001 Rev. 001 Mayis .
2022 » Kullanim Amaci bdliimii giincellendi
o Kiiresel GHS bildirimi eklendi
e Agapidakileri igeren giincellenmis iletigim bilgileri: EC Temsilcisi, CE
isareti, Avustralya Temsilcisi bilgileri ve teknik destek
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HOLOGIC. Aptimae

| Aptima® Auto Detect Kit (Panther® System) |

Instructions for Use
For in vitro diagnostic use
Rx only
Intended Use

The Aptima® Auto Detect Kit is an ancillary that facilitates a chemiluminescent reaction that enables the detection of
Internal Control (IC) and target amplicon bound to Acridinium Ester (AE) labeled probe oligos. The reaction emits
light, which is measured and reported as Relative Light Units (RLUs). The Aptima Auto Detect Kit is used to perform
Aptima assays on the Panther® System.

Materials Provided

Aptima Auto Detect Kit (Cat. No. 303013)
(Store at 15°C to 30°C upon receipt)

Symbol Component Quantity

R1 Aptima Auto Detect 1 1x245mL
Agqueous solution containing 0.1% hydrogen peroxide and 0.001 N nitric acid.

R2 Aptima Auto Detect 2 1x 245 mL

1.6 N sodium hydroxide.

Warnings and Precautions

A. Avoid contact of Auto Detect 2 with skin, eyes, and mucous membranes. If this fluid comes into contact with
skin or eyes, wash with water. If this fluid spills, dilute the spill with water before wiping dry.

B. For professional use.
C. Use routine laboratory precautions.
Storage and Handling Requirements
A. Store the Aptima Auto Detect Kit at 15°C to 30°C.
B. Fluids must be at 15°C to 30°C before use. Once opened, fluids are stable for 60 days.

C. If precipitate has formed, heat the fluids at 37°C to 60°C to facilitate dissolution of the precipitate. Cool the
fluids to room temperature and thoroughly mix prior to use.

D. Do not use after the expiration date.
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Aptimae®

Note: Hazard communication information for labeling of globally marketed products reflects the US and EU
Safety Data Sheets (SDS) classifications. For hazard communication information specific to your region,
refer to the region specific SDS on the Safety Data Sheet Library at www.hologicsds.com.

US Hazard Information

Auto Detect 2
SODIUM HYDROXIDE 5 - 10%
ﬂ DANGER
H314 - Causes severe skin bums and eye damage
P260 - Do not breathe dust/fume/gas/mist/vapors/spray
P264 - Wash face, hands and any exposed skin thoroughly after handling
P280 - Wear protective gloves/protective clothing/eye protection/face protection
P310 - immediately call a POISON CENTER or doctor/physician
P305 + P351 + P338 - IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and
easy to do. Continue rinsing
P310 - Immediately call a POISON CENTER or doctor/physician
P303 + P361 + P353 - IF ON SKIN (or hair): Remove/Take off immediately all contaminated clothing. Rinse skin with
water/shower
P363 - Wash contaminated clothing before reuse
P304 + P340 - IF INHALED: Remove victim to fresh air and keep at rest in a position comfortable for breathing
P310 - Immediately call a POISON CENTER or doctor/physician
P301 + P330 + P331 - IF SWALLOWED: rinse mouth. Do NOT induce vomiting
P405 - Store locked up

EU Hazard Information

Auto Detect 2
SODIUM HYDROXIDE 5 - 10%
2" DANGER
< H314 - Causes severe skin burns and eye damage
P280 - Wear protective gloves/protective clothing/eye protection/face protection
P260 - Do not breathe dust/fume/gas/mist/vapours/spray
P303 + P361 + P353 - IF ON SKIN (or hair): Remove/Take off immediately all contaminated clothing. Rinse skin with
water/shower
P280 - Wear eye protection/ face protection
P305 + P351 + P338 - IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and
easy to do. Continue rinsing
P310 - Immediately call a POISON CENTER or doctor/physician

Procedure

Replace bottles in the Universal Fluids Drawer when notified by the system. Refer to the Panther/Panther Fusion®
System Operator's Manual.

T
B TERA ™S
.1/{'_..\.\"- y - N \
e f'/ N e\

f 02" Aptira Aits, Detett Kit (Panther System) 2 AW-26510-001 Rev. 001
( * [ oss2vagea2z b ok |




Aptima®

Contact Information and Revision History

M C€ Australian Sponsor Address:
Holoaic. Inc Hologic BV Hologic (Australia & New Zealand)
gic, Inc. . 9 Pty Ltd Macquarie Park NSW 2113
10210 Genetic Center Drive Da Vincilaan 5
San Diego, CA 92121 USA
e 1930 Zaventem
Belgium

For country-specific Technical Support and Customer Service email address and telephone number,
visit www.hologic.com/ support.

This product is intended for use only in the field of human in vitro diagnostics.
In case of serious incident, please notify the Manufacturer and Competent Authority in your region.

Hologic, Aptima, and Panther are trademarks and/or registered trademarks of Hologic, Inc. and/or its subsidiaries in
the United States and/or other countries.

All other trademarks that may appear in this package insert are the property of their respective owners.
This product may be covered by one or more U.S. patents identified at www.hologic.com/patents.
©2001-2022 Hologic, Inc. All rights reserved.

AW-26510-001 Rev. 001
2022-05

Revision History Date Description

e Created Aptima Auto Detect Kit IFU AW-26510-001 Rev. 001 based
on 502180EN Rev.005 for regulatory compliance with IVDR

+ Added Instructions for Use

AW-26510-001 Rev. 001 May 2022 « Updated the Intended Use section

e Added Global GHS notification

e Updated contact information including: EC Rep, CE Mark, Australian
Rep information, and technical support
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