
ma@ Test Sryllan Kiti nther@ Sistemi

Kullamm Talimatlan
ih vitro diagnostik kullamm igin

Amaglanan kullanlm
Aptima@ Test Srvrlan Kiti, Panther/Panther Fusion@ Sisteminde Aptimatestlerini gergeklegtirmek ve numune iqlemek igin
gerekli biryardrmcrdrr. Aptima Test Srvrlan Kiti agagdaki bilegenlerden olugur:

o Aptima Yrkama Soltisyonu - Amplifikasyon reakliflerinin eklenmesinden Once numuneleri ykamak igin
kullamlan, 4/o2 dete4an igeren IIEPES tamponlu soliisyon.

r Deaktivasyon Stvtsr igin Aptima Tamponu 
- Apartrcrya eklenen bikarbonat tampon gozeltisi. Tamponlu aparlrct,

amplikonu yok etmek igin amplifikasyon reaksiyonlanna eklenir.

o 'Aptima Ya! Reaktifi - Test srrastnda gerekli olan gegitli inkiibasyonlar srrasrnda meydana gelebilecek
buharlaqma mikfanm azalfinak igin sulu olmayan bir bariyer gdrevi gOrecek bir kaplama olarak kullanrlan silikon
ya$. Bu kaplama aynt zamanda laboratuvar ortamrnda kontaminasyonun bulagma olasrh$ru azaltan bir bariyer
gdrevi de gOriir.

Sa$anan Malzemeler
Aptima Test Sryilan Kiti (Kat No 303014)

(Almdrktan sonra l5oC ila 30oC'de saklayn)

Sembol Bilegen Miktar
Aptima hkonn Soliisyonu lx2.9L
%o2'den az koruyacu igeren I0 nM HEPES tamponlu gAzelti.

Aptima Yat ReaHifi

Silikon yap.
I x260mL

DF Deahivasyon Swm igin Aptima Tamponu

800 nM Bikarborat tamponlu C6zelti.

lxl.4L

Uyanlar ve Onlemler
A. Rutin laboratuvar 0nlemlerini kullamn.

B. hofesyonel kullamm igin.

C. Aptima Test Srvrlanmn mikrobiyal ve riboniikleaz kontaminasyonundan kagrnrn.

Depolama ve Ellegleme Gereksinimleri
A. Agrlmamrg Aptima Test Srvrlanm l5"C ila 30oC'de saklayn.

B. Aptima Test Srvrlarr agrldrktan sonra 60 gtin boyunca stabildir.

C. Son kullanmatarihinden sonra kullanmaylnlz.

D. Bu kitin bazr reaktifleri risk ve gtivenlik sernbolleriyle etiketlenmigtir.
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APtima"

Not : Kiiresel olarak pazarlanan iiriinlerin etiletlenmesine iliSkin tehlike iletigim bilgileri, ABD ve AB Giivenlik
Veri Sayfalan (SDS) nnflandrmalannt yansttmaktadtr. Bdlgenize 6zel tehlile iletisimi bilgileri igin
www.hologicsds.com adresindeki Gilvenlik Veri Sayfasr Kitaphpnda bulunan bdlgeye 6zel SDS'ye bahn.

Prosediir
Sistem tarafindan bildirildilinde Ewensel Stvt Qekmecesindeki gigeleri depigtirin. Panther Sistemi Kullamcr

Krlavuzuna bakrn.
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ABD Tehlike Bilgileri

Deaktivasyon Srvrsr igin Tampon
SODN]M IIIDROKSIT %I _ 5

SODW]M IIiPOKLONT<%T

UYARI
H315 - Cilt tahrigine neden olur
H3 19 - Ciddi g0z tahrigine neden olur
P264 - Elleglemeden sonra yiizii, elleri ve maruz kalan cildi iyice yrkaytn

P280 - Koruyucu eldiven/koruyucu kryafeVgoz koruyuct/yttz koruytcu kullamn
P305 + P35l + P338 - GOZ iLE TEMASI HALINDE: Su ile birkaq dakika dikkatlice durulayrn. Varsa ve yaprlmasr kolaysa kontakt
lensleri grkann. Durulamaya devam edin.

P337 + P313 - Gtiz tahriSi kahcr ise: Trbbi yardrm/mUdahale ahn
P302 +P352 - DERI ILE TEMAS HALINDE ISE: Bol sabun ve su ile yrkayn
P332 + P313 - Ciltte tahrig meydana gelirse: Trbbi yardrm/mudahale ahn P362 - Kirlenmip giysilerinizi grkann ve yeniden kullanmadar

once ykayn.
H4l I - Uzun siiLreli etkilerle birlikte sudaki yagam igin toksiktir
H40l - Sudaki yaqam igin toksik

Aptima Ya[r
POLZDTMETiLSiLOKSAN %95 - IOO

TIYARI
H315 - Cilt tahrigine neden olur
H3l9 - Ciddi goz tahrigine neden olur
P264 - Elleglemeden sonra yiiau, elleri ve maruz kalan cildi iyice ykaym
P280 - Koruyucu eldiven/koruyucu kryafet/gbz koruyucu/ytiz koruyucu kullanm
p305 + p351 + P338 - GOZ iLE TEMASI HALINDE: Su ile birkag dakika dikkatlice durulayn. Varsa ve yaprlmasr kolaysa kontakt

lensleri grkann. Durulamaya devam edin
P337 + P313 - Goz tahrigi kahcr ise: Trbbi yardrm/mtidahale alur
P3o2+P352 -DERI ILE TEMAS HALiNDE ISE: sol sabun ve su ile yrkayn
P332 + P313 - Ciltte tahri$ meydana gelirse: Trbbi tavsiye/mtidahale ahn
P362 - Kirlenmig giysilerinizi grkann ve yeniden kullanmadan 6nce ytkayn.

AB Tehlike Bilgisi

Deaktivasyon Srvlst Igin Tampon
SODWM HIDROKSIT %I - 5
SODYUM H|POKLONT<%T
TIYARI
H3 15 - Cilt tahrigine neden olur
H3 19 - Ciddi g0z tahripine neden olur
H4l I - Uzun siiLreli etkilerle birlikte sudaki yaqam igin toksiktir
P273 - Qevreye saltnmasrndan kagtntn
P280 - GOz koruwcu/Wz koruvucu kullanur

Aptima Yalr
Po LID|MET LSI LOKSAN % 1 OO

TIYARI
H315 - Cilt tahrigine neden olur
H3 19 - Ciddi goz tahrigine neden olur
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Iletigim Bilgileri ve Revizyon Gegmigi

C€
Hologic, Inc.
10210 Genetic Center
SanDiego, CA92l2l

AW-26509-001 Rev. 001

tEu
Drive
ABD

IEIEEFI AwstralyaSponsorAdresi:

Iroro_sicBV ff?f,',[il*1Tft{,"rt1l'",f'
Da Vincilaan 5

1930 Zaventem
Belgika

Ulkeye iizel Teknik Destek ve Miigteri Hianetleri e-posta adresi ve telefon numarasr igin
www.hologic.com/support adresini ziyaret edin.

Bu iiLriin yalmzca insan in vitro teghis alamnda kullamlmak tizere tasarlanmrgtrr.

Ciddi bir olay olmasr durumunda liitfen b6lgenizdeki Uraiciye ve Yetkili Otoriteye haber verin.

Hologic, Aptima ve Panther, Hologic, Inc. ve/veya yan kuruluglanmn Amerika Birlegik Devletleri ve/veya di$er iilkelerdeki
ticari markalan velveya tescilli ticari markalandrr.

Bu prospektiiste gtirtinebilecek diper tlim ticari markalar ilgili sahiplerinin miiLlkiyetindedir.

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

@2001--2022 Hologic,Inc. Her hakkr sakhdrr.

AW-26509-001 Rev.001
2022-05

Revizyon Gcamigi Agrklama

. IVDR ile mevzuat uyumlulutu igin 502l8lEN Rev. 005 temel ahnarak

Aptima Test Srvrlan Kiti IFU AW-26509-001 Rev. 001 olugturuldu
. Kullamm Talimatlan Eklendi
. Kullanrm Amacr b0liimii gilmcellendi
. Kiiresel GHS bildirimi eklendi
. Giivenlik Veri Sayfasmr yansrtacak gekilde Deaktivasyon Srvrsr Tamponu'

ABD Tehlikeli bilgileri ve AB Tehlikeli bilgileri gflncellendi
. Agalrdakileri igeren g0ncellenmig iletigim bilgileri: EC Temsilcisi' CE

igareti, Avustralya Temsilcisi bilgileri ve teknik destek
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Fluids Kit

Instructions for Use
For in vitro diagnostic use

lntended Use
The Aptima@ Assay Fluids Kit is an ancillary required to perform the Aptima assays onthe Panther/Panther

Fusion" System and for specimen processing. The Aptima Assay Fluids Kit consists of the following components:

e Aptima Wash Solution - HEPES buffered solution containing <2% detergent used to wash the samples

prior to the addition of the amplification reagents.

. Aptima Buffer for Deactivation Fluid - Bicarbonate buffer solution that is added to bleach. The buffered

bleach is added to amplification reactions to destroy amplicon.

o Aptima Oil Reagent - Silicone oil, used as an overlay to serve as a non-aqueous barrier to reduce the

amount of evap-oration that could occur during the various incubations required during the test' This

overlay also serves as a barrier to reduce the chance of carry-over contamination within the laboratory

environment.

Materials Provided
Aptima Aesay Fluids Kit (Cat No. 303014)

(Store at 15"C to 30'C upon receipt)

Symbol GomPonent Quantity
1x2.91

Aptima Wash Solution

10 mM HEPES buffered sotution containing less fhan 2o/o Presevatiua
1x260mL

Aptima Oil Reagent

Silicone oil.
1 x 1.41

DF Aptima Buffer for Deactivation Fluid

800 mM Bicarbonate buffered solution.

Warnings and Precautions
A. Use routine laboratory precautions'

B. For Professional use.

C. Avoid microbial and ribonuclease contamination of Aptima Assay Fluids.

Storage and Handling Requirements
A. Store unopened Aptima Assay Fluids at 15'C to 30'C'

B. Once opened, Aptima Assay Fluids are stable for 60 days'

C. Do not use after the expiration date'

D.Somereagentsofthiskitare|abeledwithriskandsafetysymbols.
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Aptima'

Note: Hazard communication infonnation for labeling of globally marketed products reflects the US and
Eu safety Dafa 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 lnformation

Buffer For Deactlvation Fluid
SOD'UM HYDROXIDE 1 - 5O/O

SO DI U M HYPO CH LORIfi E <1 %

WARNING
H315 - Causes skin irritation
H319 - Causes serious eye iritation
P264 - Wash face, hands and any exposed skin thoroughly after handling

P280 - Wear protective gloves/protective clothing/eye protection/face protec'tion
p3O5 + P351 + P338 - lF lN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present

and easy to do. Continue rinsing

P337 + P313 - tf eye irritation persists: Get medical advice/attention

P302 + P352 - lF ON SKIN: Wash with plenty of soap and water

P332 + P313 - lf skin irritation occurs: Get medical advice/attention

P362 - Take ofi contaminated clothing and wash before reuse

H411 - Toxic to aquatic life with long lasting effects
H401 - Toxic to aquatic life

Aptima Oil
PO LYDI M ETHYLSILOXAN E 95 - 1 W6
WARNING
H315 - Causes skin irrltation

H319 - Causes serious eye irritation

P264 - Wash face, hands and any exposed skin thoroughly after handling

P280 - Wear protective gloves/protective clothing/eye protection/face protection

p305 + p35l + p33g - lF lN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present

and easy to do. Continue rinsing

P337 + P313 - lf eye irritation persists: Get medical advice/att'ention

P3O2 + Pg52 - lF ON SKIN: Wash with plenty of soap and water
pgg2 + p313 - lf skin initation occurs: Get medical advice/attention

P362 - Take off contaminatecl clothing and wash before reuse

SOD/UMHYDROX'DE1-5%
SOD//UM HYPOCHLONrE <1%

wARl{11{G
H315 - Causes skin initation
H319 - Causes serious eYe idtation
H41 1 - Toxic to aquatic life with long lasting effects

P273 - Avoid release to the environment

P280 - Wear eye protection/fiace protection

POLYD'METHY LSILOXANE 1 (WO

WARNING
H315 - Causes skin initation
H319 - Causes serious eye initation

Procedure
Replace bottles in the
Operator's Manual-

Universal Fluids Drawer when notified by the system. Refer to the Panther system

0\i2 it4 t:'422
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Gontact Information and Revision History

Hologic, Inc.
10210 Genetic Center Drive
San Diego, CA92121 USA

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

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 Gompetent 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. Allrights reserved.

AW-26509-001 Rev.001
2022-05

Revlsion History Description

AW-26509-001 Rev.001

o

a

o

a

Created Aptima Assay Ftuids Kit IFU AW-26509-00'l Rev. 001 based

on 502181EN Rev. 005 for regulatory compliance with IVDR

Added lnstructions for Use

Updated the lntended Use section

Added Global GHS notification

Updated the Bufier for Deactivation Fluid, US Hazardous information

and EU Hazardous information to reflect the Safety Data Sheet
Updated contact information including: EC Rep, CE Mark, Australian

Rep infonnation, and technical support

( € |E]EEF Australian SponsorAddress:

Horosic i$tll"^n:"J#i"ilifi'.ffi';lll
Da Vincilaan 5
1930 Zaventem
Belgium

May 2022

0552 544 54 22
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