ELECTRONIC DOCUMENTATION
INSTRUCTIONS

appliedbiosystems

Download Instructions for Capillary Electrophoresis Dx
Consumables Product Documents

Pub. No. MAN0026540 Rev. D.O

Download the instructions for use (IFU)
The IFU for this product is provided in a Thermo Fisher Connect Platform resource library.

1. Go to apps.thermofisher.com/apps/spa/#/publiclib/cedx, then sign in to thermofisher.com.

Note: If you do not have a thermofisher.com account, click Create Account in the sign in screen, then follow the instructions.
2. In the resource library, locate your product, then download and extract the ZIP folder containing the IFU.

3. Open the instructions for use with a PDF viewer such as Adobe Reader” (https://get.adobe.com/reader/).
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Revision history: Pub. No. MAN0026540 D.O

Revision Date Description
D.0 7 March 2023 Translations were added.
C.0 6 January 2023 The manufacturing site was changed.
B.O 29 July 2022 Translations were added.
A.0 21 April 2022 New electronic documentation instructions for accessing instructions for use for capillary electrophoresis consumables.

The information in this guide is subject to change without notice.

DISCLAIMER: TO THE EXTENT ALLOWED BY LAW, THERMO FISHER SCIENTIFIC INC. AND/OR ITS AFFILIATE(S) WILL NOT BE LIABLE FOR SPECIAL, INCIDENTAL, INDIRECT,
PUNITIVE, MULTIPLE, OR CONSEQUENTIAL DAMAGES IN CONNECTION WITH OR ARISING FROM THIS DOCUMENT, INCLUDING YOUR USE OF IT.
A\

©2023 Thermo Fisher Scientific Inc. All rights reserved 4Al
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NHCTPYKUVIN SA EJIEKTPOHHA

appliedbiosystems TIOKYMEHTALIVS

NHCTpYKUMKN 3a n3TernsHe Ha NpoayKTOBM AOKYMEHTU 3a
KoHcymaTmeu Dx 3a kanunsipHa enektpodopesa

Ne Ha ny6nukauusata MAN0026540 Peg. D.O
NU3ternete MHCTPYKUMUTE 3a yn0Tpe6a
MHcTpyKumuTe 3a ynotpeba 3a To3u NPOAYKT ca HanmdHu B bubnmnoTtekaTa ¢ pecypcu Ha Thermo Fisher Connect Platform.

1. OtBopeTte apps.thermofisher.com/apps/spa/#/publiclib/cedx, cnen koeto Bneste B thermofisher.com.

3abenexka: Ako HamaTe akayHT B thermofisher.com, WpakHeTe Bbpxy Create Account (Cb3faBaHe Ha akayHT) Ha eKkpaHa 3a
BMCBaHe, cref KOETOo CrefBaiiTe UHCTPYKLMNTE.

2. B 6ubnnoTekara c pecypcu OTKpUiiTe CBOSI MPOAYKT, Clef ToBa U3TerfieTe 1 U3BneyeTe koMmnpecuparara nanka (ZIP), cbabpxkaiia
VHCTPYKLMMTE 3a ynotpeta.

3. OTBOpeTe UHCTPYKLMWTe 3a ynoTpe6a ¢ PDF Busyanusatop, Hanpumep ¢ Adobe Reader™ (https://get.adobe.com/reader/).
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[MpeBeneHo OT aHMUNCKK OT HoMep Ha nyGnnkaums MAN0026540 D.O.
UcTtopusa Ha pepgakumnTe: Ne Ha nybnmkaumata MAN0026540 D.O

Pepakuus Jarta OnucaHue
D.0 7 mapT 2023 . [o6aseHn ca npesoau.
C.0 6 aHyapu 2023 . [MpOMEHEH e MPOV3BOACTBEHUST OGEKT.
B.O 29 tonn 2022 r. [o6aseHn ca npesoau.
AO 21 anpun 2022 1. S;:;T g:ggggszm OTHOCHO ENTEKTPOHHUTE AOKYMEHTI 3a AOCTBLIN A0 UHCTPYKLMM 3a yroTpeta 3a KOHCyMaTVBY 3a KarnuispHa

VHdopmaumaTa B ToBa PbKOBOACTBO MNOANEXM Ha MPOMsAHa 63 Npean3BecTue.

OTKA3 OT OTFTOBOPHOCT: IO CTEMEHTA, NMO3BOJIEHA OT 3AKOHA, THERMO FISHER SCIENTIFIC INC. /WA HENMHWTE OBLLUEPHN OPY>KECTBA HAMA JA HOCAT
OTrOBOPHOCT 3A CIMELMAITHIA, CITYHANHW, KOCBEHW, MOCNEABALLIV LLEETV U LLIETW, CBBbP3AHN C HAKASATEJTHV CAHKLW, NN LLIETW, CBBP3AHN C
HAKASATE/TH CAHKLIM B BOEH WM TPOEH PASMEP, BbB BPb3KA CbC VN MPOU3TUHALLIM OT TO3W OKYMEHT, BKITKOYNTENTHO N3MOSI3BAHETO MY OT BAC.

©2023 Thermo Fisher Scientific Inc. Bcuukun npasa 3anaseHn. Bouuku ThProBCKU Mapky ca cobeTeeHOCT Ha Thermo Fisher Scientific 1 HeMHWTE IbLLEPHN KOMMaHUW, OCBEH aKo He &
MOCO4EHO ApyYro.
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POKYNY PRO ELEKTRONICKOU

appliedbiosystems DOKUMENTAC

Pokyny ke stazeni produktové dokumentace spotrebniho
materialu pro kapilarni elektroforézu Dx

Pub. &. MANO0026540 Rev. D.O
Stazeni navodu k pouziti (IFU)
Navod k pouziti tohoto vyrobku je k dispozici v knihovné zdrojd platformy Thermo Fisher Connect Platform.

1. Prejdéte na stranku apps.thermofisher.com/apps/spa/#/publiclib/cedx, poté se pfihlaste na webu thermofisher.com.

Poznamka: Pokud ucet na webu thermofisher.com nemate, kliknéte na pfihlasovaci obrazovce na moznost Create Account
(Vytvofit iéet) a postupujte podle pokynd.

2. V knihovné zdrojli vyhledeijte svij vyrobek a poté stahnéte a extrahuijte slozku ZIP obsahujici navod k pouZiti.

3. Otevete navod k pouziti v aplikaci na prohlizeni soubor(i PDF, jako je napfiklad Adobe Reader™ (https://get.adobe.com/reader/).
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PreloZeno z anglictiny dle publikace ¢islo MAN0026540 D.O.
Historie revizi: Pub. ¢. MAN0026540 D.0

Revize Datum Popis
D.0 7. bfezna 2023 Byly pridany preklady.
C.0 6. ledna 2023 Byla zménéna vyrobni lokalita.
B.O 29. Cervence 2022 Byly pridany preklady.
A.0 21. dubna 2022 Nové pokyny pro elektronickou dokumentaci pro pfistup k navoddm k pouziti spotiebniho materidlu pro kapilami elektroforézu.

Informace v této priru¢ce se mohou bez upozornéni zménit.

VYLOUCENI: DO ROZSAHU POVOLENEHO ZAKONEM SPOLECNOST THERMO FISHER SCIENTIFIC INC. A/NEBO JEJi POBOCKY NERUCI ZA SPECIALNI, NAHODNE, NEPRIME,
TRESTNI, NASOBNE NEBO NASLEDNE SKODY VE SPOJENI S TIMTO DOKUMENTEM NEBO PLYNOUCI Z NEJ, VCETNE JEHO POUZIVANI.

©2023 Thermo Fisher Scientific Inc. V8echna prava vyhrazena. Neni-li uvedeno jinak, vSechny ochranné znamky jsou vlastnictvim spolecnosti Thermo Fisher Scientific a jejich
pridruZzenych spole¢nosti.
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Pro diagnostické pouziti in vitro. ThermoFisher
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ELEKTRONISK

appliedbiosystems DOKUMENTATIONSMATERIALE

Download brugervejledningen med produktdokumentation om
Dx-forbrugsvarer til kapillaerelektroforese

Publ. nr. MAN0026540 Rev. D.O
Download brugsanvisningen
Brugsanvisningen til dette produkt er i et Thermo Fisher Connect Platform-ressourcebibliotek.

1. Ga til apps.thermofisher.com/apps/spa/#/publiclib/cedx, og log derefter ind pa thermofisher.com.

Bemaerk: Hvis du ikke har en konto pa thermofisher.com, skal du klikke p& Create Account (Opret konto) p& loginskaermen og
derefter folge instruktionerne.

2. | ressourcebiblioteket skal du finde dit produkt og downloade og udpakke ZIP-mappen med brugsanvisningen.

3. Abn brugervejledningen med en PDF-fremviser som Adobe Reader™ (https://get.adobe.com/reader/).
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Oversat fra engelsk, fra publikationsnummer MAN0026540 D.O.
Revisionshistorik: Publ. nr. MAN0026540 D.0

Revision Dato Beskrivelse
D.0 7. marts 2023 Overseettelser er blevet tilfojet.
C.0 6. januar 2023 Produktionsfaciliteterne er blevet aendret.
B.0 29. juli 2022 Oversesettelser er blevet tilfojet.
A.0 21. april 2022 Ny elektronisk dokumentationsvejledning, herunder brugervejledningen til forbrugsvarer til kapilleerelektroforese.

Oplysningerne i denne vejledning kan aendres uden varsel.

ANSVARSBEGRANSNING: | DET OMFANG LOVEN TILLADER DET, ER THERMO FISHER SCIENTIFIC INC. OG/ELLER DERES DATTERSELSKAB(ER) IKKE UNDER NOGEN
OMSTANDIGHEDER ANSVARLIGE FOR SPECIELLE, TILFALDIGE, INDIREKTE, STRAFMASSIGE, MULTIBLE ELLER EFTERFOLGENDE SKADER | FORBINDELSE MED ELLER
OPSTAENDE FRA DETTE DOKUMENT, HERUNDER DIN BRUG AF DET.

©2023 Thermo Fisher Scientific Inc. Alle rettigheder forbeholdes. Alle varemaerker tilherer Thermo Fisher Scientific og dennes datterselskaber, medmindre andet er angivet.
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ANLEITUNG FUR DIE ELEKTRONISCHE
DOKUMENTATION

appliedbiosystems

Anweisungen zum Download der Produktdokumentation der
Verbrauchsmaterialien flr die Kapillarelektrophorese Dx

Pub.-Nr. MANO0026540 Vers. D.O
Gebrauchsanweisung herunterladen
Die Gebrauchsanweisung fur dieses Produkt ist in einer Thermo Fisher Connect Platform Ressourcenbibliothek zu finden.

1. Gehen Sie zu apps.thermofisher.com/apps/spa/#/publiclib/cedx und melden Sie sich dann bei thermofisher.com an.

Hinweis: Wenn Sie kein thermofisher.com-Konto haben, klicken Sie im Anmeldebildschirm auf Create Account (Konto anlegen)
und befolgen Sie anschlieBend die Anweisungen.

2. Navigieren Sie in der Ressourcenbibliothek zu Ihrem Produkt, laden Sie den Zip-Ordner mit der Gebrauchsanweisung herunter und
entpacken Sie ihn.

3. Offnen Sie die Gebrauchsanweisung mit einem PDF Viewer, z. B. Adobe Reader™ (https://get.adobe.com/readery/).
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Ubersetzung aus dem Englischen, Publikationsnummer MAN0026540 D.O0.
Versionsverlauf: Pub.-Nr. MAN0026540 D.O

Version Datum Beschreibung
D.0 7. Méarz 2023 Ubersetzungen wurden hinzugefigt.
C.0 6. Januar 2023 Der Fertigungsstandort wurde geéndert.
B.0 29. Juli 2022 Ubersetzungen wurden hinzugefigt.
A0 21. April 2022 Eg:;i;\g:!f:;ﬁjrr;;g den Zugriff auf die elektronische Dokumentation zu den Verbrauchsmaterialien fur die

Inhaltliche Anderungen dieses Leitfadens behalten wir uns ohne Ankiindigung vor.

HAFTUNGSAUSSCHLUSS: IM GESETZLICH ZUGELASSENEN UMFANG HAFTEN THERMO FISHER SCIENTIFIC INC. UND/ODER SEINE TOCHTERUNTERNEHMEN NICHT FUR
BESONDERE, VERSEHENTLICHE, INDIREKTE, STRAFBARE, MEHRERE ODER FOLGESCHADEN IN VERBINDUNG MIT ODER HERVORGEHEND AUS DIESEM DOKUMENT,
EINSCHLIESSLICH IHRER NUTZUNG DIESES DOKUMENTS.

©2023 Thermo Fisher Scientific Inc. Alle Rechte vorbehalten. Alle Marken sind Eigentum von Thermo Fisher Scientific und ihren Tochtergesellschaften, sofern nicht anders
angegeben.
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appliedbiosystems O'YAAO STOIXEIQN MPOFONTOS

Obnyiec ANPNG yia ta eyypada mpoiovioG avaAwoipwy
TPoeldoug nAekTpodpopnong Dx

Ap. dnu. MAN0026540 Avab. D.O

AP Twv odnywwv xpnong (IFU)

O 0dnyieg xpnong (IFU) yia autd to ipoiov Ttapexovtal oe pia BiBAoBrkn topwv TG Thermo Fisher Connect Platform.

1. Metafeite otn dievBuvon apps.thermofisher.com/apps/spa/#/publiclib/cedx kal, otn ouvexela, ouvdeBeite OoTOV IOTOTOTIO
thermofisher.com.

Znueiwon: Eav bev €xete Aoyaplaopd otov wotototto thermofisher.com, kavte KAk otnv erihoyr} Create Account (Anuiovpyia
Aoyaplacpon) otnv 086vn oLVOEoNG Kal, OTn CUVEXELQ, AKOAOULBONOTE TIG 0dNyieg.

2. 21n BIPAI0ONKN TIOPWV, EVTOTIOTE TO TIPOIOV 0AG KAl, OTN CUVEXELQ, TipaypatoTtoljote AN kal e€aywyn Touv dpakélou ZIP ttou
TIEPLEXEL TIC 0ONYieg xpriong (IFU).

3. AvoiTe TIg 08nyieg xpriong pe éva Tipdypappa eoBoArc PDF, émiwe o Adobe Reader™ (https://get.adobe.com/reader/).
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MeTtdadppaon aréd Ta AyyAikd, and tov Apilbud dnuoacieuong MAN0026540 D.O.
lotopik6 avaBewpnong: Ap. dnu. MAN0026540 D.O

AvaBewpnon Hpepopnvia Mepypadn
D.0 7 Maptiou 2023 MpooTébnkav peTaPPATELG.
C.0 6 lavouapiov 2023 ANMCOEE TO KEVTPO KATAOKEUNG.
B.O 29 lovhiou 2022 MpooTédnkav PETAPPATELG.
AQ 21 Aripihiou 2022 :f;;c;irgfpcﬂr;)r\]sprVIKr’]c TekUNPIWoNG yla TNV podcacn oTig odnyieg XPriong yia Ta avaAwaola TEKoeSoUg

Ot mAnpodopieg oe auTOV Tov 08NYO WMopPel va aAAEoLV XwpIc Tpoeidoroinan.

AMOIMOIHZH EYOYNQN: >TON BAGMO MOY TO EMITPEMEI H NOMOGEXIA, H THERMO FISHER SCIENTIFIC INC. 'H/KAI Ol ZYNAEAEMENEZ. ETAIPEIEZ AEN ®EPOYN EYOYNH
A EIAIKEZ, AMIOGETIKEZ, EMMEZEZ, OETIKEZ, MOANAMAES 'H MAPEMNOMENEZ ZHMIEZ MOY MPOEPXONTAI AMO 'H 2XETIZONTAI ME TO MAPON EIMPA®O,
>YMMEPINAMBANOMENHZ THZ XPH>HZ TOY ArMO EZAX.

©2023 Thermo Fisher Scientific Inc. Me v emdpOAagn Tavtog dikaiwpatog. ‘OAa Ta ePMopIka orjuata anotehoLy loktnaoia Tne Thermo Fisher Scientific kat Twv ouvoedepEvwy
ETAIPEIDY, EKTOC ATO TIG TEPITTWOELG OTTOL OpIleTal SIAPOPETIKA.
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INSTRUCCIONES DE LA

appliedbiosystems DOCUMENTACION ELECTRONICA

Instrucciones de descarga para los documentos de producto de
los consumibles de electroforesis capilar Dx

N.° de pub. MANO0026540 Rev. D.O

Descargar las instrucciones de uso (IFU)
Las IFU de este producto estan disponibles en la libreria de recursos de Thermo Fisher Connect Platform.

1. Vaya a apps.thermofisher.com/apps/spa/#/publiclib/cedx e inicie sesion en thermofisher.com.

Nota: Si no tiene una cuenta de thermofisher.com, haga clic en Create Account (Crear cuenta) en la pantalla de inicio de sesién y
siga las instrucciones.

2. En lalibreria de recursos, localice su producto, luego descarguelo y extraiga la carpeta ZIP que contiene las IFU.

3. Abra las instrucciones con un visor de PDF como Adobe Reader™ (https://get.adobe.com/reader/).
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Traducido del inglés, del publicacion N.° MAN0026540 D.O.
Historial de revisiones: N.° de pub. MAN0026540 D.0

Revision Fecha Descripcion
D.0 7 de marzo de 2023 Se han afadido traducciones.
C.0 6 de enero de 2023 Se ha modificado el centro de fabricacion:
B.O 29 de julio de 2022 Se han afadido traducciones.
AD 21 de abril de 2022 ZZ?@;?:;?E?S;;_S de documentacion electrénica para acceder a las instrucciones de uso de consumibles para

La informacion incluida en esta guia esté sujeta a cambios sin previo aviso.

EXENCIQN DE RESPONSABILIDAD: EN LA MEDIDA DE LO ESTIPULADO POR LA LEY, THERMO FISHER SCIENTIFIC INC. Y/O SUS AFILIADOS NO SE HACEN RESPONSABLES
POR DANOS ESPECIALES, INCIDENTALES, INDIRECTOS, PUNITIVOS, MULTIPLES O CONSIGUIENTES EN RELACION CON O DERIVADOS DE ESTE DOCUMENTO, INCLUYENDO
EL USO DEL MISMO.

©2023 Thermo Fisher Scientific Inc. Todos los derechos reservados. Todas las marcas comerciales son propiedad de Thermo Fisher Scientific y sus subsidiarias a menos que se
especifique lo contrario.
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appliedbiosystems SAHKOISET ASIAKIRJAOHJEET

Latausohjeet Capillary Electrophoresis Dx -kulutustarvikkeiden
tuoteasiakirjoille

Julk. nro  MAN0026540 Ver. D.O
Lataa kayttéohjeet (IFU)
Taman tuotteen kayttdohjeet ovat Thermo Fisher Connect Platform -resurssikirjastossa.

1. Mene osoitteeseen apps.thermofisher.com/apps/spa/#/publiclib/cedx ja kirjaudu sitten sisédén osoitteeseen thermofisher.com.

Huomautus: Jos sinulla ei ole thermofisher.com-tilia, napsauta Create Account (Luo tili) -painiketta kirjautumisnaytdssa ja noudata
sitten ohjeita.

2. Etsiresurssikirjastosta haluamasi tuote ja lataa ja pura sitten kayttéohjeet siséltava ZIP-kansio.

3. Avaa kayttdohjeet PDF-katseluohjelmalla, kuten Adobe Reader™ (https://get.adobe.com/reader/).

thermofisher.com/support | thermofisher.com/askaquestion
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Kéaannetty englannista, julkaisunumero MAN0026540 D.O.
Versiohistoria: Julk. nro MAN0026540 D.0

Versio Paivamé&ara Kuvaus
D.0 7. maaliskuuta 2023 Kaannoksia on lisatty.
C.0 6. tammikuuta 2023 Valmistuspaikka on muuttunut.
B.O 29. heinakuuta 2022 Kaannoksia on lisatty.
A.0 21. huhtikuuta 2022 Uudet sahkaiset asiakirjaohjeet kapillaarielektroforeesin kulutustarvikkeiden kayttéohjeiden lukemiseen.

Taméan oppaan tietoja voidaan muuttaa ilman erillista iimoitusta.

VASTUUVAPAUSLAUSEKE: LAIN SALLIMASSA LAAJUUDESSA THERMO FISHER SCIENTIFIC INC. JA/TAI SEN TYTARYHTIO TAI -YHTIOT EIVAT OLE VASTUUSSA EBITYISISTA,
SATUNNAISISTA, EPASUORISTA TAI VALILLISISTA VAHINGOISTA TAI RANKAISEVISTA TAI MONINKERTAISISTA VAHINGONKORVAUKSISTA, JOTKA LITTYVAT TAMAN ASIAKIRJAN
KAYTTOON TAI JOHTUVAT SIITA, MUKAAN LUKIEN SEN KAYTTO.

©2023 Thermo Fisher Scientific Inc. Kaikki oikeudet pidatetadn. Kaikki tavaramerkit ovat Thermo Fisher Scientificin ja sen tytaryhtididen omistamia, ellei toisin ole maaritelty.
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In vitro -diagnostiikkaan. ThermoFisher
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INSTRUCTIONS RELATIVES A LA
DOCUMENTATION ELECTRONIQUE

appliedbiosystems

Instructions de téléchargement pour la documentation produit
des consommables Dx d’électrophorese capillaire

Pub. n® MANO0026540 Rév. D.O
Télécharger la notice d’utilisation (IFU)
La notice d’utilisation de ce produit est fournie dans une bibliothéque de ressources de Thermo Fisher Connect Platform.

1. Accédez a apps.thermofisher.com/apps/spa/#/publiclib/cedx, puis identifiez-vous sur thermofisher.com.

Remarque : Si vous n’avez pas de compte thermofisher.com, cliquez sur Create Account (Créer un compte) a I’écran de
connexion, puis suivez les instructions.

2. Dans la bibliothéque de ressources, localisez votre produit, puis téléchargez et exportez le dossier ZIP contenant la notice
d’utilisation.

3. Ouvrez les instructions pour les utiliser avec un lecteur de PDF tel que Adobe Reader™ (https://get.adobe.com/reader/).

thermofisher.com/support | thermofisher.com/askaquestion
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Traduit de I'anglais, depuis la publication numéro MAN0026540 D.0.
Historique des révisions : Pub. n°® MAN0026540 D.0

Révision Date Description
D.0 7 mars 2023 Des traductions ont été ajoutées.
C.0 6 janvier 2023 Le site de fabrication a été modifié.
B.0 29 juillet 2022 Des traductions ont été ajoutées.
AD 21 avril 2022 Nouvelles instructions relatives a la documentation électronique pour accéder aux modes d’emploi des consommables
d’électrophorese capillaire.

Les informations contenues dans ce guide sont susceptibles d’étre modifiées sans préavis.

CLAUSE DE NON-RESPONSABILITE: DANS LA MESURE PERMISE PAR LA LOI, THERMO FISHER SCIENTIFIC INC. ET/OU SA OU SES FILIALE(S) NE SAURAIENT ETRE TENUES
POUR RESPONSABLES DE DOMMAGES SPECIAUX, ACCESSOIRES, INDIRECTS, PUNITIFS, MULTIPLES OU CONSECUTIFS LIES AU PRESENT DOCUMENT OU A SON USAGE
OU EN RESULTANT.

©2023 Thermo Fisher Scientific Inc. Tous droits réservés. Toutes les marques commerciales sont la propriété de Thermo Fisher Scientific et de ses filiales, sauf indication contraire.
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Pour usage diagnostique in vitro. ThermoFisher
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AZ ELEKTR. DOKUMENTACIORA

appliedbiosystems VONATKOZO UTASITASOK

Kapillariselektroforézis diagnosztika — fogyoeszk6zok
termékdokumentumainak letoltésére vonatkozo utasitasok

Kiadv.szam MAN0026540 D.0 atdolg.
A hasznalati utmutato letéltése (IFU)
A termék hasznalati utmutatdja a Thermo Fisher Connect Platform forraskdnyvtarban talalhato.

1. Lépjen a apps.thermofisher.com/apps/spa/#/publiclib/cedx webhelyre, majd jelentkezzen be a thermofisher.com fidkba.

Megjegyzés: Ha nem rendelkezik thermofisher.com fidkkal, kattintson a bejelentkezé képernyén a Create Account (Fiok
létrehozasa) lehetéségre, és kdvesse az utasitasokat.

2. A forraskdnyvtarban keresse meg a terméket, majd téltse le és csomagolja ki a hasznalati Utmutatét tartalmazé ZIP-mappat.

3. Nyissa meg a hasznélati Gtmutatét egy PDF-olvaséval, példaul az Adobe Reader™ (https://get.adobe.com/reader/) szoftverrel.

thermofisher.com/support | thermofisher.com/askaquestion

I Life Technologies Holdings Pte Ltd | Block 33 | Marsiling Industrial Estate Road 3 | #07-06, Singapore 739256

Angolbdl forditva, a kdvetkezd kiadvanyszamu dokumentumbdl: MAN0026540 D.O.
Korabbi atdolgozasok: Kiadv.szam MAN0026540 D.0

Atdolgozas Datum Leiras
D.0 2023. 7 marcius Forditasok hozzaadva.
C.0 2028. 6 januar A gyartas helyszine megvaltozott.
B.O 2022. 29 jdlius Forditasok hozzdadva.
A0 2022. 21 éprilis LLJ{: ri{iljtg:rsse |Z%21?§2tédé hasznalatéara vonatkozé utasitasok a kapillériselektroforézis-fogydeszkodzok hasznélati

A jelen Utmutatdban talélhaté informaciok elézetes értesités nélkil médosulhatnak.

NYILATKOZAT: A TORVENY ALTAL MEGENGEDETT MERTEKBEN A THERMO FISHER SCIENTIFIC INC. ES/VAGY LEANYVALLALATA() NEM VALLALNAK FELELOSSEGET A JELEN
DOKUMENTUMMAL KAPCSOLATOS VAGY ABBOL — TOBBEK KOZOTT A DOKUMENTUM ON ALTALI FELHASZNALASABOL — SZARMAZO KARESEMENYEKRE VONATKOZOAN,
LEGYENEK AZOK RENDKIVULI, JARULEKOS, KOZVETETT, KARTERITES BUNTETOJOGI KIROVASABOL EREDO, TOBBSZOROS VAGY KOVETKEZMENYES KAROK.

©2023 Thermo Fisher Scientific Inc. Minden jog fenntartva. Valamennyi védjegy a Thermo Fisher Scientific és leanyvallalatai tulajdona, hacsak masként nem jeleztik.

C€[ivo]

In vitro diagnosztikai hasznalatra. ThermoFisher
2023, 7 méarcius SCIENTIFIC
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ISTRUZIONI PER LA DOCUMENTAZIONE

appliedbiosystems ELETTRONICA

Istruzioni per il download dei documenti del prodotto Parti
consumabili Dx per elettroforesi capillare

N. di pub. MANO0026540 Rev. D.O

Scaricare le istruzioni per lI'uso (IFU)
Le istruzioni per I'uso di questo prodotto sono fornite in una raccolta di risorse sulla Thermo Fisher Connect Platform.

1. Andare sul sito apps.thermofisher.com/apps/spa/#/publiclib/cedx, quindi effettuare I'accesso a thermofisher.com.

Nota: Se non si dispone di un account thermofisher.com, fare clic su Create Account (Crea account) nella schermata di accesso,
quindi seguire le istruzioni.

2. Nella raccolta di risorse, individuare il prodotto interessato, quindi scaricare il file ZIP contenente le istruzioni per I'uso ed estrarlo.

3. Aprire le istruzioni per I'uso con un visualizzatore di PDF, come Adobe Reader™ (https://get.adobe.com/reader/).
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Tradotto dall'inglese dalla pubblicazione numero MAN0026540 D.0.
Cronologia delle revisioni: N. di pub. MAN0026540 D.0

Revisione Data Descrizione
D.0 7 marzo 2023 Sono state aggiunte le traduzioni.
C.0 6 gennaio 2023 E cambiato il centro di produzione.
B.0 29 luglio 2022 Sono state aggiunte le traduzioni.
A0 21 aprile 2022 le\l)lztc;\r/sf(i)r::isciizailgﬁliar:%létive alla documentazione elettronica per accedere alle istruzioni per I'uso delle parti consumabili per

Le informazioni contenute in questa guida sono soggette a modifiche senza preavviso.

ESONERO DI RESPONSABILITA: NELLA MISURA CONSENTITA DALLA LEGGE, THERMO FISHER SCIENTIFIC INC. E/O LA/E SUA/E AFFILIATA/E NON SARANNO RESPONSABILI
PER DANNI SPECIALI, INCIDENTALI, INDIRETTI, PUNITIVI, MULTIPLI O CONSEGUENTI CONNESSI O DERIVANTI DA QUESTO DOCUMENTO, TRA CUI L'UTILIZZO DELLO STESSO.

©2023 Thermo Fisher Scientific Inc. Tutti i diritti riservati. Tutti i marchi sono di proprieta di Thermo Fisher Scientific e delle sue controllate, se non diversamente specificato.
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Per uso diagnostico in vitro. ThermoFisher
7 marzo 2023 SCIENTIFIC
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INSTRUKSJONER FOR ELEKTRONISK

appliedbiosystems DOKUMENTASJON

Last ned instruksjoner for produktdokumenter for forbruksvarer
for Capillary Electrophoresis Dx

Pub.nr. MAN0026540 Rev. D.O

Last ned bruksanvisningen (IFU)
Bruksanvisningen for dette produktet finnes i et ressursbibliotek pad Thermo Fisher Connect Platform.

1. Ga til apps.thermofisher.com/apps/spa/#/publiclib/cedx, og logg deretter p& thermofisher.com.

Merk: Hvis du ikke har en konto pa thermofisher.com, klikker du p& Create Account (Opprett konto) i pdloggingsskjermbildet og
folger instruksjonene.

2. Finn produktet ditt i ressursbiblioteket, last ned ZIP-mappen og pakk ut bruksanvisningen.

3. Apne bruksanvisningen i et PDF-visningsprogram som Adobe Reader™ (https://get.adobe.com/reader/).
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Oversatt fra engelsk, fra publikasjon nummer MAN0026540 D.0.
Revisjonshistorikk: Pub.nr. MAN0026540 D.O

Revisjon Dato Beskrivelse
D.0 7. mars 2023 Oversettelser er lagt til.
C.0 6. januar 2023 Produksjonsstedet er endret.
B.0 29. juli 2022 Oversettelser er lagt til.
A.0 21. april 2022 Nye instruksjoner for elektronisk dokumentasjon for & fa tilgang til bruksanvisningen for forbruksvarer for kapilleer elektroforese.

Informasjonen i denne veiledningen kan endres uten forvarsel.

ANSVARSFRASKRIVELSE: | DEN GRAD DET ER TILLATT VED LOV, SKAL IKKE THERMO FISHER SCIENTIFIC INC. OG/ELLER DETS TILKNYTTEDE SELSKAP(ER) VARE .
ANSVARLIG FOR SPESIELL, TILFELDIG, INDIREKTE, STRAFFEMESSIG, FLERDOBBEL ELLER FOLGEMESSIG SKADESERSTATNING | FORBINDELSE MED ELLER SOM OPPSTAR
FRA DETTE DOKUMENTET, INKLUDERT BRUK AV DET.

©2023 Thermo Fisher Scientific Inc. Alle rettigheter forbeholdt. Alle varemerker tilherer Thermo Fisher Scientific og dets datterselskaper med mindre annet er spesifisert.
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For in vitro-diagnostisk bruk. ThermoFisher
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INSTRUCTIES ELEKTRONISCHE
DOCUMENTATIE

appliedbiosystems

Download instructies voor Capillary Electrophoresis Dx
verbruiksproducten productdocumenten

Pub.nr. MAN0026540 Rev. D.O

Download de gebruiksaanwijzing (IFU)
De gebruiksaanwijzing van dit product wordt aangeboden in een resource library van het Thermo Fisher Connect Platform.

1. Ga naar apps.thermofisher.com/apps/spa/#/publiclib/cedx en meld u aan bij thermofisher.com.

Opmerking: Als u geen thermofisher.com-account hebt, klik dan op Create Account (Account aanmaken) op het
aanmeldingsscherm en volg de aanwijzingen.

2. Zoek naar uw product in de resource library en download en pak de gecomprimeerde map die de gebruiksaanwijzing bevat, uit.

3. Open de gebruiksaanwijzing met een pdf-lezer zoals Adobe Reader™ (https://get.adobe.com/reader/).
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Vertaald uit het Engels, van publicatienummer MAN0026540 D.0.
Revisiegeschiedenis: Pub.nr. MAN0026540 D.O

Revisie Datum Beschrijving
D.0 7 maart 2023 Vertalingen zijn toegevoegd.
C.0 6 januari 2023 De productielocatie is veranderd
B.0 29 juli 2022 Vertalingen zijn toegevoegd.
. Nieuwe instructies voor elektronische documentatie voor toegang tot de gebruiksaanwijzingen van verbruiksproducten voor
A.0 21 april 2022 L
capillaire elektroforese.

De informatie in deze gids kan zonder kennisgeving gewijzigd worden.

DISCLAIMER: IN DE MATE WAARIN DIT WETTELIJK IS TOEGESTAAN, ZULLEN THERMO FISHER SCIENTIFIC INC. EN/OF HAAR GROEPSMAATSCHAPPIJEN NIET
AANSPRAKELIJK ZIJN VOOR BIJZONDERE, INCIDENTELE, INDIRECTE, PUNITIEVE, MEERVOUDIGE OF GEVOLGSCHADE DIE ONTSTAAT IN VERBAND MET OF VOORTVLOEIT UIT
DIT DOCUMENT, WAARONDER UW GEBRUIK HIERVAN.

©2023 Thermo Fisher Scientific Inc. Alle rechten voorbehouden. Alle handelsmerken zijn het eigendom van Thermo Fisher Scientific en haar dochterondernemingen, tenzij anders
vermeld.
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Voor in-vitrodiagnostisch gebruik. ThermoFisher
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INSTRUKCJE DOTYCZACE

appliedbiosystems DOKUMENTACJI ELEKTRONICZNE

Pobierz instrukcje dotyczace dokumentacji produktu dotyczacej
materiatow eksploatacyjnych do elektroforezy kapilarnej Dx

Nr publ. MAN0026540 Wer. D.O

Pobieranie instrukcji uzytkowania (IFU)
Instrukcja uzytkowania produktu znajduje sie w bibliotece zasobdéw platformy Thermo Fisher Connect Platform.

1. Przej$¢ do apps.thermofisher.com/apps/spa/i#/publiclib/cedx, a nastepnie zalogowac¢ sie na konto thermofisher.com.

Uwaga: W przypadku braku konta thermofisher.com klikng¢ opcje Create Account (Utwérz konto) na ekranie logowania,
a nastepnie postepowac zgodnie z instrukcjami.

2. W bibliotece zasoboéw zlokalizowa¢ swoj produkt, a nastepnie pobraé i wyodrebnié¢ folder ZIP zawierajacy instrukcje uzytkowania.

3. Otworzy¢ instrukcje obstugi z przegladarka PDF, takg jak Adobe Reader” (https://get.adobe.com/reader/).
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Ttumaczenie z dokumentu w jezyku angielskim o numerze publikacji MAN0026540 D.0.
Historia wersji: Nr publ. MAN0026540 D.0O

Wersja Data Opis
D.0 7 marca 2023 r. Dodano ttumaczenia.
C.0 6 stycznia 2023 r. Zmieniono zaktad produkcyjny.
B.0 29 lipca 2022 . Dodano tlumaczenia.
AD 21 kwietnia 2022 . le\lfs\g:laoier:tsatcrsjiijshdg;yzlzeiicrao?;g;f;;i;jrinifktronicznej umozliwiajacej dostep do instrukcji uzytkowania materiatéw

Informacje podane w niniejszej instrukcji moga ulec zmianie bez powiadomienia.

ZRZECZENIE SIE ODPOWIEDZIALNOSCI: W ZAKRESIE DOZWOLONYM PRZEZ PRAWO FIRMA THERMO FISHER SCIENTIFIC INC. I/LUB JEJ PODMIOTY STOWARZYSZONE NIE
PONOSZA ODPOWIEDZIALNOSCI ZA SZKODY SZCZEGOLNE, PRZYPADKOWE, POSREDNIE, SANKCYJNE, WIELOKROTNE LUB WYNIKOWE ZWIAZANE Z NINIEJSZYM
DOKUMENTEM LUB WYNIKAJACE Z NIEGO, W TYM ZWIAZANE Z JEGO ZASTOSOWANIEM.

©2023 Thermo Fisher Scientific Inc. Wszelkie prawa zastrzezone. Wszystkie znaki towarowe sg wtasnoscig firmy Thermo Fisher Scientific i jej podmiotéw zaleznych, chyba ze
okreslono inaczej.
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Do diagnostyki in vitro. ThermoFisher
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INSTRUCOES DA DOCUMENTAGAO
ELETRONICA

appliedbiosystems

Instrucoes de transferéncia para documentos de produtos
consumiveis Dx para eletroforese capilar

N.° de pub. MANO0026540 Rev. D.O

Transferir as instrucoes de utilizacao (IFU)
As IFU deste produto sao fornecidas numa biblioteca de recursos da Thermo Fisher Connect Platform.

1. Aceda a apps.thermofisher.com/apps/spa/#/publiclib/cedx e, em seguida, inicie sessdo em thermofisher.com.

Nota: Caso nido tenha uma conta thermofisher.com, clique em Create Account (Criar conta) no ecra de inicio de sesséo e, em
seguida, siga as instrugodes.

2. Na biblioteca de recursos, localize o seu produto e, em seguida, transfira e extraia a pasta ZIP que contém as IFU.

3. Abra as instrugdes de utilizagdo com um visualizador de PDF, tal como Adobe Reader” (https://get.adobe.com/reader/).
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Traduzido do inglés a partir do Numero de publicagdo MAN0026540 D.O.
Histoérico de revisdes: N.° de pub. MAN0026540 D.0

Revisédo Data Descricao
D.0 7 de margo de 2023 Adicao de tradugoes.
C.0 6 de janeiro de 2023 Alteragao do local de fabrico.
B.0 29 de julho de 2022 Adicao de tradugoes.
A.0 21 de abril de 2022 Novas instrugdes da documentacéo eletrénica para aceder a instrugdes de utilizagdo de consumiveis para eletroforese capilar.

As informagdes neste guia estao sujeitas a alteragdes sem aviso prévio.

RENUNCIA DE RESPONSABILIDADE: NA EXTENSAO PERMITIDA PELA LEI, A THERMO FISHER SCIENTIFIC INC. E/OU A(S) SUA(S) FILIAL(AIS) NAO SERA(AO) RESPONSAVEL(EIS)
POR DANOS ESPECIAIS, INCIDENTAIS, INDIRETOS, PUNITIVOS, MULTIPLOS OU CONSEQUENCIAIS RELACIONADOS COM ESTE DOCUMENTO OU DELE DECORRENTES,
INCLUINDO, ENTRE OUTROS, O USO DO MESMO.

©2023 Thermo Fisher Scientific Inc. Todos os direitos reservados. Todas as marcas comerciais séo propriedade da Thermo Fisher Scientific e suas subsidiarias a menos que de
outra forma especificado.
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Para uso em diagndstico in vitro. ThermoFisher
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INSTRUCTIUNI PRIVIND

appliedbiosystems DOCUMENTATIA ELECTRONICA

Instructiuni privind descarcarea Documentatiei produsului pentru
Consumabilele destinate electroforezei capilare

Nr. pub. MANO0026540 Rev. D.O

Descarcati instructiunile de utilizare (IFU)
IFU pentru acest produs sunt furnizate intr-o biblioteca de resurse Thermo Fisher Connect Platform.

1. Accesati apps.thermofisher.com/apps/spa/#/publiclib/cedx, apoi conectati-va la thermofisher.com.

Nota: Daca nu aveti cont pe thermofisher.com, faceti clic pe Create Account (Creare cont) in ecranul de conectare, apoi urmati
instructiunile.

2. in biblioteca de resurse, localizati produsul, apoi descarcati si extrageti folderul ZIP care contine IFU.

3. Deschideti instructiunile de utilizare cu un vizualizator PDF, precum Adobe Reader™ (https://get.adobe.com/readery/).
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Tradus din limba engleza, de la publicatia numarul MAN0026540 D.O.
Istoric revizuiri: Nr. pub. MAN0026540 D.0

Revizuire Data Descriere
D.0 7 martie 2023 Au fost adaugate traduceri.
C.0 6 ianuarie 2023 A fost schimbat centrul de productie.
B.0 29 iulie 2022 Au fost adaugate traduceri.
- Instructiuni noi privind documentatia electronica pentru accesarea instructiunilor de utilizare a consumabilelor destinate
A.0 21 aprilie 2022 ) )
electroforezei capilare.

Informatiile din acest ghid fac obiectul modificarii fara notificare.

DECLARATIE DE EXONERARE DE RASPUNDERE: IN MASURA PERMISA DE LEGE, THERMO FISHER SCIENTIFIC INC. SI/SAU COMPANIILE SALE AFILIATE NU IS ASUMA
RASPUNDEREA PENTRU DAUNELE SPECIALE, INCIDENTALE, INDIRECTE, PUNITIVE, MULTIPLE SAU PE CALE DE CONSECINTA IN LEGATURA CU SAU REZULTATE DIN
PREZENTUL DOCUMENT, INCLUSIV DIN UTILIZAREA ACESTUIA DE CATRE DUMNEAVOASTRA.

©2023 Thermo Fisher Scientific Inc. Toate drepturile rezervate. Toate méarcile comerciale sunt proprietatea companiei Thermo Fisher Scientific si a filialelor acesteia, cu exceptia cazului
n care se specifica altfel.
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A se utiliza pentru diagnosticarea in vitro. ThermoFisher
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appliedbiosystems SNEKTPOHHAS UHCTPYKLINS

NHCTpYKUKMs No 3arpy3ke JOKYMeHTauumn no NpoaykKummn ans
pacxodHbIX MaTtepuanos aas AgUarHOCTUKN METOAOM
KanuinapHoro anektpodopesa

Ne ny6n. MAN0026540 Pepn. D.O
3arpy3uTb MHCTPYKLUMIO No npumMmeHeHuto (IFU)
IFU gnsa paHHoro nsgenus npveegeHa B 6nbnuoteke pecypcos Thermo Fisher Connect Platform.

1. Tllepengute k apps.thermofisher.com/apps/spa/#/publiclib/cedx, 3atem BbinonHuTe BXxog B thermofisher.com.

MNpumeyaHue: Mpu OTCYTCTBUM y4eTHOI 3anucu thermofisher.com HaxxmuTe Create Account (Co3aaTb y4eTHYH 3anucb) Ha
3KpaHe BXofa B CUCTeMY U cnepyinTe UHCTPYKLUSAM.

2. B 6ubnnoTeke pecypcoB HaamnTe HYy>XHOe U3Lenne, 3aTeM 3arpysuTe u pacnakyinte nanky ZIP, cogepxaryto IFU.

3. OTKpOIiTe MHCTPYKLIMIO MO NPUMEHEHIIO C NMOMOLLBIO CPeacTsa npocMoTtpa PDF, Hanpumep Adobe Reader™ (https://
get.adobe.com/reader/).
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[NepeBeneHo ¢ aHrMMIACKOro s3blka Ha ocHoBaHUK nyGnmkaummn Ne MAN0026540 D.O.
Uctopus pepgakumii: Ne ny6n. MAN0026540 D.O

Pepakuus Jarta OnucaHue
D.0 7 mapTa 2023 1. [o6asneHbl NnepeBopl.
C.0 6 aHBaps 2023 r. 1l3mMeHeHa Npon3BOACTBEHHAs MoLLaaKa.
B.O 29 niona 2022 r. [o6asneHbl NepeBofpl.
AQ 21 anpens 2022 1. HoBasi MHCTPYKUMS, KacatoLLasics 3NEKTPOHHOM [OKYMEHTaLMM, C YKasdaHUsIM1U OTHOCUTENbHO AOCTYMNa K MHCTPYKLMW MO
MPVYIMEHEHUIO PaCXOAHbBIX MaTEPUaIoB A KanuspHOro anekTpoopesa.

VHdopmaums B HACTOSALLEM PYKOBOACTBE MOXET ObITb M3MeHeHa 6e3 yBEAOMIIEHNS.

SAABJIEHVE OB OMPAHNYEHN OTBETCTBEHHOCTU: B PAMKAX SAKOHOLATE/IbCTBA KOMMAHA THERMO FISHER SCIENTIFIC INC. /N EE OUNVAT (-bl) HE HECET
(HE HECYT) OTBETCTBEHHOCTW H 3A KAKOW ®AKTHECKIW, CNYHAVHBIV, KOCBEHHbIN, CBASAHHBIV C HANTOXXEHVEM LUTPA®HBIX CAHKLIY, MHOTOKPATHbIV
M CONYTCTBYIOLLW YLLIEPE, MOHECEHHLIN B CBA3W C JAHHBIM JOKYMEHTOM, BKJTKOHYAA EIO NCTONBE30OBAHNE MOKYTIATENEM.

Thermo Fisher Scientific Inc., ©2023. Bce npasa 3awuileHbl. Bce ToBapHble 3HaKM ABNSIOTCS COOCTBEHHOCTBIO komMnanum Thermo Fisher Scientific n ee go4epHx Komnanun, ecnm
He ykazaHo MHoe.
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Ons gnarHocTtukn in vitro. ThermoFisher
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ELEKTRONICKA DOKUMENTACIA S

appliedbiosystems POKYNMI

Prevezmite si pokyny pre spotrebné materialy na kapilarnu
elektroforézu Dx — Dokumentacia k produktom

C. pub. MAN0026540 Rev. D.0
Prevziat navod na pouzitie
Navod na pouzitie tohto vyrobku je k dispozicii v kniznici zdrojov Thermo Fisher Connect Platform.

1. Prejdite na apps.thermofisher.com/apps/spa/#/publiclib/cedx a prihlaste sa na stranku thermofisher.com.

Poznamka: Ak nemate UcCet thermofisher.com, kliknite na moznost Create Account (Vytvorit ucet) na prihlasovacej obrazovke
a potom postupujte podla pokynov.

2. V kniznici zdrojov vyhladajte svoj vyrobok, potom si prevezmite a rozbalte priecinok ZIP, ktory obsahuje navod na pouzitie.

3. Otvorte navod na pouzitie pouzitim prehliadada PDF, ako je napriklad Adobe Reader™ (https://get.adobe.com/reader/).
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PreloZené z anglictiny, z &isla publikédcie MAN0026540 D.O.
Histéria revizie: C. pub. MAN0026540 D.0

Revizia Datum Popis
D.0 7. marca 2023 Boli pridané preklady.
C.0 6. janudra 2023 Zmenilo sa miesto vyroby.
B.O 29. jula 2022 Boli pridané preklady.
A0 21, aprila 2022 ZZEE gle:é/z k elektronickej dokumentécii na ziskanie pristupu k navodom na pouZitie pre spotrebné materidly na kapilarnu

Informéacie v tomto ndvode podliehaji zmendm bez predchadzajliceho upozornenia.

ODMIETNUTIE ZODPOVEDNOSTI: SPOLOCNOST THERMO FISHER SCIENTIFIC INC. A/ALEBO JEJ PRIDRUZENE SPOLOCNOSTI NENESU ZIADNU ZODPOVEDNOST V ROZSAHU,
KTORY POVOLUJE ZAKON, ZA ZIADNE SPECIALNE, NAHODNE, NEPRIAME, REPRESIVNE, VIACNASOBNE ALEBO NASLEDNE SKODY V SUVISLOSTI S TYMTO DOKUMENTOM
ALEBO V SUVISLOSTI S JEHO POUZIVANIM.

©2023 Thermo Fisher Scientific Inc. VSetky prava vyhradené. Vetky ochranné znamky su vlastnictvom spolo¢nosti Thermo Fisher Scientific a jej dcérskych spolo¢nosti, pokial nie je
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Hamta anvisningar for forbrukningsartikel Capillary
Electrophoresis Dx Produktdokumentation

Utg.nr MAN0026540 Rev. D.O

Ladda ner bruksanvisningen (IFU)
Bruksanvisningen fér denna produkt finns i ett Thermo Fisher Connect Platform-resursbibliotek.

1. Gatill apps.thermofisher.com/apps/spa/#/publiclib/cedx, och logga sedan in pa thermofisher.com.

Obs: Om du inte har ett konto pa thermofisher.com klickar du pa Create Account (Skapa konto) pa inloggningsskarmbilden, och
foljer instruktionerna.

2. Leta upp din produkt i resursbiblioteket, ladda sedan ned och extrahera ZIP-mappen som innehaller bruksanvisningen.

3. Oppna bruksanvisningen med en PDF-ldsare sdsom Adobe Reader” (https://get.adobe.com/readery/).
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Oversatt fr&n engelska, fran utgivningsnummer MAN0026540 D.0.
Revisionshistorik: Utg.nr MAN0026540 D.O

Revision Datum Beskrivning
D.0 7 mars 2023 Oversattningar lades till.
C.0 6 januari 2023 Tillverkningsanlaggningen &ndrades.
B.0 29 juli 2022 Oversattningar lades till.
A.0 21 april 2022 Nya elektroniska anvisningar avseende &tkomstinstruktioner for forbrukningsartiklar for kapillarelektrofores.

Informationen i den har manualen kan &ndras utan meddelande.

ANSVARSFRISKRIVNING: OM INTE FORHINDRADE ENLIGT LAG SKA THERMO FISHER SCIENTIFIC INC. OCH/ELLER DESS DOTTERBOLAG INTE HAI:LAS SKYLDIGA FOR
SARSKILDA, OFORUTSEDDA, INDIREKTA, STRAFF- ELLER FOLJDSKADOR SOM KAN UPPSTA | SAMBAND MED DETTA DOKUMENT ELLER DIN ANVANDNING AV DETSAMMA.

©2023 Thermo Fisher Scientific Inc. Med ensamrétt. Alla varumérken tilhér Thermo Fisher Scientific och dess dotterbolag om inte annat anges.
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3aBaHTaXXEeHHSA OOKYMEHTIB 3 IHCTPYKUIAMUY 151 BUTPATHUX
MaTepianis o giarHOCTUYHOI CUCTEMW KarifIAPHOro
enekTpodopesy

My6n. Ne MAN0026540 Pep. D.O
3aBaHTa)XXeHHS IHCTPYKLi i3 BAKOPUCTaHHS
IHCTPYKLU,i 3 BUKOPMCTaHHSA LibOro NpoayKTy HaBefdeHo B 6ibnioTewi pecypcis Thermo Fisher Connect Platform.

1. Tllepengitb 3a nocunaHHam apps.thermofisher.com/apps/spa/#/publiclib/cedx, noTim yBiligiTe y cuctemy Ha canTi
thermofisher.com.

Mpumitka: Akwo y Bac Hemae obnikosoro 3anucy thermofisher.com, Ha ekpaHi Bxogy HaTucHiTb Create Account (CTBopuTtn
06iKOBUI 3aNunC) i 4OTPUMYATECH iIHCTPYKLiN.

2. 3Hangitb cBiln npogyKT y 6i6nioTewi pecypcis, NOTIM 3aBaHTaXXTe I BUTAHITb nanky 3 apxiBy ZIP, y kil MicTATbCS iHCTPYKLUT 3
BMKOPUCTaHHS.

3. BigkpuiiTe iHCTPYKLIT 3 BUKOPUCTAHHS 3a JOMOMOrol0 nporpami nepernaay aiinis PDF, sik-ot Adobe Reader” (https://
get.adobe.com/reader/).

thermofisher.com/support | thermofisher.com/askaquestion

I Life Technologies Holdings Pte Ltd | Block 33 | Marsiling Industrial Estate Road 3 | #07-06, Singapore 739256

[MNepeknaaeHo 3 aHrnincbkol MoBKW, 3 Ny6nikaii nig Homepom MAN0026540 D.O.
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Pepakuis Hara Onuc
D.0 7 6epesHs 2023 p. [opnaHo nepeknag.
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B.O 29 nunHg 2022 p. [opnaHo nepeknap.
AQ 21 KeiTHA 2022 p, ng:;;,::fgi:i iﬁmynig:;zu; ;S;K:ji:;?gtb L(I)_Lse,ﬂ,::)YlOTpl/lMaHHﬂ [OCTYNy [0 iHCTPYKLI i3 BUKOPUCTaHHS BUTPATHIX

IHhopmaLyito, HaBeaeHyY B LipbOMY MOCIBHUKY, MOXXe ByTh 3MiIHEHO 6e3 NoNepemKeHHs1.

BIAMOBA BI[ BIATOBIJAMBHOCTI: Y MEXKAX YHHOTO 3AKOHOLAABCTBA KOMIMAHIA THERMO FISHER SCIENTIFIC INC. TA/ABO i A®INIMOBAHI OCOBU HE HECE
BIAMNOBIOAJIBHICTb 3A ®AKTVHHI, BUMALKOBI, HEMPAMI SBUTKN, LUTPA®HI CAHKLII, BIALLIKOAOBYBAHI B BATATOKPATHOMY PO3MIPI ABO OMNMOCEPEAKOBAHI
3BUTKN, LLIO MOB’A3AHI 3 LM JOKYMEHTOM ABO CMPUHNHEHI HAM, BKITKOHAKOHW OO BMKOPUCTAHHA BAMI.

©2023 Thermo Fisher Scientific Inc. Yci npasa 3axuieHi. Yci ToBapHi 3Haku € BRacHicTio komnawii Thermo Fisher Scientific Ta i OHIPHIX KOMMaHil, SIKLLO He BKa3aHo iHLUe.
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Capillary Array 50cm

3500 Dx
REF
SN
Capillary Leak Test
Each array is tested to assure absence of leaks.
Leak Test ' No Leaks

Capillary Plug Test
Each array is tested to assure absence of plugged capillaries.

Plug Test No Plugged Capillaries

Fluorescence Background Test
Each array is tested to assure background fluorescence is within specification.

Fluorescence Background Test - Conforms to Specification

Capillary Mapping Test
Each array is tested to verify that capillary inlet and outlet spatial positioning correspond.

Mapping Test: Conforms to Specification

Analysis

4404684

L512JA309

2013-10-05

PASS

PASS

PASS

PASS

When used with the 3500 Dx series systems, this device meets the requirements of Directive

98/79/EC on In Vitro Diagnostic Medical Devices and complies with QSR

21CFR820.

15013485:2003 [SUNNNNN
REGISTERED 9ap %

IVD Quality Assurance Manager

‘ Life Technologies Holdings Pte Ltd, Block 33, Marsiling Industrial Estate Road 3, #07-06,

Singapore 739256 Tel: (65) 6362 9300

For more information go to www.lifetechnologies.com or email us at cofarequest@lifetech.com.

Doc P/N 4442857 Rev B
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NeoNat SCID SMA

REAL TIME PCR KIT

The NeoNat SCID SMA is a Real-Time PCR assay for screening Severe Combined
Immunodeficiency (SCID) Syndrome and Spinal Muscular Atrophy (SMA) in newborns
DNA from Dried Blood Spot (DBS) samples.

Greater flexibility with separate multiplexing of SCID and SMA from one kit

Kit contains all the reagents and components to perform DNA extraction from DBS
Ready to use reaction mix and calibrators preloaded plates enable convenience for users
Four levels of DBS controls with defined target gene copies per uL

Compatible with multiple gPCR instruments

/
/
/
/
/
/

Short turnaround time of ~120 mins from DNA extraction to result analysis

C €[IVDJRUO
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i Assay Description
e NeoNat SCID SMA Real time PCR kit is based on 5’ nuclease technique
e Screens T-cell receptor excision circle (TREC) / Kappa deleting recombination excision circle (KREC) for

SCID and Survival Motor Neuron 1 (SMNT1) & Survival Motor Neuron 2 (SMN2) for SMA. The B-globin gene

serves as an internal control

Z Performance
e The assay demonstrates excellent performance with 100% sensitivity and specificity for all the samples

tested
e The analytical sensitivity shows a limit of detection of <5.0 copies/uL for TREC & KREC and <25

copies/uL for SMN1 & SMN2
8 Compatibility
e Kit compatible with most real-time PCR instruments in the market with at least three measurement

channels (FAM, VIC/or HEX, & CY5)
e Developed and validated with Biorad CFX 96 and Thermofisher Quantstudio 5 & 6.

DNA EXTRACTION FROM DBS & PCR REACTION

0 Punching e DBS Washing 9. e Incubation 0 Centrifugation
e g L La /
000 . ) =
s - @ -
== e =)
—_— =z
Punch DBS Controls Pipette DBS washing solution Shake & Incubate the DBS Place the DBS extraction plate >
& Samples to extraction plate extraction plate @ RT on the receiver plate & Centrifuge D
=
T—[ Repeat steps 2 to 4 ]—T o
(@)
=
o Extraction ° Incubation o Centrifugation e Resuspension g
' > g g@ A
= |
Pipette DBS washing solution Shake & Incubate the DBS Place the DBS extraction plate Add washing solution
to extraction plate extraction plate @ 95 °C on the receiver plate & Centrifuge to make it 100 pl.
© ronster Transfer @ centritugation @ r7Pcr & Amplification|
)
= : ay
o - = :
Pyt > ot}
Transfer DBS extracted DNA into | Transfer DBS extracted DNA into Centrifuge the SCID or Place the SCID or SMA PCR Plate in the o
SCID PCR Plate and seal SMA PCR Plate and seal SMA PCR Plate briefly RT PCR instrument and run the >
amplification protocol

{ Ordering Information

8100481
192 Reactions™ 8100482

480 Reactions* 8100483

*Please check the availability

For more information please order your IFU from
Labsystems Diagnostics Oy
Tiilitie 3, FI-01720 VANTAA, Finland Tel: +358 (0] 20 155 7530
salesdlabsystemsdx.com | www.labsystemsdx.com
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by Thermo Fisher Scientific
Real-Time PCR Systems Spectral Calibration Kit I, 96-Well

Product No. 4349180
Lot No. 2305202

Material Test

Applied Biosystems performs spectrofluorimetric analysis using a calibrated PerkinElmer LS55
Fluorescence Spectrometer to test fluorescence emission wavelength maximum in each lot of component
bulk material used in the Spectral Calibration Kit. The PerkinElmer LS55 is calibrated using a mercury arc
lamp which verifies the emission monochrometer wavelength accuracy and then the excitation
wavelength accuracy is verified against the emission wavelength as a reference.

Component Part Number Lot Number

SYBR® GREEN Dye 4349763 2305278 522 +5nm 520 nm Pass
ROX™ Dye 4349411 2305328 601 £ 5 nm 603 nm Pass
TAMRA™ Dye 4349410 2305326 578 £ 4 nm 578 nm Pass
NED™ Dye 4349408 2305336 573 £4nm 572 nm Pass
JOE™ Dye 4349409 2305329 548 +4 nm 550 nm Pass
VIC® Dye 4349764 2305313 548 +4 nm 548 nm Pass
FAM™ Dye 4349762 2305307 518 £ 4 nm 519 nm Pass
ROI™ Dye 4349415 2305397 Visual Inspection Pass
Background 4330124 2305417 Visual Inspection Pass

For Research Use Only. Not for use in diagnostic procedures.

1SO13485 pingapare E , ‘ 13 JUN 2003
REGISTERED {on (vyen Eons /(

FACILITY Quality Assurance
{Name, Signhature & Date)

“ Life Technologies Holdings Pte Ltd, Block 33, Marsiling Industrial Estate Road 3, #07-06,
Singapore 739256 Tel: (65) 6362 9300
To obtain a Certificate of Analysis on-line go to www.thermofisher.com or email us at
QA-SG_COA_Request@lifetech.com

Doc p/n: 100030347 Rev C



appliedbiosystems PRODUCT INFORMATION SHEET

7500 Real-Time PCR Systems Spectral Calibration Kit |

Catalog Number 4349180
Pub. No. 4350071 Rev.D

WARNING! Read the Safety Data Sheets (SDSs) and follow the handling instructions. Wear appropriate protective eyewear,
clothing, and gloves. Safety Data Sheets (SDSs) are available from thermofisher.com/support.

Contents and storage

Contents Amount Storage
Background Plate sealed with an optical cover 1 -25°C to -15°C
Spectral Calibration Plates sealed with optical covers 7
Region of Interest (ROI) Calibration Plate sealed with an optical cover 1

Related Documentation

™

For detailed information on instrument setup and the calibration process, refer to the Applied Biosystems™ 7300/7500/7500 Fast Real-Time PCR
System Installation and Maintenance Guide (Pub. no. 4347828).

Limited product warranty

Life Technologies Corporation and/or its affiliate(s) warrant their products as set forth in the Life Technologies' General Terms and
Conditions of Sale found on Life Technologies' website at www.thermofisher.com/us/en/home/global/terms-and-conditions.html. If you
have any questions, please contact Life Technologies at www.thermofisher.com/support.

For support visit thermofisher.com/support or email techsupportf@lifetech.com

The information in this guide is subject to change without notice.
DISCLAIMER

TO THE EXTENT ALLOWED BY LAW, LIFE TECHNOLOGIES AND/OR ITS AFFILIATE(S) WILL NOT BE LIABLE FOR SPECIAL, INCIDENTAL, INDIRECT, PUNITIVE, MULTIPLE, OR
CONSEQUENTIAL DAMAGES IN CONNECTION WITH OR ARISING FROM THIS DOCUMENT, INCLUDING YOUR USE OF IT.

Important Licensing Information: This product may be covered by one or more Limited Use Label Licenses. By use of this product, you accept the terms and conditions of all
applicable Limited Use Label Licenses.

Corporate entity: Life Technologies | Carlsbad, CA 92008 USA | Toll Free in USA 1.800.955.6288
©2015 Thermo Fisher Scientific Inc. All rights reserved. All trademarks are the property of Thermo Fisher Scientific and its subsidiaries unless otherwise specified.

For Research Use Only. Not for use in diagnostic procedures. Thermo Fisher
1 December 2015 SCIENTIFIC
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ThermoFisher
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The world leader in serving science

Thermo Fisher Scientific Baltics UAB

V. A. Graiciuno 8, Vilnius, LT-02241 Lithuania
Phone +370 700 55131, Fax +370 700 55132
www.thermofisher.com
cofarequests@thermofisher.com

Company code 122351387, VAT code LT223513811

CERTIFICATE OF ANALYSIS

A46109
Packaging Lot:
Expiry Date:
Storage:

Note:

Filling lots for components in package:

PowerTrack™ SYBR™ Green Master Mix
2746887

30.04.2025 (DD.MM.YYYY)
at -20+5°C in the dark

For Research Use Only. Not for use in diagnhostic procedures.

Lot Quantity  Description
2728794 5mL PowerTrack™ SYBR™ Green Master Mix
2737196  1.25mL 40X Yellow Sample Buffer
QUALITY CONTROL
Parameter Method Requirement Result
Functional Test The product is functionally tested by Average Ct for the target Pass
gPCR analysis. It must demonstrate concentration is between 20 and
functional performance using a target 23
concentration of plasmid DNA.
dNTP Concentrations | Determined by analytical method. Within range of target Pass
concentration
Mg** Concentration Determined by analytical method. Within range of target Pass
concentration
K" Concentration Determined by analytical method. Within range of target Pass
concentration
RNase Activity Determined by analytical method. No detectable activity level Pass
DNase Activity Determined by analytical method. No detectable activity level Pass
E. coli DNA Level Determined by analytical method. No detectable level Pass

ISO CERTIFICATION

Manufactured by Thermo Fisher Scientific Baltics UAB, in compliance with ISO 9001 and ISO 13485 certified quality management system.

Quality authorized by QC:

Rev. 1

J. Zllinsklene 1

Page 1 of 1
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PowerTrack™ SYBR™ Green Master Mix
USER GUIDE

Master mix with a two-dye tracking system for real-time PCR
workflows

Catalog Numbers A46012, A46109, A46110, A46111, A46112, A46113
Publication Number MANO0018825

Revision B.O

ThermoFisher
For Research Use Only. Not for use in diagnostic procedures. SCIENTIFIC



Thermo Fisher Scientific Baltics UAB | V.A. Graiciuno 8, LT-02241 | Vilnius, Lithuania
For descriptions of symbols on product labels or product documents, go to thermofisher.com/symbols-definition.

The information in this guide is subject to change without notice.

DISCLAIMER: TO THE EXTENT ALLOWED BY LAW, THERMO FISHER SCIENTIFIC INC. AND/OR ITS AFFILIATE(S) WILL NOT BE
LIABLE FOR SPECIAL, INCIDENTAL, INDIRECT, PUNITIVE, MULTIPLE, OR CONSEQUENTIAL DAMAGES IN CONNECTION WITH OR
ARISING FROM THIS DOCUMENT, INCLUDING YOUR USE OF IT.

Revision history: Pub. No. MANOO18825

Revision Date Description
B.0 29 July 2022 The volumes for preparing the PCR reactions were corrected (Table 2 on
page 12 and Table 3 on page 13).
A0 30 January 2020 New document.

Important Licensing Information: This product may be covered by one or more Limited Use Label Licenses. By use of this product,
you accept the terms and conditions of all applicable Limited Use Label Licenses.

TRADEMARKS: All trademarks are the property of Thermo Fisher Scientific and its subsidiaries unless otherwise specified.
©2022 Thermo Fisher Scientific Inc. All rights reserved.
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IMPORTANT! Before using this product, read and understand the information in the “Safety” appendix
in this document.

Product description

The Applied Biosystems™ PowerTrack™ SYBR™ Green Master Mix is a two-dye tracking system for
real-time PCR.

It contains a visual dye-based indicator that allows the user to confirm that the sample was added to
the master mix.

The master mix contains an inert blue dye. The optional Yellow Sample Buffer is added to the sample
to track the sample through the PCR. The reaction mix turns green due to the inert blue dye and the
Yellow Sample Buffer.

The SYBR™ Green dye binds to double-stranded DNA formed during real-time PCR. For more
information, see “Overview of the chemistry” on page 22.

The master mix provides flexibility for varying primer melting temperatures (Tm). The Tm can be
between 55°C and 65°C. For recommended primer concentrations for different Tm, see “Guidelines”
on page 10.
The master mix contains the following components:

* SYBR™ Green dye

* DNA polymerase, with an antibody-mediated hot start

¢ Heat-labile Uracil-DNA Glycosylase (UDG)

* ROX™ dye (passive reference dye)

¢ dNTP blend containing dUTP/dTTP

* Inert blue dye

* Optimized buffer components
For more information about each component, see “Master mix components” on page 21.

The user provides primers, template, and water.

PowerTrack™ SYBR™ Green Master Mix User Guide 5
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Contents and storage

Contents and storage

Table 1 PowerTrack™ SYBR™ Green Master Mix

Cat. No.["l Amount Storage

* 1 mL of master mix

A46012 * 1.25 mL of Yellow Sample
Buffer

* 5 mL of master mix

A46109 * 1.25 mL of Yellow Sample
Buffer

* 2 x 5 mL of master mix

[2] .
A46110 * QBXﬁ1 25 mL of Yellow Sample Store master mix and Yellow Sample Buffer at
urer -25°C to —15°C.
* 5x5 mL of master mix Yellow Sample Buffer can be stored at 2-8°C for up
A46111 2 e 5x1.25mL of Yellow Sample |t 1 vear.
Buffer

* 10 x 5 mL of master mix

A46112 @ * 10 x 1.25 mL of Yellow Sample
Buffer

* 50 mL of master mix

A46113 * 4 x1.25 mL of Yellow Sample
Buffer

[ Catalog numbers that appear as links open the web pages for those products.
1 Products with multiples of the 5-mL size are shipped as multiple kits with the single 5-mL size.

6 PowerTrack™ SYBR™ Green Master Mix User Guide
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Required materials

Required materials

Unless otherwise indicated, all materials are available through thermofisher.com. "MLS" indicates that
the material is available from fisherscientific.com or another major laboratory supplier.

Catalog numbers that appear as links open the web pages for those products.

IMPORTANT! Do not use plastics made of polyethylene terephthalate co-polyester, glycol modified
(PTEG,) for storage of the master mix or the reaction mixes. SYBR™ Green dye is not compatible with
this type of plastic material. Polypropylene, high density polyethylene (HDPE), and polystyrene are
recommended for storage.

Item Source

One of the following Applied Biosystems™ instruments:

* QuantStudio™ 6 Pro Real-Time PCR System or QuantStudio™ 7 Pro Contact your local sales office.
Real-Time PCR System

¢ QuantStudio™ 3 or 5 Real-Time PCR System

* QuantStudio™ 6 / QuantStudio™ 7 Flex Real-Time PCR System
* QuantStudio™ 12K Flex Real-Time PCR System

* ViiA™ 7 Real-Time PCR System

¢ StepOnePlus™ Real-Time PCR System

¢ StepOne™ Real-Time PCR System

* 7500 Fast Real-Time PCR System

* 7500 Real-Time PCR Instrument

Or use a compatible real-time PCR instrument from another supplier.

Equipment
Centrifuge with adapter for 96- or 384-well plates MLS
Laboratory mixer (Vortex or equivalent) MLS
Microcentrifuge MLS
Pipettors MLS

Plastics and other consumables

Plates and seals for your instrument thermofisher.com/plastics
Disposable gloves MLS
Pipette tips with filters MLS
Polypropylene tubes MLS

PowerTrack™ SYBR™ Green Master Mix User Guide 7
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Required materials

ltem Source

Reagents and kits

One of the following reverse transcription kits, if performing gene expression analysis:
SuperScript™ IV VILO™ Master Mix 11756050
SuperScript™ IV VILO™ Master Mix with ezDNase™ Enzyme 11766050
High-Capacity cDNA Reverse Transcription Kit 4368814
High-Capacity cDNA Reverse Transcription Kit with RNase Inhibitor 4374967
High-Capacity RNA-to-cDNA™ Kit 4387406
Other reagents
Nuclease-Free Water (not DEPC-Treated) AM9930
TE, pH 8.0, RNase-free AM9858
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Chapter 1 Product information m
Workflow

Workflow

PowerTrack™ SYBR™ Green Master Mix

Start with cDNA or gDNA
See “Requirements for input DNA” on page 10.

22¢
22¢

Set up the plate document or plate
file =]

(Optional) Add the Yellow Sample
Buffer to the DNA

See “Prepare the PCR reactions” on page 11.

See “Prepare the PCR reactions” on page 11.

The reaction will turn green due to the Yellow
Sample Buffer that was added to the DNA and the
inert blue dye in the master mix.

Combine the components for PCR.
. U’i

Set up and run the real-time PCR
instrument

Analyze the results

PowerTrack™ SYBR™ Green Master Mix User Guide 9
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B Setup and runthereal-time PCRinstrument .......... ... .. it 14

B Analyze the resURS ... .. o e e e e e 15
Guidelines

Requirements for input DNA

Use 1-10 ng of cDNA or 10-100 ng of gDNA per reaction.

For more information, see “RNA guidelines” on page 26 and “Template storage” on page 27.
Guidelines for PCR reactions

* Four replicates of each reaction are recommended.

* Reaction mixes can be prepared depending upon experimental requirements. Scale the
components according to the number of reactions and include 10% overage.

¢ If using smaller reaction volumes, scale all components proportionally. Reaction volumes <10 pL
are not recommended.

* The recommended final primer concentration for primers with a Tm of 55°C is 400 nM.

Guidelines for no-template control reactions

No-template control (NTC) reactions can be used to identify PCR contamination. NTC reactions contain
all of the reaction components except for the sample.

Before you begin

Set up the plate document or plate file

Configure the plate document or plate file.
See the appropriate instrument user guide for detailed instructions.
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Chapter 2 Methods 51
Prepare the PCR reactions

Prepare the reagents

* Thaw the master mix.
* Once the master mix is thawed, swirl it to mix thoroughly.
* Thaw the DNA samples and primers on ice, vortex to mix, then centrifuge briefly.

* \Vortex the Yellow Sample Buffer prior to use.

Prepare the PCR reactions

Note: The Yellow Sample Buffer is optional for the real-time PCR.

The Yellow Sample Buffer is supplied at a 40X concentration. It is added to the DNA template. The
concentration of Yellow Sample Buffer in the final PCR must be 1X. It is recommended that the DNA
template is 10-20% of the volume of the final PCR.

1. (Optional) Add the Yellow Sample Buffer (40X) to the amount of DNA that is used in the PCR.

Final reaction volume Amount of Yellow Sample Buffer
20 pL 0.5 L
10 L 0.25 uL

The Yellow Sample Buffer is diluted to 1X in the final reaction. See the following tables.
2. (Optional) Vortex, then centrifuge the DNA and Yellow Sample Buffer.

3. Combine the master mix, the primers, and nuclease-free water according to the following tables.
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Prepare the PCR reactions

4. Combine the master mix, the primers, and nuclease-free water with the DNA and Yellow Sample
Buffer according to the following tables.

Note: If the Yellow Sample Buffer is not used, add nuclease-free water to achieve the total PCR
volume.

Table 2 20-pL reaction

Volume for 4 reactions
with 10% overage
(20-pL reaction)!']

Volume for 1 reaction

Component Stock concentration | Final concentration .
(20-pL reaction)

Yellow Sample Buffer and DNA (step 1)

DNAF] 5 ng/uL 0.5 ng/uL 2 pLe 8.8 uL
Yellow Sample
Bt 40X 1X 0.5 uL 2.2 L

Master mix, primers, and nuclease-free water (step 3)

PowerTrack™ SYBR™
Green Master Mix 2X 1X 10 pL 44.0 pL

Forward and reverse 8,000 nM 400 nM 10l 4.4 UL
primersl4]

Nuclease-free water - — 6.5 uL 28.6 pL
Total PCR volume - - 20 yL 88 pL

' 10% overage is recommended for pipetting variations.
[l Use 1-10ng of cDNA.

Bl Does not exceed 8.5 L.
¥ The final primer concentration can vary from 300-800 nM. A final concentration of 400 nM is recommended for primers with a Tm of 55°C.
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Table 3 10-pL reaction

Chapter 2 Methods 7208

Prepare the PCR reactions

Volume for 1 reaction Volume for 4 reactions
Component Stock concentration | Final concentration . with 10% overage
(10-pL reaction) .
(10-pL reaction)!

Yellow Sample Buffer and DNA (step 1)
DNAI] 5 ng/uL 0.5 ng/uL 1 pLBl 4.4 L
Yellow Sample
Buffer 40X 1X 0.25 uL 1.1 L
Master mix, primers, and nuclease-free water (step 3)
PowerTrack™ SYBR™
Green Master Mix 2X X SuL 22.0uL
Forward and reverse 8,000 nM 400 NM 0.5 pL 22 1L
primersl4
Nuclease-free water - - 3.25 L 14.3 pL
Total PCR volume — — 10 uL 44 uL

' 10% overage is recommended for pipetting variations.

[l Use 1-10ng of cDNA.

Bl Does not exceed 4.25 pL.
' The final primer concentration can vary from 300-800 nM. A final concentration of 400 nM is recommended for primers with a Tm of 55°C.

IMPORTANT! The reaction turns green due to the Yellow Sample Buffer added to the DNA and
the inert blue dye in the master mix.

5. Mix the components thoroughly, then centrifuge briefly to collect the contents at the bottom of the

tube.

6. Transfer the appropriate volume of each reaction to each well of an optical plate.

7. Seal the plate with an optical adhesive cover, then centrifuge briefly to collect the contents at the

bottom of each well and eliminate any air bubbles.

PCR can be performed on the reaction plate up to 8 hours after completing the set-up, when stored at
room temperature protected from light.

PowerTrack™ SYBR™ Green Master Mix User Guide
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Set up and run the real-time PCR instrument

Set up and run the real-time PCR instrument

14

1.

Set up the thermal protocol according to one of the following tables.

Note: Standard cycling conditions are recommended for genomic DNA templates or long

amplicons.

Table 4 Fast cycling mode

Step Temperature Duration Cycles
Enzyme activation 95°C 2 minutes 1
Denature 95°C 5 seconds
Anneal/extend 60°C 30 seconds 0
Table 5 Standard cycling mode
Step Temperature Duration Cycles
Enzyme activation 95°C 2 minutes 1
Denature 95°C 15 seconds
Anneal/extend 60°C 60 seconds 0

Set the instrument to perform a default dissociation step, according to one of the following tables.

Table 6 Fast cycling mode

Step Ramp ratel'] Temperature Time
1 1.99°C/second 95°C 15 seconds
2 1.77°C/second 60°C 1 minute
3 (Dissociation) 0.075°C/second 95°C 15 seconds
[ Use the default ramp rate for the StepOnePlus™ Instrument.
Table 7 Standard cycling mode
Step Ramp ratel'] Temperature Time
1 1.6°C/second 95°C 15 seconds
2 1.6°C/second 60°C 1 minute
3 (Dissociation) 0.075°C/second 95°C 15 seconds

[ Use the default ramp rate for the StepOnePlus™ Instrument.

Note: A dissociation step must be performed immediately after the real-time PCR run with
PowerTrack™ SYBR™ Green Master Mix.

PowerTrack™ SYBR™ Green Master Mix User Guide



Chapter 2 Methods PS¢
Analyze the results

3. Set up the options.

* Experiment type: Standard curve
* Reagent: SYBR™ Green reagents
* Reporter: SYBR™ Green

* Quencher: None

* Passive reference dye: ROX™ dye
* Ramp speed: Standard or fast

* Melt curve ramp increment (all instruments, except StepOnePlus™ instrument): Continuous
(StepOnePlus™ only): Step and hold

4. Set the reaction volume appropriate for the reaction plate.

5. Load the reaction plate into the real-time PCR instrument.

6. Start the run.

Analyze the results

1.

View the amplification plots.
For more information, see “A typical amplification plot” on page 24.

Determine the baseline and threshold cycles (C) for the amplification curves using the instrument
software.

For more information, see the following sections:
¢ “Baseline and threshold values” on page 24
* “Troubleshooting baseline settings” on page 18
* “Troubleshooting threshold settings” on page 19

Check for nonspecific amplification using melt curves.

It is important to check for nonspecific amplification because SYBR™ Green dye detects any
double-stranded DNA.

For more information, see “Melt curves” on page 25.

4. Perform relative or absolute quantitation.

Option Description

Relative quantitation | The target is compared to an internal standard, using either the standard curve
or comparative Cq method.

Absolute quantitation | The C,, of the unknown samples is compared against a standard curve with
known copy numbers.

PowerTrack™ SYBR™ Green Master Mix User Guide 15



General troubleshooting
Troubleshooting baseline settings

Troubleshooting threshold settings

General troubleshooting

Troubleshooting

Observation

Possible cause

Recommended action

The C, values are high, there
is poor precision, or the PCR
reactions failed

There is insufficient DNA
template.

Use up to 100 ng of DNA template per
reaction.

Typically, 1-10 ng cDNA or 10-100 ng
genomic DNA per reaction is sufficient.

The quality of the DNA
template is poor.

Quantify the amount of DNA template and
ensure the recommended amount is used (see
“Template quantitation using O.D. 260” on
page 27).

Test the DNA template for the presence of
PCR inhibitors. Repeat the PCR reaction with
a DNA template free of PCR inhibitors, if
necessary.

The sample has degraded.

Prepare fresh cDNA or gDNA, then repeat the
experiment.

Incorrect volumes of
components were pipetted for
the PCR reactions.

Prepare the PCR reactions as described in
“Prepare the PCR reactions” on page 11.

Too few PCR cycles were
used.

Increase the number of PCR cycles to the
default setting of 40 (see “Set up and run the
real-time PCR instrument” on page 14).

There was primer-dimer
formation and residual
polymerase activity.

¢ Optimize the thermal cycling
temperatures.

* Reduce the primer concentration.
* Redesign the primers.

Low AR, or R, values are
obtained

The extension time was too
short.

Use the recommended standard cycling
thermal profile settings (see “Set up and run
the real-time PCR instrument” on page 14).

16
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Appendix A Troubleshooting
General troubleshooting

Observation

Possible cause

Recommended action

Low AR, or R, values are
obtained
(continued)

There was primer-dimer
formation and residual
polymerase activity.

Optimize the thermal cycling temperatures.

Reduce the primer concentration.

Redesign the primers.

The R, vs. cycle plot is not
displayed

ROX™ dye was not selected as
the passive reference when the
plate document was set up.

Select ROX™ dye as the passive reference
when setting up the plate document.

Select ROX™ dye as the passive reference,
then reanalyze the data. The run does not
need to be repeated.

The AR, or R, values are
extremely high

ROX™ dye was not selected as
the passive reference when the
plate document was set up.

Select ROX™ dye as the passive reference
when setting up the plate document.

Select ROX™ dye as the passive reference,
then reanalyze the data. The run does not
need to be repeated.

There was evaporation from
the reaction plate.

Ensure that the reaction plate is sealed
completely, especially around the edges.

The R, values obtained in early
cycles are low

The Cq value is less than 15.

Adjust the upper baseline range to a value less
than 15.

There is high variability across
the reaction plate

ROX™ dye was not selected as
the passive reference when the
plate document was set up.

Select ROX™ dye as the passive reference
when setting up the plate document.

There was evaporation from
the reaction plate.

Ensure that the reaction plate is sealed
completely, especially around the edges.

There is high variability
between replicates

The reaction plate was not
mixed well.

Mix the reaction mix gently by inversion,
then centrifuge briefly before aliquoting to the
reaction plate.

The BADROX flag is displayed

The were droplets on the sides
of the wells of the reaction
plate.

Set up and repeat the run. Centrifuge the plate
to collect the contents at the bottom of the
well.

There was evaporation of the
reagents.

Set up and repeat the run. Ensure that the
plate is sealed properly.

The incorrect concentration of
passive reference dye was
used.

Ensure that the correct concentration of the
master mix is added to the reaction. See
“Prepare the PCR reactions” on page 11.

The amplification plot is sup-
optimal for primers with a Tm
of 55°C

The run protocol is not optimal.

Change the annealing temperature to 55°C.

Design the primers with a Tm of 60°C.

PowerTrack™ SYBR™ Green Master Mix User Guide
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Appendix A Troubleshooting
Troubleshooting baseline settings

Troubleshooting baseline settings

Observation

Possible cause

Recommended action

Manually adjust the baseline

The baseline is set too low

The baseline is set too low
(cycles 3-5).

to a higher range of cycles
(see Figure 3 on page 19).

2 | |
oomor |
“““””“‘iz T8 5 6 % ou ow w » 2 x =
L Cycle
Figure 1
The baseline is set too high Manually adjust the baseline

The baseline is set too high

10

ARN

00001 {

000001

0000001 - -
2 ¢ 8 8 0 7 % ® nu 2 2

Cycle

Figure 2

(cycles 5-20).

to a lower range of cycles
(see Figure 3 on page 19).

18
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Appendix A Troubleshooting
Troubleshooting threshold settings

Observation

Possible cause

Recommended action

The baseline is set correctly

C

DQ: %
| \\"]
1T V'V, Vg
0001 v VIR
IR/ W\
f \

L | Cycle
Figure 3

The baseline is set correctly
(cycles 3-15).

No action is required.

Troubleshooting threshold settings

Observation

Possible cause

Recommended action

The threshold is set too low

ARN

0001

00001

0.00001

Figure 4

The threshold is set too low.

Manually adjust the threshold
to a higher AR, (see Figure 6
on page 20).

PowerTrack™ SYBR™ Green Master Mix User Guide
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Appendix A Troubleshooting
Troubleshooting threshold settings

Possible cause Recommended action

The threshold is set too high The threshold is set too high. | Manually adjust the threshold
to a lower AR, (see Figure 6

5o z / on page 20).

;
/ / 4

0001

Observation

ARN

00001
000001

0000001
2 ¢ 6 & w w uw % w @ 2

Cycle

Figure 5
The threshold is set correctly

The threshold is set correctly. | No action is required.
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0.001

0.0001
0.00001

0000001
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Cycle

Figure 6
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Master mix components

Table 8 Function of the components of the master mix

Component

Function

Antibody-mediated hot
start polymerase

Provides tight control over Taq activation, preventing undesirable early activity of
the polymerase at low temperatures that can lead to nonspecific amplification.

Allows flexibility in reaction set-up, including pre-mixing of PCR reagents and
storage at room temperature for up to 8 hours prior to cycling.

Allows activation of polymerase after only 2 minutes at 95°C.

Heat-labile uracil-DNA

A 26 kDa recombinant enzyme derived from the thermolabile UDG gene isolated

glycosylase (UDG) from marine bacteria, and expressed in E. coli.
Prevents reamplification of carryover PCR products by removing any uracil
incorporated into single- or double-stranded amplicons.
Acts on single- and double-stranded dU-containing DNA by hydrolyzing
uracil-glycosidic bonds at dU-containing DNA site, creating an alkali-sensitive
apyrimidic site in the DNA.
Prevents reamplification of carryover PCR products in an assay if all previous
PCR for the assay was performed using a dUTP-containing master mix.
Allows stability of PCR products for 72 hours post-amplification.
Has no activity on RNA or dT-containing DNA.

dUTP/dTTP Enables UDG activity and maintains optimal PCR results.

SYBR™ Green dye

Detects PCR products by fluorescing upon binding to double-stranded DNA
formed during PCR (see “Overview of the chemistry” on page 22).

ROX™ passive reference

Provides an internal reference to which the reporter-dye signal can be normalized
during data analysis.

Normalization is necessary to correct for fluorescence fluctuations due to
changes in volume.
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Overview of the chemistry

Overview of the chemistry

The SYBR™ Green dye is used to detect PCR products by binding to double-stranded DNA formed
during PCR.

1. When the master mix is added to a sample, the SYBR™ Green dye immediately binds to all
double-stranded DNA (dsDNA) present in the sample.
The SYBR™ Green dye is only fluorescent when bound to dsDNA.

2. During PCR, DNA polymerase amplifies the target sequence which creates the PCR products.

3. The SYBR™ Green dye then binds to each new copy of double-stranded DNA, generating a
fluorescent signal.

4. As the PCR progresses, more PCR product is created.

The SYBR™ Green dye binds to all double-stranded DNA, so the result is an increase in
fluorescence intensity proportional to the amount of PCR product produced.

M Strand of DNA Forward primer
¥ Fluorescing SYBR™ Green dye M Reverse primer
@ Non-fluorescing SYBR™ Green dye P Polymerase

3 5
5 3'

Figure 7 DNA template

AN i \N Wi AN i N/ N

3' > - > - > 5!
5' m 3

7\ 7\ 7\ 7\ /N

Figure 8 SYBR™ Green dye binds to all double-stranded DNA
5

5

3

3

Figure 9 Denaturation

Figure 10 Polymerization
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Two-step RT-PCR

3! > - > - > 5!
5' m 3

Figure 11 Completion

Two-step RT-PCR

For more information, go to thermofisher.com/gpcreducation.

When performing a two-step RT-PCR reaction, total RNA or mRNA must first be reverse transcribed
into cDNA.

1. In the reverse transcription (RT) step, cDNA is reverse transcribed from total RNA samples using
random primers from the reverse transcription kit.

2. Inthe PCR step, PCR products are synthesized from cDNA samples using the master mix.

Extension of primer on mRNA

5w N N N~ ~__—~__/3mMRNA
Random primer, 3 5" cDNA

RT Step oligo d(T) primer,

or random hexamer

Synthesis of first cDNA strand

| 3 5" cDNA
B Extension of primer on cDNA ]
3 5'
5' > Forward primer
Cycle #1
Synthesis of second cDNA strand
3 5'
5' 3]
PCR Step
PCR amplification of cDNA
5' > Forward primer
3 5 [Cycle #2
5' 3
L Reverse primer <& 5'
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Appendix B Background information
A typical amplification plot

A typical amplification plot

A typical amplification plot is shown below.

Threshold

ARN

@ Plateau phase

(@) Linear phase

@ Exponential phase (geometric phase)
(@) Background

@ Baseline

Baseline and threshold values

¢ Baseline—the initial cycles of PCR in which there is little change in fluorescence signal.
* C,—the intersection of the threshold with the ampilification plot.

* Threshold—set above the background and within the exponential growth phase of the
amplification curve.
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Melt curves

Automatic calculation of the baseline and threshold can be conducted using the software on your
instrument. Alternatively, baseline and threshold can be set manually.

For examples of amplification plots where the baseline values and the threshold values are set too
high or too low, see “Troubleshooting baseline settings” on page 18 and “Troubleshooting threshold
settings” on page 19.

Melt curves

A melt curve is a graph that displays dissociation data from the amplicons of quantitative PCR

runs. Change in fluorescence, due to a dye interacting with double-stranded DNA, is plotted against
temperature. A single peak indicates specific amplification, whereas multiple peaks or shoulders
indicate nonspecific amplification or primer-dimer formation.

Primer-dimers are most prevalent in NTC wells and sample wells containing a low concentration of

template.

7

6

5 ®
: 4
©
2 3
5 @
o 2

1

0 [ -

-1

60 65 70 75 80 85 90 95
Temperature (°C)

This melt curve shows typical primer-dimer formation. The specific product is shown with a melting temperature (T,) of
80.5°C, but the primer-dimer has a characteristically lower T,, of 75°C.

@ Melt curve of a specific product
@ Melt curve of a primer-dimer
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Template quality and quantity

DNA template quality . .. ... ..o i e e e 26
RNA QUIAEIINES . . .o e e e e e e e e e e 26
Template quantitation using O.D. 260 . . ... ... i i e e e 27
Template Storage . ... ..o e 27

Go to thermofisher.com/qpcreducation for more information about DNA template quality, RNA
guidelines, template quantitation, and template storage.

DNA template quality

Both agarose gel electrophoresis and spectrophotometry are used to examine DNA quality.

Agarose gel electrophoresis — Purified DNA should run as a single band on an agarose gel.
Agarose gels reveal contaminating DNAs and RNAs, but not proteins.

Spectrophotometry — The Ayg0/Asgg ratio should be 1.8 to 2.0. Smaller ratios usually
indicate contamination by protein or organic chemicals. Spectrophotometry can reveal protein
contamination, but not DNA or RNA contamination.

RNA guidelines

RNA should be reverse transcribed into cDNA prior to use in a PowerTrack™ SYBR™ Green Master Mix
reaction. For recommended reverse transcription kits, see “Required materials” on page 7.

26

For optimal performance prior to reverse transcription, total RNA or mRNA should be:

Between 0.002 ug/uL and 0.2 pg/uL

Less than 0.005% of genomic DNA by weight
Free of inhibitors of reverse transcription and PCR
Dissolved in PCR-compatible buffer

Free of RNase activity

IMPORTANT! If you suspect that the RNA contains RNase activity, add RNase inhibitor to the
reverse transcription reaction at a final concentration of 1.0 U/pL.

Nondenatured

IMPORTANT! It is not necessary to denature the RNA. Denaturation of the RNA may reduce the
yield of cDNA for some gene targets.
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Appendix C Template quality and quantity
Template quantitation using O.D. 260

Template quantitation using O.D. 260

Template quantitation is critical for successful PCR reactions. The most common way to determine
DNA quantity is to measure the absorbance (optical density or O.D.) of a sample at 260 nm in a
spectrophotometer.

One O.D. unit is the amount of substance dissolved in 1.0 mL that gives an absorbance reading of 1.00
in a spectrophotometer with a 1-cm path length. The wavelength is assumed to be 260 nm unless state
otherwise. Axgg values can be converted into pg/pL using Beer's Law:

Absorbance (260 nm) = sum of extinction coefficient contributions x cuvette pathlength x concentration
The following formulas are derived from Beer's Law:
* Concentration of single-stranded DNA = Aygg x 33 pg/pL

¢ Concentration of double-stranded DNA = Aygp x 50 pg/pL
* Concentration of single-stranded RNA = Aogg x 40 pg/uL

Note: Absorbance measurements of highly concentrated (O.D. >1.0) or very dilute (O.D. <0.05) DNA
or RNA samples can be inaccurate. Dilute or concentrate the DNA/RNA to obtain a reading within the
acceptable range.

Template storage

* Store purified RNA templates at —20°C or —70°C in Nuclease-Free Water.
* Store purified DNA templates at -20°C or —70°C in TE, pH 8.0.
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Primer design, target sequences,
and optimizing primer concentration

Primer design guidelings . ... ... o 28
Identifying target sequence and amplicon size ........... .. i 29
Selecting an amplicon site for CDNA . .. ... e 29
Optimize primer concentrations for PCR . ... ... .. i i e e 30
Primer design guidelines
Primers should be designed using Primer Express™ Software or similar software. See the Primer
Express™ Software Version 3.0 Getting Started Guide (Pub. No. 4362460).
* Keep the GC content in the 30-70% range.
* The optimal primer length is 20 bases.
* Avoid runs of identical nucleotides. If repeats are present, there must be fewer than four
consecutive G residues.
* Make sure the last five nucleotides at the 3' end contain no more than two G and/or C bases.
Template Design guideline
DNA
Plasmid DNA Design the primers as described above.
Genomic DNA
cDNA Design the primers as described above and see “Selecting an amplicon site
for cDNA” on page 29.
RNA Design the primers as described above.

28
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Appendix D Primer design, target sequences, and optimizing primer concentration
Identifying target sequence and amplicon size

Avoiding primer-dimers

Use primers that contain dA nucleotides near the 3' ends so that any primer-dimer generated is
efficiently degraded by UDG at least as well as any dU-containing PCR products. The farther a dA
nucleotide from the 3' end, the more likely partially degraded primer-dimer molecules can serve as a
template for a subsequent PCR amplification.

Production of primer-dimers could lower the amplification yield of the desired target region. If primers
cannot be selected with dA nucleotides near the ends, consider using primers with 3' terminal dU-
nucleotides. Single-stranded DNA with terminal dU nucleotides are not substrates for UDG , and
therefore the primers are not degraded. Biotin-dUMP derivatives are not substrates for UDG.

For more information about designing primers, see “Primer design guidelines” on page 28.

Do not use UDG in subsequent amplifications of dU-containing PCR template, such as in nested PCR
protocols. The UNG degrades the dU-containing PCR products, preventing further amplification.

Identifying target sequence and amplicon size

A target template is a DNA sequence, including cDNA, genomic DNA, or plasmid nucleotide sequence
that you want to amplify.

Primers are designed to amplify amplicons (segments of DNA) within the target sequence using Primer
Express™ Software. Shorter amplicons work best. Consistent results are obtained for amplicon size
ranges from 50-150 bp.

Selecting an amplicon site for cDNA

Selecting a good amplicon site ensures amplification of the target cDNA without co-amplifying the
genomic sequence, pseudogenes, and related genes.

* The amplicon should span one or more introns to avoid amplification of the target gene in genomic
DNA.

* The primer pair must be specific to the target gene; the primer pair does not amplify pseudogenes
or other related genes.

* Primers should be designed according to the guidelines in the Primer Express™ Software.

* Amplicons should be tested and those with the highest signal-to-noise ratio should be selected
(low Cq4 with cDNA and no amplification with no template control or genomic DNA).

* The sequence may need to be examined and the amplicon redesigned if no good sequence is
found. Alternatively, more sites may need to be screened.

If the gene of interest does not have introns, then an amplicon cannot be designed that amplifies the
mRNA sequence without amplifying the genomic sequence. RT-minus controls may need to be run.
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Optimize primer concentrations for PCR

Optimize primer concentrations for PCR

Overview

By independently varying the forward and reverse primer concentrations, you can identify the primer
concentrations that provide optimal assay performance. The primer concentrations you select should
provide a low Cq and a high AR, when run against the target template, but should not produce
nonspecific product formation with NTCs.

Quantitate primers
1. Measure the absorbance (at 260 nm of a 1:100 dilution) of each primer oligonucleotide in TE buffer.

2. Calculate the sum of extinction coefficient contributions for each primer:

* Extinction coefficient contribution = Z (extinction coefficient x number of bases in
oligonucleotide sequence)

3. Calculate the oligonucleotide concentration in pM for each primer:

* Absorbance at 260 nm = sum of extinction coefficient contribution x cuvette pathlength x
concentration / 100

* Rearrange to solve for concentration:
— Concentration = 100 [absorbance at 260 nm / (sum of extinction coefficient contribution x

cuvette pathlength)]
Example calculation of primer concentration

In this example, the concentration of a primer (in TE buffer, diluted 1:100), with the sequence 5 -
CGTACTCGTTCGTGCTGC-3" is calculated using the following values:

.. Number of specific . .

Extinction . Extinction coefficient

Chromophore . . chromophores in example L.
coefficient contribution
sequence

A 15,200 1 15,200
C 7050 6 42,300
G 12,010 5 60,050
T 8400 6 50,400
Total — — 167,950

* Measured absorbance at 260 nm = 0.13
* Sum of extinction coefficient = 167,950 M~'cm~! contributions for probe
* Cuvette pathlength = 0.3 cm

* Absorbance (260 nm) = sum of extinction coefficient contributions x cuvette pathlength x
oligonucleotide concentration / 100
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Appendix D Primer design, target sequences, and optimizing primer concentration
Optimize primer concentrations for PCR

0.31 = 167,950 M~'em™" x 0.3 cm x C / 100
C = 258 pM

Determine the optimal primer concentration for PCR

Calibrate your instrument for SYBR™ Green dye, if necessary. See the instrument user guide for
calibration instructions. It is recommended to calibrate your instrument every six months.

1.

Prepare a 96-well reaction plate.

Use 10-100 ng of gDNA or 1-10 ng of cDNA template. The final concentration of the master mix is
1X.

Note: The plate configuration accounts for four replicates of each of the following nine variations
of primer concentration applied to both template and NTC wells:

Forward primer (nM)
Reverse primer (nM)
300 500 800
300 300/ 300 500/ 300 800/ 300
500 300/ 500 500 / 500 800/ 500
800 300/ 800 500/ 800 800/ 800

Set up the thermal protocol (see “Set up and run the real-time PCR instrument” on page 14).
Load the plate into the real-time PCR instrument.
Start the run.

Compile the results for AR, and G, then select the minimum forward and reverse primer
concentrations that yield the maximum AR, values and low Cq values.

Confirm the absence of nonspecific amplification

Melt curves help you select the optimal primer concentrations for your quantification assays with
SYBR™ Green dye.

1.

Review the linear view of the amplification plot in your NTC wells.

Note: In Figure 12 on page 32, the strong amplification of the NTC wells indicates that significant
nonspecific amplification is occurring.

Generate a melt curve with your real-time PCR system.

Note: In the example shown in Figure 13 on page 32, the melting temperature of the product
generated in the absence of template is lower than the melting temperature of the specific product
generated with template. This variation is typical of primer-dimer formation, and it indicates that
lower primer concentration may provide optimal results.
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Appendix D Primer design, target sequences, and optimizing primer concentration
Optimize primer concentrations for PCR
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Figure 12 Ampilification plot (linear view) demonstrating suspected nonspecific amplification in NTC
wells
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Figure 13 Melt curve analysis confirming that product in NTC wells has a melting temperature different
from the specific product

@ Target amplification
@ NTC (nonspecific amplification)
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WARNING! GENERAL SAFETY. Using this product in a manner not specified in the user
documentation may result in personal injury or damage to the instrument or device. Ensure that
anyone using this product has received instructions in general safety practices for laboratories and
the safety information provided in this document.

. Before using an instrument or device, read and understand the safety information provided in the
user documentation provided by the manufacturer of the instrument or device.

. Before handling chemicals, read and understand all applicable Safety Data Sheets (SDSs) and use
appropriate personal protective equipment (gloves, gowns, eye protection, and so on). To obtain
SDSs, visit thermofisher.com/support.

PowerTrack™ SYBR™ Green Master Mix User Guide 33


http://thermofisher.com/support

Appendix E Safety
Chemical safety

Chemical safety

/W\. WARNING! GENERAL CHEMICAL HANDLING. To minimize hazards, ensure laboratory personnel
&~ read and practice the general safety guidelines for chemical usage, storage, and waste provided
below. Consult the relevant SDS for specific precautions and instructions:

. Read and understand the Safety Data Sheets (SDSs) provided by the chemical manufacturer
before you store, handle, or work with any chemicals or hazardous materials. To obtain SDSs, see
the "Documentation and Support" section in this document.

. Minimize contact with chemicals. Wear appropriate personal protective equipment when handling
chemicals (for example, safety glasses, gloves, or protective clothing).

. Minimize the inhalation of chemicals. Do not leave chemical containers open. Use only with

sufficient ventilation (for example, fume hood).

Check regularly for chemical leaks or spills. If a leak or spill occurs, follow the manufacturer

cleanup procedures as recommended in the SDS.

. Handle chemical wastes in a fume hood.

. Ensure use of primary and secondary waste containers. (A primary waste container holds the
immediate waste. A secondary container contains spills or leaks from the primary container.
Both containers must be compatible with the waste material and meet federal, state, and local
requirements for container storage.)

. After emptying a waste container, seal it with the cap provided.

. Characterize (by analysis if needed) the waste generated by the particular applications, reagents,
and substrates used in your laboratory.

. Ensure that the waste is stored, transferred, transported, and disposed of according to all local,
state/provincial, and/or national regulations.

. IMPORTANT! Radioactive or biohazardous materials may require special handling, and disposal
limitations may apply.

AVERTISSEMENT ! PRECAUTIONS GENERALES EN CAS DE MANIPULATION DE PRODUITS
CHIMIQUES. Pour minimiser les risques, veiller a ce que le personnel du laboratoire lise attentive-
ment et mette en ceuvre les consignes de sécurité générales relatives a I'utilisation et au stockage
des produits chimiques et a la gestion des déchets qui en découlent, décrites ci-dessous. Consulter
également la FDS appropriée pour connaitre les précautions et instructions particulieres a respecter :

. Lire et comprendre les fiches de données de sécurité (FDS) fournies par le fabricant avant de
stocker, de manipuler ou d’utiliser les matériaux dangereux ou les produits chimiques. Pour obtenir
les FDS, se reporter a la section « Documentation et support » du présent document.

. Limiter les contacts avec les produits chimiques. Porter des équipements de protection appropriés
lors de la manipulation des produits chimiques (par exemple : lunettes de slreté, gants ou véte-
ments de protection).

. Limiter I'inhalation des produits chimiques. Ne pas laisser les récipients de produits chimiques
ouverts. lls ne doivent étre utilisés qu’avec une ventilation adéquate (par exemple, sorbonne).

. Vérifier régulierement I’absence de fuite ou d’écoulement des produits chimiques. En cas de fuite
ou d’écoulement d’un produit, respecter les directives de nettoyage du fabricant recommandées
dans la FDS.

. Manipuler les déchets chimiques dans une sorbonne.
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Appendix E Safety
Biological hazard safety

. Veiller a utiliser des récipients a déchets primaire et secondaire. (Le récipient primaire contient les
déchets immédiats, le récipient secondaire contient les fuites et les écoulements du récipient pri-
maire. Les deux récipients doivent étre compatibles avec les matériaux mis au rebut et conformes
aux exigences locales, nationales et communautaires en matiére de confinement des récipients.)

. Une fois le récipient a déchets vidé, il doit étre refermé hermétiquement avec le couvercle fourni.

. Caractériser (par une analyse si nécessaire) les déchets générés par les applications, les réactifs et
les substrats particuliers utilisés dans le laboratoire.

. Vérifier que les déchets sont convenablement stockés, transférés, transportés et éliminés en res-
pectant toutes les réglementations locales, nationales et/ou communautaires en vigueur.

. IMPORTANT ! Les matériaux représentant un danger biologique ou radioactif exigent parfois une
manipulation spéciale, et des limitations peuvent s’appliquer a leur élimination.

WARNING! HAZARDOUS WASTE (from instruments). Waste produced by the instrument is
potentially hazardous. Follow the guidelines noted in the preceding General Chemical Handling
warning.

WARNING! 4L Reagent and Waste Bottle Safety. Four-liter reagent and waste bottles can crack
and leak. Each 4-liter bottle should be secured in a low-density polyethylene safety container with the
cover fastened and the handles locked in the upright position.

Biological hazard safety

WARNING! BIOHAZARD. Biological samples such as tissues, body fluids, infectious agents,

and blood of humans and other animals have the potential to transmit infectious diseases.

Conduct all work in properly equipped facilities with the appropriate safety equipment (for example,
physical containment devices). Safety equipment can also include items for personal protection,

such as gloves, coats, gowns, shoe covers, boots, respirators, face shields, safety glasses, or
goggles. Individuals should be trained according to applicable regulatory and company/ institution
requirements before working with potentially biohazardous materials. Follow all applicable local,
state/provincial, and/or national regulations. The following references provide general guidelines when
handling biological samples in laboratory environment.

. U.S. Department of Health and Human Services, Biosafety in Microbiological and Biomedical
Laboratories (BMBL), 6th Edition, HHS Publication No. (CDC) 300859, Revised June 2020
https://www.cdc.gov/labs/pdf/CDC-BiosafetymicrobiologicalBiomedicalLaboratories-2020-
P.pdf

. Laboratory biosafety manual, fourth edition. Geneva: World Health Organization; 2020 (Laboratory
biosafety manual, fourth edition and associated monographs)
www.who.int/publications/i/item/9789240011311
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Documentation and support

Related documentation

Document Pub. No.

PowerTrack™ SYBR™ Green Master Mix Quick Reference MANO0018826

Customer and technical support

Visit thermofisher.com/support for the latest service and support information.
* Worldwide contact telephone numbers

* Product support information
- Product FAQs

— Software, patches, and updates
— Training for many applications and instruments
® Order and web support

* Product documentation
— User guides, manuals, and protocols

— Certificates of Analysis
— Safety Data Sheets (SDSs; also known as MSDSs)

Note: For SDSs for reagents and chemicals from other manufacturers, contact the
manufacturer.

Limited product warranty

Life Technologies Corporation and/or its affiliate(s) warrant their products as set forth in the

Life Technologies' General Terms and Conditions of Sale at www.thermofisher.com/us/en/home/
global/terms-and-conditions.html. If you have any questions, please contact Life Technologies at
www.thermofisher.com/support.
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language
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MANAG/NG DIRECTOR
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CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |
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V- APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

CERTIFIED COMPANY UNI EN ISO 9001 & UNI EN 1SO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

DATA EMISSIONE / DATE OF ISSUE
19.10.2020

CODICE ARTICOLO:
ITEM CODE:

DESCRIZIONE / DESCRIPTION

PROVETTE CILINDRICHE DA 5ML

Provette cilindriche da 5ml fondo ad “U” tipo SORVALL
CW1, non graduate, senza bordo.

Prodotte in polipropilene medicale (PP), traslucido ed
infrangibile. Autoclavabili a + 121°C

Dispositivo Latex free

1075/MO

5ML CYLINDRICAL TEST TUBES

5ML CYLINDRICAL TEST TUBES WITH “U” BOTTOM SORVALL
CW1 TYPE, NOT GRADUATED, WITHOUT RIM.

MANUFACTURED IN MEDICAL POLYPROPYLENE (PP),
TRANSLUCENT AND UNBREAKABLE. AUTOCLAVABLE UP TO
+121°C

LATEX FREE DEVICE

Prodotto con marchio CE - conforme alla Direttiva 98/79/CE e al D.lgs 332 del 08/09/2000
CE Marked product - manufactured in compliance with 98/79/CE Directive and D.Igs 332 dtd 08/09/2000

CARATTERISTICHE PRINCIPALI TECHNICAL FEATURES ‘
NON STERILE /NOT STERILE

Stato microbiologico

Microbilogical status

Materiale impiegato

POLIPROPILENE / POLYPROPYLENE

Raw material

Temperature tollerate provetta

MIN -10°C MAX +121°C

Temperature range - test tube

Dimensioni (mm) @12x75 Dimensions (mm)
Volume (ml) 5,0 Volume (ml)
Spessore (mm) 1,0 Thickness (mm)
Peso (gr.) 2,1 Weight (gr.)
Validita del prodotto 5 ANNI/ YEARS Shelf life

Mod ST-059/11.19/2

ART. CoD. 1075/MO
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Vo APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione e quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” atto a contenere un campione biologico umano
(per esempio urina, sangue, sperma, saliva, espettorato, pus, etc) al fine di effettuare analisi diagnostiche di
laboratorio. Il dispositivo in oggetto e destinato esclusivamente ad uso professionale.

Classificazione Nazionale Dispositivi Medici (CND) > W050301020102 (Provette senza additivi in materiale plastico
per analisi)

Repertorio Nazionale dei Dispositivi Medici (RDM) > 1896512/R

Classificazione EDMA > 51091001 - Other containers for samples of human origin

Intended purpose is “IN VITRO MEDICAL DEVICE” adapted to contain a human biological sample (for example urine, blood,
semen, saliva, sputum, pus, etc) in order to perform diagnostic analysis laboratory. For professional use only.
National classification of medical devices (CND - For Italian law) > W050301020102 (Samples analyses, plastic

tubes without additives).
EDMA code > 51091001 - Other containers for samples of human origin

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla famma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device

Non variare la destinazione d’'uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, Temperatura min -10°C max +50°C
Store in dry place, Temperature range: min -10°C max +50°C

Smaltimento: utilizzare gli appositi D.P.l e smaltire secondo le normative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell’'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substance check the resistance / compatibility chart on our catalogue

L’'uso in centrifuga non deve superare la velocita massima di 5.000 r.p.m. per un massimo di 20 min.
For a maximum centrifuge speed of 5,000 r.p.m to be kept for 20” max

IMBALLO / PACKING

Quantita (pz): 4.000 Confezione interna (pz): 1.000 QUANTITA MINIMA VENDIBILE
Quantity (pcs): ' Internal packing (pcs): ' MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (Kg): Volume (m3):

External box dimensions (cm): 525x37,5x35 Weight (Kg): 9.83 Volume (m3): 0,069

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS

Data di fabbricazione Data di scadenza Consultare i documenti accompagnatori
Manufacturing date Expiry date Please consult accompanying documents

o Numero di lotto ® Monouso
Lot number Disposable

Mod ST-059/11.19/2 ART. CoD. 1075/MO Pag. 2 of 2
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EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Gilson Pipette Tips
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




BOENMCED’
BOEN HEALTHCARE CO., LTD.

Gilson Pipette Tips

Gilson Pipette Tips

Designed for use in a wide variety of pipetting applications, compatibility with Gilson Pipettors.
PP material.

Size:10ul,200ul,1000ul,5000ul

Various color optional easy to identify

Non sterile.

Cat No. Description Qty/Case(bags)
640101 Gilson pipette tips,10ul, clear, 1000tips/bag 100

640102 Gilson pipette tips,200ul, yellow, 1000tips/bag 50

640103 Gilson pipette tips,1000ul, blue, 500tips/bag 50

640104 Gilson pipette tips,5000ul, clear, 300tips/bag 30



This is a translation of the certificate ES16/20725.01

DELTALAB, S.L.

Pol.Ind. La Llana, Plaza de la Verneda, 1, 08191 Rubi, Barcelona

Has been assessed under the management system of the certified organisation defined in the main certificate ES16/20725 as
meeting the requirements of

1ISO 9001:2015

For the following activities

Design, manufacture and sale of laboratory material for the collection, transport and conservation of samples for microbiological,
molecular biology, hematology, biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored samples,

general labware and industrial packages.

Commercialization of equipment and instrumentation for the laboratory, diagnostic kits, healthcare products and cosmetics.

This certificate is valid from 11 October 2022 until 11 October 2025 and remains valid subject to satisfactory surveillance audits.

Issue 2.
The validity of this certificate depends on the validity of the main certificate.

SGS International Certification Services Iberica, S.A.U.

C/Trespaderne, 29. 28042 Madrid. Espafia
t+34 91 313 8115 - www.sgs.com
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CERTIFICACION
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This document is an authentic electronic certificate for Client business purposes use only. Printed version of the electronic certificate are permitted and will
be considered as a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and
Conditions | SGS. Attention is drawn to the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright
protected and any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful.
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This is a translation of the certificate ES19/86440.01

DELTALAB, S.L.

Pol.Ind. La Llana, Plaza de la Verneda, 1, 08191 Rubi, Barcelona

Has been assessed under the management system of the certified organisation defined in the main certificate ES19/86440 as
meeting the requirements of

ISO 14001:2015

For the following activities

Design, manufacture and sale of laboratory material for the collection, transport and conservation of samples for microbiological,
molecular biology, hematology, biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored samples,

general labware and industrial packages.

Commercialization of equipment and instrumentation for the laboratory, diagnostic kits, healthcare products and cosmetics.

This certificate is valid from 31 August 2022 until 29 August 2025 and remains valid subject to satisfactory surveillance audits.

Issue 2.
The validity of this certificate depends on the validity of the main certificate.

SGS International Certification Services Iberica, S.A.U.
ClTrespaderne, 29. 28042 Madrid. Espafia
t+34 91 313 8115 - www.sgs.com

ENAC

CERTIFICACION
150 17021
N®07 / C-MADOS

This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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Certificate ES10/81671

The management system of

DELTALAB, S.L.

Poligono Industrial La Llana, Plaza de la Verneda 1, 08191 Rubi, Barcelona, Spain

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, manufacture and sale of sterile and non-sterile medical devices for the collection, transport and conservation of biological
samples for clinical and IVD analysis.

Distribution of non-active medical devices and in vitro diagnostic medical devices.

Disefio, fabricacién y comercializacion de productos sanitarios estériles y no estériles para la toma, transporte y conservacion de
muestras biolégicas para andlisis clinicos y de IVD.
Distribucién de productos sanitarios no activos y productos sanitarios para diagnéstico in vitro.

Disseny, fabricacio i comercialitzacio de productes sanitaris estérils i no estérils per a la
presa, transport i conservacio de mostres biologiques per a analisis cliniques i de IVD.
Distribucié de productes sanitaris no actius i productes sanitaris per a diagnostic in vitro.

This certificate is valid from 12 October 2022 until 11 October 2025 and remains valid subject to satisfactory surveillance audits.

Issue 10. Certified since 12 October 2010.

Ooraller . il

Jonathan Hall
Global Head - Certification Services

SGS United Kingdom Ltd

Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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This document is an authentic electronic certificate for Client business purposes use only. Printed version of the electronic certificate are permitted and will
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Conditions | SGS. Attention is drawn to the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright
protected and any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful.
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lideltalabe now v
INTEGRATED MANAGEMENT POLICY

| PGI-D ENG
Revision: 0 Page:1/1

Deltalab, S.L. defines and makes public its commitment with the Standard 1SO 9001:2015 Quality Management
Systems, ISO 14001:2015 Environmental Management Systems and ISO 13485:2016 Medical devices — Quality

Management Systems, with the aim to create value and satisfy all its interested parties:

Shareholders

Members of the organisation

Customers and suppliers

All members of the surrounding community

The development of this Integrated Management System Policy is carried out with the philosophy of Continuous
Improvement and with the support of all the processes described in our Integrated Management System, in order
to achieve the following objectives:

1.
2.

10.

Become leaders in the design and manufacture of single use products for the laboratory.
Bring solutions to cover the current and future customer needs, related to:

e Design, manufacture and sale of laboratory material for the collection, transport and conservation of
samples for microbiology, molecular biology, haematology, biochemistry, histology, microscopy and
colorimetric analysis.

o Design, manufacture and sale of sterile and non-sterile medical devices for the collection, transport and
conservation of biological samples for clinical and IVD analysis.

e Commercialization of diagnosis reagents, equipment and instrumentation for laboratory and equipment
for the storage of prepared samples, cryogenic stored samples, general labware and industrial
packages.

e Commercialization of personal care, cosmetics and dietetic products

Maintain a constant growth, both in local and international markets, by means of mergers, acquisitions and
by launching new products.

Achieve the full satisfaction of our customers, by means of a strict compliance to the agreements and
expectations agreed with them, as well as the excellence in the service.

Reach a high level of innovation of our products and processes, in cooperation with universities, research
centers, key opinion leaders and experts, both local and international.

Fulfil the legislation and regulatory requirements applicable to the activities carried out by the company,
including those applicable to the quality of products and the environmental management.

Commit ourselves with the environmental protection, including the prevention of pollution.

Achieve and keep a high motivation and involvement of all members of the organisation, suppliers,
distributors and customers, by fulfilling the highest Quality and environmental protection standards.

Improve the working conditions of all employees and ensure the technical capacity of the personnel by giving
them the adequate training with the aim to achieve the required competence.

Establish a close relationship with the suppliers and guarantee the maximum quality of materials supplied by
means of quality agreements.

The Integrated Management System is periodically reviewed to define the required actions to ensure that:

v' The System is efficient, so that it is a tool for the routine of all the members of the organisation.

v" The customer needs and requirements are duly identified, and their expectations are always met.

v" All members of the organisation are familiar with and know the objectives and policy of the Integrated
Management System, and that adequate training plans are defined to achieve them.

v Encourage the Continuous Improvement Philosophy, both related to Quality and Environmental

Management.

This Policy is made available for the public and all interested parties.

JOSEP SAEZ
Managing Director
January 2019



Adhesive sealing film

Code: 900300, Deltalab, Spain

Code: 900300

Sealing film for use with microplates, multiwell plates and microtiter plates.

Advantages:

1. Minimises the risk of contamination or reagent spillage during ELISA or PCR processes.
2. Minimises the risk of contamination from tube to tube and from plate to plate.

3. Prevents sample evaporation.

A 5 mm wide strip (opaque white) at the lateral edges of the film helps pull the film from its
protective paper and prevents it sticking onto fingers. The film is thermostable and

functional from —70 °C to 95 °C at 75% humidity.
RNAse, DNAse, DNA and PCR inhibidors free. DMSO resistant.

We recomend to use the “roller” 900330 to ensure a perfect seal.



QPCR adhesive film

Code: 900301, Deltalab, Spain

Code: 900301

Sealing film for use with microplates, multiwell plates and microtiter plates.

Advantages:

1. Minimises the risk of contamination or reagent spillage during ELISA or PCR processes.
2. Minimises the risk of contamination from tube to tube and from plate to plate.

3. Prevents sample evaporation.

A 5 mm wide strip (opaque white) at the lateral edges of the film helps pull the film from its
protective paper and prevents it sticking onto fingers. The film is thermostable and

functional from —70 °C to 95 °C at 75% humidity.
RNAse, DNAse, DNA and PCR inhibidors free. DMSO resistant.

We recomend to use the “roller” 900330 to ensure a perfect seal.



AOQO Vector-Best 01-6-6-al (version 6)

JE/_E'/_E]_T,‘ EC Declaration of conformity Page 1 of 3

DoC_IVDD_B_ELISA_0522

EC DECLARATION OF CONFORMITY

AO Vector-Best hereby ensures under own responsibility and declares that the products
indicated on pages 2-3 are in conformity with relevant provisions of EC Council Directive
98/79/EC on in vitro diagnostic medical devices and fulfill the essential requirements of that
directive.

Classification of products:
Other devices (all devices except Annex Il and self-testing devices)

Conformity assessment procedure:
Annex Ill (not including section 6).

Manufacturer:
AO Vector-Best

Address: 630559, Koltsovo, Novosibirsk Region, Research and Production area, building 36,
office 211, Russian Federation, tel. +7 383 332 81 34.

European authorized representative:
BIORON GmbH

Address: In den Rauhweiden 20, 67354 Roemerberg, Germany, tel.: +49 (0) 6232 298 450.

Date: 2022/05/24 ; DT ———
Place: Novosibirsk ‘ =L )6,

BEKTOP

Valid until: 2027/05/26 \3 BELTA

y 7



AO Vector-Best

01-6-6-al (version 6)

VECTOR
"E §j§ ﬂ EC Declaration of conformity Page 2 of 3
DoC_IVDD_B_ELISA 0522
No. Product name Identification data REF

Enzyme immunoassay kit for the detection and

1. |Vectoh - id
SEIRINY A quantification of IgG to hepatitis A virus g
Enzyme immunoassay kit for the detection and
2. |VectoTBEV-IgG quantification of IgG to tick-borne encephalitis D-1156
virus
Enzyme immunoassay kit for the detection and
3. | VectoMeasles-IgG quantification of IgG to measles virus in blood D-1356
serum (plasma)
4. |VectoMeasles-igh Enzyme |mmuno_assa.y kit for the detection of D-1358
IgM to measles virus in blood serum (plasma)
Enzyme immunoassay kit for the detection of
2. |LpneEiags IgG to Borrelia burgdorferi sensu lato complex Gk
Enzyme immunoassay kit for the detection of
S | lmsEest-Ighl IgM to Borrelia burgdorferi sensu lato complex D-1454
7. | Rotavirus-antigen-EIA-BEST Enzyme mr@noass_ay kit for the detection of D-1652
human rotavirus antigen
Adenovirus-antigen-EIA- Enzyme immunoassay kit for the detection of
8. : . D-1654
BEST human adenovirus antigen
Enzyme immunoassay kit for the detection of
9. |VectoEBV-NA-IgG IgG to Epstein-Barr virus nuclear antigen in D-2170
blood serum (plasma)
Enzyme immunoassay kit for the detection of
10. | VectoEBV-EA-IgG IgG to Epstein-Barr virus early antigens in blood D-2172
serum (plasma)
Enzyme immunoassay kit for the detection of
11. | VectoEBV-VCA-IgM IgM to viral capsid antigen of Epstein-Barr virus D-2176
in blood serum (plasma)
Enzyme immunoassay kit for the detection of
» D-2602
18, [Napmnumps-e IgG to mumps virus in blood serum (plasma)
Enzyme immunoassay kit for the detection of
13. | Toxocara-lgG-EIA-BEST IgG to Toxocara antigens in blood serum D-2752
(plasma)
Enzyme immunoassay kit for the detection of
14. | Trichinella-lgG-EIA-BEST lgG to Trichinella antigens in blood serum D-3152

(plasma)




AQO Vector-Best

01-6-6-al (version 6)

VECTOR
"B_ §/§ I,‘ EC Declaration of conformity Page 3 of 3
DoC_IVDD_B_ELISA 0522
15. | Yersinia-lgG-EIA-BEST Enzyme |mmgnoassay kit for the .deFectlon of D-3202
lgG to causative agents of yersiniosis
16. | Yersinia-IgA-EIA-BEST Enzyme lmmgnoassay kit for th_e‘de.tectlon of D-3204
IgA to causative agents of yersiniosis
17. | Yersinia-lgM-EIA-BEST Enzyme |mmgnoassay kit for thg 'defectlon of D-3206
IgM to causative agents of yersiniosis
Echinococcus-lgG-ElA- Enzyme lmlmunoassay kit for the det_ectlon. of
18. lgG to Echinococcus granulosus antigens in D-3356
BEST
blood serum (plasma)
Enzyme immunoassay kit for the detection of
19. | Ascaris-IgG-EIA-BEST IgG to Ascaris lumbricoides antigens in blood D-3452

serum (plasma)

IgA-Transglutaminase-EIA-

Enzyme immunoassay kit for the quantification

20. of IgA to tissue transglutaminase in blood D-3758
BEST
serum (plasma)
: Enzyme immunoassay kit for the quantification
21, g’gsyansg'“tam'"ase'a’o‘ of IgG to tissue transglutaminase in blood D-3760
serum (plasma)
22. | Pepsinogen 1-EIA-BEST Enzymg |mmunogssay kit for the quantification D-3762
of pepsinogen 1 in blood serum
" : ficat
23. | Pepsinogen 2-EIA-BEST Enzymg lmmunogssay kit for the quantification D-3764
of pepsinogen 2 in blood serum
; Enzyme immunoassay kit for the detection of
- D-5150
il IgM to West Nile virus in blood serum (plasma)
. Enzyme immunoassay kit for the detection of
- D-5152
25 [VssmiNie-gh lgG to West Nile virus in blood serum (plasma)
Enzyme immunoassay kit for the determination
26. | VectoNile-lgG-avidity of the avidity index of IgG to West Nile virus in D-5154
blood serum (plasma)
i kit for the quantification
27. | Interleukin-6-EIA-BEST FIEEpie katunpassay Lok 10 A-8768

of interleukin-6 in blood serum and urine




Ceptudgukar

mdc medical device certification GmbH
YOOCTOBEPSAET, YTO Ha NpeAnpUAaTUiA

BEKTOP

vB/E/IC/TA

AO «BekTtop-bBect»
630559, HoBocubupckasa obnactb, p.n. KonsuoBo,
Hay4yHo-npousBoacTBeHHas 30Ha, kopnyc 36, k. 211,
Poccuinckasa Pepepauus

C NPOU3BOACTBEHHbIMU NIOLWAAKaMM1 COrNacHo npunoxexuto k Ceptudukary

npuMeHuTenbHO K obnactam

NpoeKkTUpPoOBaHKe U pa3paboTka, NPOM3BOACTBO U peanu3auusa
MeOuLMHCKUX U3nenui in-vitro ouarHocTuku
(NUP, UDA, Guoxumms)

Obina BBegeHa W MpUMeHsieTcs

CUNCTEMA YTTPABJIEHUA KAHECTBOM

I'Ipose.u.eHHaﬂ npoBepKa CUCTEMbI yrnpaeneHna Ka4eCcTBOM nokasana,
YTO JaHHasA cucTtema COOTBETCTBYET Tp66OBaHMRM CTaHgapTa:

EN ISO 13485

Wapennsa meguumHckne — CUCTEMbI MEHEOXMEHTA KavecTea —
Perynupytowme cuctemHele TpeboBaHuns

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

[aTta ebigaun 2020-07-04
Cpok peicteus go 2023-07-03
PernctpaunoHHbIi Ne D1213100019
OTyeT Ne P20-00568-173687
Lrytrapt, Nepmanus 2020-06-02

{ C

medical device certification PyKOBO,DM enb CepTM(bVIKELlMOHHOFO opraHa

[T

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



Mpunoxenune k Ceptudukary

Ne D1213100019 o1 2020-06-02 Ctp. 1131
MecTopacnonoxeHue O6nacTb gencTBUsA
AQ «BekTop-bec», npoeKTUpoBaHue 1 paspaboTka, NPOoM3BOLCTBO
yn. ApBysoea, 1/1, 630117, r. HoBocubupck, W peanusauns MeauuUHCKUX U3aenuii in vitro

Poccuiickas ®enepauus ANarHoCTuku

AO «BekTop-BecTy,
630559, Hoeocubupckas obnacTek, p.n. Konbuoso, | MPOEKTUPOBAHWE W pa§pa69n<a, Npou3BOLCTBO
Hay4Ho-npoussocTBEHHAs 30Ha, KOpnyc 36, MEAULIMHCKUX U3AEeNWiA in vitro AnarHoCTUKN

Poccuiickan ®epepauus

AO «Bekrop-becT»,
yn. Mace4vnas, 3, 630117, r. HoBocuBUpck,
Poccuiickas Pegepaums

npoekTupoBaHue 1 paspaboTka, NPOU3BOACTBO
MEAVNLIMHCKIX N3Aenuii in vitro JuarHoCTUKKM

A

dical devi ficati
mediesl devics pRNGALEN PYKOBOAUTE D& CepTUMbNKALIMOHHOTO OpraHa

Mac

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

N
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Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

. medical device certification I Head 4ﬁon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AO Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peifd

Heaw Certification Body
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