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Si certifica che il
this s to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACASpA.

Via Moncenisio, 4 = IT 20900 MONZA (MB) —

nelle Strutture Operative di cui in allegato 1 al presente Certificato

e per le attivita elencate
In the Operative Units as per Annex T of this Certificate and for the indicated activities

é conforme alla norma
is in compliance with the standard

~ - “UNIEN ISO 9001-2015 (ISO 9001-2015)

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 e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici 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 and non-sterile class | medical devices.
Marketing-of invasive and non-invasive medical devices of class lla, Is, | and in vitro diagnostics, Marketing of laboratory items.
Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti ger la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the certification in force applicable.
Il presente Certificato deve essere reso pubblico solo in forma integrale completo dell’Allegato 1
This Certificate should be made public only in integral form complete Annex 1
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In'cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the ltalian language
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Allegato 1 al Certificato n° 5055GQ07
Annex 1 of Certificate 5055GQ07

Indirizzo Sede Dettaglio attivita erogate

Uffici/amministrazione, ufficio tenico.

= Progettazione e fabbricazione di dispositivi medico diagnostici per
- laboratori di-analisi e dispositivi medici di classe | non sterile. Gestione
Regione Monforte, 30 o . ; N VN .
della fabbricazione e immissione in commercio di tamponi sterili per il

IT 14053 CANELLI(AT) - . L g ] s s 5 : :

- prelievo di campioni bielogici in orifizi-naturali e in ambito chirurgico:
Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, I'|
e diagnostici in vitro. Commercializzazione di articoli da laboratorio.

Strada Provinciale 592, n°70
Frazione San Vito - Me_agaz_zino_ prodotti finiti
IT 14042 Calamandrana (AT) : =

La validita del presente Allegato & vincolata a quella del Certificato N 5055GQ07
The validity of this Annex is bound to the Certificate N 5055GQ07
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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

ENAC

CERTIFICACION
1S0 17021
N°05 / C-SC001

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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object of conformit
confirmation
RARUBHASO 1 § 150 13485:2016

Certification System

Works and Services, Management Systems

InterSertTest

MANAGEMENT SYSTEM CERTIFICATION BODY
OF LIMITED LIABILITY COMPANY
"ISO CONSULTING"

PREMISES 126, 127, 128, AND 129, BLOCK 2, FLOOR 2, 3, DAV¥DKOVSKAYA STR., Moscow, 121352
UNIQUE NUMBER OF THE ACCREDITATION RECORD IN THE REGISTER OF ACCREDITED PERSONS: RA.RU.13HA90)

CERTIFICATE OF CONFORMITY

Issue 2. QMS is certified since January 2021
Ne POCC RU.C.0411IA.CK.2015

Is given to: '""Research and Production Company "VINAR"
Limited Liability Company

("RPC "VINAR", LLC)
TIN 5023001024
Office VIII, Building 7A, 3, Gospitalniy Val, Moscow, 105094

THIS CERTIFICATE CERTIFIES THAT

QUALITY MANAGEMENT SYSTEM AS APPLIED TO DESIGN, DEVELOPMENT, PRODUCTION AND SALES OF THE
FOLLOWING MEDICAL DEVICES: CHEMICAL AND BIOLOGICAL STERILIZATION, DISINFECTION AND
DECONTAMINATION INDICATORS; PROCESS CHALLENGE DEVICES; CHEMICAL INDICATORS FOR
DISINFECTING AND STERILIZING SOLUTIONS CONCENTRATION CONTROL; WASH MONITORING AND PRE-
CLEANING TESTS; PACKAGING MATERIALS FOR STERILIZATION AND WASHING; "COLD CHAIN' CONTROL
INDICATORS; DISPOSABLES FOR STERILIZATION AREAS, OPERATING ROOMS AND CLEAN AREAS;
ANTISEPTICS AND DISINFECTANTS

COMPLIES WITH THE REQUIREMENTS OF
ISO 13485:2016

The Appendix forms are integral part of the Certificate of Conformity
By virtue of: Decision of the Certification Body Ne 0096 dated 24 January 2024

THIS CERTIFICATE SHALL BIND THE ORGANIZATION TO MAINTAIN THE STATE OF THE QUALITY MANAGEMENT SYSTEM IN THE WORKABLE
CONDITION IN COMPLIANCE WITH THE REQUIREMENTS OF THE ABOVE STANDARD, TO CONFIRM THIS COMPLIANCE BY RESULTS OF THE ANNUAL INSPECTION
CHECK-UP IN "1SO CONSULTING" LLC MANAGEMENT SYSTEM CERTIFICATION BODY WITHIN THE ENTIRE PERIOD OF THE CERTIFICATE DURATION,

Issued 24 January 2024 e oo Expiry date: 24 January 2027

(If the inspection control is passed)

S.A. KORKIN
Head of the :
Certification Body

ACREGULATION'AND METROLOGY

Goodwill Certification System “InterSertTest”, Reg i ePOCC RU.3570.04LLACO
Certification parent body “EuroStandard - certifica” OGRN 1097746081498

Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923




e T

Certification System

Works and Services, Management Systems

InterSertTest

Appendix
Is an integral part of
Certificate Ne POCC RU.C.04111A.CK.2015

Scope of Certification of the Quality Management System

Design. development, production and sales of the following medical devices: chemical and
biological sterilization, disinfection and decontamination indicators; process challenge devices:
chemical indicators for disinfecting and sterilizing solutions concentration control;  wash
monitoring and pre-cleaning tests; packaging materials for sterilization and washing; “cold chain”
control indicators; disposables for sterilization areas, operating rooms and clean areas; antiseptics
and disinfectants except p. 7.5.3, p. 7.5.4, p. 7.5.6 in terms of the validation of the application of
computer software used in production and service provision, p. 7.5.9.2, p. 7.5.10, 8.2.6 in terms of
records, for implantable products, for the identification of personnel conducting any type of control
or testing ISO 13485:2016

"Research and Production Company "VINAR"
Limited Liability Company,

Including:
Production site "RPC "VINAR", LLC
17/2 Kolontsova str., Mytishchi, Moscow region, 141009
Production medical devices: chemical and biological sterilization, disinfection and decontamination
indicators; process challenge devices; chemical indicators for disinfecting and sterilizing solutions
concentration control; wash monitoring and pre-cleaning tests; “cold chain™ control indicators; disposables
for sterilization areas, operating rooms and clean areas

Production site "RPC "VINAR", LLC

51b, Bolshaya Protechnaya str., Pereslavl-Zalessky, Yaroslavl region, 152020,

Production medical devices: packaging materia]s~fos erilization and washing: antiseptics and
disinfectants Y 7%

S.A. KORKIN

Head of the % ()24
Certification Body ‘ /

AND METROLOGY
"NePOCC RU.3570.04LLIACO
Certification parent body “EuroStandard - certifica” OGRN 1097746081498
Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923




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: / Filtered 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, 2022.01.01

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




BOEN HEALTHCARE CO., LTD

CERTIFICATE OF ANALYSIS

Report No.: GM04-BN24

Product Name: Eppendorf Pipette Tips Lot. No.: 20241220
MFG. Date: 2024-12 EXP. Date: 2029-11
Raw Material: PP Specification: 200uL

Standard: Enterprise Standard

Package: 1000pcs/bag, 50000pcs/ctn

Quantity: 500000pcs Report Date: 2025.01.10
. . Inspectio Defect
AQL
Test Items Technical Requirement i Level Sample Q Qty Result
0
Dimension |L: 45+1mm Spes/lot [ Spes | Ac | Re 0 Pass
0 1
GB/T L5
No burr, black dot, dust, 2828.1-
scratch, no oil spot, breakage, 2003
Appearance shrink color correct, blocking is| Normal 800pes | Ac | Re 0 Pass
not permitted test level
I 21 | 22
0
Function \(;:vi?l be assembled with pipettor 10pcs/lot| 10pcs | Ac | Re 0 Pass
0 1
i “THCAR] 0
Label and marking should be el i:. 16 A ’I E'\:
Package clear, correct and the label N \A& Re 0 Pass
i ox/lot | | box i -
should be on correct loction.  [f> 200l (}\ 1
AN AN DT
Conclusion  |The product meets all the requir!?r%}}t\by ouritest.. "?J / Q;{

/‘
Inspected by: Leo Sun i




BOEN HEALTHCARE CO., LTD

CERTIFICATE OF ANALYSIS

Report No.: GM04-BN24

Product Name: Eppendorf Pipette Tips

Lot. No.: 20241220

MFG. Date: 2024-12

EXP. Date: 2029-11

Raw Material: PP

Specification: 1000uL

Standard: Enterprise Standard

Package: 500pcs/bag, 15000pcs/ctn

Quantity: 1000000pcs

Report Date: 2025.01.20

. . Inspectio Defect
AQL
Test Items Technical Requirement i Level Sample Q Qty Result
0
Dimension |L: 69+1mm Spes/lot [ Spes | Ac | Re 0 Pass
0 1
GB/T L5
No burr, black dot, dust, 2828.1-
scratch, no oil spot, breakage, 2003
Appearance shrink color correct, blocking is| Normal 800pes | Ac | Re 0 Pass
not permitted test level
I 21 | 22
0
Function \(;:vi?l be assembled with pipettor 10pcs/lot| 10pcs | Ac | Re 0 Pass
0 1
Label and marking should be
Package clear, correct and the label 0 Pass
should be on correct loction. s _
Conclusion  |The product meets all the requirl mept by our: test 7] / - fl
Inspected by:

Leo Sun C %ke‘ckby Irege,Q‘rﬁ)

]
11039




Oprax no ceptudukauunu cuctem meHempxmeHTa OO0 «EBPOCEPTUDWKAY
YHUKanbHbIi HOMep 3anuck 06 akkpeauTauun B PEECTPE akKpeAUTOBaHHbIX MLl
degepanbHolt cnyx6el no akkpeautaumn NeRARU.13HB10

Ceptudumkar RA.RU.HB10.00031/24

Cucrema MeHepMeHTa

000 «MunuMepn»

Poccuinckas ®enepauus, 241520, bpsiHckas obnactb, BpsiHCKMi paiioH,
c. CynoHeBo, yn. Uoccennas, a. 17A

Bbina oueHeHa v cepTMdMUMPOBaHa, KaKk oTBe4awan Tpebosannam
FOCT ISO 13485-2017

Onsa cneayowen obnacty npUMEHEHNS

lpoexkTupoBaHue, paspaborka, NPOU3BOLACTBO U NpoaaXa MeAMLIMHCKUX
u3penuin: nabopaTtopHOW nocyAbl, KpacuTerieil, peareHToB, Habopor
peareHToOB, NpuHaanexHocTen u npubopoB Ansa in-vitro AMarHocTukK, a
TaKKe TeXHWYecKoe obcnyxuMBaHWe MeOWLUHCKWX M3Oenuw ansa in-vitro
OWarHoCTUKM,

Bonee noapofHas uHopmauwa OTHOCUTENEHO 0DNacTH NPUMEHEHWA HAcTOALIEro cepTudukara, a TaKe
npumeHumocTy Tpeboeanuit FOCT ISO 13485-2017 moxeT DbiTh nonydeHa y gepxartens ceptucduxkarta

HacTroswwuia ceptucukar gencreuteneH ¢ 13.12.2024 no 12.12.2027
npu NOATBEPKAESHUN HAA3OPHBIMW ayAUTaMu.

MoanexuT pecepriukaynoHHomy ayanty go 12.12.2027

Bbinyck 1. Ceptudunmuposaro ¢ 13.12.2024

YAONHOMOYEHHOE NNLO
PykosoauTtens OpraHa no

cepTudmnKaLn CUCTEM MEHEKMEH 2
Anppein MeaHoe
25 S -
> ,’ i 3 _//
7

Oprax no cepTudmkaummn cunctem Meremrmerta 000 «EBPOCEPTHADUKAR
Poccuiickas ©epepaumns, 117587, r. Mockea, Bapluaeckoe wocce, gom 125, ctpoenue 1, cekumsa 9
Tenecdou: +74953693603 dakc; +7 4953693603  www. eurocertifica.ru

CtpaHuia 113 2
00060



Ceptundukatr RA.RU.HB10.00031/24, npogorkerune

000 «MuHuMepn»

Poccuiickas ®enepaums, 241520, bpsiHckas obnacTs, BpaHCKuin paitoH,
¢. CynoHego, yn. LLoccenHasn, g. 17A

FOCT ISO 13485-2017

MpoussogcTBeHHblie nnowagku 000 «MuuuMeny»:

Mnowagka 1: OO0 "MunruMepg", Poccuiickas ®epgepauns, 241520, bpsHckas
obnacTb, BpsHckui paiioH, ¢. CynoHeso, yn. LlioccenHas, a. 17A

Mnowanka 2: OO0 "MunuMen", Poccuiickas Pepepaums, 241520, bpaHckas
obnactb, BpsHckuit paioH, ¢. CynoHeso, fep. Komcomonbeckuia, 4. 7, Kopn. 2a
Mnowaaka 3: ®unuan OO0 «MuHuMeny, Poccuiickas ®epepaums, 242600,
BpsaHckas obnactb, r. [atbkoso, yn. JleHunHa, o. 182, kopn. 5

CtpaHuua 2 n3 2
00061



Second Edition October 2010

Tissuelyser Handbook

For high-throughput disruption of biological

samples

00000
QIAGEN®

Sample & Assay Technologies



QIAGEN Sample and Assay Technologies

QIAGEN is the leading provider of innovative sample and assay technologies, enabling
the isolation and detection of contents of any biological sample. Our advanced,
high-quality products and services ensure success from sample to result.

QIAGEN sets standards in:

Purification of DNA, RNA, and proteins
Nucleic acid and protein assays
microRNA research and RNAi

Automation of sample and assay technologies

Our mission is to enable you to achieve outstanding success and breakthroughs. For
more information, visit www.giagen.com .
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Product Contents

Tissuelyser II*

Catalog no. 85300
Tissuelyser Il (100-120/220-240 V, 50/60Hz) 1
Operating Instructions 1
Handbook 1

* The Tissuelyser Il (cat. no. 85300) is an improved version of the Tissuelyser (cat. no. 85200, 85210, or
85220; no longer available). All instructions and protocols in this handbook apply to both the Tissuelyser I
and the Tissuelyser.

Storage

The Tissuelyser should be stored upright in a dry environment at room temperature
(15-25°C).

Product Use Limitations

The Tissuelyser is intended for molecular biology applications. This product is not
infended for the diagnosis, prevention, or treatment of a disease.

All due care and attention should be exercised in the handling of many of the materials
described in this text. We recommend all users of QIAGEN® products to adhere to the
NIH guidelines that have been developed for recombinant DNA experiments, or to
other applicable guidelines.

Product Warranty and Satisfaction Guarantee

QIAGEN guarantees the performance of all products in the manner described in our
product literature. The purchaser must determine the suitability of the product for its
particular use. Should any product fail to perform satisfactorily due to any reason other
than misuse, QIAGEN will replace it free of charge or refund the purchase price. We
reserve the right to change, alter, or modify any product to enhance its performance
and design. If a QIAGEN product does not meet your expectations, simply call your
local Technical Service Department or distributor. We will credit your account or
exchange the product — as you wish. Separate conditions apply to QIAGEN scientific
instruments, service products, and to products shipped on dry ice. Please inquire for
more information.

4 Tissuelyser Handbook 10/2010



A copy of QIAGEN terms and conditions can be obtained on request, and is also
provided on the back of our invoices. If you have questions about product specifications
or performance, please call QIAGEN Technical Services or your local distributor (see

back cover or visit www.qgiagen.com ).

Technical Assistance

At QIAGEN, we pride ourselves on the quality and availability of our technical support.
Our Technical Service Departments are staffed by experienced scientists with extensive
practical and theoretical expertise in sample and assay technologies and the use of
QIAGEN products. If you have any questions or experience any difficulties regarding
the Tissuelyser or QIAGEN products in general, please do not hesitate to contact us.

QIAGEN customers are a major source of information regarding advanced or
specialized uses of our products. This information is helpful to other scientists as well as
to the researchers at QIAGEN. We therefore encourage you to contact us if you have
any suggestions about product performance or new applications and techniques.

For technical assistance and more information, please see our Technical Support Center
at www.qgiagen.com/Support or call one of the QIAGEN Technical Service
Departments or local distributors (see back cover or visit www.giagen.com ).

Safety Information

When working with chemicals, always wear a suitable lab coat, disposable gloves,
and protective goggles. For more information, please consult the appropriate material
safety data sheets (MSDSs). These are available online in convenient and compact PDF
format at www.giagen.com/Support/MSDS.aspx where you can find, view, and print

the MSDS for each QIAGEN kit and kit component.

24-hour emergency information

Emergency medical information in English, French, and German can be obtained
24 hours a day from:

Poison Information Center Mainz, Germany
Tel: +49-6131-19240

Tissuelyser Handbook 10/2010 5



Introduction

Principle

The Tissuelyser provides rapid and efficient disruption of up to 192 biological samples,
including animal and human tissues, plant tissues, bacteria, and yeast. Disruption and

homogenization are achieved through the beating and grinding effect of beads on the
sample material as they are shaken together in the grinding vessels.

Disruption is critically important in order to release the nucleic acids from the sample
material. Homogenization of the material acts to shear the high-molecular-weight
cellular proteins and carbohydrates that may otherwise reduce binding of DNA and
RNA fo silica membranes or magnetic particles. Sample disruption using, for example,
a mortar and pestle does not result in efficient homogenization. The Tissuelyser both
disrupts and homogenizes sample material in one simple and reliable step.

The Tissuelyser is easily programmed to provide variable speeds from 3 to 30 Hz
(180-1800 oscillations/minute) and run times from 10 seconds to 99 minutes.

Applications

The ability to process up to 192 samples per run makes the Tissuelyser the ideal front-
end solution to access biological information for genomics, transcriptomics, and
proteomics applications. For next-generation high-throughput sequencing technologies
such as polony sequencing, the Tissuelyser is the disruption instrument of choice.

The Tissuelyser enables fast and uniform disruption of animal and human tissues, plant
tissues, bacteria, and yeast in various sample volumes in several formats. QIAGEN
offers adapter sets for 2 x 96 collection microtubes (1.2 ml) or 2 x 24 microcentrifuge
tubes (2 ml) as well as stainless steel and tungsten carbide beads. For disruption of large
samples, grinding jar sets (10 ml) with stainless steel or Teflon® grinding balls are also
available from QIAGEN. For more details about these and other accessories for the
Tissuelyser, see Appendix A (page 27).

The Tissuelyser provides efficient disruption of biological material in each sample vessel
for reproducible, high-quality results in downstream applications such as the purification
of total DNA or RNA from a variety of human, animal, and plant tissues. A wide range
of QIAGEN sample purification kits are compatible with the Tissuelyser (see Tables
1-6, pages 7-10). Sample purification can be performed manually or can be
automated using the QlAcube® , QIAsymphony™ SP, EZ1® Advanced, or BioRobot® or
BioSprint® workstations. For more information about automated solutions from

QIAGEN, see Appendix B (page 29).

6 Tissuelyser Handbook 10/2010



This handbook provides guidelines on disrupting and homogenizing various sample
materials for subsequent purification of DNA or RNA. Specific details on disruption and
homogenization and nucleic acid purification, such as the amount of starting material
and lysis buffer to use, can be found in the handbook supplied with each QIAGEN

sample purification kit.

Table 1. Kits for RNA purification from animal or human tissues using spin columns

Sample type Kit Kit format Page
Easytolyse  RNeasy® Micro Kit  Up to 5 mg tissue; automatable 16
tissues (e.g., on QlAcube
kidney, liver, RNeasy Mini Kit Up to 30 mg tissue; automatable 16
and lung) on QlAcube
RNeasy Protect Up to 20 mg RNAlater® stabilized 16
Mini Kit tissue; automatable on QlAcube
RNeasy Plus Micro  Up to 5 mg tissue; includes 16
Kit gDNA Eliminator spin columns
RNeasy Plus Mini Up to 30 mg tissue; includes gDNA 16
Kit Eliminator spin columns; automatable
on QlAcube
Fiber-rich RNeasy Fibrous Up to 30 mg tissue 16
tissues (e.g., Tissue Mini Kit
heart and RNeasy Fibrous Up to 250 mg tissue 16
muscle] Tissue Midi Kit
Any type of  RNeasy Lipid Tissue Up to 100 mg tissue; automatable 16
tissue, Mini Kit on QlAcube
including miRNeasy Mini Kit ~ Up to 100 mg tissue; automatable 16
fatty tissues on QlAcube
le.g.,
adipose
tissue and
brain)
Tissuelyser Handbook 10/2010 7



Table 2. Kits for RNA purification from animal or human tissues using magnetic particles
or 96-well plates

Sample type Kit Kit format Page
Easyto-lyse  EZ1 RNA Tissue Magnetic particles; up to 10 mg tissue; 16
tissues (e.g., Mini Kit automated on EZ1 Advanced*
kidney, (1-6 samples per run)
liver, and MagAttract® RNA  Magnetic particles; up to 10 mg tissue; 16
lung) Tissue Mini M48 automated on BioRobot M48
Kit (6-48 samples per run)
QIAsymphony Magnetic particles; up to 50 mg tissue; 16
RNA Kit automated on QlAsymphony SP

(1-96 samples per run)

Any type of  EZ1 RNA Universal Magnetic particles; up to 50 mg tissue; 16
tissue Tissue Kit automated on EZ1 Advanced*
(1-6 samples per run)

MagAttract RNA Magnetic particles; up to 50 mg tissue; 16

Universal Tissue automated on BioRobot M48
M48 Kit (6-48 samples per run)
RNeasy 96 96-well plate; up to 100 mg tissue; 16

Universal Tissue Kits automatable on BioRobot Universal
System (up to 80 mg tissue|’

miRNeasy 96 Kit ~ 96-well plate; up to 100 mg tissue 16

* Also automatable on BioRobot EZ1.
' Also automatable on BioRobot Gene Expression — Real-Time RT-PCR and BioRobot 8000.
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Table 3. Kits for RNA purification from plant tissues, bacteria, and yeast

Sample type Kit Kit format Page
Plant tissue  RNeasy Plant Spin column; up to 100 mg tissue; 18
(e.g., leaf)  Mini Kit automatable on QlAcube

RNeasy 96 Kit 96-well plate; up to 25 mg tissue 18
Bacteria RNeasy Protect Spin column; up to 2.5 x 10° cells 20
(Gram- Bacteria Mini Kit
postiw? and RNeasy Protect Spin column; up to 1.5 x 10° cells 20
-negative| Bacteria Midi Kit
Yeast RNeasy Mini Kit Spin column; up to 5 x 107 cells 21

Table 4. Kits for DNA purification from animal or human tissues

Kit Kit format Page
DNeasy® Blood  Spin column; up to 25 mg tissue; automatable 22
& Tissue Kit on QlAcube
DNeasy 96 96-well plate; up to 20 mg tissue 22
Blood & Tissue Kit
QIAamp® DNA  Spin column; up to 25 mg tissue; automatable 22
Mini Kit on QlAcube
EZ1 DNA Tissue Magnetic particles; up to 40 mg tissue; automated 22
Kit on EZ1 Advanced* (1-6 samples per run)
MagAttract DNA  Magnetic particles; up to 40 mg tissue; automated 22
Mini M48 Kit on BioRobot M48 (6-48 samples per run)
QlAsymphony  Magnetic particles; up to 50 mg tissue; automated 22

DNA Mini Kit on QlAsymphony SP (1-96 samples per run)

* Also automatable on BioRobot EZ1.
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Table 5. Kits for DNA purification from plant tissues

Kit Kit format Page
DNeasy Plant Spin column; up to 100 mg tissue; automatable on 23
Mini Kit QlAcube

DNeasy Plant Spin column; up to 1 g tissue 25
Maxi Kit

DNeasy 96 96-well plate; up to 50 mg tissue 23
Plant Kit

MagAttract 96 Magnetic particles; up to 100 mg tissue; automatable 23
DNA Plant on BioRobot Plant Science System — Genotyping*

Core Kit

BioSprint 15 Magnetic particles; up to 50 mg tissue; automated on 23
DNA Plant Kit ~ BioSprint 15 (up to 15 samples per run)

BioSprint 96 Magnetic particles; up to 50 mg tissue; automated 23
DNA Plant Kit on BioSprint 96 (up to 96 samples per run)

* No longer available.

Table 6. Kits for simultaneous purification of multiple analytes from animal or human

tissues
Analytes purified  Kit Kit format Page
DNA, RNA, and  AllPrep® DNA/RNA/  Spin column; up to 30 mg 16
protein Protein Mini Kit tissue
DNA and RNA AllPrep DNA/RNA Spin column; up to 5 mg 16
Micro Kit tissue
AllPrep DNA/RNA Spin column; up to 30 mg 16
Mini Kit tissue
10 Tissuelyser Handbook 10/2010



QIAGEN Supplementary Protocols

Many of the protocols listed in this handbook are supplementary to the protocols found
in the handbook of the specific kit being used. QIAGEN is constantly developing new
protocols for existing products. These supplementary protocols can be obtained by
contacting one of the QIAGEN Technical Service Departments or local distributors (see
back cover or visit www.giagen.com ) or visiting our Technical Support Center at
www.giagen.com/Support . Supplementary protocols can be identified by their
reference number, which is made up of 2 letters followed by 2 numbers (e.g., RY23 —
Isolation of total RNA from plants using the RNeasy 96 Kit).

Note: All protocols for use with the Mixer Mill can be used on the Tissuelyser, without
modification.

Tissuelyser Handbook 10/2010 11



Equipment and Reagents to Be Supplied by User

When working with chemicals, always wear a suitable lab coat, disposable gloves,
and protective goggles. For more information, consult the appropriate material safety
data sheets (MSDSs), available from the product supplier.

For all protocols

B Kit for purification of DNA and/or RNA (see ordering information on pages
31-36 or visit www.giagen.com )
B Optional: Reagent DX (see page 15 for details)

B Optional: Liquid nitrogen or dry ice (see the individual protocols)

Disruption of 2 x 48 samples
B Tissuelyser Adapter Set 2 x 24*
2 ml microcentrifuge tubes (e.g., Eppendorf® Safe-Lock micro test tubes?)

Stainless steel or tungsten carbide beads*

Optional: Tissuelyser Single-Bead Dispenser, 5 mm* or Tissuelyser Single-Bead
Dispenser, 7 mm*

Disruption of 2 x 96 samples
B Tissuelyser Adapter Set 2 x 96*
Collection Microtubes (racked)*

Collection Microtube Caps*

Optional: Tissuelyser 3 mm Bead Dispenser, 96-Well* or Tissuelyser 5 mm Bead
Dispenser, 96-Well*

Disruption of 2 large samples

B For disruption of hard samples and disruption in liquid nitrogen: Grinding Jar Set,
S. Steel*

B For disruption of most samples: Grinding Jar Set, Teflon*

* See page 31 for ordering information.

' This is not a complete list of suppliers and does not include many important vendors of biological supplies.
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Important Notes
General remarks on disruption and homogenization

Efficient disruption and homogenization of the starting material is an absolute
requirement for all nucleic acid purification procedures. Disruption and homogenization
are 2 distinct steps:

B Disruption: Complete disruption of cell walls and plasma membranes of cells and
organelles is absolutely required to release all the nucleic acids contained in the
sample. Different samples require different methods to achieve complete
disruption. Incomplete disruption results in significantly reduced DNA and RNA
yields.

B Homogenization: Homogenization is necessary to reduce the viscosity of the cell
lysates produced by disruption. Homogenization shears the high-molecular-weight
cellular proteins and carbohydrates to create a homogeneous lysate. Incomplete
homogenization results in inefficient binding of nucleic acids to QIAGEN silica
membranes and magnetic particles and therefore significantly reduced DNA and

RNA yields.

Cellular disruption is one of the most critical steps in nucleic acid purification. Disruption
in lysis buffer alone, without physical shearing, may result in nucleic acid degradation
by endogenous DNases and RNases. Incomplete disruption prevents the lysis buffer,
which inactivates nucleases, from contacting nucleic acids within the intact cells.
Furthermore, cellular debris that is not disrupted can result in decreased yield and
increases the risk of clogging the purification column. After sample disruption, there
should be no visible particulates (except when disrupting materials containing hard,
noncellular components, such as connective tissue, bone, or woody plant tissue).
QIAGEN kits and protocols contain recommendations for the most appropriate method
of sample disruption and homogenization to maximize the yield and quality of your
DNA and RNA preparation.

Disruption and homogenization using the Tissuelyser

In bead-milling, cells and tissues can be disrupted by rapid agitation in the presence of
beads. Disruption and simultaneous homogenization occur by the shearing and
crushing action of the beads as they collide with the sample. Disruption efficiency is
influenced by:

B Size and composition of beads

Ratio of buffer to samples (if buffer is used)

Amount of starting material

Configuration of Tissuelyser (i.e., speed and duration)

Consistency of sample

Type of disruption vessel
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Disruption and homogenization methods

When using the Tissuelyser in combination with QIAGEN sample purification kits, one
of 2 methods for disruption and homogenization is carried out: samples are either
disrupted and homogenized in lysis buffer at room temperature, or precooled and then
disrupted and homogenized without lysis buffer. With the latter method, lysis buffer is
added after disruption and homogenization.

The method of precooling samples depends on the Tissuelyser accessory used. If using
the Tissuelyser Adapter Set 2 x 24 or Tissuelyser Adapter Set 2 x 96, the adapter set
should be stored at —80°C for at least 2 hours prior to starting disruption and
homogenization, and the tubes containing the samples should be precooled on dry ice.
If using a Grinding Jar Set, the jar containing the sample can be frozen in liquid nitrogen
prior to starting disruption and homogenization.

Important: When using a Tissuelyser Adapter Set, do not freeze the adapter set or the
sample tubes in liquid nitrogen, as this may result in breakage of the tubes.

In special cases [(e.g., the disruption of teeth or plant seeds), the sample can be
disrupted and homogenized at room temperature without lysis buffer, although this
increases the risk of nucleic acid degradation by nucleases.

Bead selection

For disruption of small samples, the optimal beads to use are 0.1-0.6 mm (mean
diameter) glass beads for bacteria, 0.5 mm glass beads for yeast and unicellular animal
cells, and 3-7 mm stainless steel or tungsten carbide beads for plant and
animal/human tissues. It is essential that glass beads are pretreated before use by
washing in concentrated nitric acid.* Pretreated (acid-washed) beads can be
purchased from many vendors of biological supplies (e.g., Sigma, cat. nos. G1145,
G1277, and G8772%). Disruption parameters for samples not addressed in this
handbook must be determined empirically. For disruption of large samples, a Grinding
Jar Set can be used, which is supplied with either stainless steel grinding balls (for
disrupting hard samples such as bone or for disrupting samples in liquid nitrogen) or
Teflon grinding balls (for disrupting most samples).

Note: Do not use Buffer RLT, Buffer RLT Plus, or QIAzol® Lysis Reagent in conjunction
with tungsten carbide beads. These buffers react chemically with tungsten carbide,
causing damage to the bead surface.

When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective
goggles. For more information, consult the appropriate material safety data sheets (MSDSs), available from
the product supplier.

' This is not a complete list of suppliers and does not include many important vendors of biological supplies.
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Operating the Tissuelyser

The Tissuelyser Adapter Set or Grinding Jar Set should be securely fixed into the clamps
(arms) of the Tissuelyser. For details, refer to the operating instructions supplied with the
Tissuelyser.

Disruption is carried out in high-speed (20-30 Hz) shaking steps. Disruption for 2 x
3 minutes at 20-30 Hz is usually sufficient to release RNA. If disrupting samples for
subsequent DNA purification, disruption times should be shortfer in order to prevent

DNA shearing.

When using a Tissuelyser Adapter Set, samples nearer to the Tissuelyser move more
slowly than samples further away from the Tissuelyser. To ensure uniform disruption and
homogenization, 2 shaking steps should be carried out. After the first shaking step, the
Tissuelyser Adapter Set should be disassembled and the rack of tubes should be rotated
so that the tubes that were nearest to the Tissuelyser are now outermost. The Tissuelyser
Adapter Set should then be reassembled before continuing with the second shaking
step.

For optimal operation, the Tissuelyser should always be balanced. A balance can be
provided by assembling a second Tissuelyser Adaptor Set with a rack of tubes
containing only disruption beads, and fixing this adaptor set into the empty clamp. If
using grinding jars, the balance should consist of a second grinding jar containing a

grinding ball.

Disruption and homogenization in Buffer RLT Plus

RNeasy Plus Kits and certain AllPrep Kits are supplied with Buffer RLT Plus, a lysis buffer
that provides optimal sample lysis as well as appropriate conditions for DNA binding
to gDNA Eliminator columns or AllPrep DNA columns. When disrupting and
homogenizing tissues in Buffer RLT Plus, excessive foaming may occur. This foaming is
substantially reduced by adding Reagent DX to Buffer RLT Plus at a final concentration
of 0.5% (v/v) before starting disruption and homogenization. Reagent DX has been
carefully tested with RNeasy Plus Kits and AllPrep Kits, and has no effect on RNA purity
or on downstream applications such as realtime RT-PCR. Buffer RLT Plus containing
Reagent DX can be stored at room temperature (15-25°C) for at least 9 months.
Reagent DX is supplied separately; for ordering information, see page 32.
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Protocol: Purification of RNA or Multiple Analytes from
Animal and Human Tissues

This protocol provides guidelines on disrupting animal and human tissues for
purification of RNA or for simultaneous purification of DNA and RNA or DNA, RNA,
and protein. If using a QIAGEN sample purification kit (see Tables 1, 2, and 6 on pages
7,8, and 10), refer to the supplied handbook, which contains a complete protocol for
sample disruption and purification.

Important points before starting

Before beginning the procedure, read “Important Notes” (page 13).

Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

If using @ QIAGEN sample purification kit, read the supplied handbook carefully
before starting.

After storage in RNAlater RNA Stabilization Reagent or Allprotect Tissue Reagent,
tissues become slightly hard. If disrupting in Buffer RLT, we recommend increasing
the volume of this buffer according to the protocols in the RNeasy Mini Handbook.
In addition, the disruption time may be need to be extended.

Procedure

1.

Place the tissues in 2 ml microcentrifuge tubes or 1.2 ml collection microtubes
containing 1 stainless steel bead (3-7 mm mean diameter).

If handling fresh or frozen tissue samples, keep the tubes on dry ice.

Place the tubes at room temperature (15-25°C). Inmediately add the appropriate
volume of lysis buffer (e.g., Buffer RLT, Buffer RLT Plus, or QlAzol Lysis Reagent) to
each tube.

Note: Do not use Buffer RLT, Buffer RLT Plus, or QlAzol Lysis Reagent with tungsten
carbide beads, as these buffers can react with and damage the bead surface.
Note: If using Buffer RLT Plus, we recommend adding Reagent DX to prevent
excessive foaming. For detfails, see “Disruption and homogenization in Buffer RLT
Plus” (page 15).

Place the tubes in the Tissuelyser Adapter Set 2 x 24 (if using 2 ml tubes) or the
Tissuelyser Adapter Set 2 x 96 (if using 1.2 ml tubes).

16
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4. Operate the Tissuelyser for 2 min at 20-30 Hz. Disassemble the adapter set, rotate
the rack of tubes so that the tubes nearest to the Tissuelyser are now outermost,

and reassemble the adapter set. Operate the Tissuelyser for another 2 min at
20-30 Hz.

The duration of disruption and homogenization depends on the tissue being
processed and can be extended until no tissue debris is visible.

Rearranging the tubes ensures uniform disruption and homogenization.
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If processing fiberrich tissues, complete disruption and homogenization may
sometimes not be possible. However, small amounts of debris have no effect on
subsequent RNA purification with QIAGEN kits and are usually digested in the
proteinase K step.

5. Proceed with RNA, DNA/RNA, or DNA/RNA/protein purification.

Do not reuse the stainless steel beads.
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Protocol: Purification of RNA from Plant Tissues

This protocol provides guidelines on disrupting plant tissues for subsequent RNA
purification. If using a QIAGEN kit for RNA purification (see Table 3, page 9), refer to
the supplied handbook, which contains a complete protocol for sample disruption and
RNA purification. *

Important points before starting

B Before beginning the procedure, read “Important Notes” (page 13).

B Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

B [fusing a QIAGEN kit for RNA purification, read the supplied handbook carefully
before starting.
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B Soft, fresh tissues from plants such as Nicotiana and Arabidopsis can often be
disrupted and homogenized in lysis buffer. Hard tissues (e.g., woody plant
materials) may require freezing and disruption under frozen conditions.

Procedure

1.  Ifhandling frozen tissues, precool the Tissuelyser Adapter Set 2 x 24 or Tissuelyser
Adapter Set 2 x 96 by storing at -80°C for at least 2 h.

The adapter sets do not need to be precooled if handling fresh tissues.

2. Place the tissues in 2 ml microcentrifuge tubes or 1.2 ml collection microtubes
containing 1 stainless steel bead (3-7 mm mean diameter). If handling frozen
tissues, keep the tubes on dry ice.

Note: Do not freeze the tubes in liquid nitrogen, as this may lead to breakage of
the tubes.

3. Immediately add the appropriate volume of lysis buffer (e.g., Buffer RLT or Buffer
RLC) to each tube. If handling frozen tissues, do not add lysis buffer.

Note: Do not use Buffer RLT or Buffer RLC with tungsten carbide beads, as these
buffers can react with and damage the bead surface.

4. Place the tubes in the Tissuelyser Adapter Set 2 x 24 (if using 2 ml tubes) or the
Tissuelyser Adapter Set 2 x 96 (if using 1.2 ml tubes).

*

If using the RNeasy 96 Kit, refer to supplementary protocol Isolation of total RNA from plants using the
RNeasy 96 Kit (RY23).
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5. Operate the Tissuelyser for 1 min at 30 Hz. Disassemble the adapter set, rotate
the rack of tubes so that the tubes nearest to the Tissuelyser are now outermost,

and reassemble the adapter set. Operate the Tissuelyser for another 1 min at
30 Hz.

The duration of disruption and homogenization depends on the tissue being
processed and can be extended until no tissue debris is visible. If necessary, keep
the samples on dry ice for several minutes in between the individual disruption
steps to avoid thawing of the samples.

Rearranging the tubes ensures uniform disruption and homogenization.

6.  Proceed with RNA purification. If frozen samples were disrupted, add lysis buffer,
and proceed with RNA purification.
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Do not reuse the stainless steel beads.
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Protocol: Purification of RNA from Bacteria

This protocol provides guidelines on disrupting bacteria for subsequent RNA
purification. If using an RNeasy Protect Bactera Kit for RNA purification (see Table 3,
page 9), refer to the supplied RNAprotect® Bacteria Reagent Handbook, which contains
complete protocols for sample disruption and RNA purification.

Important points before starting
B Before beginning the procedure, read “Important Notes” (page 13).

B Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

B If using an RNeasy Protect Bacteria Kit for RNA purification, read the supplied
handbook carefully before starting.

B  Bead milling will disrupt most Gram-positive and Gram-negative bacteria,
including mycobacteria. Gram-positive bacteria usually require more rigorous
digestion (e.g., increased enzyme digestion time and temperature) and
mechanical treatment than Gram-negative bacteria. For details, see the
RNAprotect Bacteria Reagent Handbook.
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Procedure

1. Pellet the bacterial cells by centrifugation. Immediately add the appropriate
volume of lysis buffer (e.g., Buffer RLT) to each sample and vortex vigorously.

2. Transfer each sample to 2 ml microcentrifuge tubes containing 25-50 mg acid-
washed glass beads (150-600 pm mean diameter).

3. Place the tubes in the Tissuelyser Adapter Set 2 x 24.
4. Operate the Tissuelyser for 5 min at 30 Hz.

The duration of disruption and homogenization depends on the sample being
processed and can be extended until no debris is visible.

5. Proceed with RNA purification.
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Protocol: Purification of RNA from Yeast

This protocol provides guidelines on disrupting yeast cells for subsequent RNA
purification. If using the RNeasy Mini Kit for RNA purification (see Table 3, page 9),
refer to the supplied RNeasy Mini Handbook, which contains a complete protocol for
sample disruption and RNA purification.

Important points before starting

B Before beginning the procedure, read “Important Notes” (page 13).

B Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

B If using the RNeasy Mini Kit for RNA purification, read the supplied handbook
carefully before starting.

Procedure

1. Pellet the yeast cells by centrifugation. Inmediately add the appropriate volume of
lysis buffer (e.g., Buffer RLT) to each sample and vortex vigorously.

2. Transfer each sample to 2 ml microcentrifuge tubes containing 600 pl acid-washed
glass beads (450-550 pm mean diameter).

3. Place the tubes in the Tissuelyser Adapter Set 2 x 24.

4. Operate the Tissuelyser for 5 min at 30 Hz.
The duration of disruption and homogenization depends on the sample being
processed and can be extended until no debris is visible.

5. Proceed with RNA purification.
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Animal/Human
Tissues (DNA)

Protocol: Purification of DNA from Animal and Human
Tissues

This protocol provides guidelines on disrupting animal and human tissues for
subsequent DNA purification. If using a QIAGEN kit for DNA purification (see Table 4,
page 9), refer to the following supplementary protocols for the complete procedure for
sample disruption and DNA purification:

B DNeasy Blood & Tissue Kit: Purification of total DNA from soft tissues using the
Tissuelyser and the DNeasy Blood & Tissue Kit (DY 11)

B QlAamp DNA Mini Kit: Isolation of DNA from soft tissues using the Tissuelyser and
QIAamp DNA Mini Kit (QA31)

B EZ1 DNA Tissue Kit: Isolation of DNA from soft tissue using the Tissuelyser and EZ1
DNA Tissue Kit (MA23)

B MagAttract DNA Mini M48 Kit: Isolation of DNA from soft tissue using the Tissuelyser
and MagAtiract Mini M48 Kit [MA22)

Important points before starting
B Before beginning the procedure, read “Important Notes” (page 13).

B Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

B If using a QIAGEN kit for DNA purification, read the supplied handbook and
appropriate supplementary protocol carefully before starting.

Procedure

1. Place the fissues in 2 ml microcentrifuge tubes containing 1 stainless steel bead
(5 mm mean diameter).

2. Add the appropriate volume of lysis buffer (e.g., Buffer ATL) to each tube.
3. Place the tubes in the Tissuelyser Adapter Set 2 x 24.
4. Operate the Tissuelyser for 20 s at 15 Hz.

Note: Exceeding this homogenization time and intensity may lead to significant
fragmentation of genomic DNA.
If working with fibrous tissues, cutting the tissue into smaller pieces before starting
disruption will improve disruption efficiency.

5. Proceed with DNA purification.
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Protocol: Purification of DNA from Plant Tissues
(Mini Protocol)

This protocol provides guidelines on using Tissuelyser Adapter Sets to disrupt plant
tissues for subsequent DNA purification. If using a QIAGEN kit for DNA purification
(see Table 5, page 10), refer to the supplied handbook, which contains a complete
protocol for sample disruption and DNA purification.

Important points before starting

Before beginning the procedure, read “Important Notes” (page 13).

Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

If using @ QIAGEN kit for DNA purification, read the supplied handbook carefully
before starting.

Fresh, frozen, or lyophilized tissues can be processed. Fresh tissues can be
disrupted in lysis buffer at ambient temperature. Alternatively, fresh or frozen
tissues can be disrupted without lysis buffer if they are precooled on dry ice and
if the adapter sets are precooled at ~-80°C for at least 2 h. Lyophilized tissues can
be disrupted without lysis buffer at ambient temperature. Disruption of tissues in
lysis buffer yields DNA ideal for PCR, while disruption of tissues in liquid nitrogen
yields DNA of a higher molecular weight. We do not recommend disrupting
frozen tissues in lysis buffer as this results in low yields and degraded DNA.

Procedure

1.

If purifying DNA of higher molecular weight from fresh or frozen tissues, precool
the Tissuelyser Adapter Set 2 x 24 or Tissuelyser Adapter Set 2 x 96 by storing at
-80°C for at least 2 h.

The adapter sets do not need to be precooled if disrupting fresh tissues in lysis
buffer or if disrupting lyophilized tissues.

Place the tissues in 2 ml microcentrifuge tubes or 1.2 ml collection microtubes
containing 1 tungsten carbide bead (3 mm mean diameter).

If purifying DNA of higher molecular weight from fresh or frozen tissues, precool
the tubes by storing on dry ice.

Note: Do not freeze the tubes in liquid nitrogen, as this may lead to breakage of
the tubes.

The tubes do not need to be precooled if disrupting fresh tissues in lysis buffer or
if disrupting lyophilized tissues.
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Plant Tissues
Mini (DNA)

If necessary, add an appropriate volume of lysis buffer (e.g., Buffer AP1) to each
tube.

Lysis buffer must not be added if disrupting precooled tissues or if disrupting
lyophilized tissues.

Place the tubes in the Tissuelyser Adapter Set 2 x 24 (if using 2 ml tubes) or
Tissuelyser Adapter Set 2 x 96 (if using 1.2 ml tubes).

Operate the Tissuelyser for 1 min at 25 Hz. Disassemble the adapter set, rotate
the rack of tubes so that the tubes nearest to the Tissuelyser are now outermost,
and reassemble the adapter set. Operate the Tissuelyser for another 1 min at
25 Hz.

Note: If processing precooled tissues, increasing the disruption time may lead to

thawing and reduced DNA yield and quality.
Add lysis buffer (e.g., Buffer AP1) if necessary, and proceed with DNA purification.

The tungsten carbide beads can be reused. For details on recovering and cleaning
beads, refer to the DNeasy Plant Handbook.
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Protocol: Purification of DNA from Plant Tissues (Maxi
Protocol)

This protocol provides guidelines on using a Grinding Jar Set to disrupt plant tissues for
subsequent DNA purification. If using the DNeasy Plant Maxi Kit for DNA purification
(see Table 5, page 10), refer to the supplied DNeasy Plant Handbook, which contains
a complete protocol for sample disruption and DNA purification.

Important points before starting

Before beginning the procedure, read “Important Notes” (page 13).

Ensure that you are familiar with operating the Tissuelyser by referring to the
operating instructions.

If using the DNeasy Plant Maxi Kit for DNA purification, read the supplied
handbook carefully before starting.

Fresh, frozen, or lyophilized tissues can be processed. Fresh tissues can be
disrupted in lysis buffer at ambient temperature. Alternatively, fresh or frozen
tissues can be disrupted without lysis buffer if the jar containing the sample is
frozen in liquid nitrogen. Lyophilized tissues can be disrupted without lysis buffer
at ambient temperature. Disruption of tissues in lysis buffer yields DNA ideal for
PCR, while disruption of tissues frozen in liquid nitrogen yields DNA of a higher
molecular weight. We do not recommend disrupting frozen tissues in lysis buffer
as this results in low yields and degraded DNA.

Procedure

1.

Place the fissues in 10 ml grinding jars containing 1 stainless steel grinding ball
(20 mm mean diameter).

If purifying DNA of higher molecular weight from fresh or frozen tissues, freeze
the jars in liquid nitrogen for 1 min.

The grinding jars do not need to be frozen if disrupting fresh tissues in lysis buffer
or if disrupting lyophilized tissues.

If necessary, add an appropriate volume of lysis buffer (e.g., Buffer AP1) to each
jar.

Lysis buffer must not be added if processing frozen grinding jar sets or if disrupting
lyophilized tissues.

Operate the Tissuelyser for 1 min at 30 Hz.

If purifying DNA of higher molecular weight from fresh or frozen tissues, freeze
the jars in liquid nitrogen for 1 min.

The grinding jars do not need to be frozen if disrupting fresh tissues in lysis buffer
or if disrupting lyophilized tissues.
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6. Operate the Tissuelyser for 1 min at 30 Hz.
7. Addlysis buffer (e.g., Buffer AP1) if necessary, and proceed with DNA purification.

The stainless steel grinding balls can be reused. For details on recovering and
cleaning grinding balls, refer to the DNeasy Plant Handbook.
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Appendix A: Tissuelyser Accessories
Tissuelyser Adapter Set 2 x 24

This adapter set allows disruption of 48 (2 x 24) samples in parallel using standard
2 ml microcentrifuge tubes (e.g., Eppendorf Safe-lock micro test tubes). Sample
disruption can be carried out at room temperature or after storing the adapter set at
-80°C for at least 2 hours. The adapter set can be cleaned with detergent,
microbicides, or up to 96% ethanol. For more information, see the product sheet sup-
plied with the Tissuelyser Adapter Set.

Tissuelyser Adapter Set 2 x 96

This adapter set allows disruption of 192 (2 x 96) samples in parallel using Collection
Microtubes (racked). Sample disruption can be carried out at room temperature or after
storing the adapter set at -80°C for at least 2 hours. The adapter set can be cleaned
with detergent, microbicides, or up to 96% ethanol. For more information, see the
product sheet supplied with the Tissuelyser Adapter Set.

Tissuelyser Single-Bead Dispenser, 5 mm

This bead dispenser dispenses individual beads (5 mm diameter) into any sample
container. The reservoir holds approximately 150 beads. The Tissuelyser Single-Bead
Dispenser can be cleaned with water or detergent. For more information, see the
product sheet supplied with the Tissuelyser Single-Bead Dispenser.

Tissuelyser Single-Bead Dispenser, 7 mm

This bead dispenser dispenses individual beads (7 mm diameter) into any sample
container. The reservoir holds approximately 45 beads. The Tissuelyser Single-Bead
Dispenser can be cleaned with water or detergent. For more information, see the
product sheet supplied with the Tissuelyser Single-Bead Dispenser.

Tissuelyser 3 mm Bead Dispenser, 96-well

This bead dispenser dispenses 96 beads (3 mm diameter) in parallel into Collection
Microtubes (racked), enabling highthroughput disruption and homogenization. The
reservoir holds approximately 1000 beads. The dispenser can be cleaned with water
or detergent. For more information, see the product sheet supplied with the Tissuelyser
Bead Dispenser, 96-well.
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Tissuelyser 5 mm Bead Dispenser, 96-well

This bead dispenser dispenses 96 beads (5 mm diameter) in parallel into Collection
Microtubes (racked), enabling high-throughput disruption and homogenization. The
reservoir holds approximately 300 beads. The dispenser can be cleaned with water or
detergent. For more information, see the product sheet supplied with the Tissuelyser
Bead Dispenser, 96-well.

Grinding Jar Set, S. Steel

The grinding jars allow disruption of 2 large samples in parallel using stainless steel
grinding balls. Sample disruption can be carried out at room temperature or after
freezing the grinding jars in liquid nitrogen. For more information, see the product sheet
supplied with the Grinding Jar Set.

Grinding Jar Set, Teflon

The grinding jars allow disruption of 2 large samples in parallel using Teflon grinding
balls. Sample disruption can be carried out at room temperature. For more information,
see the product sheet supplied with the Grinding Jar Set.
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Appendix B: Automated Solutions
Automated purification using QIAGEN spin-column kits

Purification of genomic DNA or total RNA from tissues can be fully automated on the
QlAcube. The innovative QlAcube uses advanced technology to process QIAGEN spin
columns, enabling seamless integration of automated, low-throughput sample prep into
your laboratory workflow. Sample preparation using the QlAcube follows the same
steps as the manual procedure (i.e., lyse, bind, wash, and elute), enabling you to
continue using DNeasy Kits, QlAamp Kits, RNeasy Kits, and the miRNeasy Mini Kit for
purification of high-quality DNA or RNA. For more information about the automated
procedure, see the relevant protocol sheet available at www.qgiagen.com/MyQIAcube .

F— 1N
B -

The QlAcube.

The QlAcube is preinstalled with protocols for purification of plasmid DNA, genomic
DNA, RNA, viral nucleic acids, and proteins, plus DNA and RNA cleanup. The range
of protocols available is continually expanding, and additional QIAGEN protocols can
be downloaded free of charge at www.giagen.com/MyQlAcube .

Avutomated purification using magnetic particles and 96-well plates

Complete automated solutions from QIAGEN allow purification of genomic DNA or
total RNA from human, animal, or plant tissues at a range of different throughputs using
magnetic particles or 96-well plates (see Table 7, page 30). QIAGEN Instrument
Service provides comprehensive support services to ensure the continued success of
your automated applications. For more information about QIAGEN automation and
QIAGEN Instrument Service, visit www.giagen.com/automation .
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Table 7. Automated purification of genomic DNA and total RNA from tissues

Workstation Capability

EZ1 Advanced Purification of genomic DNA or total RNA from 1-6 human
samples per run

QIAsymphony SP Purification of genomic DNA or total RNA from 1-96
animal or human samples per run

BioRobot Universal Purification of genomic DNA or total RNA in 96-well
System format from animal or human samples, plus
downstream reaction setup

BioSprint 96 Purification of genomic DNA from up to 96 animal or
plant samples per run

Low-throughput sample disruption

The TissueRuptor® is a handheld rotor—stator homogenizer that provides rapid and
efficient disruption of individual samples for a wide range of downstream applications.
The TissueRuptor uses transparent disposable probes, which helps to minimize the risk
of cross-contamination and enables visual control of the sample disruption process. The
TissueRuptor is an integral part of QIAGEN's complete solution for tissue management
in gene expression, genotyping, and proteomics applications. Optimized protocols are
available for sample disruption prior to manual or automated nucleic acid or protein
purification, enabling a streamlined, efficient workflow. Purification of RNA, DNA, total
nucleic acids, or protein can then be performed using QIAGEN kits. For more
information about the TissueRuptor, visit www.giagen.com/TissueRuptor .

Automated multicapillary gel electrophoresis

The revolutionary QlAxcel System enables fully automated and sensitive, high-
resolution capillary electrophoresis for up to 96 samples per run. Ready-to-go gel
cartridges reduce manual handling errors and eliminate the need for tedious gel
preparation. With the QlAxcel System, analysis of DNA fragments, single- or multiplex
PCR products, and qualitative and quantitative RNA analysis is now easier and faster
than ever. To find out more, visit www.giagen.com/QIAxcel .
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Ordering Information

Product Contents Cat. no.
Tissuelyser Il Universal laboratory mixer-mill 85300
disruptor, 100-120/220-240 V,
50/60 Hz
Accessories
Tissuelyser Adapter Set 2 x 24 2 sets of Adapter Plates and 2 racks 69982
for use with 2 ml microcentrifuge
tubes on the Tissuelyser
Tissuelyser Adapter Set 2 x 96 2 sets of Adapter Plates for use with 69984
Collection Microtubes (racked) on
the Tissuelyser
Grinding Jar Set, 2 Grinding Jars (10 ml), 2 Stainless 69985
S. Steel (2 x 10 ml) Steel Grinding Balls (20 mm)
Grinding Jar Set, 2 Grinding Jars (10 ml), 2 Teflon 69986
Teflon (2 x 10 ml) Grinding Balls (20 mm)
Stainless Steel Beads, Stainless Steel Beads, suitable for 69989
5 mm (200) use with the Tissuelyser system
Tungsten Carbide Beads, Tungsten Carbide Beads, suitable for 69997
3 mm (200) use with the Tissuelyser system
Tissuelyser Single-Bead For dispensing individual beads 69965
Dispenser, 5 mm (5 mm diameter)
Tissuelyser Single-Bead For dispensing individual beads 69967
Dispenser, 7 mm (7 mm diameter)
Tissuelyser 3 mm Bead For dispensing 96 beads (3 mm 69973
Dispenser, 96-Well diameter) in parallel
Tissuelyser 5 mm Bead For dispensing 96 beads (5 mm 69975
Dispenser, 96-Well diameter) in parallel
Collection Microtubes (racked)  Nonsterile polypropylene tubes 19560
(1.2 ml), 960 in racks of 96
Collection Microtube Caps Nonsterile polypropylene caps for 19566
collection microtubes (1.2 ml) and
round-well blocks, 960 in strips of 8
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Ordering Information

Product Contents Cat. no.
Related products
RNeasy Kits — for purification of total RNA from cells, tissues, and yeast
RNeasy Micro Kit (50) For 50 preps: RNeasy MinElute® 74004
Spin Columns, Collection Tubes,
DNase |, Carrier RNA, Buffers
RNeasy Mini Kit (50) For 50 preps: RNeasy Spin Columns, 74104
Collection Tubes, Buffers
RNeasy Protect Kits — for stabilization and purification of total RNA
from tissues
RNeasy Protect Mini Kit (50) For 50 preps: RNAlater RNA 74124
Stabilization Reagent, RNeasy Spin
Columns, Collection Tubes, Buffers
RNeasy Plus Kits — for purification of total RNA from cells and tissues
using gDNA Eliminator spin columns
RNeasy Plus Micro Kit (50) For 50 preps: RNeasy MinElute Spin 74034
Columns, gDNA Eliminator Spin
Columns, Collection Tubes, Carrier
RNA, Buffers
RNeasy Plus Mini Kit (50) For 50 preps: RNeasy Spin Columns, 74134
gDNA Eliminator Spin Columns,
Collection Tubes, Buffers
Reagent DX 1 ml Reagent DX in a screw-cap tube 19088
RNeasy Fibrous Tissue Kits — for purification of total RNA from
fiber-rich tissues
RNeasy Fibrous Tissue For 50 preps: RNeasy Spin Columns, 74704
Mini Kit (50) Collection Tubes, Proteinase K,
DNase |, Buffers
RNeasy Fibrous Tissue For 10 preps: RNeasy Spin Columns, 75742
Midi Kit (10) Collection Tubes, Proteinase K,
DNase |, Buffers
RNeasy Lipid Tissue Kits — for purification of total RNA from all
types of tissue, including fatty tissues
RNeasy Lipid Tissue For 50 preps: RNeasy Spin Columns, 74804
Mini Kit (50) Collection Tubes, QlAzol Lysis
Reagent, Buffers
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Ordering Information

Product Contents Cat. no.
RNeasy 96 Universal Tissue Kits — for purification of total RNA from
all types of tissue in 96-well format
RNeasy 96 Universal For 4 x 96 preps: RNeasy 96 Plates, 74881
Tissue Kit (4) Elution Microtubes CL, Caps,
S-Blocks, Airpore Tape Sheets,
QIlAzol Lysis Reagent, Buffers
RNeasy 96 Universal Tissue For 12 x 96 preps on the BioRobot 967852
8000 Kit (12) Universal System: RNeasy 96 Plates,
Collection Microtubes, Elution
Microtubes CL, Caps, S-Blocks,
QIAzol Lysis Reagent, Buffers
EZ1 RNA Tissue Mini Kit — for purification of total RNA from
easy-to-lyse tissues on the BioRobot EZ1 workstation
EZ1 RNA Tissue Mini Kit (48)  For 48 preps: Reagent Cartridges, 959034
Tips, Tip-Holders, Tubes, DNase |,
Buffer RLT
EZ1 RNA Universal Tissue Kit — for purification of total RNA from all
types of tissue on the BioRobot EZ1 workstation
EZ1 RNA Universal For 48 preps: Reagent Cartridges, 956034
Tissue Kit (48) Tips, Tip-Holders, Tubes, QlAzol Lysis
Reagent
MagAttract RNA Tissue Mini M48 Kit — for purification of total RNA
from easy-to-lyse tissues on the BioRobot M48 workstation
MagAttract RNA Tissue For 192 preps: MagAttract 959236
Mini M48 Kit (192) Suspension E, DNase |, Buffers
MagAttract RNA Universal Tissue M48 Kit — for purification of total
RNA from all types of tissue on the BioRobot M48 workstation
MagAttract RNA Universal For 192 preps: MagAttract 956336
Tissue M48 Kit (192) Suspension E, DNase |, QlAzol
Lysis Reagent, Buffers
QlAsymphony RNA Kit — for purification of total RNA from cells and
tissues on the QlAsymphony SP
QlAsymphony RNA Kit (192)  For 192 preps: 2 Reagent 931636
Cartridges, and Enzyme Racks
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Ordering Information

Product Contents Cat. no.
RNeasy Plant Mini Kit — for purification of total RNA from plants
and fungi
RNeasy Plant Mini Kit (20) For 20 preps: RNeasy Spin Columns, 74903
QlAshredder Spin Columns,
Collection Tubes, Buffers
RNeasy 96 Kit — for purification of total RNA from cells in
96-well format
RNeasy 96 Kit (4) For 4 x 96 preps: RNeasy 96 Plates, 74181
Elution Microtubes CL, Caps,
S-Blocks, Airpore Tape Sheets, Buffers
RNeasy Protect Bacteria Kits — for stabilization and purification of
total RNA from bacteria
RNeasy Protect Bacteria For 50 preps: RNAprotect Bacteria 74524
Mini Kit (50) Reagent, RNeasy Mini Kit
RNeasy Protect Bacteria For 10 preps: RNAprotect Bacteria 75552
Midi Kit (10) Reagent, RNeasy Midi Kit
AllPrep DNA/RNA/Protein Mini Kit — for simultaneous purification
of DNA, RNA, and protein from cells and tissues
AllPrep DNA/RNA/ For 50 preps: AllPrep DNA Spin 80004
Protein Mini Kit (50) Columns, RNeasy Spin Columns,
Collection Tubes, Buffers
AllPrep DNA/RNA Kits — for simultaneous purification of DNA and
RNA from cells and tissues
AllPrep DNA/RNA For 50 preps: AllPrep DNA Spin 80284
Micro Kit (50) Columns, RNeasy MinElute Spin
Columns, Collection Tubes, Carrier
RNA, Buffers
AllPrep DNA/RNA For 50 preps: AllPrep DNA Spin 80204
Mini Kit (50) Columns, RNeasy Spin Columns,
Collection Tubes, Buffers
QIAamp DNA Mini Kit — for purification of genomic, mitochondrial,
bacterial, parasite, or viral DNA
QlAamp DNA Mini Kit (50) For 50 preps: QlAamp Spin Columns, 51304
Collection Tubes, Proteinase K,
Buffers
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Ordering Information

Product Contents Cat. no.
EZ1 DNA Tissue Kit — for automated purification of genomic DNA
from 1-6 human samples on the BioRobot EZ1 workstation
EZ1 DNA Tissue Kit (48) For 48 preps: Reagent Cartridges, 953034
Tips, Tip-Holders, Tubes, Proteinase K,
Buffer G2
MagAtiract DNA Mini M48 Kit — for automated purification of genomic
DNA from 6-48 human samples on the BioRobot M48 workstation
MagAttract DNA Mini For 192 preps: MagAttract 953336
M48 Kit (192) Suspension B, Proteinase K, Buffers
QlAsymphony DNA Kits — for purification of DNA from a wide range
of sample types on the QIAsymphony SP
QlAsymphony DNA For 96 preps of 400 pl each: 931235
Mini Kit (96) 2 Reagent Cartridges, and
Enzyme Racks
QlAsymphony DNA For 96 preps of 1000 pl each: 931255
Midi Kit (96) 2 Reagent Cartridges, and Enzyme
Racks
DNeasy Blood & Tissue Kit — for purification of total DNA from animal
blood and tissues, and from cells, yeast, bacteria, or viruses
DNeasy Blood & Tissue Kit (50) For 50 preps: DNeasy Spin Columns, 69504
Collection Tubes, Proteinase K,
Buffers
DNeasy 96 Blood & Tissue Kit — for purification of total DNA from
animal blood and tissues, and from cells, yeast, bacteria, or viruses
in 96-well format
DNeasy 96 Blood & For 4 x 96 preps: DNeasy 96 Plates, 69581
Tissue Kit (4) Collection Microtubes, Caps,
S-Blocks, Elution Microtubes RS,
AirPore Tape Sheets, Proteinase K,
Buffers
DNeasy Plant Kits — for purification of total DNA from plants and fungi
DNeasy Plant Mini Kit (50) For 50 preps: DNeasy Spin Columns, 69104
QlAshredder Spin Columns,
Collection Tubes, RNase A, Buffers
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Ordering Information

Product Contents Cat. no.

DNeasy Plant Maxi Kit (6) For 6 preps: DNeasy Spin Columns, 68161
QlAshredder Spin Columns,
Collection Tubes, RNase A, Buffers
DNeasy 96 Plant Kit — for purification of total DNA from plants
in 96-well format
DNeasy 96 Plant Kit (6) For 6 x 96 preps: DNeasy 96 Plates, 69181
Collection Microtubes, Caps,
S-Blocks, Elution Microtubes RS,
AirPore Tape Sheets, RNase A,
Reagent DX, Buffers
MagAtiract 96 DNA Plant Core Kit — for manual or automated
purification of total DNA from plants in 96-well format
MagAttract 96 DNA Plant For 6 x 96 preps: MagAttract 67161
Core Kit (6) Suspension A, RNase A, Buffers
BioSprint 15 DNA Plant Kit — for automated purification of total DNA
from plant tissue on the BioSprint 15 workstation
BioSprint 15 DNA Plant Kit (60) For 60 preps: MagAttract Suspension 941514
G, Rod Covers, Tube Strips, RNase A,
Buffers
BioSprint 96 DNA Plant Kit — for automated purification of total DNA
from plant tissue on the BioSprint 96 workstation

BioSprint 96 DNA For 576 preps: MagAttract 941557
Plant Kit (576) Suspension G, Rod Covers,

Microplates MP, S-Blocks, RNase A,

Buffer RPW

For up-to-date licensing information and product-specific disclaimers, see the respective
QIAGEN kit handbook or user manual. QIAGEN kit handbooks and user manuals are
available at www.giagen.com or can be requested from QIAGEN Technical Services
or your local distributor.
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Trademarks: QIAGEN®, QlAamp®, QlAcube®, QlAsymphony™, QIAzol®, AllPrep®,
BioRobot®, BioSprint®, DNeasy®, EZ1°, MagAttract®, MinElute®, RNAprotect®, RNeasy®,
TissueRuptor® (QIAGEN Group); Eppendorf® (Eppendorf AG); Teflon® (E. I. du Pont de
Nemours and Company). “RNAlater®” is a trademark of AMBION, Inc., Austin, Texas
and is covered by various U.S. and foreign patents.

QlAzol Lysis Reagent is a subject of US Patent No. 5,346,994 and foreign equivalents.
© 2004-2010 QIAGEN, all rights reserved.
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Australia = Orders 1-800-243-800 = Fax 03-9840-9888 = Technical 1-800-243-066

Austria = Orders 0800-28-10-10 = Fax 0800/28-10-19 = Technical 0800-28-10-11

Belgium = Orders 0800-79612 = Fax 080079611 = Technical 0800-79556

Brazil = Orders 0800-557779 = Fax 55-11-5079-4001 = Technical 0800-557779

Canada = Orders 800-572-9613 = Fax 800-713-5951 = Technical 800-DNA-PREP (800-362-7737)
China = Orders 86-21-3865-3865 = Fax 86-21-3865-3965 = Technical 800-988-0325
Denmark = Orders 80-885945 = Fax 80-885944 = Technical 80-885942

Finland = Orders 0800-914416 = Fax 0800914415 = Technical 0800-914413

France = Orders 01-60-920-926 = Fax 01-60-920-925 = Technical 01-60-920-930 = Offers 01-60-920-928
Germany = Orders 02103-29-12000 = Fax 02103-29-22000 = Technical 02103-29-12400
Hong Kong = Orders 800 933 965 = Fax 800 930 439 = Technical 800 930 425

Ireland = Orders 1800 555 049 = Fax 1800 555 048 = Technical 1800 555 061

ltaly = Orders 800-789-544 = Fax 02-334304-826 = Technical 800-787980

Japan = Telephone 03-6890-7300 = Fax 03-5547-0818 = Technical 03-6890-7300

Korea (South) = Orders 080-000-7146 = Fax 02-2626-5703 = Technical 080-000-7145
Luxembourg = Orders 8002-2076 = Fax 8002-2073 = Technical 8002-2067

Mexico = Orders 01-800-7742-639 = Fax 01-800-1122-330 = Technical 01-800-7742-436
The Netherlands = Orders 0800-0229592 = Fax 0800-0229593 = Technical 0800-0229602
Norway = Orders 800-18859 = Fax 800-18817 = Technical 800-18712

Singapore = Orders 1800-742-4362 = Fax 65-6854-8184 = Technical 1800-742-4368
Spain = Orders 91-630-7050 = Fax 91-630-5145 = Technical 91-630-7050

Sweden = Orders 020-790282 = Fax 020-790582 = Technical 020798328

Switzerland = Orders 055-254-22-11 = Fax 055-254-22-13 = Technical 055-254-22-12 ’ . . . .
UK = Orders 01293-422-911 = Fax 01293-422-922 = Technical 01293-422-999 ‘ ‘ . . ‘

USA = Orders 800-426-8157 = Fax 800-718-2056 = Technical 800-DNA-PREP (800-362-7737) QIAGEN

Sample & Assay Technologies



Filtered Universal Pipette Tips

BOENMED manufactures FILTERED UNIVERSAL PIPETTE TIPS. The Pipette tips are essential tools
in laboratories and scientific research, designed to work with pipettes for accurate and precise liquid
handling.

Pipette tips with filter barrier protects pipettors and samples from contamination.

The filter tips block >99% of aerosols to prevent cross-contamination.

Hydrophobic filters contain no additives and will not absorb samples.

The Universal Filter Tips Pipettes fit most popular brands of pipettors.

Each hinged rack is individually sealed in plastic and has a tear strip for easy opening without sharp
instruments.

RNase, DNase and Pyrogen Free.

Product: Sterile pipette tips with filter
Material: PP

Color: Clear

Volume:10ul-1250ul.

Package Style:

Bulked: 1000tips/bag, 10bags/ctn

Racked: 96tips/rack, 10racks/pk, 50racks/ctn

Cat No. Description Qty/Case(pcs)
640403 Racked filter tips,96tips/rack, sterile, 20ul 4800
640406 Racked filter tips,96tips/rack, sterile, 200ul 4800

640407 Racked filter tips,96tips/rack, sterile, 1000ul 4800



Eppendorf Pipette Tips

Eppendorf Pipette Tips

BOENMED manufactures EPPENDORF PIPETTE TIPS. The Eppendorf Pipette Tips made from
medical grade PP material, excellent input and output accuracy, perfect match with pipettes,
mainly used for sample liquid transferring.

Clean, hydrophobic surfaces reduce sample retention, and increase accuracy and
reproducibility.

Tip orifice is precisely centered for directional accuracy.

Product: Pipette Tips, Eppendorf pipette tips, Eppendorf Pipette Micro Tips, Disposable pipette
tips.

Application: Designed for use in a wide variety of pipetting applications, compatibility with
Eppendorf Pipettors.

Material: PP material.

Size:10ul, 200ul, 1000ul

Color: Various color optional easy to identify

Sterility: Non sterile.

Cat No. Description
640201 Eppendorf pipette tips,clear,10ul,1000tips/bag
640202 Eppendorf pipette tips,yellow,200ul,1000tips/bag

640203 Eppendorf pipette tips,blue,1000ul,500pcs/bag
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ARTICOLO: MICROPROVETTE SECURE LOCK
ITEM: MICRO TEST TUBES SECURE LOCK

DESCRIZIONE /| DESCRIPTION

Microprovette con sistema di chiusura di sicurezza integrato nel
tappo, per prevenirne I'apertura accidentale e I'evaporazione del
campione. In polipropilene, graduate, con area di scrittura e tappo
piatto perforabile. Sono certificate esenti da DNA umano, inibitori
della PCR, ATP, DNasi, RNasi e pirogeni. Non citotossiche, non
emolitiche. Idonee per applicazioni in PCR e in biologia
molecolare. Sterili in confezione singola.

Temperatura di utilizzo: -80°C / +100°C.

Autoclavabili aperte a +121°C per 20 minuti.

Micro test tubes with secure lock integrated in the cap to prevent
accidental cap opening and evaporation. In polypropylene,
graduated, with writing area and flat pierceable cap. They are
certified free of human DNA, PCR inhibitors, ATP, DNase, RNase
and pyrogen. Non cytotoxic, non hemolytic. Suitable for PCR and
molecular biology applications. Sterile individually wrapped..
Temperature of use: -80°C / +100°C.

Autoclavable open at +121°C for 20 minutes.

Prodotto con marchio CE - Prodotto marcato CE secondo quanto previsto dal Regolamento (UE) 2017/746
CE Marked product - CE marked product according to Regulation (EU) 2017/746

CARATTERISTICHE PRINCIPALI TECHNICAL FEATURES

Stato microbiologico

NON STERILE /NOT STERILE

Microbiological status

Materiale impiegato

POLIPROPILENE / POLYPROPYLENE

Raw material — container

Temperature tollerate

MIN -80°C MAX +121°C

Temperature range

Validita del prodotto

5 ANNI/ YEARS

Shelf life

Mod ST-059/11.19/2
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SECURE LOCK

Sistema di chiusura di sicurezza integrato nel
tappo, per prevenirne l'apertura accidentale e
I'evaporazione del campione.

Secure lock integrated in the cap to prevent
accidental cap opening and evaporation

DESTINAZIONE D’USO / INTENDED PURPOSE

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

Classificazione Nazionale dei Dispositivi Medici (CND) > W050301020202 (Microprovette e coppette senza additivi
in materiale plastico per analisi).

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

Basic UDI-DI (Global Model Number — GMN): 805577609F116MICPRBIO04DZ

Intended purpose is “IN VITRO MEDICAL DEVICE” "specimen receptacles” suitable to contain a human biological sample
(e.g. urine, blood, sperm, saliva, sputum, pus, etc) in order to perform in vitro laboratory diagnostic analysis also with
molecular biology techniques. For professional use only.

National classification of medical devices (CND - For Italian law) > W050301020202 (Samples analyses, plastic
microtubes without additives).

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

Basic UDI-DI (Global Model Number — GMN): 805577609F116MICPRBIO04DZ

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

- Destinato esclusivamente ad uso professionale —

L'eventuale presenza di scala graduata € da intendersi a scopo indicativo e senza funzione
metrologica

Non variare la destinazione d'uso. In caso di dubbio circa la destinazione d'uso, Vi preghiamo
di contattare il Fabbricante.

Prima dell'utilizzo controllare la perfetta chiusura del dispositivo se applicabile

Manipolare utilizzando dispositivi di protezione individuale: pericolo di contaminazione

Non utilizzare il Dispositivo in caso di evidenti segni di rottura, lesioni, fessurazioni che
potrebbero comprometteme il corretto uso

Non awvicinare il Dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare
Non utilizzare e smaltire il Dispositivo scaduto o con la confezione non integra

Non riutiizzare: Dispositivo monouso. Leventuale riutiizzo potrebbe causare la
contaminazione del campione.

Nel caso di dispositivo sterile o asettico: stato microbiologico garantito a confezione integra.
Non ri-sterilizzare

Utilizzare il Dispositivo unicamente con accessori compatibili e/o in dotazione (tappi, supporti,
ecc.)

Non esporre direttamente ai raggi solari; proteggere dall'umidita (U.R. max 75% a 26°C)
Conservare in luogo asciutto, temperatura min. -10°C (14°F) max +50°C (122°F)

Smaltire secondo le normative vigenti, pericolo di infezione.

Prima dellutlizzo con sostanze particolari consultare sul catalogo le tabelle di
resistenza/compatibilita dei materiali.

Mod ST-059/11.19/2

MICROPROVETTE SECURE LOCK

- For professional use only -

Any presence of a graduated scale is intended for indicative purposes and without a
metrological function.

Do not vary the intended purpose of the device. Please contact the Manufacturer in the
evenience of doubts conceming the intended purpose.

Before use check the perfect closure of the device if applicable.

Handlle using personal protective equipment: risk of contamination.

Do not use the Device in case of evident signs of breakage, injuries, cracks that could
compromise its correct use.

Keep out of flame or heat sources which might damage the device.

Do not use after expiry date or if packing is opened.

Do not re-use: Disposable Device. Any reuse could cause sample contamination.

If sterile or aseptic Device: Microbiological status in undamaged pack. Do not re-sterilize.
Use the Device only with compatible and / or supplied accessories (caps, supports, etc.)
Do not put under direct sun rays; store in a dry, cool place (U.R. max 75% at 26°C)
Store in dry place, temperature range: min. -10°C (14°F) max +50°C (122°F)

Disposal according to applicable regulations, risk of infection.

Before use with particular substances check the resistance/compatibility chart in our
catalogue.
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SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS (UNI EN CEI ISO 15223-1
c € Marchio CE Dispositivo Medico Diagnostico in Vitro D‘i] Consultare le istruzioni per I'uso

CE Mark In Vitro diagnostic medical device Consult instructions for use
Data di produzione Data di scadenza Lotto
Date of manufacture Use-by date Lot Batch code

Codice articolo d Fabbricante Monouso
Catalogue number Manufacturer Do not re-use
Non sterile Proteggere dall’'umidita S Non esporre ai raggi del sole
Non-sterile T Keep dry 2N Keep away from sunlight
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0.2 ml Real Time PCR tubes

Tubes made of polypropylene, featuring attached hinged caps.

Flat caps are easily pierceable and offer optical quality, thus allowing their
application in Real Time PCR.

Available in strips of 8 tubes (see code 4095.1NP in the following page).
Certified RNAse, DNAse and PCR inhibitors free.

DNAse NP = Q)
RNAse PCR

OXT B nHieiTors)
FREE FREE

CELL CULTURE. MOLECULAR BIOLOGY

- case case case

L AT quantity weight volume

4094.5N PCR 0.2 ml QPCR tube 1,000 0.25 0.003
0.2 ml PCR tubes

Tubes made of polypropylene, featuring attached hinged caps.

Caps are flat and easily pierceable.

See strips of these tubes on the following page (codes 4094.3N and 4094.4N).
Certified RNAse, DNAse and PCR inhibitors free.

DNAse =Q
RNAse PC
DX R nHisors DNA
FREE FREE. FREE

eI G qantlty  weight  volume
4094.1N natural 1,000 0.24 0.003
4094.1A blue 1,000 0.24 0.003
4094.1R red 1,000 0.24 0.003
4094.1AM yellow 1,000 0.24 0.003

Ask for minimum quantity and delivery time for other colours.

0.2 ml PCR tubes

Made of polypropylene.
Tubes with attached domed cap.
Certified RNAse, DNAse and PCR inhibitors free.

DNAse =Q
pNgsel PCR

XD MnHisToRS)
FrEE 4B FREE

case case case
quantity weight volume

4095.9N individual tube with cap ~ natural 1,000 0.25 0.003

code description colour

67




Microcentrifuge Tube

Microcentrifuge tube

BOENMED manufactures MICROCENTRIFUGE TUBE. The Microcentrifuge tubes are

manufactured from robust virgin-polypropylene, clarity for better visual inspection.

-Flat cap with a beveled edge comfortable for opening and closing
-Precise lid sealing for lowest evaporation rates during storage
-Frosted writing area on tube for labeling and writing

-Clear molded graduations on tube for 1.5ml&2ml

-Flat top with a writable surface

-RNase, DNase, DNA and Pyrogen free available upon required.

Cat.No. Description Qty/Case
664101 0.5ml Microcentrifuge tube with snap cap, PP, clear 10000
664102 1.5ml Microcentrifuge tube with snap cap, PP, clear 5000

664103 2.0ml Microcentrifuge tube with snap cap, PP, clear 5000
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CERTIFIED COMPANY UNI EN ISO 9001 & UNI CEI EN ISO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

14.01.2021 oy
CODICE ARTICOLO:
ITEM CODE: 2120/SG

DESCRIZIONE / DESCRIPTION

CONTENITORE GRADUATO PER URINE DA 150 ML
Tappo a vite inserito, in polietilene di colore rosso, che ne
garantisce la perfetta tenuta con bordo zigrinato per una
apertura e chiusura facile e sicura. Contenitore con
superficie di scrittura. Ottima resistenza alle basse e alte
temperature e buona resistenza agli agenti chimici.
Prodotto in Polipropilene medicale (PP). Sterile, in
confezione singola. Dispositivo Latex-Free e apirogeno.
Conforme alla norma UNI EN 14254,

150 ML GRADUATED URINE CONTAINERS

Red inserted screw cap in polyethylene which
guarantees the perfect leak-proof, with milled rim
allowing a safe and easy opening/closing.

Container with writing surface. Excellent high and low
temperatures  resistance and chemical agents.
Manufactured in medical PP. Sterile, individually
wrapped. Latex free and pyrogen free device. Compliant
with UNI EN 14254,

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

Stato microbiologico ng;'gléTEA/ /SéTElifI;EYS Microbilogical status
Materiale impiegato contenitore POLIPROPILENE / POLYPROPYLENE Raw material — container
Materiale impiegato tappo POLIETILENE / POLYETHYLENE Raw material - cap
Volume nominale contenitore (ml) 150 Nominal volume container (ml)
Scala graduata MIN. 20ML — MAX 100ML Graduated scale
Incrementi scala graduata (ml) 20 Intervals graduated scale (ml)
Temperature tollerate contenitore MIN -10°C MAX +120°C Temperature range - container
Temperature tollerate tappo MIN -50°C MAX +80°C Temperature range - cap
Dimensioni contenitore (mm) B58x72 Dimensions - container (mm)
Dimensione tappo (mm) @ 61x13 Dimensions — cap (mm)
Peso contenitore (gr.) 9,0 Weight - container (gr.)
Peso tappo (gr.) 5,8 Weight — cap (gr.)
Validita del prodotto 5 ANNI/YEARS Shelf life
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DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione & quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” atto a contenere un campione
biologico umano (urina) al fine di effettuare analisi diagnostiche di laboratorio. Il dispositivo in oggetto € destinato
esclusivamente ad uso professionale.

Classificazione Nazionale Dispositivi Medici (CND) > W05010203 (Contenitori per raccolta di urina).

Repertorio Nazionale dei Dispositivi Medici (RDM) > 1897926/R

Codice EDMA > 51021002 - Sterile urine containers

Intended purpose is “IN VITRO MEDICAL DEVICE” adapted to contain a human biological sample (urine) in order to
perform diagnostic analysis laboratory. For professional use only.

National classification of medical devices (CND - For Italian law) > W05010203 (Urine collection, containers).
Code EDMA > 51021002 - Sterile urine containers.

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla fiamma 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 particolar substance check the resistance / compatibility chart on our catalogue

IMBALLO / PACKING

Quantita (pz): 250 Confezione interna (pz): singola QUANTITA MINIMA VENDIBILE
Quantity (pcs): Internal packing (pcs):  individually MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (Kg): Volume (m3):
External box dimensions (cm): 355 x55x 45,7 Weight (KQ): 55 Volume (m3): 0,089

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS

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

Lot Numero di lotto M.onouso Ster!l!zzqzione con radiazioni ionizzanti
Lot number Disposable Sterilization by ionizer rays
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CERTIFIED COMPANY UNI EN ISO 9001 & UNI EN 1SO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

DATA EMISSIONE / DATE OF ISSUE
25.11.2020 —

CODICE ARTICOLO: SACCHETTI PER AUTOCLAVE IN POLIPROPILENE
ITEM CODE!  PQOLYPROPYLENE AUTOCLAVE BAGS

Sacchetti in polipropilene (PP), per sterilizzazione in autoclave,
resistenti fino a 134°C. Sacchetto tipo “monopiega”.

Questi sacchetti sono particolarmente utili per eliminare, mediante
sterilizzazione in autoclave, sostanze patogene presenti in
recipienti contaminati (pipette, provette, piastre Microtiter, ecc.).
Simbolo “BIOHAZARD” ed istruzioni per l'uso stampate
direttamente sul sacchetto.

Spessore 40 my.

Polypropylene (PP) bags for autoclave sterilization, resistant up to
134°C. Bags single fold type.

These bags are particularly useful in order to remove, by
autoclave sterilization process, pathogenic substances normally
present in contaminated containers (pipettes, test tubes, Microtiter
plates, ecc.).

“BIOHAZARD” symbol and operating instructions directly printed
on the bag.

Thickness 65 my

SiMBOLO “BIOHAZARD” ED ISTRUZIONI PER L'USO STAMPATE DIRETTAMENTE
SUL SACCHETTO.

STAMPA MONOCOLORE GIALLA CONFORME ALLA UNI 7545/1-10 (PANTONE
109C / RAL 1023) SU SACCHETTO TRASPARENTE.

“BIOHAZARD” SYMBOL AND OPERATING INSTRUCTIONS DIRECTLY PRINTED ON

THE BAG. WRITTEN IN YELLOW COLOUR CONFORM TO UNI 7545/1-10 (PANTONE
109C / RAL 1023) PRINTED ON TRANSPARENT BAG.
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Stato microbiologico NON STERILE / NOT STERILE Microbiological status
Materiale impiegato POLIPROPILENE / POLYPROPYLENE Raw material
Temperatura massima di utilizzo +134 °C (+273.2 °F) Max working temperature
Spessore 40 MY Thickness
Validita del prodotto 5 ANNI/YEARS Shelf life
460 x 360 x 250 mm
10570 300 x 660 40 about 15 1.000 Vol. 0,041 m3
15,0 Kg.
460 x 360 x 250 mm
10571 400 x 660 40 about 30 1.000 Vol. 0,041 m3
20,0 Kg.
460 x 360 x 250 mm
10572 600 x 760 40 about 80 500 Vol. 0,041 m3
16,5 Kg.

Tolleranze dimensionali / Dimensional tollerances: £ 5 mm

La destinazione e quella per “UsI GENERALI DI LABORATORIO”. Prodotto adatto per effettuare la sterilizzazione in autoclave.
IL PRODOTTO NON E SOGGETTO A MARCATURA CE
Il dispositivo in oggetto é destinato esclusivamente ad uso professionale in laboratori di analisi.

Intended purpose: “GENERAL LABORATORY USE”. Product suitable for autoclave sterilization.
PRODUCT NOT SUBJECT TO CE MARKING.
For use in professional test laboratory only

> | contenitori riempiti con liquido non devono essere sigillati o tappati;

> Non introdurre oggetti appuntiti, come vetreria rotta, nei sacchi per autoclave;

> Aggiungere un po’ d’acqua ai sacchi contenenti residui solidi. L’acqua vaporizzera convogliando all’esterno I'aria residua
una volta raggiunta la temperatura di sterilizzazione internamente ai sacchi;

> Non chiudere il sacco, in quanto cio impedira all’aria di allontanarsi durante il processo di sterilizzazione;

> Non sovraccaricare 'autoclave e lasciare uno spazio sufficiente alla circolazione del vapore;

> Per la decontaminazione ed inertizzazione di rifiuti biologici particolarmente resistenti, autoclavare a +134°C

> Containers filled with liquid, must not be sealed or tapped;

> Do not introduce sharp objects, such as broken glassware, into the autoclave bags;

> Add a little high of water into the bags containing solid residues. The water will vaporize channeling outside the residual
air once reached the sterilization temperature internally to the bags;

> Do not close the bag as this will avoid to the air to move out during the sterilization process;

> Do not overload the autoclave and leave enough space for the steam circulation;

> For the decontamination and deactivation of biological waste, particularly resistant, to do autoclave process at +134 °C.
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Non awvvicinare il dispositivo alla fiamma 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 substances, check the resistance / compatibility chart on our catalogue

Data di fabbricazione Data di scadenza Consultare i documenti accompagnatori

Manufacturing date Expiry date Please consult accompanying documents
Lo Numero di lotto Monouso

Lot number Disposable
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PARAFILM® ROLLS AND CUTTER

Sealing film for laboratory containers. Suitable for any container, it has stretching
power of 200% and can adhere on angles or irregular surface. The cutter is planned
to safety store and cut Parafilm® sealing film. It can accomodate rolls of 50 and
100 mm widh.

Cod. Description Dim. (mm x m)
10901 Parafilm® roll 100 x 38

10902 Parafiim® roll 50x 75



Pasteur Pipette

LDPE Pasteur Pipette

BOENMED manufactures LDPE PASTEUR PIPETTE. The Pasteur Pipette is suitable for drawing,
transferring and blending various volumes of liquid.

The pasteur pipette is made from medical grade LDPE-a safe and convenient alternative to
glass pipettes.

Graduated pasteur pipette,with moulded graduations make it easy to perform quick measured
liquid transfer.

Transfer pipette,with variety of volume for choices. 1ml,3ml,smL

Available for E.O. sterilization or non sterile.

Bulk and individual packing or other.

Application
The LDPE Pasteur Pipettes are suitable for chemistry pH meter maintenance, laboratory tests,

diagnostic test kits, slide tests, extracting samples, and adding reagents/chemicals.

Cat No. Description Qty/Case
640702 Pasteur pipette 1ml, with graduation, sterile, individual pack 30000
640703 Pasteur pipette 3ml, with graduation, bulk pack 20000
640704 Pasteur pipette 3ml, with graduation, sterile, individual pack 20000

plastic pasteur pipettes manufacturers, disposable plastic pasteur pipettes suppliers, plastic
pasteur pipettes, polyethylene plastic pasteur pipettes, disposable plastic pasteur

pipettes, plastic pasteur pipettes suppliers, china disposable plastic pasteur pipettes, disposable
plastic pasteur pipettes manufacturers, pasteur pipettes, pasteur pipettes factory, sterile pasteur
pipettes, disposable pasteur pipettes, pipettes pasteur, sterile pasteur pipettes factory, pasteur

pipettes plastic, pasteur transfer pipettes
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SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET
Ob112000 o DT O ISSUE R
ARTICOLO: SACCHETTI PER STOMACHER®
ITEM: BAGS FOR STOMACHER®

Sacchetti sterili per omogeneizzatori a battuta tipo Stomacher®
Sacchetti trasparenti,sterili R, con sigillo a strappo. Infatti per aprirli &
necessario strappare lungo la linea tratteggiata posta sulla parte
superiore. In tal modo I'operatore ha la certezza che il sacchetto sia sterile
anche se la confezione € stata in precedenza aperta. | sacchetti sono
testati in base a diversi parametri, in particolare capacita di apertura,
tenuta alla base e dimensioni. | sacchetti per Stomacher® 400 sono
disponibili anche nella versione con fondo interno arrotondato tipo
“circulator” e rinforzato per migliorare la circolazione del campione,
evitando il ristagno negli angoli. | sacchetti prodotti in LDPE hanno uno
spessore di 65 um. | sacchetti prodotti in PA/PE (Nylon) hanno uno
spessore di 70 uym, ideali per sostanze particolarmente dure e per tempi
di omogeneizzazione piu lunghi. Sacchetti conformi per alimenti secondo
la legislazione vigente. Disponibili anche nella versione “Closure bag”
sigillabile tramite bioadesivo che consente I'utilizzo dello stesso sacchetto
sia per il campionamento sia per 'omogeneizzazione. Dispositivi Latex
Free

Sterile bags for Stomacher®blenders

Transparent bags, sterile R, with tear seal. In fact, is necessary for
opening tear along the dotted line on the top. In this way the operator has
the assurance that the bag is sterile, even if the package has been
previously opened. Bags are tested by various parameters, in detail by
opening capacity, sealing at the base and dimensions. Bags for
Stomacher® 400 are also available with rounded inner bottom "circulator"
type and strengthened to improve the circulation of the sample, avoiding
the stagnation in the corners. Bags made in LDPE have a thickness of 65
um. Bags made in PA/PE (nylon) have a thickness of 70 um, ideal for
particularly hard substances and for more long blending time. Suitable for
foodstuff in accordance with applicable law. Available also in “Closure
bag” version sealable by double sided tape that allows the use of the
same bag, both for sampling and blanding. Latex free device.

La destinazione €& quella per “USI GENERALI DI LABORATORIO”. Sacchetti ideali per la raccolta, la macinazione e
'omogeneizzazione dei prodotti alimentari o similari. Prodotto non soggetto a marcatura CE.
Il dispositivo in oggetto é destinato esclusivamente ad uso professionale.

Intended purpose: “GENERAL LABORATORY USE”. Ideal for sampling, mincing and homogenisation of foodstuff or similar.
PRODUCT NOT SUBJECT TO CE MARKING.
For professional use only.
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Compatibilita |

Compatibility

Stomacher® 80 & 80 MicroBiomaster (o similari / or similar)

Stato microbiologico ‘ Microbilogical status

Sterile tramite radiazioni ionizzanti Raggi Beta 21 kGy

Sterile by ionizer Beta Rays 21 kGy
Materiale ‘

Raw material
Polietilene bassa densita (LDPE) / Low Density Polyethylene (LDPE)

Dimensioni ‘ Dimensions
105 x 155 mm
VOLUME ‘ VOLUME
5-80 ml
SPESSORE ‘ THICKNESS
65 pm
Tipo fondo ‘ Bottom type

Quadrato / Square

Tipo chiusura ‘ Closure type

Standard

Tipo fondo | Bottom type

Quadrato / Square

Tipo chiusura | Closure type

“Closure bag” sigillabile tramite biadesivo

“Closure bag” version sealable by double sided tape

Mod ST-059/11.19/2

Compatibilita | Compatibility

Stomacher® 3500 Jumbo (o similari / or similar)

Stato microbiologico ‘ Microbilogical status

Sterile tramite radiazioni ionizzanti Raggi Beta 21 kGy
Sterile by ionizer Beta Rays 21 kGy

Materiale ‘ Raw material

Polietilene bassa densita (LDPE) / Low Density Polyethylene (LDPE)

Dimensioni ‘ Dimensions
380 x 510 mm
VOLUME ‘ VOLUME
400 - 3500 ml
SPESSORE ‘ THICKNESS
65 um
Tipo fondo ‘ Bottom type

Quadrato / Square

Tipo chiusura | Closure type

Standard

SACCHETTI STOMACHER - STOMACHER BAGS
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Stato microbiologico | Microbilogical status

Sterile tramite radiazioni ionizzanti Raggi Beta 21 kGy
Sterile by ionizer Beta Rays 21 kGy

Dimensioni | Dimensions
180 x 320 mm
VOLUME | VOLUME
80 - 400 ml
Compatibilita | Compatibility
Stomacher® 400 Classic (o similari / or similar)
Materiale | Raw material
Polietilene bassa densita (LDPE) / Low Density Polyethylene (LDPE)
SPESSORE | THICKNESS
65 pum
Tipo fondo | Bottom type
Quadrato / Square
Tipo chiusura | Closure type
Standard
Compatibilita | Compatibility

Stomacher® 400 Classic (o similari / or similar)

Materiale Raw material
Polietilene bassa densita (LDPE) / Low Density Polyethylene (LDPE)
SPESSORE | THICKNESS
65 um
Tipo fondo | Bottom type
Quadrato / Square
Tipo chiusura | Closure type
“Closure bag” sigillabile tramite biadesivo
“Closure bag” versio double sided tape

p]
Compatibilita ==} Compatibility

Stomacher® 400 Circulator (o similari / or similar)

Materiale Raw material
PA / PE (Nylon)
SPESSORE THICKNESS
70 ym
Tipo fondo | Bottom type
Circulator
Tipo chiusura | Closure type
Standard
Compatibilita | Compatibility
Stomacher® 400 Circulator (o similari / or similar)
Materiale | Raw material
PA / PE (Nylon)
SPESSORE THICKNESS
70 um
Tipo fondo | Bottom type
Circulator
Tipo chiusura | Closure type

“Closure bag” sigillabile tramite biadesivo
“Closure bag” version sealable by double sided tape
SACCHETTI STOMACHER - STOMACHER BAGS
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Codice Quantita Dimensioni (cm) Volume (m3) Peso (Kg.)
Code Quantity Dimensions (cm) Volume (m?3) Weight (Kg.)
10301 10 x 100 pcs 35,5x23,5x25,5 0,021 2,5
10302 10 x 100 pcs 35,5x23,5x25,5 0,021 2,5
10310 10 x 100 pcs 35x22,6 x18,5 0,015 8,85
10311 10 x 100 pcs 35x22,6 x 18,5 0,015 9
10312 10 x 100 pcs 35,5x23,5x25,5 0,021 10
10313 10 x 100 pcs 35,5x23,5x255 0,021 10
10321 20 x 50 pcs 46 x 36 X 25 0,041 24

Non awvicinare il dispositivo alla fiamma 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.I 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 substances, check the resistance / compatibility chart on our catalogue

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

or | Numero di lotto Monouso Sterilizzazione con radiazioni ionizzanti
Lot number Disposable Sterilization by ionizer rays
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«YTBEPXXAIO»
BMHA P leHepasbHbIi AMPEKTOP
® 000 «HMN® «BUHAP»
B.C.AHgpeeB

20 mapta 2019 r.

HAYYHO-NMPOM3BOACTBEHHAA
DUPMA

PeaucmpayuoHHble ydocmosepeHus Ne @CP 2009/04944 om 27.08.2019 e.,
Ne ®CP 2009/05017 om 27.08.2019 a.

MHCTPYKUUA
No NPUMEHEHUI0 UHAMKATOPOB XMMHYECKUX O4HOPA30BbIX BO34YLIHOM
ctepuausaumn MegnC-B
N2154.098.03 U

HacToswana MHCTPYKUMA PpacnpoCTpaHAeTCA Ha WHAMKATOPbl XMMMYECKUe
0HOpa3oBble BO3AYyLIHOW cTepuausauum MeaMC-B (manee - «MHAMKATOPbI»),
BbiNyCKaemble B cooTBeTcTBMM C TY 9398-032-11764404-2004 B cnegyiowmx
ucnosHeHmax: MegUC-B-160/150, MegMC-B-180/60.

1. HASHAYEHUE

MHAMKaTOpbl MpeAHa3sHaYeHbl A0S OMNepaTUBHOINO BM3YasIbHOFO KOHTPOJIS
CO6.04EHNA KPUTUYECKMX NEPEMEHHbIX BO3YLLHOM CTEPUAM3ALMM - TEMNEPATYPbI
M  BPEMEHU CTEPUIM3ALMOHHOM BbIAEPKKM - B ___Kamepe  BO3AYLIHbIX
ctepuausatopon no F'OCT 22649-83.

MpMMeHeHMe MHAMKATOPOB MO3BONSAET OGHAPYXMTb HECOBJIIOAEHME peXMMa
cTepuamsauum, obycioBNEHHOE TEXHMYECKOM HEMCMNPABHOCTbIO CTEPU/IM3ATOPOB,
HapyLlEHMEM MPaBW/I MX 3arpysKMu, OLIMOKOM B YCTAaHOBKE MapameTpoB MM WX
c60eM, U TEM CaMbIM MCKJIOYMTb BO3MOXKHOCTb MCMOJIb30BaHUSA HECTEPUJIbHBIX
MeIMLMHCKMX U3OEeNUN.

MHaMKaTOpbl 06ecneymBaloT AOKYMEHTUPOBAHHOE MOATBEPXKAEHME KOHTPOJA
NMapamMeTpoB CTEPMJIM3ALMU C COXPAHHOCTbIO pe3y/IbTaTOB B KaYecTBe JOKYMEHTa
apxuBa B TeYEHME He MeHee 12 MecsLEeB.

MHaMKaTopbl NpefiHa3HayYeHbl A1 MCMOb30BaHUS NEPCOHANIOM YYPEKAEHWH,
npeanpuaTMin 7 CNykKO, 3KCNAYaTUPYIOLLMX u KOHTPOIMPYIOLLMX
cTepuaM3aLMoHHoOe 060pyA0BaHUeE.

2. OCHOBHbIE TEXHUYECKHUE XAPAKTEPUCTUKU

MHAMKaTOpbl COOTBETCTBYIOT Kaaccy 4 (MHOronepemeHHble MHAMKATOpbl) no
Knaccmdpmkaumm FOCT ISO 11140-1-2011.

MHauKaTop npeacTaBniseT Cco6oiM  MOJIOCKY MPSMOYrosibHOM  (bopMbl U3
MHEPTHOro 6YMayKHOrO OCHOBAHWA C HAaHECEHHBIMM HA JIMLEBOM CTOPOHE [BYMS
LIBETOBbIMW METKaMM: MHAMKATOPHOM METKOM M 3/IEMEHTOM CpaBHEHMA. TaK e Ha
JMUEBYIO CTOPOHY HaHeCceHa MapKMPOBKA, BKJIHOYalOLasA: TOBApHbIM 3HAK MM
HanMMeHoBaHue npeanpuaATUA-NPOU3BOAUTENS; 0603HayeHne «BO34~»
KOHTPOJ/IMPYEMOr0 BO3JYLUHOMO MeToAa CTEepu/M3aumu; KaacC MHAMKaTopa no
FOCT ISO 11140-1-2011 (Knacc 4); 06GO3HaYeHWEe KOHTPOJIMPYEMOro perKmMma
CTepuAM3aLmm - TemnepaTtypbl U BDEMEHU BbIAEPKKM.

LlBeT MHAMKATOPHOM METKM HeobpaTMMO MeEHSeTCs B 3aBMCMMOCTM OT
JOCTUMHYTBIX 3HAYEHWMM KPUTUUYECKMX MEPEMEHHBIX B TEYEHME LMK/ BO3AYLUHOM
cTepuamMsaumm. INEMEHT CPABHEHMS MOKA3bIBAET KOHEYHbIM LBET MHAMKATOPHOM
METKM NpU COBJII0AEHMMN TPEBYEMBIX YCI0BUIM CTEPUIM3ALIMM.

Ha o6paTHOM CTOpoHe MHAMKAaTOopa HAHECEH JIMMKWUM CJI0M, 3aKpbITbiM ABYMSA

MOJIOBMHKAMM 3aLUMTHOM ByMaru, Cayxaliui A1 ero duKcaumm B MecTe KOHTpoAs
M B KaYecTBe [JOKYMEHTa apxuBa.

MHAMKaToOp He OCTaB/AET C/eA0B Ha MaTepuanax, C KOTOpbIMM COMPUKACaeTCs
A0, B MpoLecce 1 nocsie cTepuamMsaumm.

MHAMKaTopbl NOCTABAAITCA B /IMCTax C nepdopaumen Mexay MHAMKaTopamM.

PeXuMbl CTepuiMsaummn (YCNoBUS B KaMepe CTepuimsatopa), AN KOHTpoAs
KOTOPbIX MpeAHasHayYeHbl WMHAMKATOPbl, M COOTBETCTBYHOLIME MM KOHTPOJIbHblE
3HA4YeHMA MHAMKATOPOB MpMBEAEHbI B Tabmue 1.

Tabnmua 1 - PeXuMbl CTEPUAM3ALMM M COOTBETCTBYIOLIME UM KOHTPOJIbHbIE
3HaYeHMA UHAMKATOpOB

PexxmMm Bo3ayLIHOM cTepmansaumm | KOHTpoJibHble 3HaYeHUn
(ycnosuAa B KaMepe cTepuansaTopa) MHAMKaTopa
HanmeHoBaHWe | Temneparypa B
pemA . Bpems
MHAMKATOpa cTepumsaLym, | CTEPUAN3aLUMOHHOM TeMneo;éaTypa, BbIAEPKKMU,

°C BbIAEPKKU, MUH MMH

MeaNC-B-160/150 160+3 150> 160 150

MepMC-B-180/60 180+3 60" 180 60

3. MPOTUBONMOKA3AHUA K NPUMEHEHUIO

MHaMKaTopbl 3anpeLlaeTtca  MCMoab3oBaTb B peXmmax CTepuamsaumm, He
yKasaHHbIX Ha MHAMKATOpax M B MHCTPYKUMM. MCMonb3oBaHWE MHAMKATOPOB B
Hepers1aMeHTMPOBaHHbIX PEXMMaX NPUBOAMT K JIOXKHbIM pe3y/ibTaTaM KOHTpoAA. He
JIONyCKaeTcs pasMmellaTb MHAUKaTopbl MeaMC-B BHYTpU cTepmamM3yembiX M3aenui 1
YNaKoBOK. JINA KOHTPONA YC/IOBMWM CTEPUAM3ALMM BHYTPU M3AEAMA U YNaKOBOK
Heo6X0AMMO MCNob30BaTb MHAMKaTopbl CTEPUTECT-B, CTEPUTECT-Bn.

4, NOAroTOBKA UHANMKATOPOB K MCNOJIb30BAHUIO

Mepen MCnonb3oBaHWEM WHAMKATOPOB BCKPbITb MOTPEBUTENIbCKYIO YMAKOBKY,
[10CTaTb UHAMKATOPHbIE JINCTbl, BHUMATEJIbHO M3YYMTb MHCTPYKLIMIO NO NMPUMEHEHMIO
M MapKMPOBKY MHAMKATOPOB.

BHUMAHMUE! Mepep cTtepuausaumer MeauUMHCKUE M34eNUA HEO6XOAUMO
BbICYLWIMTb B CYLWMIbHOM wWKacdy npu t=85°C A0 MCUYE3HOBEHUA BULMMOM
BJ1aru.

5. NOPAAOK NPUMEHEHMA UHAUKATOPOB

Bce onepaumn ¢ uHAMKaTOpamu - MX pasmelleHMe B Kamepe CTepuausartopa,
BbIEMKY, MHTEpnpeTaumio pesysibTaToB M [AOKYMEHTMPOBaHWE - OCYyLeCTBAAET
nepcoHas, NpoBOAALMIA CTEPUNIM3ALMIO.

MHamKaTopbl 0653aTesibHbl K MPMMEHEHUI0 B KaXXAOM UMKAE CTepuan3aumm.
KonnyectBo MHAMKATOPOB, 3aK/iajblBaeMbIX B CTEPMAM3ATOP, 3aBUCUT OT o6bema
Kamepbl cTepuausaTopa (Taésimua 2, pmc.1).

OT Amcta € MHAMKATOpamMMu MO JIMHMM nepdopauumn oTAENUTb HeobxoamMmoe
KO/IMYECTBO WHAMKATOPOB (Tabn.2) M MNpoHyMepoBaTb MX B COOTBETCTBUWM C
HyMepauMen KOHTPOJIbHbIX TodeK (puc.1). MHAMKaTOpbl MOMECTUTb B Kamepe
CTepuM3aTopa C BHELUHEM CTOPOHbI YAaKOBOK M KOHTEMHEPOB CO CTEPU/IM3YEMbIMM
U34ENMAMM, TNPULAEPKMBAACH PACMOJIONKEHUA KOHTPOJIbHbIX ToyeK (puc.1). B
KarKZyHo TOYKY MOMeLLaTb He MeHee 0AHOro MHAMKaTopa.

JAns 3aKpensieHus MHAMKaTOpa C €ro 0o6GpaTHOM CTOPOHbl YAA/MTb 4acTb
3alMTHOrO GYMAXKHOrO MOKPbITMA, 3aKPbIBAKOLLErO JIMMKUMA C/IOM CO CTOPOHBI



norotmna  “BMHAP”  no J/MHMM  HAfACEYKM M NPUKNEUTb  MHAMKATOp C
0CBOGOAMBLUMMCA JIMMKMM C/IOEM K BHELIHEM CTOPOHE YMaKOBOK M Ha GUpKM
CTEPUIM3ALMOHHBIX KOPOOOK (BMKCOB) C  MEAMUMHCKMMM  U3AENMAMM, MO
BO3MOXHOCTU NPUAEPHKMBAACH PACNONIOKEHUA KOHTPOJIbHBIX TOYEK (puc.1).
3aKkpenieHue UHANKATOpOB NPOM3BOAMTb:
- MNP MCMO/Ib30BaHMM GYMAKHBIX MAKETOB - Ha 3aK/IEMBAIOLLMIMCA KNamnaH MaKeTa;
- MPU MCMOJIb30BaHUM JIMCTOBbIX OYMarKHbIX OBGEPTOYHbIX MaTepUanoB - Ha
OCTaBLUMIMCA CBO60AHBLIM MOC/IE 3aBOPAYMBAHUSA Yrol Bymaru;
- MNP UCMOJ/Ib30BAHMM CTEPUIU3ALMOHHBIX KOHTEMHEPOB - HA GMPKY KOHTEMHEpa.

Tabsmua 2 - KosmyecTBo MHAMKATOPOB, 3aK/1aJblBAEMbIX B CTEPUIM3ATOP, B
3aBMCMMOCTM OT 06bEMA KaMepbl CTepumM3aTopa

O6bEM Kamepbl BO3AYLLIHOIrO

cTepunn3aTopa AM3 Konnuyectso KOHTPOJIbHbIX TOYEK
)

Jo 80 BKAHOUMTENBHO 5

Cebiwe 80 ogHOKaMepHble 15

Cebiwe 80 AByXKaMepHble 30 (mo 15 B KaxkAoM Kamepe)
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Puc.1 - PacnonoxeHue KOHMPOJIbHbIX MOY4Y€K B8 BO3ayLUHbIX cmepusiusamopax

MPUMEYAHUE: 8 8030yWHbLIX cmepuau3amopax UHoUKamopbl noMewams Ha
paccmosAHuUU He MeHee 5 CM om CMeHOK cmepu/iu3ayuUoHHOU Kamepebl.

BHMMAHMUE! 3anpewaeTcsa 3aKpeniaiTb MHAUKATOPbl MHAMKATOPHON METKOM
K MOBEPXHOCTM YMAKOBKM M CTEPU/IM3ALMOHHOIO KOHTEMHEepa, a TaKXke
3aKpenATb Ha CTEHKAX M ABEPM (KPbILKE) CTEPUIM3ALMOHHOM KaMepbl.

Mo OKOHYaHMM UMKNA CTEPUAM3ALMM HE TMPUKAEEHHYI YacTb MHAMKaTopa C
LIBETOBbIMW METKaMM OTOPBaTb MO JIMHUM Nepdopauyumn OT NMPUKIEEHHOM YacTh U
OLEHUTb M3MEHEHME LBETA MHAMKATOPHOM METKM KaxKoro MHAMKaTopa.

BHUMAHUE! 3anpewaetca oTAeNATb JIMMNKMM C/IOM MHOMKATOPOB OT
YNaKkoBKM M3 Gymarn Bo M36exaHWe HapylleHWA LeJIOCTHOCTM YMaKOBKMU M
KOHTaMMWHauuK e€ coaepmMmoro.

Mpu cob0AEHMM NaPaMETPOB BO3AYLIHOM CTEPUAM3ALMM MHAMKATOPHasA MeTKa
[OJI)KHa npuo6peTaTb KOPUYHEBLIM LBET, B COOTBETCTBMM C LIBETOM 3JIEMEHTA
CpaBHEHMUA, UK ObITb CBET/IEE, UM TEMHEE HETO.

Ecam nocne npoBefeHUs pexxmMma CTepUansaumm MHAMKAToOpHaa MeTKa XoTA 6bl
0ZIHOrO MHAMKATOPA UMEET LIBET C 3€/IEHBIM OTTEHKOM, JIEFKO OT/IMYMMBIN OT LiBETA
3/1IeMeHTa CpaBHEHMA, Tpebyemble 3HAYEHNA KPUTMUYECKMX NEPEMEHHBIX B Kamepe
cTepuamsatopa He 6biM  COBJOAEHbI, BCE WM3Ae/MA 3arpy3ku CuYMTaloTCA
HecTepubHbIMM UM MoANEXKaT MOBTOPHOM CTEpU/IM3aLMM MOC/e YCTpaHeHus

NPUYMH HEYZIOB/IETBOPMTE/IbHBIX PE3Y/IbTaTOB KOHTPOJIA.

MNMPUMEYAHUA:

1. OTTEHKM LBETa 3/IEMEHTA CPABHEHWMA MHAMKATOPOB PasHbiX MapTMiA MOryT
UMETb HEe3HauMuTE/IbHbIE Pas3/iMuma B Npeaenax MorpeLwHoCcTy LBeTonepeaaym npu
U3roTOB/IEHWMU MHAMKATOPOB.

2. B 3aBMCMMOCTM  OT  OCOBEHHOCTEM  OCBELLEHMA  (OCBELLEHHOCTb,
€CTEeCTBEHHOE WM MCKYCCTBEHHOE, TUM NamMn WM Ap.) KOHEYHbIM LBeT
UHAMKATOPHOM METKM MOXKET UMETb Pas/IMYHbIe OTTEHKM.

3. B 3aBMCMMOCTM OT TMna cTepuamsaTopa, MJOTHOCTM 3arpyskM, pexuMma
CTEPUIM3ALMM KOHEYHbIM LBET MHAMKATOPHOM METKM MOMKeT 6biTb Kak CBeT/lee,
TaK M TEMHEE 3/IEMEHTA CPaBHEHMS.

4. [onycKaeTcs CBeT/bI{ Opeosl BOKPYr MHAMKATOPHOM METKM nocne
CTepuM3aLmm.

6. PEMOHT U TEXHUYECKOE OBC/1Y>XUBAHUE
MHAMKaTOPbl NpefiHasHaYeHbl A1 OAHOKPATHOIO MPUMEHEHUS M HE MoAsexar
PEMOHTY M TEXHUYECKOMY 06C/YKMBaHMIO.

7. NIPABUNA XPAHEHMA, AOKYMEHTUPOBAHUA U YTUJIU3ALNU

Ha noTpeGuTenbCcKOM YMAKOBKE MHAMKATOpa YKasaHbl: CBefeHus 006
OAHOKPaTHOCTU NPUMEHEHUA ( CUMBOJ «0AHOpPa3oBoe McnoJsib3oBaHme» rno NOCT P
MCO 15223-1-2020); TOBapHbIM 3HaK WM HaMMEHOBaHWE NpeanpUATHA-
NPOU3BOAUTENS; OPUAMYECKUI aZpec M ajpec AN TMMCEM TMNPOU3BOAUTENS;
HaMMeHOBaHWe MHAMKATOPOB; KOMYECTBO MHAMKATOPOB B KOMMJIEKTE U Ha/Muue
’KYpHasa; AaTa M3roTOBJIEHUS MHAMKATOPOB; 0603HaYEHUE TEXHUUYECKMX YCII0BUM;
Knacc mHamkatopoB no MOCT ISO 11140-1-2011 (Knacc 4), ycnoBUA XpaHEHMs
WMHAMKATOPOB; HOMEp W Jarta BblJayuM PermMcTpaumMoHHOro YyAOCTOBEpPEHUSA
Poc3apaBHaz30pa; rapaHTWMMHbIM CPOK rogHoctu; wrtamn OTK; Homep napTmu
u34esMA No CUCTEME Hymepaumn NpeanpUATUA-NPOU3BOAUTENA.

XpaHUTb MHAMKATOPbI ClefyeT B YNaKoBKE M3roTOBUTENA NPU TemnepaTtype oT
natoc 5 °C go nioc 40 °C 1 OTHOCHTE/IbHOM BIAXKHOCTU He Bbiwe 80 % npu +25 °C, B
3alMLLEHHOM OT CO/IHEYHOrO cBeTa mecTe. M3beratb nonajaHus Biaru U NpAMbIX
COJIHEYHBIX JIyY4EM Ha YNAKOBKY M MHAMKATOPHYIO METKY.

FapaHTUIMHBIM CPOK rOAHOCTM NMPU COBJII0AEHUM YCNIOBUIM XPaHEHMS COCTaBISET 36
mecAaues.

JOKYMEHTMpOBaHME pe3y/bTaTOB XMMMYECKOro KOHTPOA CTepum3aumm
ciegyet nNpousBoanTb B «KypHas KOHTpPoAA paboTbl CTEPUAM3ATOPOB...» (hopMa
257/y) ¢ 3anucbio B COOTBETCTBYIOLWME Fpadbl MHPOPMALMKM MO KaxKAOMY LMKIY
ctepuamsaumn.  MHaMKaTopbl,  noATBepXxJawlwme  pesyabTaTbl  KOHTPOSA,
NOAKNEMBAIOTCA C  MOMOLLbD HAHECEHHOro Ha HWX JIMNKOro C/oA B
COOTBETCTBYIOLMIM CTONGEL, XMMMUYECKOrO KOHTPONS M XPaHATCA B KayecTse
[IOKYMeHTa apxmBa He MeHee 12 mecAueB.

MHAMKaTOpbl, B TOM YMC/AE MCNOJIb30BaHHbIE, HE OKa3biBalOT BPEAHOI0
BO3JENCTBMA Ha 4YE/I0BEKA M OKpYKaloWyl cpeay, He TpebyloT cobsofeHus
0CobbIX Mep 6e30MacHOCTM M MOFYT YTMIM3MPOBATbCA KaK 6Ge3onacHble
MeJMUMHCKME 0TX0Abl Knacca A.

lMpou3ssodumens: 000 «HIN® «BUHAP>

(O6ujecmao ¢ ozpaHu4eHHol omaemcmaeHHOCMbIo «Hay4yHo-npousgodcmeeHHas dupma «BUHAP»)
105094, Poccus, 2. Mocksa, FocnumanbHbil gan, 0. 5, cmp. 7A, nom. Vil

5 105094, Poccus, 2. Mockea, a/a 26 ~ vinar@vinar.ru

+7 (800) 201 0202, +7 (495) 988 7667 www.vinar.ru



GIMA STD DISPOSABLE SCALPELS N. 23 - sterile

Code:

Category:

Unit of sale:

Minimum order:

Type:

Class:
NSIS:
CND:
EAN13:

Description:

27067

PARAGON, SWANN MORTON
and GIMA branded scalpels and
scalpel blades

box of 10 pcs.

1

Medical device

ITA
2382102

V010102

8023279270679

"GIMA" DISPOSABLE SCALPELS - sterile - STANDARD MODEL

S/S blade fitted into an ABS plastic handle. Individually packed in sterilized envelope.

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056



ITALIAN DIVISION
Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) — Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com

GIMAS.p.A.

DICHIARAZIONE DI CONFORMITA'/DECLARATION OF CONFORMITY

La Societd GIMA S.p.A., con sede operativa in Gessate (M), in Via Marconi 1, e sede legale in
Milano, in Via Tommaso Grossi 2, in qualita di fabbricante del dispositivo medico:

We, undersigned GIMA S.p.A., with operational headquarters in Gessate (Ml), Via Marconi 1, and
registered office in Milano, Via Tommaso Grossi 2, acting as manufacturer of the medical device:

Dispositivo medico / Medical Device Codice/Code
FORBICI MAYQ STILLE -refte - 18 cm 04847
MAYQ STILLE SCISSORS straight - 18 cm

Classe di rischio | (Non Sterile), in accordo all’Allegato IX della Direttiva 93/42/CEE e ss.mm.ii.,
(recepitain Italia con D.Igs 46/97, e ss.mm.ii.), dichiara, sotto la propria esclusiva responsabilitd, che
tale dispositivo:

Risk class | (Not Sterile), according tfo the Annex IX, Directive 93/42/EEC and further amendments
(enforced in Italy by Leg. Decree No. 46/97 and further amendments), declares, under its own
responsibility, that this medical device:

e ¢ conforme ai requisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE e ss.mm.ii., come
da fascicolo tecnico conservato in Azienda;
comply with essential requirements and dispositions of the Directive 93/42/EEC and further
amendments, as per the Technical Documentation filed in the Company;

e ¢ fabbricato in accordo al Sistema Qualitd che soddisfa i requisiti di cui all' Allegato VIl della
sopra citata direttiva.
is manufactured according to the Quality System which satisfies requirements of the Annex VI
of the above mentioned directive.

Gessate, 4/1/2020

GIMA S.p.A.
Il legale Rappresentante
The legal Representative
(Nicola Manzoni)

SN\

Capital €364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano



ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION
www.gimaitalv.com export@gimaitalv.com

GIMA S.p.A.

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and/or?

e the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name GIMA SPA

Via Tommaso Grossi, 2

20121 Milano - ltaly

Manufacturer address and contact details Email: regolatorio@gimaitaly.com
Telephone number: +39 029538541
Website: www.gimaitaly.com

Single Registration Number (SRN) (if available) IT-MF-000011004

Authorised Representative name (if applicable) N/A

Authorised Representative address and contact details N/A

Single Registration Number (SRN) (if available) N/A

ICIM SPA

Notified body name (if applicable) - See attached schedule

0425

Notified body number (if applicable) _ See attached schedule

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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ITALIAN DIVISION
gima@gimaitaly.com

GIMAS.p.A.
Via Marconi, 1

20060 Gessate (M) —Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com
Directive Certificate number(s)

to which this confirmation is made (if applicable)

Original expiry date as indicated on the Directive

Certificate prior to the extension of the validity (if

applicable) o See attached schedule

. i . 2028-12-31
End date of extended validity/transition period - See attached schedule

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

¢ the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

o Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:
O Expired before 20 March 2023:

[0 Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect
of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended
to substitute that/those device(s), or

O A Competent Authority has granted a derogation from the applicable conformity assess-
ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or

O A Competent Authority has required the manufacturer, in accordance with Article 97(1)
MDR, to carry out the applicable conformity assessment procedure (may be provided upon
request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement

per Article 97(1) has been granted by a Competent Authority:

O Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII MDR for conformity assessment has/have been made or will be

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024,

O We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

o Expired/expires after 20 March 2023:
Choose one applicable statement:

o Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024.

O We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Choose one applicable statement:

X Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore

the transition period will end on 26 May 2024.

» Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
X A QMS in accordance with Article 10(9) MDR is in place.

O A notified body has issued the attached certificate for the MDR-compliant QMS.
> Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.
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GIMA S.p.A.
Via Marconi, 1

20060 Gessate (M) —Italy
www.gimaitaly.com

Signed for and on behalf of the manufacturer:

Full Company Name: GIMA SPA

Location & Date: Gessate 20.03.2025

Signature, Print Name, Title Nicola Manzoni, Legal Representative

Contact Details (at least email): regolatorio@gimaitaly.com Q- J_Z:’C-__’_,
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GIMA S.p.A.

Schedule of Devices
The above Manufacturer’s Declaration is valid for the following devices:

Identification of the Directive Original Notified Notified Body End date of | Substitute
device(s)® Certificate expiry date Body name name and number extended Device(s)
(e.g., device name, number(s) as indicated | and number | where the MDR validity / (if applicable)
family/group name to which this on the that issued application was transition
device model or confirmation is | Directive the Directive | lodged/contract period
catalogue number) made Certificate Certificate signed
(if applicable) (s) prior to (if applicable) | (if applicable)

the

extension of

the validity

(if applicable)
Reusable surgical - - ICIM SPA n. 0425 2028-12-31
instruments -

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)
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MAYO STILLE SCISSORS straight - 18 cm

Code:
Category:
Unit of sale:

Minimum order:

Type:

Class:
NSIS:
CND:
EAN13:

Description:

26847

Scissors

1 pe.

1

Medical device
I

149530
L010499
8023279268478

STAINLESS STEEL MAYO-STILLE SURGICAL SCISSORS.

Instructions: GB, FR, IT, ES, PT, DE, GR, Arabic.

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056



ITALIAN DIVISION
Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) — Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com

GIMAS.p.A.

DICHIARAZIONE DI CONFORMITA'/DECLARATION OF CONFORMITY

La Societd GIMA S.p.A., con sede operativa in Gessate (M), in Via Marconi 1, e sede legale in
Milano, in Via Tommaso Grossi 2, in qualita di fabbricante del dispositivo medico:

We, undersigned GIMA S.p.A., with operational headquarters in Gessate (Ml), Via Marconi 1, and
registered office in Milano, Via Tommaso Grossi 2, acting as manufacturer of the medical device:

Dispositivo medico / Medical Device Codice/Code
PINZA CHIRURGICA - 16 cm, 1x2 denti 06693
SURGERY FORCEPS - 16 cm 1x2

Classe di rischio | (Non Sterile), in accordo all’Allegato IX della Direttiva 93/42/CEE e ss.mm.ii.,
(recepitain Italia con D.Igs 46/97, e ss.mm.ii.), dichiara, sotto la propria esclusiva responsabilitd, che
tale dispositivo:

Risk class | (Not Sterile), according tfo the Annex IX, Directive 93/42/EEC and further amendments
(enforced in Italy by Leg. Decree No. 46/97 and further amendments), declares, under its own
responsibility, that this medical device:

e ¢ conforme ai requisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE e ss.mm.ii., come
da fascicolo tecnico conservato in Azienda;
comply with essential requirements and dispositions of the Directive 93/42/EEC and further
amendments, as per the Technical Documentation filed in the Company;

e ¢ fabbricato in accordo al Sistema Qualitd che soddisfa i requisiti di cui all' Allegato VIl della
sopra citata direttiva.
is manufactured according to the Quality System which satisfies requirements of the Annex VI
of the above mentioned directive.

Gessate, 4/1/2020

GIMA S.p.A.
Il legale Rappresentante
The legal Representative
(Nicola Manzoni)

SN\
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ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION
www.gimaitalv.com export@gimaitalv.com

GIMA S.p.A.

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and/or?

e the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name GIMA SPA

Via Tommaso Grossi, 2

20121 Milano - ltaly

Manufacturer address and contact details Email: regolatorio@gimaitaly.com
Telephone number: +39 029538541
Website: www.gimaitaly.com

Single Registration Number (SRN) (if available) IT-MF-000011004

Authorised Representative name (if applicable) N/A

Authorised Representative address and contact details N/A

Single Registration Number (SRN) (if available) N/A

ICIM SPA

Notified body name (if applicable) - See attached schedule

0425

Notified body number (if applicable) _ See attached schedule

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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GIMAS.p.A.
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20060 Gessate (M) —Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com
Directive Certificate number(s)

to which this confirmation is made (if applicable)

Original expiry date as indicated on the Directive

Certificate prior to the extension of the validity (if

applicable) o See attached schedule

. i . 2028-12-31
End date of extended validity/transition period - See attached schedule

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

¢ the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

o Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:
O Expired before 20 March 2023:

[0 Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect
of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended
to substitute that/those device(s), or

O A Competent Authority has granted a derogation from the applicable conformity assess-
ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or

O A Competent Authority has required the manufacturer, in accordance with Article 97(1)
MDR, to carry out the applicable conformity assessment procedure (may be provided upon
request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement

per Article 97(1) has been granted by a Competent Authority:

O Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII MDR for conformity assessment has/have been made or will be

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024,

O We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

o Expired/expires after 20 March 2023:
Choose one applicable statement:

o Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024.

O We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Choose one applicable statement:

X Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore

the transition period will end on 26 May 2024.

» Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
X A QMS in accordance with Article 10(9) MDR is in place.

O A notified body has issued the attached certificate for the MDR-compliant QMS.
> Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.
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Signed for and on behalf of the manufacturer:

Full Company Name: GIMA SPA

Location & Date: Gessate 20.03.2025

Signature, Print Name, Title Nicola Manzoni, Legal Representative

Contact Details (at least email): regolatorio@gimaitaly.com Q- J_Z:’C-__’_,
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GIMA S.p.A.

Schedule of Devices
The above Manufacturer’s Declaration is valid for the following devices:

Identification of the Directive Original Notified Notified Body End date of | Substitute
device(s)® Certificate expiry date Body name name and number extended Device(s)
(e.g., device name, number(s) as indicated | and number | where the MDR validity / (if applicable)
family/group name to which this on the that issued application was transition
device model or confirmation is | Directive the Directive | lodged/contract period
catalogue number) made Certificate Certificate signed
(if applicable) (s) prior to (if applicable) | (if applicable)

the

extension of

the validity

(if applicable)
Reusable surgical - - ICIM SPA n. 0425 2028-12-31
instruments -

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has
a generic scope it should be as defined above)
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SURGERY FORCEPS - 16 cm 1x2

Code:

Category:

Unit of sale:
Minimum order:
Type:

Class:

NSIS:

CND:

EAN13:

Description:

26693
Forceps
1 pe.

1

Medical device

I

141832
L031310
8023279266931

Stainless Steel surgery forceps-16 cm 1 x 2

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056




ITasouka crekasinHas, AauHa 220 mm, MunuMen,

Aprukya: 12005601

IManouka crexkasinuas, Aauna 220 mm, MunnMen, yn.100/600 mr

Omnucanue TOBapa

APTUKYIL....ovveeeiieennnnen. 12005601
JmHa. ..o 220 £+ 5,0 mm
JnameTp.....cccceeeennnneen. 5+£0,5 Mm
VYHAKOBKA....ccceveeereeieeennne 100

IIpenna3HayeHa s IEpeMEIIMBAHKS HEBSA3KUX pacTBOPOB. M3roToBiieHa u3 crekiia
TC no I'OCT 21400-75.

N3rorosnena no TY 4320-012-29508133-2009.
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