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2 Abbreviations

AAMI Assoclation for the Advancement of Medical Instrumentation
EEC European Economic Community

EN European Norm

ETO Ethylene Oxide

EU European Union

HPV Human Papilloma Vlrus

hrHPV high-tisk Human Papilloma Virus

LBC liquid based cytology

RMD Rovers Medical Devices B.V.

3 Background Information

3.1 Manufacturer Profile / Identification

Rovers Medical Devices B.V. (RMD) designs, develops' and manufactures and worldwide markets medical
devices (cancer screening devices) for cytological analysis, bacterlological-, HPV-, viral- and DNA testing.

The company was founded in 1982,

Our main product line Is Rovers® Cell Sampling Devices. The “thin-halr technology" used for this product
has been developed by RMD,

Cell material collected with our sampling devices can be processed with conventional as well as liquid
based cytology(LBC) and also be used far bacteriological testing, virus testing (e.g. for Sexually
Transmitted Diseases or HPV) and DNA analysls.

Our Rovers® products are being used In more than 53 countries all over the world. For the development of
new products we work together with medical speciallsts in gynaecology, cytology, pathology etc.

3.2 Company Address

Rovers Medical Devices B.V. (RMD)
Lekstraat 10

5347 KV, Oss

The Netherlands

3.3 Websites

hitp:/iwww.roversmedicaldsvices com/

34 Contact person

H. Vissers - Quality Assurance / Regulatory Affairs Manager
T: +31 412 648870
F: +31 412 623835

Email: hvissers@roversmedicaldevices.com - - g -
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4 Rovers® Cervex-Brush®

“BECAUSE THE HAIRS ARE FLEXIBLE, THE MUCOSAL SURFACE IS WELL
SAMPLED BUT NOT DAMAGED, THUS REDUCING THE NUMBER OF

UNSATISFACTORY SMEARS.”
Prof. G.P. Vooys

The Cervex-Brush® enables simultaneous collection of ectacervical, endocervical and transformation-zone

cells with a single device. The brush Is made up of well-defined semi-circutar soft, flexible hairs for the
optimal sample collection, The Cervex-Brush® can be used for HPV testing, conventional cytology and
liquid-based cytology. The hydrophobic materlal of the brush faclitates the release of the cell materlal into
the fluld or on to a glass slide.

Benefits

~  Sweeps the portio and reaches well beyond the transformation-zone into the cervical canal for a
tich cell yleld.

- Slgnificantly reduces the number of Inadequate smears.1

—  Avolds bleeding and paln which are normally assoclated with rigld spatulas and less considerate
endocervical devices.

—  The Rovers® Cervex-Brush® can be used for liquid-based as well as conventional cytology.
The hydrophoble materlal of the brush facllitates the release of the cell material into the fluld,

- Optional detachable brush head can be supplied depending on the LBC method used.

4.1 Market Presentation
ProductMame: -~ C.. 0 . a Do “Article Number™ =it TR
Rovers® Cervex-Brush® (STERILE) " 380100331, Roche P/N for ardering 08779040190

Table 2 : Article # Rovers® Cervex-Brush®

4.2 EU Device Classification

In accordance with the European Medica! Device Directive 93/42/EEC (as amended by Directive
2007/47/EC) the Rovers® Cervex-Brush® (STERILE) Is a Class Is Medical Device.

43 Quality Certificates

EU market access is granted by,
Notified Body #: 0044, TUV NORD CERT GmbH, Langemarckstr. 20, 45141 Essen, Germany.

https:llmvw.roversmedlcaIdevices.comlabout-roverslqua!ity—certificates!

4.4 The Rovers® Cervex-Brush® in research studies |

hltps:‘hf»\rww.r.roversmedic:alo:ie\.rices.ct:vm;fc:eli-sampllng-deﬁ}F&li'e!!?r?@i’v’@ﬁL
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4.5 Downlcad Link Product Brochure

hitps:/iwww.roversmedicaldevices.com/wp-contentfuploads/2016/07/ROVERO1 40_FOLDER-CERVEX-
BRUSH.pdf

4.6 Intended Use

The Rovers® Cervex-Brush@is a single-use cell sampler intended to collect simultaneous cell material
from the cervical os, ectocervical and endo cervical in women. ’

4.7 Intended User

They are for use by healthcare professlonals (qualified medical personnel).

4.8 Intended Place of Use / Use Environment

Clinical setting.

4.9 Precautions (Contra-indications)

The Rovers® Cervex-Brush® should not be used on patients after the first 10 weeks of pregnancy.

410 Restrictions

To be used only by qualified medical personnel.

4.11 Warnings

INTENDED FOR SINGLE USE ONLY.

(DO NOT REUSE)

Reuse causes contamination and misdiagnosls.
Do not use If the package has been damaged,

412 Special Care, storage and transport conditions

The primary packaged products are all protected for ransport and storage by a secondary and tertiary
carton box. The expiry period is three years after dale of production at ambient temperature.
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4.13 Material Information Rovers® Cervex-Brush®

The blue coloured handle Is made of Polypropylene, the white coloured brush Is made of Palyethylene.
After assembling/manufacturing the product is packaged In plastic pouch and sealed with a breathable
medical paper. Sterilization Is performed with a valldated EO process.

414 Primary Packaging Information

| Dimensions | 26,5%4.2 cm |
Information as available an the primary packaging:
Roversw Cervex-Brushs, Cervical Cell Sampler
1iquid-Bused [*ap Preparatian | Tradithwnal Pap Prepasation
- (A (B (€ 0044} [LOT
[} S, /] mu}}% e At rebie,

z = Bl 7 |=me A | R

‘r'; & Macetiseil Auenlivn, twe
) Y &Y mexckage 15 dansaged | snshneiiang fof e

4] Rovers Medical Devices B.V., 5347 KV Qss. The Metherlands

4.15 Secondary Packaging Particulars

[REF]aa0106331 71

White coloured carton box

100 PCS of product + 1 Instructions For Use

29,5%16,5%10,0 cm

information as avaitable on the label:

Rovers® Cervex-Brush® W-@ 00

[tor] 30487 [~=F] 380100331
] z015-07-01{C€0044

2 20220700 ©® @A

Roche PN far ardering 08779040150
vaww.roversmedicaldevices,com.
Ravers Madical Devices BV, 5347 KV Oss, The Hetheﬂands

Roversd Cervex-Brush@ e a palented product. Rnsﬁtunddedm
Rowers) awd Cetver-Bruahd ofs regimtored tradamarka of Rovers Medead Dovicos BV, 1902




4,16 Tertiary Packaging Particulars

Brown coloured carten box
Tertlary Packaging 5 layers of 4 box’s (Secondary Packaging}
71.5%30.5%x54.5 cin

For smaller amounts the quantity of packaging and protection materlals wlll be adjusted accordingly.

Rovers® Cervex-Brush®
380100331 — 720 x100

39487
] 2019-07-01
+d 2022-07-01

@O A

Roche P/N for ordering 087790401580
www.roversmedicaldevices.com
Rovers Medical Devices BV, 5347 KV Oss, The Netherlands
Rovers® Cervex-Brush® Js a patented product. Registered design. Via02
Rovers® and Cervex-Brush® are registered trademarks of Rovers Medical Devices B.V.
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Traditional Pap Preparation

(A)

Liquid-Based Pap
Preparation
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Works the way you do
Keep pace with the changing needs of your molecular

lab with the flexibility of the cobas® 4800 Systemn
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More flexibility for your lab

Laboratories today need the flexibility of a broad test menu to manage

daily workflow and varying throughput demands. They also need to be able

to adapt quickly when those needs change. The modular cobas® 4800 System
delivers flexibility and efficiency with walk-away sample preparation, plus the
fastest, most trusted real-time PCR amplification and detection available today.

LR

ke, vl

cobas x 480 Instrument
Automated sample preparation allows you to get more done

Save time: Reduce error and prevent contamination:

« Automated PCR setup frees lab personnel = Automatic barcode reader and ready-to-use
for other tasks reagents eliminate manuat sample processing

+ Accepts muitiple primary and secondary « Total aspirate and dispense monitoring (TADM)
vial formats verifies sample transfer in real time

« Flexible batch sizes for efficlent reagent usage = CO-RE tip technology helps ensure secure tip

attachment, precise tip positioning and reduced
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Ready for today, ready for tomorrow

Every Roche assay is backed by extensive experience and expertise in test design and
optimization, a commitment to robust performance standards and an unparalleled
dedication to thorough data analysis and validation. An expanding assay menu
reinforces the flexibility offered by the cobas® 4800 System.

A broad WD test menu on a single platform

el 11 (Dysesmeser HCV QT {gemmmemn BRAF (Be===e=s HSV 1 and 2

Ol HBY L. - HPV {Trn oo KRAS
oz HCY @ CT/NG (- EGFR v2 (e MIRSA/SA

Efficiency to perform mare runs of different tests per 8 hour shift

R

e

Microbiology assays

}
4 e ,"f' i The cobas® 4800 System gives you the flexibility
R © 1 totest MRSA/SA, C.diff and HSV 1 and 2 in the same
2! ;:,‘”f.:‘* A L ! run, prepared from different types of primary vials.
;,»;:} — s } You can also run different-sized sample batches.
I it
{—Kk ) m | o HSV 1and 2
- b o MRSA/SA
' o Cdiff

@ Posilive control assay-specific

Py er
Sl
']

-
E

© Megative contral assay-specific

“w e o Wi 12 7% Virology assays

The cobas® 4800 System gives you the flexibility to
test HIV-1 and HCV viral load assays and the HCV
genotyping (HCV GT) assay in the same run, prepared
from different types of primary vials. You can also run
different-sized sample batches.
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Reduce hands-on time,

maximize walk-away.-time

The cohas® 4800 System provides a flexible,
aytdmaté_d platform that meets your workflow.

and throighput demands. Just load your sample’
vials and walk away. The cobas?® 4800 System_
automatically perfrms the nucleic acid extraction,
_p ot A ) T r f _

samples to 86-weit plates, ready for PCR
amplification_apd detection,

Run your own assays

User Defined (UDF) software opens the

way for you to sét up and automate lab-developed
tests {LDTs) independent of the cobas® 4800
System assay menus.

Eliminate complex reagent

preparation procedures

Load-and-go reagents save time and fabor °
and help to ensure consistency,

HHEHH
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CT/NG results with no grey zone

Each CT/ING test run on the cobas® 4800 System
is automatically analyzed by a proprietary Kinetic
Algorithm that eliminates the need to examine PCR
curves. Every curve is evaluated automatically and
must meet multiple acceptance criterta to be called
valid. Results are presented as positive, negative

or invalid, providing clear and precise answers and
reducing the need for retesting or interpretation.

[ Asymptotic growth
is high enaugh -

 Allcriteria
t fulfiiled? IS
Lo -

Valid curve

!
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Where performance and reliability meet

Roche introduced PCR and continues to advance real-time PCR through hardware

and software innovations that pave the way for new standards of performance and
reliability. From sample loading to final result, the cobas® 4800 System delivers
a combination of flexibility, speed, ease of use and robust dependability.

High efficiency, low maintenance
= Less than 20 minutes of setup time for 84 specimens

= Process up to 384 samples per day on a single system
« (Only 4 minutes bf daily maintenance required
+ No post-run decontamination needed

Least hands-on time (fun of 96)*

cohas® 4800 System
TIGRIS*
Viper™ with XTR"®

m2000sp™/m2000rt™

0 20 40 60 a0 100
Minutes

*Rache CT/NG System Comparison Study. presented by Argent Global Services, August 2010

Contamination prevention

Intelligent pipetting CO-RE tip technology

The cobas® 4800 System incorporates unigue CO-RE attachment technology actively locks

pipette tip locking and monitoring technology, the pipette tips in place with an expanding

including CO-RE, TADM and anti-droplet control 0-ring. When the tip is released, the O-ring gently |

(ADC) for reliable sample transfer. decompresses, avoiding projection of aerosols |

that could create crass-contamination, |

TADM |
| TADM monitors the pressure within each pipette tip - |
| during each pipetting cycle to verify transfer and flag Slnave— ’
| probiems in real time. Any pressure response that

Dacompressed |
falls outside of the expected range is reported and O-fing

recorded in a traceable digital log.

O-ring |
H groave

Expandad
0-ring
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Anti-droplet control (ADG) High-performance optics

The cobas® 4800 System automatically compensates  Optics in the cobias z 480 Analyzer are engineered to
for reagent vapor in the pipette tip by continually ensure dye-specific signal excitation and emission, and
monitoring the pressure and adding vacuum to uniform data collection across the entire PCR plate.
the tip when needed.

Results integrity

Before PCR amplification, proprietary AmpErase
enzyme degrades previously generated amplicons
to reduce the risk of carryover contamination. An
internal control is used through the entire process,
from sample preparation to amplification and
detection, minimizing the risk of false negatives.

Robust amplification and detection

The cobas z 480 Analyzer provides unmatched
temperature homogeneity and advanced optics
for rapid amplification and high quality resuits.

Rapid, uniform thermal cycling
The cobas z 480 Analyzer carries
over all of the technological
advances of the LightCycler®

480 Instrument. The unique
Therma-Base layer between the
heat block and the cooling element
provides optimal heat transfer and
distribution to all samples for faster,
more reproducible results.

LightCyelar® 480 Instrument Another real-time PCR inslrument

The melting temperature (Tm) of a |abeled oligonucleotide was used Lo demonstrate
temperature homogeneity across a multi-well plato. Variation helween the meastred
Tm waa plotted for all wells, using the expected Tm as zero.
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1 B 3.1, 3.2, 3.3, 3.8 las 3.

Reduce workload sumpllfy workflow

Users are gu:ded through each step, from sample loading to startmg a new rut.

e - =~ ~ . - s .‘...._._.._. —r

; . - e T Lo e
Load snmp[es. reagenls and consumables EOA ‘Sﬂal and transler p!nte. start PCR run T @ , “View resultgs-* "
5 T R Cow el T 3 ¢ $ia]

Han i s Lo b v i

Simple and efticient

The.cobas® 4800 System automates your-workfiow where you need it most

- . Readyto-use reagents ’
« Bi-directional LIS connectivity
= Automated sample ID scanning

Proven service and support from a trusted leader Our Global Customer Support Organization of more
Roche introduced PCR and continues to innovate every than 2,000 technical and field experts serves Roche
day. No company has more experience in molecular customers in more than 70 countries.

diagnostics, or in supporting you.
Contact the Roche Molecular Diagnostics

One call gives you direct access to a world-class representative nearest you or visit
suppaort organization. Qur technical hotlines connect http://molecular.roche.com.

you immediately to local support teams backed by

global experts.

ﬂmznisumiﬁammmﬁm'iﬂ'ﬁsmm'lmﬁl,ﬁrmiaﬁné

-

NI L NN eresnendens Ceereesenn UTEEUNTIUNTS
) g onech

o Ata...... ersesrsasasesanersonthlorsnnaneenrse ITTUNTT

R DT A AP AR \ b4+ 1) )1 o

Qo




T - Systems specifications:and-téchnical'details .~ ~ |
- cobas X 480 Instrument (Part‘Number 05200890001): o L
Power supply - ] .

Power consumption’ T P 5600w~ " e T,

' Voltags A 110120 VAC ‘

P " L. - 220-280NAC i - SIS
Frequency = <Dt .7 '50/60.Hz +'5% L i o a

‘ Delayed-aclion fuse. . T 1I5VAC: 63 A. ol T . :
oo ‘ _ L "ZB0VACIBISAT T 7 : B

. ) : ‘Power interruption - 7 =10 ms (for intetruptions exceedlng this liniit, i

| ‘ L I N © aUPSis reccmmendé?:l) : . f
i - . 4 tnterface - ' . C F :
Sa b st~ v pemy o o

- Dimensions Lo : o

; S cEo e instrament dimenslons (with-full cover) o - 166 X80 x 101 6m (Wi Hx.D) §
P . ) ' . Netweight = ) T =180 kg i
;' : I PR ; Mialtypes” ~  © " 7 7 S s _ O _ R X
LT linid-based Syclogy EDTA. PR SSTfor plasma adserem . - - o
i . s . . ‘ - .
: A T ‘i1 - cobasz 480 Analyzer (Part Number 05200881001): ° i ’
}; UL T ERETTTTTY Power supply o L
v v P i _ " Power consumption” Coe 7Y 1500 VA CL : _
i I Voltagg - = . T 7 200-240VAC - - '
' S , . - . ) ‘Fre'quency o 7 BofeOHz 7 - . '
RN B h' <+ )l Dimensions . ' . !:
wr R = g — — - Yy
; S T <% Indtrument-dimensions (with full cover) B7% 60 x:60 cm' (WX HX. DJ o o i
' e T TL 3 Netweight T ' T ~s5kg ~ L . ¢ D e
‘ v . ‘> ‘ ; I """ Environmental requirements . : :
| ' ’ '.‘,.7: O, - *Teinpératures allowed during operation 15Clo32C - . . L !

nimum: 30% at 15°C 10 82°C. .

T ﬁﬂﬁ*ﬁ‘l%ﬁ)ﬁ‘ﬂ‘ﬁmﬁﬁl%?‘mﬂﬂﬁw T2 G condensation

! s 1
' o ‘6'1'uﬂ'i‘:'11ﬂ‘t‘$ . .

num‘i

: EERLA Y




Since 1983, we have researched and introduced
platforms with one goal in mind: helping you
overcome obstacles to the practical use of PCR.
The cobas® 4800 Systemn brings new levels of

automation, flexibility and efficiency to your workflow.

¥ Because your needs inspire our innovation.

{
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ThmPrep Consumables
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ThlnPrep® Preseervt V!als (Gyn)
20 mL / 2 oz vial, 250 pack
70098-003

ThinPrep® Pap Test:
Endocervical cells

ThinPrep® Pap Test:
LSIL

———
~,

™,
THE

T}szrep

PAP TEST

ThinPrep® Gyn Filters, 500 pack
70099-001

Testsbnay

. G‘/‘Clr !
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ThlnPrep‘f" Mlcroscope Shdes (Gyn)
500 pack
70303-002



22— DPRESERVCYT SOLUTION
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SECTION

PRESERVCYT® SOLUTION

H ..[I”I

PreservCyt Solution isa méthanol-based, bufféred solution designed to preserve cells during trans-
port and slide preparation on the ThirPrep 2000 processor.

The ThinPrep processor slide preparation process also requires PreservCyt Solution for transporting
and storing samples prior to processing. PreservCyt Solution is optimized for the ThinPrep processor
slide preparation process and cannot be substituted with any other reagents.

Packaging
Please refer to the Ordering Information in this manual for part numbers and detailed information
regarding the ordering of solutions and supplies for the ThinPrep 2000 system.

« 'Vials(20 mL}) of PreservCyt Solution are contained in each ThinPrep Pap test.

Composition
PreservCyt Solution contains-buffered methanol. It contains no reactive ingredients. It contains no
active ingredients.

WARNING: PresenvCyt Soliition cofitains fristhanol Danger. Poisen. Vaporharmiul. ~ |
. May'be fatal 6 cause blindness if swallowed Cannot bemade nan-poisonaus: Keep: -~ -
away fror fire,-heat, sparks, and flame: Otfier-solutions cannctibe Substitutecifor-
PrasenCyt'Solation. -7, r e s agE S o e A

sy 4 -

Storage Requirements

+ Store PreservCyt Solution between 15°C (59°F) and 30°C (86°F). Do not use beyond the expi-
ration date printed on the container.

« Store PreservCyt Solution with cytologic sample intended for ThinPrep Pap testing between
15°C (59°F) and 30°C {86°F) for up to 6 weeks.

s Store PreservCyt Solution with cytologic sample intended for CT/NG testing using the Roche
Diagnostics COBAS AMPLICOR CT/NG test between 4°C (39°F) and 25°C (77°F) for up to
6 weeks.

s Storage requirements for quantities of PreservCyt Solution are dependent on local regulations
regarding the size and configuration of your facility. Please refer to the Selutions Storage

Guide at the end of this chapter.
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14 2 Indication, Collection, and Laboratory Processing of Cytologic Samples

8, Load the centrifuge racks onto the PrepStain Processor and run Program 2 for Nor-GYN specimens.
A robotic armm transfers the fluid to a settling chamber, which sits atop a modified poly-L-lysine-
coated glass slide. Robotic arm then defivers sequential stains to each settling chamber to stain the
specimen. The result is a 13-mm circular smear. PrepStain System processes and stains up to 48
specimens pet run.

ThinPrep

Principle

ThinPrep preparation is a filter-based cell concentration technique. TP-2000 processor is a semiauto-
mated device, which processes one specimen at a time. A newer version, TP-5000, is a fully auto-

| mated bench-top instrument that processes specimens in batches of 20. Multiple preparations can be
made from a single vial.

Specimen Collection and Fixation

Sample is collected by the clinician in one of the following: CytoLyte® solution (methanol-besed (ixa-
tive, which is both hemolytic and mucolytic), in saline, or as fresh, unfixed specimens, Specimen is
labeled and transported to the cytology laboratory.

Slides
circle.

The microscopic slides are provided by the company and are marked with a 20-mm diameter

| Steps in Preparation

|
Urine is first centrifuged at 1,500 rpm and cell pellet is then resuspended in 30 ml of Cytolyte and
again centrifuged. Two to three drops of the ccll pellet are transferred to PreservCyl (methanol-based
preservative solution). The vial and a labeled slide are placed into the ThinPrep processor. Preparatory
steps include specimen dispersion, collection, transfer, and staining.

(a) Dispersion. A disposable cylinder with a polycarbonate filter attached to one end is introduced
into the vial. The pore size of the filter is 5.5 pm (pore size for Pap test specimen is 8 pm). The
instrument is rotated creating a current that disaggregates blood, mucus, and other debris and
breaks up large cell clusters, mixes and homogenizes the cell suspension.

(b) Collection. A gentle vacuum is applied to the cylinder, which aspirates the cell suspension through
the filter. Most of the broken red blood cells and debris is allowed to pass through while the diag-
nastic cells attach to the external surface of the filter. The instrument monitors celf density across
the filter and the flow rate decreases when cells are evenly distributed on the filter with minimal
overlap.

(c) Transfer. the cylinder moves out of the specimen, is inverted 180°, gently pressed against a posi-

" tively charged slide and with slight positive pressure Lransfers the cells (~70,000) to the glass
slide. The result is a 20-mm circular smear with even distribution of cells and minimal.overlap.
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HOLOGIC

Liquid Based Cytology Collection: R
~ Quick Reference Guide

ThinPrep® Pap Test

Instruct:ons for dlrect to V|al speCImen col\lecﬂon

v
-.r“ﬁu v

Liquid Based Cytology (LBC) is now MBS-listed as an interim arrangement until
the renewed National Cervical Screening Program commences (ltem 73069).
For each patient a rebate is payable for one cytology test — either LBC
or the conventional Pap test. For optimal specimen collection with .
the ThinPrep Pap test, please follow the instructions below. \ o

ThinPrep Pap Test Plastic Spatula i
and Endocervical Brush Protoco!

» Prepare all equipment before starting the procedure.

« Note expiry date on sample collection vial. Do not use expired vials.

+ Ensure the entire plastic seal is removed from the lid of the vial and discarded.

+ Remove the lid from the vial before taking the sample.

- If lubrication of the speculum Is required, please use warm water. The use of lubricant may
interfere with pathology tests. However, If necessary a small amount of water-soluble
carbomer-free lubricant should be applied sparingly to the outer partion of the speculum
only, avoiding the tip.

« Do notuse an endocervical brush during pregnancy

+ Do not use an endocervical brush in isolation

Record the patlent’s full name and date of birth on the vial as required by local
regulations, The patient information and medicat history should be recorded
on the pathology request form,

Obtain an adequate sample from the ectocervix using a plastic spatula. Select the
contoured end of the plastic spatula and rotate it 3607 in a clockwise direction arcund
the entire ectacervix, while maintaining tight contact with ectocervical surface.

Rinse the plastic spatula immediately into the vial by swirling the spatula vigorously
in the vial 10 times. Discard the plastic spatuia.

Obtain an adequate sampiing from the endacervix using an endocervical brush device.
Insert the Cytobrush Into the endocervical canal unlil only the bottom-most bristles are
exposed. Slowly rotate 774 or 172 turn in one direction. Do not over-rotate the brush.

Rinse the endocervical brush immediately in the same vial by rotating the device in
the solution 10 times while pushing it against the vial wall. As a final step, swirl the brush
vigorously to further release malerial. Discard the brush,

Tighten the cap so that the torque line on the cap passes the torgue line on the vial.
Do not over-tighten. Place the vial and pathology request form in a specimen bag
for transport to the [aborato

Mole: Certaln molecuilar tests, sugﬁ WEHEE‘W‘?' E{%qﬁé-%MEﬁma{ﬁnﬂ?ﬂﬁﬂé
ygur |
carfe T

same material collected for the Thru_l{lee Pap Tesl. Cont tory for more infarmation.
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Call center 1800-019-399 InTwd 24 Falaq

Line official RCSC Thailand Tutian 8:00 - 22:00

System Appllcatlon

Apphcatlon 1T

Professwna *:Servnce

Roche Customer Support Center

1800-0193-99

Your call. We care. lc @, 800-G195-98
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Roche Molecular Systems, Inc.,1080 US Highway 202 South, Branchburg, NJ 08876 USA
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The cobas® 4800 System is intended to be used as an in vitro diagnostics system providing sample

preparation, amplification and detection of specific targets from human samples. It integrates fully

automated total nucleic acid isolation directly from primary and secondary tubes, automated PCR setup,

and real time PCR. The cobas z 480 analyzer including dedicated software for IVD use is a plate-based

autornated amplification and detection system for nucleic acids. The analyzer is intended to be used as

a diagnostics systemn providing real time PCR ampilification and detection for human samples within the

system,
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ROCHE DAGHOSTICS INTERRATIONAL LTD. (SWITZELAND) F
8501072000026 cebas 2480 analyzer $5200881004 cL:gs(sas ) Fomenstrasse 2 Rotkscuz amptification analyser VD,
aberatory, automated
cobas 4300 System Liquid Cyrology ROCHE AOLECULAR SYSTEMS, INC. {USA) 1080 LS, Highwway 202 South Brasichbur tiuclele acid oxtractienlsolation ki
£5101508000144 Sptem Liquid Gy 05234812150 w Highizy anchburg | i i
. Prepasation Kit (240 Tests) Neve Jerscy USA 08376 WD
4500 5 Ugquid €y MOLECULAR STSTER & i ion i
5101308000165 cobas .y:tcrn quid Cytolegy 05235339190 ROCHE a3, INC. {USA) 1080 LS. Highviay 202 South Brarehibirg | Milele acld extractionsisclation it
Preparation Kir (960 Tests) Kewe Jeesay USA 03826 [0t
cebas 4820 System Control ROCHE MOLECULAR SYSTEMS, IRC. (USA) 1080 U.S. Highvvay 202 South Branchbur Buffered sampte dituent WD,
€5101503050148 ¥ as28am150 45 W gy kg
Duent 1t (10 tests) Haeve Jessey USA 08374 automated/remi-automated system
ROCH L NG 5. Hi 202 Sout ol kit
5101503000147 ccbas 4800 System [nternal sT6aNA190 E MOLECULAT SYSTERLS, INC. (USA} 1080 115 Highway h Branchburg | Exogenous DHA intemal conliol
Centrel Xit 1 (20 Auns) Hoevr Jersey USA 0aavé nD
cobas 4800 System Lysis Kit | (240 ROCHE MOLECULAR SYSTELS, INC, (USAY 1080 LS, Highvay 202 South Branchburg | Mucleic acid extraction/isslatian kit
65101 508000143 C6768253190
Tests) Newr Jersey USA 03875 &0
ba is Xi ROCHE M SAY 1080 US. ic acid extraction/iscla i
5101204500149 cobas 4A00 System Lysis Xit [ {960 08763210150 OCHE BGLECULAR SYSTEMS, INC, (USAY Highveay 202 South Branchburg | Mutleie acd extr isclation kit
Tests) HNewe Jersey USA 08374 ]
has G500 Sampl ROCHE MOLECULAR 1S, R SA] Highwray 202 South Sranchba Nutleie ackd entractic laticn kit
ESI015CE000150 cobas System Sample 05235782190 SYSTEMS, INC, (USA) 1080 U.S, Hytvaay uth 8r g ueleie bt rvisolaticn
Preparation Kt {240 Tegis} Meve Jersey USA 08876 ')
ROCH IRC, 2 iy &0 i 2CH actonvizolation ki
P —— cobas 4800 System Sample —— £ MOLECULAR SYSTEMS, IHC, (USA) 1080 U.S. Hishway 202 South Bianchburg | Hucleic 2cd extr tzplation kit
Pegparation Kt {960 Tasls) Newe Jersey USA 08874 WO
4800 y ROCHE MOLECULAR SYSTEMS, INC. QUS 020 U.S. 02 Branchby = th soluticn N,
5101502000162 ccbas System Wwash Buffee it 5233863190 A5, 3. QUSAY 1 Highnwary 202 Sounh B iy Buffored veas n
{240 Tests) Mo Jorsey USA GBRTS autorated/semi-automated system
cabas 4800 System Wash Buffer IGt ROCHE MOLECULAR SYSTEMS, INC, (USA) 1080 US. Highway 202 South Branchbyrg euftered wash soluticn WD,
451015C3000152 Q52353871190 R
(960 Tasts) Hew Jersey UISA Q3876 automated/somi-automated syhiem
cobas Specimen Pra-Sxtraction
[{ the cab ROCHE MOLECLS TERSS, iNC, 1080 U.S. Highsvay 202 Scuth Bran Huclele acd eatracticn/sclation kit
5101005 Reagent for use on the cobas POV ECULAR $Y§ sy gheway nchburg | Muclelc acd ox
4864008500 Systems (15 x 49 Hovy Jorsey WSA C33T4 rD
mL)
6513969800002 Extiactzon plate L.6mL 05232716001 WEIDMANH MEDICAL TECHROLCGY AG Naua Jonastiasse 80 Rappersvil CHE 3540 Kicroplate VD
£5130638000025 Extraction plate Z.0ml CEEE40N8001 WEDMANN BEDICAL TECHHOLOGY AG Houg Jonastrasse 60 Repperssdl CHE 8540 Lécreplate VD
65190638000036 AD-plate 0.3ml 05232123001 MYFRD HEALTHCARE GMEH Pllegrnuhloveng 61 Krittlingen DEU 75438 Ltcroplate VD
Assay adhesve sealing/fxation film
63192638040098 Saaling Filra 06327893001 HYPRO HEALTRCARE GLIBH Fllegmuhlevieg 51 Knidtlingan CEU 75432 4 oD o
BALDA MEDICAL GHBM (GERMAZFR Beaghirchener Strasse 228 Rad Geyrnhauten AFG
£53T1038660048 Ap-plare 6.2l 05232724001 ;2549 Hicreplate VD
31, HARTFCRD CITY PLANT, TAFE MAHUFACTURING Q3045-075E Cross Avenue Asstry adhative sealing/foation [
65452510500G087 Lealing Film C63278%3601
Hartford Indiana WSA 47348 mD
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Certificate No. 9579-5-2021
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Admlnistratlon (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product]s) : Name of Manufacturer/Distributor, Address
See Attached Llst Namo of Manufacturer

. ROCHE MOLECULAR SYSTEMS, INC.
(Three Pages) 1080 US Highway 202 South

Branchburg, NJ USA 08878

The product(s} described above (and the manufacturing/distribution site(s) which produces/distributes it} is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmatic Act.

Itis certified theit the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantia!
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

oz es

| CDR Cesar A. Perez, PhD, Director

DRPZ: Division of Establishment Support
Office of Regulatory Pragrams

Office of Product Evaluation and Quality

| Center for Devices and Radiological Health
| : U.S. Food and Drug Administration, DHHS

This certificate Is valid from May 12, 2021 to May 11, 2023, _
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Certificate Ho. 9579-5-2021

Certlﬁcate to Foralgn Government - Name of Product(s) Attachment Page 1 of 3

Name of Maniifacturer

ROCHE MOLECULAR SYSTEMS, INC.
1080 US nghway 202 South
Braq_chpurg. NJ USA 08876

Name of Product(s)

mbastm 4800

05852170190 cobas® KRAS Mutation Test

06525985190 cobas® Sample Prep Buffer

07003936180 - oobas@ PIK3CA Mutation Test

0724773?190 wbas@ cONA Sampte Preparation Kit

07245553190 cobas@ EGFR Mulation Test v2

cobas® Cdlff Test (4800)

06788237190 wbas@ 4B00 Cdiff Amplification/Detection Kit, 80 Tes\s
06768261190 ccbas® 4800 Cdilf Amplificalion/Detection Kit, 240 Tests
06768300190 ccbas@ 4800 Cdiff Controfs and Cafactor Kit, 10 Runs

cobas® CTMNG (4600)
05170466190 - ccbas® PCR Urine Sample Kit
05235928190 - cobas® CTING Contrels Kit

cobas® CMV Test
07865570190 - mbas@ cMmyv
07855988190 - cabias® CMV Conlrol Kit

cobas® Factor Il and Factor V {4800}
07948352190 - cobas® Factor |l and Factor V Test

cobas@ HPY Test (4800)

05235855190 - cobas® 4800 HPV Conlrols Kit, 10 Sels

05235901140 - cobas® 4800 HPY Amplification/Delection Kit, 240 Tests
05235510190 - cobas® 4800 HPV Amplification/Detection Kit, 960 Tests

cobas® HSV 1 and 2 Test (4800)

05768189450 - cobas® 4800 HSV 1 and 2 Amplification/Detection Kit, 80 Tests
05?88202190 wbas@ 4800 HSV 1 and 2 Amplification/Detection Kit, 240 Tests
06768295130 cabas® 4800 HSV 1 and 2 Controls and Cofactor Kit, 10 Runs

oobas@ MRSAJSA Test (4800)

06768113180 - cobas® 4800 MRSAISA Amplification/Delection Kit, 80 Tests
06768172190 - cobas® 4800 MRSAISA Amplification/Detection Kit, 240 Tests
06768288190 - cobas® 4800 MRSAJSA Conlrols and Cofactor Kit, 10 Runs

cobas® 4800 Systems gereric regents
05235782190 - cobas® 4800 Systern Sampla Preparation Kit, 240 Tasts
05235804190 ~ cobas® 4800 System Samgple Preparation Kit, 860 Tests
05235812190 - cobas® 4800 Syslem Liquid Cytology Preparation Kit, 240 Tests
05235835140 - cobas® 4800 System Liquid Cylology Preparation Kit, 960 Tesls
05235847190 - cobas® 4800 System Conlral Diluent Kit

05235863190 - cobas® 4800 System Wash Buifer Kit, 240 Tests

05235871190 - cobas® 4800 Systern Wash Buffer Kit, 960 Tests

067608253190 - cobas® 4800 System Lysls Kit 1, 240 Tests
06768270190 - cobas® 4800 System Lysis Kit 1, 950 Tests
06768316180 - cabas'® 4800 System Internal Control Kit 4, 2

07002220150 - cobas® NHP Megativa Contrel Kit

o s [
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U. 5. FOO D & D RUG U.5. Facd & Drug Adm[nlslratton

" : 10803 New Hampshire Avenug
B ADM INMISTRATION Silver Spring, M0 20393

CENER PR LN LT A AR OR TR sl vawyfda.gov

Certlﬂcate No. 9579-5-2021
Gemﬂcate to Forelgn Government - Name of Product(s) Attachment Page 2 of 3
07002238190 cobas@ Buﬂer Naga!we Control Kit

cc'bas@ BKV (6600/8800)
08888249190 BKY

cobas@ CMV (6800!8800]
07001 0291 90 oobas@ CMY
07001037190 mbas@ CMV Control Kit

cébas® CTMNG (saubraaoo)

07480066190 - cobas® CTMNG

074600821 90 oobas@ GTING Positive Contrel Kit
cobas® EBY (aanwaeuu)

08686206190 - EBV

08688214190 - cobas® EBVIEKV Control Kit

| cobas® HBV (6800/8860)
07000979180 - cobasB HBV

ccbas® HPV (6800/8800)
07460155190 - cobas® HPV
07460171190 - cobas® HFV Pasitive Centrol Kit

cobas® omnl (S600/8800)

06597546190 - cabas omal MGP Reagent
06897511190 - cobas omnl Specimen Diluent
06997538190 - cobas omnl Lysis Reagent
06997503190 - cobas omni Wash Reagent
07557272180 - cobas omnl Utility Channel Reagent Kit

cobas® TVIMG (6800/8800)
07948689190 - cobas® TWMG Postive Contral Kit
03017450190 - cobas® TVAIG

cobas® AmpliCor®
07958021190 - cobas® PCR Media Dual Swab Sample Kit
07958030190 - cobas® PCR Media Uni Swab Sample Kit

cobas® AmpliPrep/cobas® TagMan®
05964288190 - COBAS® AmpliPrep/COBAS® TagMan® Specimen Diluent Kit

cabas® Cdiff
07454945190 - cobas® Cdiff Nuclelc acid test for use on the cobas® Liat® Syslem
07454970190 - cobas® Cdiff Positive and Nagative Contral Kit for use on the cobas® Liat® System

cobas® Strep A
073419114580 - cobas® Strep A Nucleic acid test for use an the cobas® Liat® System
074026781390 - cobas® Strep A Qualily Control Kit far use an the cobas® Liat® System

.......

| cobas® Influenza A/B 8 RSV '
07402686190 - cobas® Influenza A/B & RSV Quality Control Kit for use on the cobas® List® System
08180104190 - cabas® Influenza A/B & RSV Nuclele acid lest for use on the cobas® Liat® System
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Cartificato No. 9579:5-2021
Cgrﬁfvl_c_at_e to Foreign Government - Name of Product(s) Attachment Page 3 of 3

Kils
05985535180 -,ogba_s@_DNﬁ Sample P;eparglton Kit
: -END OF PRODUCT LIST:
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Roval Charter

This Is to certify that: Roche Molecular Systems, Inc.
1080 US Highway 202 South
Branchburg
New Jersey
08876
USA

e

Holds Certificate Number: MD 739945 =
and operates a Quality Management System which complies with the requrrements of ISO 13485 2016 & EN ISG
13485:2016 for the following scope: z 2 } ) ‘

Deslgn and manufacture of In Vitro Diagnostic Kits, integrated systems and associated
software used In the diagnosis and management of disease status of [nfectious diseases
donor screening associated with infectious diseases, ' prlmary screenlng assoclated With

ancagenic viruses, detection of biomarkers for companion dlagnostics, microblology, and

genetic testing.

Gary E Slack, Senior Vice President - Médical Devices

For and on behalf of BSI:

Original Registration Date: 2021-03-05 Effective’ Date: 2021-07-01

Latest Revision Date: 2021-06-30 Expiry Date: 2024-06-30,
@ Page: 1 of 2
@msm
R € 122 Ta T na——— 1 O LR
o.A970... FToppeennsess UTLEIUNTTUAT
0,839 8urenene 0 veeerees ITTUNTT
This certificate vras Fesued el e fe"“‘"“%ii‘%&@%ﬁ’.‘i’.?.’. 3 ...' ........... fie Conditions Rl PRy

Printed copies can hc validated at vavw.bs igroup comIClientDirectory

Information and Contact:

BSI Group The Netherlands B.V,, John K. Keynesplein 9, 1066 EP Amsterdam, The Hetherlands [ Tel: +31 20 3460 730
85I Group The Metherlands B.V. is reglstered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.




Certificate No: MD 739945

Location Registered Activities

Roche Molecular Systems, Inc. : Deslgn and manufacture of In Vitro Diagnostic Kits,

1080 US Highway 202 South integrated systems and assoclated software used In the
Branchburg diagnosis and management of disease status of Infectious
New Jersey diseases, donor screening associated with Infectious diseases,
08876 primary screening assoclated with oncogenic viruses,

USA detaction of biomarkers for companion diagnostics,

microblology, and genetic testing.

Roche Molecular Systems, Inc. Packaging, Warehouse and distribution

2 Millennlum Way

Branchburg

New Jersey

08876

USA . : o

Roche Moiecular Systems, Inc Deslgn and Development.

4300 Hacienda Drive .

Pleasanton . C .
California ~ T -
94588 . i .
USA

AUENITIM IR AN TUSEMaTImBdanseiing
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Orlginal Registration Date: 2021-03-05 Effective Date: 2021-07-01
Latest Revision Date: 2021-06-30 Expiry Date: 2024-06-30
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronle certificata can be authenticated gnline.
Printed coples can be validated at vawv.bsigroup.com/ClizntDirectory \

Information and Contact:
BSI Group The Metherlands B.V, Jobn 3, Keynesplein 9, 1066 EP Amsterdam, The Metherlands | Tel: +31 20 3460 780 —
BSI Group The Metherlands B.Y. is registerad In The Netherlands under nurnber 33264284 | A Member of the BSI Group Holdings B.M.
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Roche Diagnostles (Thalland) Ltd,  18th-19th Floor,Rasa Tower Pione +66 (0) 2791 2200
555 Phaholyothin Road, Fax: +66 (2) 2937 0850
Chatuchak, Chatuchak 10800 wanyroche.com

Bangkok, Thailand
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