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1 Introduction

Rovers® Cell Sampling Devices (Sterile) for professional and home use are based on "thin-hair
technology". Cell material collected with Rovers® Cell Sampling Devices can be processed with
conventional as well as liquid based cytology(LBC) and also be used for bacteriological testing, virus
testing (e.g. for Sexually Transmitted Diseases or HPV) and DNA analysis.

Cell collection with Rovers® Cell Sampling Devices is quick, simple, painless and reliable.
In accordance with the European Medical Device Directive 93/42/EEC (as amended by Directive

2007/47/EC) the Rovers® Cell Sampling Devices (Sterile) are Class Is Medical Devices with a low risk
profile.
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2 Abbreviations

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

EN European Norm

ETO Ethylene Oxide

EU European Union

HPV Human Papilloma Virus

hrHPV high-risk 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, bacteriological-, HPV-, viral- and DNA testing.

The company was founded in 1982.

Our main product line is Rovers® Cell Sampling Devices. The "thin-hair 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 for bacteriological testing, virus testing (e.g. for Sexually
Transmitted Diseases or HPV) and DNA analysis.

Our Rovers® products are being used in more than 60 countries all over the world. For the development of
new products we work together with medical specialists in gynaecology, cytology, pathology etc.
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3.2 Company Address

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

5347 KV, Oss

The Netherlands

3.1 Websites

http://www.roversmedicaldevices.com/

3.2 Contact person

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

F: +31 412 623835

Email: hvissers@roversmedicaldevices.com
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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 ectocervical, endocervical and transformation-zone
cells with a single device. The brush is made up of well-defined semi-circular 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 material of the brush facilitates the release of the cell material into
the fluid or on to a glass slide.

Benefits

— Sweeps the portio and reaches well beyond the transformation-zone into the cervical canal for a
rich cell yield.

— Significantly reduces the number of inadequate smears.1

— Avoids bleeding and pain which are normally associated with rigid spatulas and less considerate
endocervical devices.

— The Rovers® Cervex-Brush® can be used for liquid-based as well as conventional cytology.
The hydrophobic material of the brush facilitates the release of the cell material into the fluid.

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

4.1 Market Presentation
Product Name: Article Number
Rovers® Cervex-Brush® (STERILE) 380100331

Table 2 : Article # Rovers® Cervex-Brush®

- 100 PCS/ Box + 1 IFU

Product Name: UDI

uDI-DI 08719189246353

Primary packaging 08719189246353

Secondary packaging 08719189246056

Tertiary packaging 18719189246053
4.2 EU Device Classification

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

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

Copies of quality certificates can be downloaded via:
https://www.roversmedicaldevices.com/about-rovers/quality-certificates/

FOR C €
CERTIFICATES

,

4.4 GMDN
Term: Cytology scraper, single-use
GMDN Code: 42537

Definition: A wooden, plastic, or metal instrument used to collect a scraping of cells from tissue for the
purposes of a diagnostic examination. This is a single-use device.

4.5 UMDNS

UMDNS Code:
15-018, Cell Sampling Devices

4.6 The Rovers® Cervex-Brush® in research studies

https://www.roversmedicaldevices.com/cell-sampling-devices/cervex-brush/

4.7 Download Link Product Brochure

https://www.roversmedicaldevices.com/wp-content/uploads/2016/07/ROVER0140_FOLDER-CERVEX-
BRUSH.pdf

4.8 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.

49 Intended User

They are for use by healthcare professionals (qualified medical personnel).
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410 Intended Place of Use / Use Environment

Clinical setting.

411 Precautions (Contra-indications)

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

412 Restrictions

To be used only by qualified medical personnel.

4.13 Warnings

@ Do not re-use.

@ Do not use if package is damaged.

A Caution, consult instructions for use.

Intended for single use only.
Reuse causes contamination and misdiagnosis.
To be used only by qualified medical personnel.

4.14 Special Care, storage and transport conditions

The primary packaged products are all protected for transport and storage by a secondary and tertiary
carton box. The expiry period is three years after date of production, provided that the products are stored
under ambient storage conditions and protected from sunlight.

The white cardboard boxes (Secondary Packaging) are packaged according a predefined stacking pattern
in a brown cardboard box (Tertiary Packaging, also called the shipping container) on a wooden pallet.
Hereafter the shipping container is secured with ratchet straps and foil wrapped and ready for transport.
For smaller amounts the quantity of packaging and protection materials will be adjusted accordingly.

415 Material Information Rovers® Cervex-Brush®

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

Part description Material

Brush Polyethylene / White Colorant

Handle Polypropylene / Blue Colorant

Pouch Polyamide / Polyethylene or Polypropylene / Polyamide / Polyethylene
Paper lidding Medical Paper
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Product Drawing:

The Rovers® Cervex-Brush® product consists of a blue handle (length 175 mm, diameter approx. 4
mm(B)) and a white brush (I x w x h =32 mm x 19 mm(C) x 6 mm) with hairs. The total length is 198(A)

mm.

A

Total Length Rovers® Cervex Brush®:

v
<

By design the total length of the Rovers® Cervex Brush®is determined by the individual dimensions of the
handle and the brush. During manufacturing the appearance of the handle, brush and assembled product

is monitored.

Product Weight:
_ 2 g

(The provided product weight is indicative and has not been determined as an in-process and/or release

control parameter).

4.16 Primary Packaging Information

| Dimensions

| 26,5x4.2 cm

Information as available on the primary packaging:

Rovers® Cervex-Brush®, Cervical Cell Sampler

Liquid-Based Pap Preparation
(A

Traditional Pap Preparation

(B)

SIE=S

=i

30 cm
T
e /

-,
&
/

) (2) 3)

@

Do not reuse.

el ©

Do not use if
package is damaged

C€ 0044 [LOT
A&

Attention, see

instructions for use.

sl Rovers Medical Devices B.V., Lekstraat 10, 5347 KV, Oss, The Netherlands [REF]380100331
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4.17 Secondary Packaging Particulars

White coloured carton box
100 PCS of product + 1 Instructions For Use
29,5%16,5%10,0 cm

Information as available on the label:

Rovers® Cervex-Brush® 100 pcs
LoT]41xxx [REF] 380100331 ke

'lll:'l T I"'I.:
] 2021-03-01 [C€0044 '
>3 2024-03-01 [STERILEEO

(01)08719189246056
@ ® i"} (17)240301 MD

www.roversmedicaldevices.com (10)41XXX
Rovers Medical Devices BV, Lekstraat 10, 5347 KV Oss, The Netherlands

Rovers® Cervex-Brush® is a patented product. Registered design.
Rovers® and Cervex-Brush® are registered trademarks of Rovers Medical Devices B.V. V2103

Rovers®

medical devices
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4.18 Tertiary Packaging Particulars
Brown coloured carton box
Tertiary Packaging 5 layers of 4 box’s (Secondary Packaging)
71.5x30.5%x54.5 cm

For smaller amounts the quantity of packaging and protection materials will be adjusted accordingly.

Rovers® Cervex-Brush®

REF(380100331
LoT|41xxx

] 2021-03-01
sJ 2024-03-01

D] ® ® A

www.roversmedicaldevices.com

Rovers®

medical devices

20 x 100 pcs

l'.':-:.l'.'ﬁ

(01)08719189246216
(17)240301
(10)41XXX

STERILE

EO

C€0044

Rovers Medical Devices BV, Lekstraat 10, 5347 KV Oss, The Netherlands
Rovers® Cervex-Brush® is a patented product. Registered design.
Rovers® and Cervex-Brush® are registered trademarks of Rovers Medical Devices B.V.

V2103
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5 Instructions For Use
Instructions For Use information as supplied with every Secondary Packaging:

Cervical Cell Sampler, for single
use only.

Do not use if package has been
jed.

Contra-indications:

The Cervex-Brush® should not be
used on patients after the first

10 weeks of pregnancy.

Instructions for use

{1) Insert the central bristles of the
brush nta the endocervical canal

(2) Mauntaining gentle pressure, rolate
the Cervex-Brush® five times in
clockwise direction

A

1. Insert the Cervex-Brush® into the
vial with preservative fluid and
follow the instruction given by the
manufacturer of the Pap Preparation
method.

2. Reseal the vial.

B

1. Transfer the cell material to the
slide with a painting action, first one
side and then the other side of the
brush.

2. Apply fixative to the slide
immediately

INTENDED FUR SINGLE USE

ONLY (DO NOT REUSE)

Reuse causes contamination and

misdiagnosis.

To be used only by qualified medical

personnel

Any senous incident that has occurred n
i ice shoud be

L]
the mamufachurer and the competent

English

Cervikal cellepreveudtager, kun
il engangsbrug.

M3 ikke bruges, hvis emballagen er
beskadiget.

Abstrichburste zur Entnahme von
Zervikalzellen,
nur far Einmalgebrauch

Nicht verwenden, wenn die
Verpackung beschadigt ist.
Koniraindikationen. Die
Genvex-Brush® sollte nicht mehr nach
der 10. Schwangerschaftswoche
angewendet werden.

Gebrauchsanweisung

(1) Fuhren Sie die mittleren Borsten

der Barste in den Endozervikalkanal
n.

(2) Drehen Sie die Cervex-Brush®

unter sanftem Druck funf Mal im

Uhrzeigersinn.

A
1. Fshren Sie die Cervex-Brush® in
die Flasche mit der Konservierungslo-

sung ein und folgen Sie den Anweisun-

gen des Herstellers der
Pa

‘ap-Abstrichmethode.
2 VerschiieBen Sie die Flasche.

1 Ubertragen Sie das Zellmaterial mit

einer streichenden Bewegung auf den

Chijekttrager, erst mit der einen Seite

und dann mit der anderen Seite der
rste.

2. Geben Sie sofort Fixativ

auf den Objekitrager.

NUR FUR DEM EINMALIGEN

GEBRAUCH BESTIMMT

(NCHT WIEDERVERWENDBAR)
Wiedererwendung kann zu Konta-

mination un Fehkgagnoss fohren.

Ecowvillon pour cellules cenvicales,
A usage unigue.

Ne pas ufiliser quand l'emballage est
dislériore.

Contre-indications: Ne pas utiiser la
Cervex Brush® aprés les 10 premiéres
semaines de grossesse.

Mode d'emplor
(1) Insérez les fibres centrales de la
brosse dans le canal endocervical.
(2) Tourner 5 fots la Cervex-Brush®
dans le sens des aiguilles d'une
mentre, en maintenant une pression

legere.

A
1 Intraduirez la Cervex-Brush® dans
le tube contenant le hquide conserva-

teur et suivez les instructions du
fabricant de la méthode de préparation
Pap.

2 Referme le tube.

B

1. Appliquez le sur la

Dispasitivo de toma de muestras
de células cervicales, de un solo
uso.

No o utilice si la caja presenta dafios.
Ce

Campionatore di cellule
cenvicali, Esclusivamente
monouso.

MNon utilizzare s la confezione risulta

El dispositivo
Cervex-Brush® no debera utilizarse
en pacientes Iras las 10 primeras.
semanas de embarazo.

Instrucciones de uso

(1) Inserte las cerdas centrales del
pincel en el canal endocervical.

(2) Gire cinco veces hacia la derecha
ejerciendo una presion suave.

A
1. Inserte el Cervex-Brush® en el

vial con sclucién de conservacion y
siga las instrucciones indicadas por
el fabricante del mélodo

Instrument voor het nemen van
canvicale celmonsters, voor
eenmalig gebruik.

Niet gebruiken als de verpakking
is beschadigd
C indicaties: De Cervex-Brush®

Contromdicazioni: Cervex-Brush®
non dovrebbe essere utilizzato su
donne in stato di gravidanza dopo la
decima settimana di gestazione.

Istruzioni per (usa
{1) Insenire le setole central della
spatola nel canale endocenvicale.
{2) Esercitando una leggera
pressione, ruotare Cervex-Brush®
cingue volte in senso orario.

A
1. Inserire Cervex-Brush® nella

de Papanicolau.
2 Vuelva a sellar el vial

B
1. Transfiera el material celular al
I aplicando en primer

lame d' ‘examen rmcmswpluue en

Iugal una pame del pincely, a

faisant un
nage’ avec les fibres de \a brosse,
d'abord 'une face des fibres et ensuite
l'autre face.

2. Appliquez immédiatement un
mayen de fixation sur la lame

USAGE UNIQUE —
NE PAS REUTILISER.
Toute: IEIII\BMCIH enfraine une
ot des ermaurs de diagnostic

Hur von
Parsonal zu verwenden

Im Zusrr!nsrhang i dem Pmdm
aufgetretenan

WVortile dom Haslular und duv
zustandigen Behorde.

German

Colector de Células Cervicais,
para uma unica utilizagao

Nao utilize se a embalagem

estiver da

G Brush®
ber ikke anvendes p3 patienter efter
de forste 10 uger af gravidititeten.

Brugsanvisning
(1) Indfar berstens cenfrale berstehar
i den endocervikale kanal

(2) Drej med et forsigtigt pres
Cervex-Brush® fem gange i urets
retning.

A

1. Indfer Cervex-Brush® i glasset med
konserveringsvaeske, og felg
anvisningeme fra producenten af
pap-prazparations metoden.

2. Forsegl glasset igen.

B
1. Overfor cellematerialet til

forst med den ene side og derefler
med den anden side af barsten

2. Paler fiksativ pa objekiglasset
straks.

KUN BEREGNET TIL ENGANGS-
BRUG (MA IKKE GENBRUGES)
‘Genanvendelse medfarer
kontamine-ring og fejlidiagnose.
M kun anvendes af uddannet
medicinsk personale.

l:nrwer alvarlig haendelse, der er

i forbindelse med udstyret,
DGF indberettes til fabrikanten og den
kompetente myndighed.

Damsh

objektglasset med en malshevagaise,

Contra-indicagdes: Nao utilizar
Cervex-Brush® apds a primeiras
10 semanas de gravidez

Instrugies de uiizagdo

{1) Introduza as cerdas cenfrais da
escova no canal endocervical

{2) Mantendo uma ligeira pressao,
rode a Ravers Cervex-Brush®

5 vezes no senfido dos ponfeiros do
relagio.

A
1. Introduza a Rovers Cervex-Brush®
no frasco com fluido conservante e

Emploi réssrvé au parsonnes
midicalement habidies

Tout incident grave survenu en lien avec iz
dispositil devrait Eaive lobjet dlune
notification au fabrcant et & Fautorita
compétents.

French

AsyuaToMTITNG TR nAIKWY
KUTTAPLY, yIg pia uove Xprorn.

Mn) XpRaUoTIoETE To TTpolo edv n
ouokevaoia Exe phape
Avrevdsiferg: To Cervex-Brush® Bev
TIRETIED VOl PIKRNOTIGIETTON O
QTBEVEIC JETO ammo TNV TTapado Twv
10 TPtV EBBDJKIBUN KUNGNG

Odnyies xprons

(1) EXgaryeyeTe TIC KEVIPIKES TRIXES TNG

e I, OTOV EVBOTPAYNAKD Soknva
(2) Mz oTaBepn ko EAQPpRA TTiETT),
mepoTpéyte To Cervex-Brush® mévie
popéc BefiboTpopa

A

1. Eioaydyere 10 Cervex-Brush® oro

Qrakideo podi pe awmprrnm uypé ke
J\weno're L olirnﬂag

la ofra parte.
2 Aplique hiador al portacbjetos
inmediatamente.

INDICADO UNICAMENTE PARA
UN SOLO USO (NO REUTILIZAR)
La reutilizacién produce contamina-
cion y diagndstico incomecto

Solo debera utilizarlo el personal
médico cualificado

Cualguier incidente grave
relacionado con el producto debe
comunicarse al fabricante y a la
autondad compelente.

Spanish

Servikal Hicre Numune Alma
Cihaz), yalmzea tek kullanmmlik.

Ambalaj hasar gérmigse
kullanmayin
Konirendikasyontar: Cervex-Brush®,
gebeliginin ik 10 haftasim asmig
hastalarda kullamimamalidir

Kuliamm talimatian
(1) Firganin ortasindaki ¢ikintilan,
endoservikal kanalin igine yerkestinn

(2) Hafifce bastirmaya devam ederek,
Cervex-Brush® saat yonunde
bes kez dandinmn.

A

1. Cervex-Brush®1 icinde koruyucu
sivi bulunan flakona yerlestirin ve
Pap Preparat yonteminin ureticisi

siga as i do L do
meiodo de preparagao ctokigica
2. Volte a vedar o frasco.

B

1. Transfera o material célular para a
lamina fazendo um movimenta
semelhante a pintura, primeiro
usando um lado e do outro lado.

2. Aplique imediatamente um agente
fixante 3 lamina

APENAS PARA UMA UNICA
UTILIZACAD (NAQ REUTILIZAR)
A reutilizag 3o ¢ causa de conlami-
nagdo e diagndsticos errados. Para
utilizagio apenas por pessoal
médico qualificada

Qualquer incidente grave ocomda
com o dispositivo deve ser
comunicade ac fabricante e &
autoridade competente

Portuguese

meg pwobou TTQPUUKENEAO‘HGTO; yia
TeaT Mamovikohgor

2. Zgpayiote E,wu ™ uakife pe To
T TEU.

B

1. MpoyUaToTTONOTE PETaPORT TOU
KUTTOpIKOU UAKOD TTTV
OVTIKEIJEVOPOPO TTAGKD PE Xpdiar),
XpnapoTionivTag Kal Tig Goo TTAEupES
TG WUKTpaE. )
2. EQuppéoTe apECS JOVIOTIONTIKS
WEGD TTAV OVTIKEIIEVOPEDO.

TONPOION NPOOPIZETAI TIA MIA MONC

XPHEH
{MHN TO ENANAXPHEIMOTNOIEITE) H
mnvmnuuém n!iin ﬂﬁrwil ae péhuvor km
o sopakubn To Tpoidy TrpETE va
AP unnusmm ano
KATIOTIOUEVO ITTPIKG TIDOGUITTIG.

avapEpE £GBE 08BAp TERITTATIG TIou
TYETICETGH G 70 TEXVGADYKG TGO TTaY
KOTGOKEUTITI] K1 GTTTY GERIGEHG AP Tou.

Girook

verilen talimat takip edin
2. Flakonu tekrar kapatin.

B

1. Huere malzemesini, once

firgamin bir tarafi, ardindan diger
taraliyla sirerek slayta aktann.

2. Slayta hemen yapistirici uygulayin_

YALNIZCA TEK KULLANIMLIKTIR
(TEKRAR KULLANMAYIN)

Yeniden kullamm kontaminasyona ve
yanl tani koyulmasina neden olur
Yalnizca kalifrye sadlik personel
tarafindan kullanimalidir.

Turkish

fiala con con e sequire le
istruzioni fornite dal produttore del
metode di preparazione Pap.

2 Risigillare la fiala

1. Trasferire il materiale cellulare sul
vetrina spennellandov prima un lato
della spatola poi Faltro.

2. Applicare immediatamente un
fissatvo sul vetnna

ESCLUSIVAMENTE MONOUSO
(NON RIUTILIZZARE)

I riutilizzo pub causare contamina- zione
& diagnosi emata

¢ uso esclusivo di persanale medico
qualificatn.

qualsias Mo
s it e A

fabbricante e all aulonth competente.

Htalian

AR
HEHeREA.

EEFERLT L 285
FERALENT S

E =2 Cervex-Brush® |3
FHE DAL OFRIC
FERLELTEEL.

ERELE

(1) FFORLEEIDEE
FERERICMALET.

(2) EPINC R ENAGH S,
Cervex Brush® £ 5EIC
SEEEEET.

A

1. Gervex-Brush® # (% #R‘I&ttﬂ-—
IRATILCIEA L, X —F1—
?Eﬁéﬂﬂﬂﬂk§¥ﬁlgﬁébi ¥

2 AT EEMLET.

B

1 BT T DA,
TELI=HDR %
ASAFICEH T BEAT.
MBEEERLET.

2 @Eiaﬁﬁhfzj'r K=

HEEAEA
(BERFA
BREATACLICIUERPRES

EL
EREA ARE LS
[=1hne

Japanese

mag niet worden gebruikt bij patienten
na de eerste 10 weken zwangerschap

Instructies voor gebruik

(1) Plaats de middelste haren van de
borstel in het endocervicale kanaal.
(2) Draai de Cervex-Brush® met lichte
druk viff maal rechtsom

(met de klok mee).

A

1. Steek de Cervex-Brush® in de
fiool met conservesnioeistof en
volg de aanwijzigingen van de
fabrikant van de Pap-bereidings-

methode.
2. Verzegel de fiool

B

1. Breng het celmatenaal over naar
het glaasje met een schilderbeweging,
eersie de ene, dan de andere zijde
van de barstel

2. Breng onmiddellijk een foceermiddel
aan op het glaasje.

BESTEMD VOOR EENMALIG
GEBRUIK (NIET HERGEBRUIKEN)
Hergebruik leid! tof verontreiniging
en onjuiste diagnoses. Alleen le
gebruiken door bevoegd medisch
personeel

Elk emstig voorval in verband met
het hulpmiddel moet worden gemeld
aan de fabrikant en de bevoegde
autonteit.

Duteh

Cervikal cellproviagare, endast
for engangsbruk,

Far inte anvindas om frpackningen
har skadats.

Kontraindikationer: Cervex-Brush®
ska inte anvandas med patienter efter
graviditetens forsta 10 veckor.

Bruksanvisning
(1) For in barsten i mitten av
borsten i endocervixkanalen.

(2) Med ett varsamt tryck, rotera
Cervex-Brush®™ fem ganger medurs.

A

1. For in Cervex-Brush® i flaskan
med konserveringsvatska och folj
instruktionen som ges av tillverkaren
av cellpreparerings-metoden.

2. Forslut flaskan igen.

B

1.Overfor celimatenialet till objektgla-
set med en malande rorelse, forst
den ena sidan och sedan den andra
sidan av borsten

2 Applicera omedelbart fixeringsme-
del pd objekiglaset.

ENDAST FOR ENGANGSBRUK
(FAR INTE ATERANVANDAS)
Ateranvandning orsakar kontamine-
1ing och felaktig diagnos.

Far endast anvandas av kvalificerad
viardpersonal.

Allvariga tllbud som har intraffal i
samband med produkten bor
rapporteras til tilverkaren och den
behrnga myndigheten.
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WHCTRYMEHT 1NA BIATHA
UEPBMKANLHBEX 0BPaaUoE,
TonNbKO ANA 0AHOPASOBOI
HENONE30BAHNA,

He MCNONE308aTE, €COM YIakosKa
NoBpEXAera.

[pomueonorRasmun. LeToHka
Cervex-Brush® we gonsia
MPMMEHATLCR A1 NAUMEHTON €O
cporom Bepementoctt or 10 Hefens.

MHCTPYRLLIL 10 UENONL30EaHIID
(1) BCTaBLTE LEHTPANGHLE WETHHKR
LUETOMKIA B KAHAN WERKK MATEM

(2) Criersa HANABNMEAR, MPOBEPHKTE
wetoumy Cervex-Brush® mats pas

N0 “acoAoi CTpenke

A
1. Berastre weroury Cervex Brush®
B NPODHMPKY € KOHCEPEIHTOM W
CNE/YITE MHE TRIYKLMAM WIrGTORHTENE
npHbOpa s NpUIOTORNERIA
MHKPONPENApATOR N0 (anaHKonay.
2. BarepMETHIPYRTE NPDOHPKY.

B

1. HaHECHTE KNETOMHEIR Marepuan
Ha MPE/IMETHOE CTEKNO, MCNOMLIYR
AWTPUROBKIED JIBIKEHIR, CHAYANG
QEHOR, A 3ATEM PYTOR CTOPOHDRA
EHCTOMIH

2. HE3ameAMHTENLHO HaHECHTE
Hal MPEJMETHOE CTERNG chHKCaTOP.

TONBKO ANA OIHOPAZDBOO
HCNONB30BAHWA (HE NOANEXWT
NOBTOPHOMY MCMONG30BAHWIO)
MNoBTOPHOE HENONLIOBAHKE NPUBOIHT
K ATPASHEHID M HENPABANSHEIM
PEIYNLTATAM AWATHOCTHEH.

JOMAHO MCNONBIDBATECA TONMBRD
KBANMMGHLWPOBIHHEIM MEIMLIHHCKIM
NEPCOHANOM.

Russian

Medical
Devices

Rovers

Rovers® Cervex-Brush®

Liquid-Based Pap Preparation

Fify

Traditional Pap Preparation
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Liquid-Based Pap Preparation

? \

Przyrzad do pobierania komorek
z szyjki macicy, jednorazowego
uzytku

Nie uzywat, jezeli opakowanie
Zostalo uszkodzone.

Przeciwwskazania: Przyrzad
Cervex-Brush® nie powinien byt
stosowany u pacientek po 10 tygodniu
ciazy.

Instrukeja

(1) Umiesci¢ Srodkowe wioskd
szczoteczkiw kanale
wewnatrzszyjko

2) Lekko naciskayac, obrocie
przyrzad Cervex-Brush® piec razy
v Kerunku zgodnym 2 Kerunkem
ruchu wskazéwek zegar:

A

1. Umiescic przyrzad Cervex-Brush®
we fiolce z plynem konserwujacym i
postepowac zgodnie z podanymi
przez producenta instrukcjami
preparatyki metoda Pap

2. Ponownie zamknaé fiolke.

B

1. Przenies¢ material komorkowy
na szkielko podstawowe malujac”
najpierw jedna strona, a nastepnie
drugg strong szczoteczki.

2. Niezwiocznie nanies¢ Utrwalacz
na szkielko.

WYLACZNIE DO JEDNORAZO- WEGO
UZYTKU

(NIE STOSOWAC PONOWNIE) Ponewne
uzycie moze prowadzic do

Kohdunkaulan solujen nayttee-
nottolaite, kertakayt-toinen.

Ei saa kayttaa, jos pakkaus on
vahingoittunut.

Vasta-aiheet: Cervex-Brush®-
tuotetta ei saa kayttaa potilaille
ensimmaisten 10 raskausviikon
jalkeen

Kayttoohjeet
(1) Tyonna harjan keskinarjakset
kohdunkaulakanavaan.

(2) Yllapida hellaa painetta ja pyorita
Cervex-Brush® harjaa viisi kertaa
myétapaivaan.

1. Tyonna Cervex-Brush® ampuliin,
jossa on sailytysnestetta, ja noudata
Papa-kokeen valmistajan antamia
valmisteluohicita.

2. Sulje ampull uudelleen.

B

1. Sira sclunéte lusasile sivele
mélla ensin harjan toisella puolella ja
sitten \D\se la.

2. Sivele aluslasiin hefi kiinnitysainetta.

TARKOITETTU VAIN KERTAKAYT-
TOISEKS|

(EI SAA KAYTTAA UUDELLEEN)
Uudelleenkaytts aiheuttaa kontami-
naatiota ja vaaran diagnoosin.

Vain patevan lsaketieteellisen
henkilostan kayttoon

laitteeseen littyvista vakavista
vaaratilanteista tulee ilmoittaa
valmistajalle ja toimivaltaiselle
viranomaiselle

Finnish

i o
Do stosowania wylacznie przez
wykwalifikowany persone medyczny.

Kazdy powazny incydent zwiazany 2
wyrobem ale2y zgiosic producentowi
wiasciwemu organow

Polish
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Hebrew

Gimdos kaklelio lasteliy meginiy
emimo priemoneé, skirta naudoti
tik viena karta.

Nenaudokite, jei pakuote paZeista.
Kontraindikacgos: Negalima naudoti
,Cervex-Brush® tiriant pacientes po
10 pirmujy netumo savaiiy

Naudojimo instrukcjos
(1) Iveskite centrinius Sepetelio
serelius j endocervikalinj kanala,
(2) Svelniai spausdami pasukite
,Cervex-Brush® penkis kartus
pagal laikrodZio rodykle

A
1. |dekite ,Cervex-Brush®" | buteliuka
su konservavimo skysciu ir laikykites
instrukcijy, kurias pateike Pap meginio
paruo3imo metodo gamintojas.

2. 15 naujo uzsandarinkite buteliuka,

B
1. Perkelkite lasteliy medziaga ant
skaidres picsiamuoju judesiu
pimiausia viena epetélio puse,
tada — kita puse.

2. Nedelsdami patepkite skaidre
fiksatyvu

SKIRTAS NAUDOTI TIK VIENA KARTA
(NENAUDOTI PAKARTOTINAI)
Naudojant pakartotinai galimas
utterdimas i neteisinga diagnoze.
Gali naudoti ik kvalifikuotas medici-
nos personalas.

Apie su priemone rimta incidenta

turéty biti pranesama gamintojui ir
kompetentingai institucijai

Lithuanian

Egyszer hasznalatos
mintavételi eszkoz a méhnyak

Emakakaela rakkude
proovivé-tuvahend, ainult
uhekordseks kasutamiseks.

Arge kasutage, kui pakend on
rikutud

Vastunaidustused: Cervex-Brushi®
ei tohi kasutada patsientidel parast
10 rasedusnadalat.

Kasutusjuhised
(1) Sisestage harja keskmised
harjased emakakaela kanalisse.

(2) Orna survet hoides poorake
Cervex-Brushi® viis korda paripdeva

A
1. Sisestage Cervex-Brush® sailitu-
saine viaali ja jargige tootja antud

Provetaker for livmorhalspreve,
kun for engangsbruk.

Ma ikke brukes hvis pakningen er
skadet

Kontraindikasjoner-

The Gervex-Brush® skal ikke brukes
ved graviditet etter de farste 10
ukene.

Bruksanvisning
(1) Settinn berstens midtre
borstehdr i endocervical-kanalen.
(2) Trykk forsiktig og roter
Cervex-Brush®fem ganger

med urviseren

A

1. Settinn Cervex-Brush® i flasken
med konserveringsvasske og folg
for

juhiseid selle Pap meetodi
kohta
2. Sulgege viaal uuesti.

B
1. Kandke materjal objektiklaasile
vanvimisligutusega, esmalt harja the
poolega ja siis harja teise poolega.

2. Kandke objektiklaasile viivitamatult
fiksaator.

ETTENAHTUD AINULT UHEKORD-
SEKS KASUTAMISEKS

(ARGE KASUTAGE UUESTI)
Taaskasutus pdhjustab saastumist ja
valediagnoosi

Toodet véib kasutada ainuit padev
meditsiinipersonal.

Igast tésine ohujuhtumist tulcks

teatada seadme tootjale ning
padevale asutusele.

Estonian

Dzemdes kakla Sanu paraugu
nemsanas suka, paredzéta

ker

Ne hasznalja, ha a csomagolas
serit.

Ellenjavallatok: A Gervex-Brush®
eszkazt nem szabad a terhesség
10. hete utan alkalmazni.

Hasznélati utasités
(1) lllessze be a kefe kozepsd részét
a méhnyakcsatornaba

(2) Folyamatos enyhe nyomés mellett
forgassa meg a Cervex-Brush®
eszkozt otszor az éra jardsaval
egyezs iranyba.

A

1. Helyezze a Cervex-Brush®
eszkozt a tartositoszent tartalmazo
palackba, majd kovesse a PAP-kenet
preparaldsahoz hasznalt médszer

2. Zarja vissza a palackot

B

1. Festés segitségével vigye ata
kenetet egy targylemezre, eloszor a
kefe egyik oldalardl, majd a masik
oldalardl

2. Azonnal fixlja a kenetet

a targylemezen a megfeleld szerrel

EGYSZER HASZNALATOS ESZKOZ
(TILOS UJRA FELHASZNALNI)
Tobbszor felhasznalasa
szennyezbdéshez és hibas diagnéz-
ishoz vezethet
Kizarslag megfeleloen képzett

altal

lietosanai.
Nelietojiet, ja iepakojums ir
bojats

Kontrindikacijas: Cervex-Brush®
suku nedrikst lietot gritniecem pec
10. grutniecibas nedélas.

Lietosanas noradjumi
(1) levietojiet sukas t;entralus sarus
dzemdes kakla kana

(2) Piemérojot vieglu spued.enu,
pagrieziet Cervex-Brush® suku
piecas reizes pulkstenraditaja
kustibas virziena

A

1. levietojiet Cervex-Brush® suku
pudelTté ar konserv&joso kidrumu
un rikojieties saskana ar onkocito-
logiskas uztriepes sagatavo3anas
metodes raimaja sniegtajiem

2 Cie Siraisict pudelti

T —— jict
&inu materialu uz prickSmetstikla,
vispirms piespieZot pie stikla vienu
sukas malu, péc tam — otru sukas
malu

Nekavéjoties uzkiaiiet uz
prickimetstikla fiksatfvu.

IZSTRADAJUMS IR PAREDZETS
TIKAI VIENREIZEJAI LIETOSANAI
(NELIETOJIET ATKARTOTL.)
Lietojot atkartoti, var rasties

 un var noteikt nepa-

Equgyi
hasznalhato
Eszkozzel kapcsolatban elforduld
sulyos varatian eseményeket
jelenteni kell a gyartonak és a
illetékes hatosaganak

Hungarian

reizu diagno:
Izstrz\dajumu ikt lietot thai
kvalficzts medicinas personals.
Jebkads nopietns ar ierici saistits
negadijums bitu japazino razotajam un
kompetenta

Latvian

Pap-preparerings metoden.
2, Set lokk pa flasken.

VIHCTpYMEHT 3a BaemaHe Ha
npobu oT MaTouYHa WHiika, camo
3a efiHo- KpaTHa ynoTpeba

He usnonssaiite, axo onakosxara e
6una nospeneta
IMpomusonoxasarus: Cervex-Brush®
He TpABBa Aa 61 NOM3BAH NPU
nayvenTu cnep mepsite 10
ceamMuuM OT GpemMeHHOCTTa.

Wrempykuuu 3a yrompe6a

(1) BuBenere ueHTpanmTe Kocbu-
4eTa Ha YeTkaTa B eHOOUEPBHKANIHUA
xaman.

(2) Karo nogepiaTe nexo wansraxe,
3aBbprere Cervex-Brush® ner bt
110 110COKa Ha 4ACOBHNKOBATa C
Tpenka

1. Buaeaete Cervex-Brush® sba
(praKoHa C KOHCEPBAHT U crieaBaiiTe
WHCTPYKUMITE, AafIeHN OT

Ha meToaa 3a [Nan

B

1. Overfor ialet fl
abjekiglasset ved & stryke det ut,
forst med den ene siden og deretier
med den andre siden av barsten.

2. Péfor fiksativ pa objekiglasset
straks.

KUN FOR ENGANGSBRUK
(SKAL IKKE BRUKES PANYTT)
Gjenbruk forer til kontaminasjon og
feildiagnose.

Skal kun brukes av kalifisert
medisinsk personell.

Norwegian

Aparat pentru prelevarea
probelor de celule cervicale, de
unica folosinta

Anu se utiliza daci ambalajul a fost
deteriorat

Contraindicatii: Cervex-Brush®

nu trebuie utilizat in cazul pacientelor
dupa primele 10 saptamani de
sarcina

Instructiuni de utiizare

(1) Introducetj perii centrali ai periei in
canalul cervical uterin

(2) Mentinand o presiune usoara,
rotiti Gervex-Brush® de cinci ori in
sensul acelor de ceasornic.

A

1. Introducet Cervex-Brush® in fiola
cu lichid conservant si urmati
instructiunile oferite de producatorul
metodei de pregétire a amesteculu
2. Resigila fiola

B

1. Transforati materialul celular pe
lamel4 cu o miscare de pictare, mai
intéi o parte si apoi cealalté parte a
periei.

2. Aplicati imediat fixativ pe lamela.

DESTINAT UNEI SNGURE
UTILIZARI

(ANU SE REFOLOSI)

Reutilizarea determina contaminarea
si diagnosticarea gresita.

Ase utiliza doar de personal medical
calificat.

Orice incident grav care a avut loc
in raport cu dispozitivul trebuie
raportat producatorului si autoritatii
competente.

Romanian

npenapara
2. Xepmetwaupaiire (naroria
oTHoB0.

B
1. MpexgLpreTe KNETLHHAR
Marepan Ha MPEAMETHOTO CTHKITO

C ABVKEHWE, Nolo6Ho Ha GoAau-
cBate, MHPBO eAHaTa CTpaHa, a crien
ToBa ApyraTa CTpaHa Ha YeTkara.

2. ®ukcupaiire npenapara
He3aBaBHo.

MPENHASHAYEHO GAMO 3A
E[JHOKPATHA YTIOTPEBA

(DA HE CE W3MOM3BA NOBTOPHO)
MosToprara ynoTpeta soam A9
2BMLPCABANE 1 HENPABUTIHG  AArHO33.
J1a Cé WIN0M383 CaMO OT KENH- CPULIAPaH
MeZMLHGKA nepcoran

BCEK CEpUOILH WHLIAEHT BLE BpL3Ka ¢
u3enveTo cneAsa Aa ce [0k Ha
NPOVIBOANTENR H KOMNETEHTHIA OpraH.

Bulgarian

Nistroj na odber vzoriek
cervikilnych buniek. len na
jednorazové pouitie.
Nepouzivajte, ak je poskodeny obal

K - Kefka Cs Brush®

Stapic za uzimanje
cervikalnog brisa, iskljuéivo za
jednokratnu uporabu

Ne koristiti ako je pakiranje
osteceno.

Kontraindikacije: Cervex-Brush®
ne smije se koristti u pacientica
nakon prvih 10 tiedana trudnoce.

Upute za uporabu
(1) Umetnite sredignji dio Zetkice u
endocervikalni kanal.

(2) Uz njezni pritisak zarotirajte
Gervex-Brush® pet puta u smjeru
kazaljke na satu

A

1. Umetnite Stapi¢ Cervex-Brush® u
epruvetu s tekucinom za otuvanje
stanica te sijedite upute proizvodaca
PAPAtesta

2. Zatvorite epruvetu

]

1. Prebacite stanicni materijal na
predmetno stakalce razmazivanjem
prvo jedne, a potom i druge strane
cetkice

2.0dmah primijenite fiksator na
predmetno stakalce

ISKLJUGIVO ZA JEDNOKRATNU
UPORABU (NE SMIJE SE
PONOVNO KORISTITH)

Ponovna upotreba moze prouzrotii
kontaminaci ili pogre3nu dijagnozu.
Smije ga koristit iskljuéivo kvalifici-
rano medicinsko osoblie

bi svaki ozbilian &tetni dogadaj do
kojeg je doslo u vezi s proizvodom
trebalo prijaviti proizvedatu i
nadleznom

Croatian

Scetka za bris cervikalnega
kanala, samo za enkratno
uporabo.

Ne uporabljajte, &e je paket
poskodovan

sa nesmie pouzivat u pacientok po
prvych 10 tyzdiioch tehotenstva.

Névod na pouitie

(1) Stetiny v strede kefky vlozte do
endocervikilneho kanla

(2) Udrziavajte slaby tlak a otodte
kefkou Cervex-Brush® pafkrat v smere
hodinovych ruéicick.

A

1. Kefleu Cervex-Brush® vozte do
lickovky s konzervainou tekutinou a
postupujte podla pokynov uréenych
‘metédou vyroben PAP prepariu.

2. Lickovku opaf uzavrite.

B

1. Bunkovy material preneste natretim
2 sklicko najprv 2 jedaej strany
‘potom z druhej strany kefly.

2. Na sklieko hned aplikujte fixatny
prostriedok.

LEN NA JEDNORAZOVE POUZITIE
(NEPOUZIVAJTE OPAKOVANE)
Opakované pouzitie vedie ku kontami-
néeii a k stanoveniu nesprivne)

diagno:
Uséené Len pre poverenych lekirskych
pracovnikov.

Pripade zdvaznej nehody sposobenej

pomockou by ohlasit vyrobcovi a
prishinému orgamu.

Slovakian

Stetke
Cervex-Brush® se ne sme
uporabljati pri pacientkah po prvih
10 tednih nosecnosti.

Navodilo za uporabo

(1) Vstavite konico 3¢etke v
cenvikalni kanal

(2) Z rahlim pritiskom petkrat
zavrtite Stetko Cervex-Brush®v
smeri umega kazalca

A
1. Vstavite stetko Cervex-Brush®
v vialo s konzervansom in sledite
navodilom proizvajalca testa PAP.
2. Zatesnite vialo.

1. Prenesite celiéne snov na
stekelce — najprej obridite nanj eno
stran $etke in nato 3¢ njeno drugo

stran
2. Na stekelce takoj nanesite
stedstvo za fiksiranje.

NAMENJENO LE ZA ENKRATNO
UPORABO )

(NE UPORABLJAJTE VECKRAT)
Ponovna uporaba lahko povaroti
kontaminacijo ali napatne diagnozo.
lzdelek lahke uporablia le strokovno
medicinsko osebje

Je treba o vsakem resnem

zapletu, do katerega je prislo v
zvezis pripomotkom, obvestit
proizvajalca in pristojni organ

Slovenian

Kartacek pro cytologicky stér z
cervixu, pouze pro jedno
pou

Nepouzivejte, pokud je obal
poskozen

Kentraindikace: Kartatek
Cervex-Brush® by se nemél pouzivat
u pacientek po prvnich 10 tydnech
tehotenstvi

Navod k pouiti

(1) Zavedte sticdni Sttiny kartacku
do endocervikélniho kanalu

(2) Pfi zachovani mimého tlaku ototte
kartagkem Cervex-Brush® pétkrat

ve sméru hodinovych ruéicek.

A

1. Vlozte kartétek Cervex-Brush® do
lahviéky s konzervatnim roztokem a
fidte s pokyny vjrobce PAP testu.

2, Lahvicku znovu dobie uzaviete

B

1. Pfeneste bunény material na
sklitko natfenim, nejprve jednou stra-
nou a pak druhou stranou kartagku

2. Okamzité na sklitko aplikujte
fixagni roztok.

URGENO POUZE PRO JEDNO
POUZITI

(NEPOUZIVEJTE OPAKOVANE)
Opakované pouzit zpiisobuje
kontaminaci a nepfesnou diagnézu.
K pouziti pouze kvalifikovanymi
zdravotnickymi pracovniky.

Jakakoliv zavazna nezadouci
prihoda, ke které doslo v souvislosti
s prostfedkem, by m&la byt hiasena
wyrobci a prislugnému organu

Czech
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