i<
CETRO MEDIC AL

FSN Ref: FSN-2023-001 FSCA Ref: FSCA-A1390-001

Date: 2023-09-29

Field Safety Notice
Hegenberger Retractor — A1390
Missing Instructions for Use

Dear Customer,

We have been made aware that some boxes of the Hegenberger Retractor (A1390) have
been shipped without Instructions for Use (IFU).

Our investigation suggests that this issue is limited to Lot Number 4227 however we are
continuing to investigate in order to determine if any other lots have been affected.

The purpose of this Field Safety Notice (FSN) is to provide the IFU to you so that you can
provide them to the affected users.

Please refer to the following pages, which provide further information and actions for you to
take. Please follow the “Action to be taken by Customer/User” section of this notice as soon
as possible.

This issue has been reported to the appropriate regulatory agencies.

| sincerely regret the inconvenience that this may cause you. Your satisfaction with Cetro
Medical’s products and with our response to this issue is very important to us.

Please contact your local Hegenberger Retractor representative if you have any questions or
concerns about this Field Safety Notice and/or the actions we are asking you to follow.

Sincerely,

¥ EEE A

Lena Nurbo
Head of Quality Assurance & Regulatory Affairs

Nitgatan 11, SE- 333 33 Smalandsstenar
Tel: +46 371 330 30
Web: www.cetromedical.se
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Field Safety Notice
Hegenberger Retractor — A1390
Missing Instructions for Use

1. Information on Affected Devices

1. 1. Device Type(s)
Postpartum vaginal retractor

1. 2. Commercial name(s)*
Hegenberger Retractor

1. 3. Unique Device Identifier(s) (Basic UDI-DI)
73401943139SCN

1. 4. Primary clinical purpose of device(s)

The product is sterile, single use and intended to allow healthcare professionals access
to postpartum inner lesions by mechanical separation of vaginal walls.

1. 5. Device Model/Catalogue/part number(s)
A1390
1. 6. Software version
N/A
1. 7. Affected serial or lot number range
Lot No. 4227
1. 8. Associated devices
N/A

2. Reason for Field Safety Corrective Action (FSCA)

2. 1. Description of the product problem

We have received reports that at least some of the products in lot number 4227 were
shipped without instructions for use (IFU).

2. 2. Hazard giving rise to the FSCA

We assess the risk as low because the Hegenberger Retractor is easy to use and
customer training is provided to new users, however the lack of printed IFU can potentially
lead to improper use of the device, which can cause minor injury to patients.

2. 3. Probability of problem arising

IFUs are provided on the basis of one printed IFU per 10 Hegenberger Retractors.
Therefore, it is not expected that a copy of the IFU must be consulted each time the device
is used. As such, we assess the probability of minor injury to patients as low, where the
IFU is not available to the clinician when using the device.

2. 4. Predicted risk to patient/users

The risk of harm to patients/users is low, as outlined in 2.3 above.
2. 5. Further information to help characterise the problem

N/A — IFU was not shipped with product.
2. 6. Background on Issue

We received a report from a Distributor in Ireland who indicated they could not find the
IFU with 25 boxes of product in their inventory. When investigating the production of lot
4227, a discrepancy was noted between the number of products produced and the

Nitgatan 11, SE- 333 33 Smalandsstenar
Tel: +46 371 330 30
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number of IFU allocated, according to the enterprise resource planning (ERP) system. The
discrepancy suggests that the parts —including the IFU — were allocated within the system
at a diffent point in time compared to when the devices were produced. According to
the ERP system, a maximum of 10,560 products may be affected, but we have so far
confirmed that the IFU is missing for 25 boxes. It is not possible to tell exactly when this
error occurred. It is likely due to an error by Packaging Operators outside the clean room
who failed to include the IFU, which in turn was missed upon final product release.

7. Other information relevant to FSCA

A copy of the IFU is being provided with this FSN. This is considered to be a Field
Correction. Please note that Wing Plast AB have undergone a name change to Cetro
Medical in January 2023.

3. Type of Action to mitigate the risk

1. Action To Be Taken by the User
Identify Device [J Quarantine Device [J Return Device L] Destroy Device
] On-site device modification / inspection
U1 Follow patient management recommendations
Take note of amendment / reinforcement of Instructions For Use (IFU)
L] Other LI None

Please ensure all affected users receive a copy of the IFU, attached.

2. By when should the As soon as possible, and no later than 6th
action be completed? October 2023
3. Is customer Reply Required? Yes

(If yes, form attached specifying deadline for return)

4. Action Being Taken by the Manufacturer

[ Product Removal 1 On-site device modification/inspection
[ Software upgrade O IFU or labelling change
Other 1 None

IFU is being provided with this FSN. Please provide to all affected users.

5. By when should the 29th September 2023
action be completed?

6. Isthe FSN required to be communicated to the patient No
/lay user?

7. If yes, has manufacturer provided additional information suitable for the patient/lay
user in a patient/lay or non-professional user information letter/sheet?

No Not appended to this FSN

Nitgatan 11, SE- 333 33 Smalandsstenar
Tel: +46 371 330 30
Web: www.cetromedical.se
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4. General Information

4. | 1. FSN Type New
4. | 2. For updated FSN, reference N/A
number and date of previous
FSN
4. | 3. For Updated FSN, key new information as follows:
N/A
4. | 4. Further advice or information No
already expected in follow-up
FSN?
4. | 5. Iffollow-up FSN expected, what is the further advice expected to relate to:
No follow-up FSN expected.
4. | 6. Anticipated timescale for follow- N/A
up FSN
4. | 7. Manufacturer information
(For contact details of local representative refer to page 1 of this FSN)
a. Company Name Cetro Medical AB
b. Address Nitgatan 11 , SE- 333 33 Smalandsstenar, Sweden
c. Website address https://cetromedical.se/
4. | 8. The Competent (Regulatory) Authority of your country has been informed about this
communication to customers. Yes
4. | 9. List of attachments/appendices: | Hegenberger Retractor Instructions for Use
4. | 10. Name/Signature Lena Nurbo
Head of Quality Assurance & Regulatory
Affairs
YA o
3
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Appendix 1 — Hegenberger Retractor IFU
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Bruksanvisning, Hegenberger Retractor (" sv )
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1. Oppna forpackningen och ta ut 2. Sitt pekfingret som figuren visar och pressa
Hegenberger Retractor. Hall Hegenberger forsiktigt ihop sidorna av Hegenberger Retractor
Retractor som figuren visar. fore insdttning. Anvéand inte gel / lubrikation pa

Hegenberger Retractor.

\\;‘r_-'—.
i 1 o
3. Patienten méste vara liggande i platt 4, Hall Hegenberger Retractors sidor ihoppressade
position med benen hégt. under inférande i vagina. Folj backenkanalens
riktning.
b — —t e ; ]
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5. Placera Hegenberger Retractor hela 6. Bilden visar korrekt placerat Hegenberger
vdgen sa att cirklarna vilar pa labia majora. Retractor.

Tag ut Hegenberger Retractor

— 7. Pressa forsiktigt ihop sidorna pa Hegenberger
Retractor fore uttagande.

Det ar viktigt att med pekfingret tillse att
Hegenberger Retractor gar fri fran cervix.

Tryck ner den &vre delen och ta forsiktigt ut
Hegenberger Retractor fran vagina.




Bruksanvisning, Hegenberger Retractor ("sv )

Kontraindikationer

har forstatt anvandarinstruktionen.

Far ej anvandas under graviditet.
Far ej anvandas for framre vaggs procedurer.

Far inte ateranvandas.

Hegenberger Retractor far endast anvandas pa kvinnor efter vaginal férlossning.

Hegenberger Retractor far endast anvandas av medicinskt utbildad personal som

Patienten maste vara liggande pa rygg med benen i benstod.

Far inte anvandas pa barn eller pa patienter som inte har fott vaginalt eller
i fall dar man maste anvanda kraft fér inférande av Hegenberger Retractor.

Far inte anvandas vid post-partum haemorrhage (blédning).

Far ej anvandas utan informerat samtycke fran patienten.

Forklaring till markning pa etiketter och bruksanvisning.

[E Las anvandarmanualen ﬂ Tillverkningsdag ® Ateranvind inte
Artikel nummer E Sista forbrukningsdag @ Far ej steriliseras fér dteranvdndning
Lot nummer @ Anvénd inte om forpackningen &r skadad. Wﬂfw Temp intervall 0 till 30°C
MD Medicinteknisk produkt Luftfuktighet 0-70% Steriliserad med etylenoxid
S
ITI Forvara torrt ;Zi/i Skydda fran solljus @ Latexfri

gmé Overensstammer med direktivet fér medicintekniska produkter 93/42/EEC (0402).

d Tillverkare

40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB




Instructions For Use, Hegenberger Retractor @

1. Open the pouch and remove the 2. Use your index finger as shown in the pichture
Hegenberger Retractor. Hold the and press the sides of Hegenberger Retractor
Hegenberger Retractor as shown in together before inserting. Do not use gel or
the image. lubrication on Hegenberger Retractor.
- . b |
: Vi - Y
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3. The patient must be in a supine position 4. Keep the sides of Hegenberger Retractor
with the legs elevated. compressed while inserting it in the vagina.

Follow the direction of the pelvic canal.

5. Place Hegenberger Retractor all the way 6. Correct placement of Hegenberger Retractor
in so that the circles are resting on labia is shown in this image.
majora.

Removing Hegenberger Retractor
—_— 7. Gently press the sides of Hegenberger Retractor
together before removing.

It is important that you use your index finger to ensure
the Hegenberger Retractor is clear of the cervix.

. == Press down on the top part and gently retract
= Hegenberger Retractor from the vagina.




Instructions For Use, Hegenberger Retractor @

Contraindications

Hegenberger Retractor is only intended for use on women following
vaginal delivery.

Hegenberger Retractor is only intended for use by trained clinical professionals
after understanding the instructions for use.

The patient must be in a supine position with elevated legs.

Not to be used for pediatric patients or for placement in patients who have
not delivered or in cases where force would be necessary for insertion.

Not to be used in cases involving post-partum haemorrhage.
Not to be used without informed consent from the patient.
Not to be used during pregnancy.

Not to be used for anterior wall procedures.

Not for reuse.

Explanation of labeling on labels and instructions for use.

EE See Instructions for use @ Manufacturing day ® Don't reuse

Article number E Expiration date @ Don't sterilize for reuse

Lot number @ Don't use if package isdamaged Qyi/w Temp range 00 30° C

Medical Device Humidity 0-70% Sterilized with ethylene oxide

f'f' Keep dry jj\li Protect from sunlight @ Latex free

&OEZ In accordance with the Medical Device Directive 93/42 / EEC (0402). d Manufacturer
n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB



Bruksanvisning, Hegenberger Retractor ("no )
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1. Apne posen og ta ut Hegenberger 2. Bruk pekefingeren som vist pa bildet og press
Retractor. Hold Hegenberger Retractor sidene pa Hegenberger Retractor sammen fgr du
som vist pa bildet. setter den inn. Ikke bruk gele eller glidemiddel

pa Hegenberger Retractor.

-.

' ; |
= | = N 1)
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3. Pasienten ma ligge i ryggleie med bena 4. Hold sidene pa Hegenberger Retractor
hevet. sammenklemt mens du setter den inn i skjeden.
Folg retningen til bekkenkanalen.

L
=)

5. Plasser Hegenberger Retractor helt inn 6. Riktig plassering av Hegenberger Retractor er
slik at sirklene hviler pa labia majora. vist pa dette bildet.

Fjerning av Hegenberger Retractor

~ | 7.Press sidene pa Hegenberger Retractor forsiktig
sammen for du flerner den.

Det er viktig at du bruker pekefingeren for & sikre at
Hegenberger Retractor er fri fra livmorhalsen.

e Trykk ned den gvre delen og trekk Hegenberger
Retractor forsiktig ut fra skjeden.




Bruksanvisning, Hegenberger Retractor

Kontraindikasjoner

Hegenberger Retractor er kun beregnet for bruk pa kvinner etter vaginal fadsel.

Hegenberger Retractor er kun beregnet for bruk av utdannede kliniske fagfolk
etter & ha gjort seg kjent medbruksanvisningen.

Pasienten ma ligge i ryggleie med bena hevet.

Skal ikke brukes til pediatriske pasienter eller hos pasienter som ikke har fadt
eller i tilfeller der kraft vil veere ngdvendig for innsetting.

Skal ikke brukes i tilfeller som involverer bledning etter fadselen.
Ma ikke brukes uten informert samtykke fra pasienten.

Skal ikke brukes under graviditet.

Skal ikke brukes til fremre veggs prosedyrer.

Ikke til flergangsbruk.

Forklaring av merking pa etiketter og bruksanvisning.

[E Se bruksanvisning

Produksjonsdag

Skal ikke brukes flere ganger

Artikkelnummer

Utlgpsdato

® @

Ikke steriliser for gjenbruk

Lotnummer

Ikke bruk hvis pakken er skadet

=<

Temperaturomrade 0 til 30 °C

MD  Medisinsk utstyr

Fuktighet 0-70 %

1
m
2
e
m

Sterilisert med etylenoksid

Tt Oppbevares tort

/,
N

;.'\\ Beskytt mot sollys

7

N

Uten latex

gg I samsvar med direktivet om medisinsk utstyr 93/42 / EEC (0402).

E X

Produsent

40-A1390-220614

d Wing Plast AB, Nitgatan 11, 333 33 Smélandsstenar, Sweden, +46 371 330 30, www.wingplast.se

W

Wing Plast AB




Brugsanvisning, Hegenberger Retractor @

L,
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1. Abn posen og fiern Hegenberger 2. Brug din indexfinger som vist pa billedet,
Retractor. Hold Hegenberger Retractor og tryk siderne af Hegenberger Retractor.
som vist pa billedet. sammen, for du indsaetter den. Brug ikke gel

eller smoring pa Hegenberger Retraktoren.

%

‘.\\.._- - =
i
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3. Patienten skal placeres i rygleje med 4. Hold siderne pa Hegenberger Retractor
benene haevet. lukket, mens du indsaetter den i vagina.

Folg retningen af baekkenkanalen.

L
=)

5. For Hegenberger Retractor helt ind, sa 6. Den korrekte placering af Hegenberger
cirklerne hviler pa labia majora. Retractor er vist pa dette billede.

Fjernelse af Hegenberger Retractor
-~ | 7.Trykforsigtigt siderne af Hegenberger Retractor
sammen, for den flernes.

Det er vigtigt, at du bruger din indexfinger for at sikre, at
Hegenberger Retractor er fri af cervix.

= Tryk ned pa den gverste del og traek forsigtigt Hegen-
= berger Retractor ud af vagina.




Brugsanvisning, Hegenberger Retractor @

Kontraindikationer

Hegenberger Retractor er kun beregnet til anvendelse pa kvinder efter
vaginal fadsel.

Hegenberger Retractor er kun beregnet til brug af uddannede kliniske
fagfolk efter at have forstdet brugsanvisningen.

Patienten skal vaere liggende i rygleje med laftede ben.

Ma ikke anvendes til padiatriske patienter eller til anbringelse i patienter, der
ikke har fadt, eller i tilfselde, hvor det ville vaere ngdvendigt at anvende kraft
ved indsaettelse.

Ma ikke anvendes i tilfzelde, der involverer post-partum blgdning.

Ma ikke anvendes uden informeret samtykke fra patienten.

M3 ikke anvendes under graviditet.

Ma ikke bruges til operationer pa forreste vaginalvaeg.

Ikke til genbrug.

Forklaring af maerkning pa etiketter og brugsanvisning.

[E Se brugsanvisning M Fremstillingsdag ® Ma ikke genbruges

Artikel nummer E Udlgbsdato @ Steriliser ikke til genbrug

LOT Partinummer @ Mé ikke bruges, hvis pakken er beskadiget Wﬂfw Temperaturomrade 0 til 30 °C

’W Medicinsk udstyr u Luftfugtighed 0- 70 % Steriliseret med ethylenoxid

T Hold deg terr ;?\li Beskyt mod sollys @ Latex fri

gsz | overensstemmelse med direktivet om medicinsk udstyr 93/42/E@F (0402). d Fabr ikant
n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB



Kayttoohjeet, Hegenberger Retractor
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1. Avaa pussi ja poista Hegenberger 2. Kayta etusormeasi kuvan osoittamalla tavalla ja
Retractor. Pida Hegenberger Retractor paina Hegenberger Retractor sivuja yhteen, ennen
kiinni kuvan osoittamalla tavalla. kuin asetat sen paikalleen. Ala kayta geelii tai

voiteluainetta Hegenberger Retractor kanssa.

\\;‘r_-'—.

i B

3. Potilaan tulee olla selinmakuuasennossa 4. Pida Hegenberger Retractor sivuja
jalat koholla. puristettuina, kun asetat sen emattimeen.

Seuraa lantiokanavan suuntaa.

:t — —t b ;
e =7

5. Aseta Hegenberger Retractor kokonaan 6. Hegenberger Retractor oikea asetus nakyy
sisdan niin, ettd ympyrat lepédavat suurilla tassd kuvassa.
hapyhuulilla.
%. Hegenberger Retractor irrotus
= : ~ | 7.Paina Hegenberger Retractor sivuja varovasti

yhteen ennen irrottamista.

On tarkedd, ettd kaytat etusormea varmistaaksesi,
ettd Hegenberger Retractor on irti kohdunkaulasta.

S Paina yldosaa alas ja veda Hegenberger Retractor
varovasti ulos emattimesta.

10



Kayttoohjeet, Hegenberger Retractor

Vasta-aiheet

Hegenberger Retractor on tarkoitettu kaytettavaksi vain naisille
alatiesynnytyksen jalkeen.

Ei saa kayttaa raskauden aikana.

Ei uudelleenkayttdon.

Potilaan tulee olla selinmakuuasennossa jalat koholla.

Ei saa kayttaa ilman potilaan tietoista suostumusta.

Hegenberger Retractor on tarkoitettu vain kayttoohjeet ymmartaneiden,
koulutettujen terveydenhuollon alan ammattilaisten kayttoon.

Ei saa kayttaa lapsipotilaille tai asettamiseen potilaille, jotka eivat ole
synnyttdneet, tai tapauksissa, joissa asettaminen vaatii voimaa.

Ei saa kayttaa tapauksissa, joihin liittyy synnytyksen jdlkeista verenvuotoa.

Ei saa kdyttaa emattimen etummaisen seinan toimenpiteita varten.

Etikettien merkintojen selitykset ja kdyttoohjeet.

(4]

Katso kayttoohjeet

& Valmistuspaiva

Al3 kayts uudelleen

Artikkelinumero

g Viimeinen kayttopaiva

®
&

Al steriloi uudelleenkayttda varten

Eran numero @ Al4 kaytd, jos pakkaus on vaurioitunut Wﬂ[ Lampétila 0 - 30 °C
MD Lisketieteellinen laite limankosteus 0-70 % Steriloitu etyleenioksidilla
Y N
T Pid& kuivana ;:\i Suojaa auringonvalolta @ Lateksivapaa
Laakinnallisista laitteista annetun direktiivin 93/42 / ETY (0402) mukainen. d Valmistaja

0402
n 40-A1390-220614
d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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Gebrauchsanweisung, Hegenberger Retractor @

e

1. Offnen Sie den Beutel und entnehmen 2. Benutzen Sie lhren Zeigefinger wie in der

Sie den Hegenberger Retractor. Halten Sie Abbildung dargestellt und driicken Sie die Seiten

den Hegenberger Retractor wie auf der des Hegenberger Retractor zusammen, bevor

Abbildung dargestellt. Sie ihn einfiihren. Verwenden Sie kein Gel oder
Gleitmittel mit dem Hegenberger Retraktor.

-‘ » S
S -/ R V)i @
)} — '

3. Der Patient muss sich in Riickenlage 4. Halten Sie die Seiten des Hegenberger Re-

befinden und die Beine miissen hochgelegt tractor zusammengedriickt, wahrend Sie ihn in

sein. die Vagina einfiihren. Folgen Sie der Richtung

des Beckenkanals.

5. Fuhren Sie den Hegenberger Retractor 6. Die korrekte Platzierung des Hegenberger
vollstéandig ein, so dass die Ringe auf den Retractor wird in diesem Bild gezeigt.
grof3en Schamlippen aufliegen.

Entfernen des Hegenberger Retractor

7. Driicken Sie die Seiten des Hegenberger Retractor
vorsichtig zusammen, bevor Sie ihn entfernen.

Es ist wichtig, dass Sie Ihren Zeigefinger benutzen, um

sicherzustellen, dass der Hegenberger Retractor die Zervix
nicht berlhrt.

_ Driicken Sie den oberen Teil nach unten und ziehen Sie den
Hegenberger Retractor vorsichtig aus der Vagina heraus.

12



Gebrauchsanweisung, Hegenberger Retractor @

Kontraindikationen

Der Hegenberger Retractor ist nur fiir die Anwendung an Frauen nach einer
vaginalen Entbindung bestimmt.

Nicht zur Wiederverwendung.

Nicht fur Eingriffe an der Vorderwand zu verwenden.

Der Hegenberger Retractor ist nur fiir die Verwendung durch geschultes kli-
nisches Fachpersonal vorgesehen, welches die Gebrauchsanweisung verstan-
den hat.
Der Patient muss sich in Riickenlage befinden und die Beine hochlegen.
Nicht geeignet fiir padiatrische Patienten oder fiir die Anwendung bei Pa-
tienten, die die noch nicht entbunden haben, oder in Féllen, in denen fiir das
Einsetzen Kraft erforderlich ware.
Darf nicht bei postpartalen Blutungen verwendet werden.

Nicht ohne informierte Zustimmung der Patientin verwenden.

Darf nicht wahrend einer Schwangerschaft verwendet werden.

Erlauterung der Kennzeichnung auf Etiketten und Gebrauchsanweisungen.

I::@ Gebrauchsanweisung befolgen

@ Herstellungsdatum

Nicht wiederverwenden

@
<)

REF| Artikelnummer E Verfallsdatum Nicht zur Wiederverwendung sterilisieren
- N %
Chargennummer Nicht verwenden, wenn die Verpackung . . N
9 beschadigt ist o Temperaturbereich 0 bis 30 °C
o
Medizinisches Gert Luftfeuchtigkeit 0-70% STER"-E Sterilisiert mit Ethylenoxid
Py Do
T Trocken aufbewahren ZAS. Vor Sonnenlicht schiitzen Latexfrei
)

0402

In Ubereinstimmung mit der Medizinprodukterichtlinie 93/42 / EWG (0402).

X
wl

Hersteller

40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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Mode d’emploi, Hegenberger Retractor (" fr )
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1. Ouvrir la pochette et retirer I'écarteur 2. Utilisez votre index comme indiqué sur la photo

Hegenberger. Tenez I'écarteur Hegenber- et pressez les cotés de |'écarteur Hegenberger
ger comme indiqué sur I'image. ensemble avant de l'insérer. Ne pas utiliser de gel

ou de lubrifiant sur I'écarteur Hegenberger.

3. La patiente doit &tre en décubitus dorsal 4. Maintenez les c6tés de I'écarteur Hegenberger
avec les jambes surélevées. comprimés lors de son insertion dans le vagin.
Suivez la direction du canal pelvien.

5. Placer I'écarteur de Hegenberger 6. Le placement correct de I'écarteur
jusqu’au bout de manieére a ce que les Hegenberger est illustré sur cette image.
cercles reposent sur les grandes lévres.

Retrait de I'écarteur de Hegenberger Retractor

7. Appuyez doucement sur les c6tés de 'écarteur
Hegenberger avant de le retirer.

Il est important que vous utilisiez votre index pour vous
assurer que I'écarteur Hegenberger est dégagé du col
de l'utérus.

= Appuyez sur la partie supérieure et retirez doucement
I'écarteur Hegenberger du vagin.

14



Mode d’emploi, Hegenberger Retractor (" fr )

Contre-indications

Hegenberger Retractor est uniquement destiné a étre utilisé sur les
femmes aprés un accouchement par voie basse.

L'écarteur Hegenberger est uniquement destiné a étre utilisé par des cliniciens
professionnels formés apres avoir compris les instructions d’utilisation.

La patientedoit étre en décubitus dorsal avec les jambes surélevées.

Ne pas utiliser chez les patients pédiatriques ou pour le placement chez les
patientes qui n‘ont pas accouché ou dans les cas ou la force serait nécessaire
pour l'insertion.

Ne pas utiliser en cas d'hémorragie du post-partum.

Ne pas utiliser sans le consentement éclairé de la patiente.

Ne doit pas étre utilisé lors d'une grossesse.

Ne pas utiliser pour les interventions sur la paroi antérieure.

Ne pas réutiliser.

Explication de I'étiquetage sur les étiquettes et mode d'emploi.

[:[i] Suivre le mode d’emploi ﬂ Jour de fabrication ® Ne pas réutiliser
Numeéro de I'article E Date d'expiration @ Ne pas stériliser pour réutilisation
30°
LOT  Numéro de lot @ Ne pas utiliser si le paquet est endommagé Wﬂl Plage de température 04 30°C
Directive relative aux dispositifs Ve L
MD O Humidité 0-70% Sterilisé a loxyde d'éthylene
o
g S
Garder au sec ;:\\ Protéger du soleil @ Sans latex
o Conformément a la directive sur les dispositifs médicaux 93/42 / CEE (0402). d Fabricant
n 40-A1390-220614
d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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Gebruiksaanwijzing, Hegenberger Retractor P

1. Open het zakje en verwijder de
Hegenberger Retractor. Houd de
Hegenberger Retractor vast zoals
weergegeven in de afbeelding.

e

2. Gebruik uw wijsvinger zoals weergegeven

in de afbeelding en druk de zijkanten van de
Hegenberger Retractor samen voordat u deze
inbrengt. Gebruik geen gel of smeermiddel op
de Hegenberger Retractor.

L —

3. De patiént moet in rugligging liggen
met de benen omhoog.

4. Houd de zijkanten van de Hegenberger
Retractor samengedrukt terwijl u deze in
de vagina inbrengt. Volg de richting van
het bekkenkanaal.

5. Breng de Hegenberger Retractor volledig
in, zodat de cirkels op de grote schaamlip-
pen rusten.

6. De juiste plaatsing van de Hegenberger
Retractor wordt weergegeven in deze
afbeelding.

16

De Hegenberger Retractor verwijderen

~ | 7.Drukde zijkanten van de Hegenberger Retractor
voorzichtig samen voordat u deze verwijdert. Gebruik
uw wijsvinger om u ervan te verzekeren dat de Hegen-
berger Retractor los is van de baarmoederhals. Druk op
het bovenste gedeelte en trek de Hegenberger Retractor
voorzichtig uit de vagina.




Gebruiksaanwijzing, Hegenberger Retractor P

Contra-indicaties

De Hegenberger Retractor is uitsluitend bedoeld voor gebruik bij vrouwen na
een vaginale bevalling.

De Hegenberger Retractor is uitsluitend bedoeld voor gebruik door getrainde
klinische professionals nadat ze de gebruiksaanwijzing hebben begrepen.

De patiént moet in rugligging liggen met de benen omhoog.

Niet gebruiken bij pediatrische patiénten of voor plaatsing bij patiénten die
niet zijn bevallen of in gevallen waarbij kracht nodig is voor het inbrengen.

Niet gebruiken bij postpartumbloedingen.

Niet gebruiken zonder geinformeerde toestemming van de patiént.
Niet gebruiken tijdens de zwangerschap.

Niet gebruiken voor voorwandprocedures.

Niet voor hergebruik.

Uitleg van etikettering op labels en gebruiksaanwijzing.

[E Zie gebruiksaanwijzing & Productiedatum

Niet hergebruiken

Niet steriliseren voor hergebruik

Artikelnummer Vervaldatum @

@) KK

LOT Lotnummer E“et gebruikgn als de verpakking U/FDQ Temperatuurbegrenzing 0 tot 30 °C
eschadigd is R

MD  Medisch apparaat 0 Vochtigheid 0-70% Gesteriliseerd met ethyleenoxide

‘f Droog bewaren ;Zi/i Beschermen tegen zonlicht @ Bevat geen latex

ngz In overeenstemming met de Richtlijn Medische Hulpmiddelen 93/42/EEG (0402). d Fabrikant

n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smélandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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Hegenberger Retractor - instrukcja uzycia (pl )

e

1. Otworzy¢ woreczek i wyjac rozwieracz 2. Uzyc palca wskazujacego, jak pokazano na
typu Hegenberger. Trzymac rozwieracz w ilustradji, i $cisna¢ boki rozwieracza typu
sposéb przedstawiony na ilustracji. Hegenberger przed jego wprowadzeniem. Na

rozwieracz typu Hegenberger nie nalezy
naktadac zelu ani srodka nawilzajacego.

g _."’F ) ==
) —— O i
i 1 m—
3. Pacjentka musi leze¢ na plecach z 4, Sciskac boki rozwieracza typu Hegenberger
uniesionymi nogami. podczas wprowadzania go do pochwy. Wprowad-

zac zgodnie z budowa kanatu miednicy.

5. Wprowadzi¢ rozwieracz typu Hegen- 6. Prawidfowe umieszczenie rozwieracza typu

berger do poczucia oporu tak, aby Hegenberger zostato pokazane na niniejszej
kotka spoczety na wargach sromowych ilustracji.
vviglr\bLy\.h.
% Wyjmowanie Hegenberger Retractor
oy - | 7.Delikatnie $cisna¢ boki rozwieracza typu Hegenberger

przed jego wyjeciem.

Wazne, aby palcem wskazujacym sprawdzi¢, czy
rozwieracz nie dotyka szyjki macicy.

-y Nacisng¢ goérna czes¢ i delikatnie wyciagnac rozwieracz
z pochwy.
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Hegenberger Retractor- instrukcja uzycia (pl )

Przeciwwskazania
Rozwieracz typu Hegenberger jest przeznaczony do stosowania wytacznie u
kobiet po porodzie pochwowym.

Rozwieracz typu Hegenberger przeznaczony jest do stosowania wytacznie
przez przeszkolonych lekarzy po zapoznaniu sie z instrukcjg uzytkowania.

Pacjentka musi leze¢ na plecach z uniesionymi nogami.

Nie nalezy stosowac¢ u pacjentek pediatrycznych ani w przypadku tych, ktére
nie rodzity, lub gdyby wprowadzenie rozwieracza wymagatoby uzycia sity.

Nie stosowac w przypadkach wystepowania krwotoku poporodowego.
Nie stosowac bez swiadomej zgody pacjentki.

Nie stosowad w okresie ciazy.
Nie stosowac do zabiegéw prowadzonych w obrebie $ciany przedniej.

Nie do wielokrotnego uzycia.

Wyjasnienie oznakowania na etykietach i w instrukgji uzytkowania.

[E Patrz: instrukcje uzytkowania @ Data produkgji ® Nie uzywac ponownie

Numer artykutu E Termin waznosci @ Nie sterylizowac w celu ponownego uzycig
LOT| Numer partii @ Nie uzywac, jesli opakowanie jest uszkodzone /H/L Zakres temperatur: od 0 do 30°C

W Wyréb medyczny Wilgotnos¢: 0-70% Sterylizowane tlenkiem etylenu

T Utrzymywac w stanie suchym j::fi Chroni¢ przed $wiattem stonecznym @ Nie zawiera lateksu

o Zgodnie z Dyrektywa dot. Wyrobdw Medycznych 93/42/EEC (0402). d Producent
n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB
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Kasutusjuhend, Hegenberger Retractor €D

7

L,
e

1. Avage kott ja vétke vilja Hegenberger 2. Kasutage nimetissérme, nagu pildil naidatud ja
Retractor. Hoidke Hegenberger Retractor, enne Hegenberger Retractor sisestamist vajutage
nagu pildil ndidatud. selle kiiljed kokku. Arge kasutage Hegenberger

Retractor geeli ega maardeainet.

' Ny
NS "‘D;L
e 1 :
3. Patsient peab olema lamavas asendis, 4. Hoidke Hegenberger Retractor kiiljed kokku
jalad Ules tostetud. surutuna, kui selle tuppe sisestate. Jargige

vaagnakanali suunda.

:t — —t b ;
e =7

5. Asetage Hegenberger Retractor 6. Hegenberger Retractor 6ige paigutus on
|6puni nii, et ringid jaaksid suurtele ndidatud sellel pildil.
habememokkadele.

Hegenberger Retractor eemaldamin

= 7. Enne eemaldamist vajutage Hegenberger Retractor
kiljed érnalt kokku.

On oluline, et kasutaksite nimetissérme veendumaks,
et Hegenberger Retractor vabaneks lihtsalt emakaka-
elast.

Vajutage ilemine osa alla ja tdommake Hegenberger
Retractor drnalt tupest vilja.

20



Kasutusjuhend, Hegenberger Retractor P

Vastunadidustused
Hegenberger Retractor on ette nahtud kasutamiseks ainult naistele parast
vaginaalset slinnitust.

Hegenberger Retractor on moeldud kasutamiseks ainult koolitatud kliiniliste
spetsialistide poolt parast kasutusjuhistega pohjalikult tutvumist.

Patsient peab olema lamavas asendis, jalad (iles tdstetud.

Mitte kasutada pediaatrilistel patsientidel ega paigaldada patsientidele, kes
pole stinnitanud, ega ka juhtudel, kui sisestamiseks on vaja kasutada joudu.

Mitte kasutada stinnitusjargse hemorraagia korral.
Mitte kasutada ilma patsiendi teadliku ndusolekuta.
Mitte kasutada raseduse ajal.

Mitte kasutada eesseina protseduuride jaoks.

Mitte korduvkasutada.

Margistuse selgitus etikettidel ja kasutusjuhendis.

[E Vaadake kasutusjuhendit ﬂ Tootmispaev ® Arge korduvkasutage

REF| Artikli number E Aegumiskuupdev @ Arge steriliseerige korduvkasutamiseks
LOT Partii number @ Arge kasutage, kui pakend on kahjustatud Uyﬂ/” Steriliseeritud etiileenoksiidiga
@ Meditsiiniseade Niiskus 0 70% Latex free

f% Hoida kuivas ;\f\/i Kaitsta paikesevalguse eest @ Lateksivaba

oS Vastavalt meditsiiniseadmete direktiivile 93/42/EMU (0402). “ Tootja

n 40-A1390-220614

Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB
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Lietosanas instrukcija, Hegenberger Retractor @

7

L,
e

1. Atveriet maisinu un iznemiet Hegen-
berger Retractor. Turiet Hegenberger
Retractor, ka paradits attéla.

2. Izmantojiet savu raditajpirkstu, ka paradits
attéla, un pirms ievietosanas saspiediet kopa
Hegenberger Retractor dalas. Neklajiet uz
Hegenberger Retractor gelu vai lubrikantu.

3. Pacientei jaatrodas gulus stavokli ar
paceltam kajam.

4, levietojot to maksti, turiet Hegenberger
Retractor dalas saspiestas. Sekojiet iegurna
kanala virzienam.

:t — —t
_ﬁf’f@

L
=)

5. levietojiet Hegenberger Retractor lidz
galam t3, lai apli balstitos uz lielajam
kaunuma lapam.

6. Pareizs Hegenberger Retractor novietojums ir
paradits 3aja attéla.

Hegenberger Retractor iznemsana

7. Pirms iznem3anas uzmanigi saspiediet Hegenberger
Retractor dalas.

Ir svarigi izmantot raditajpirkstu, lai nodroSinatu, ka
Hegenberger Retractor nesaskaras ar dzemdes kaklu.

Nospiediet augséjo dalu un viegli izvelciet Hegenberger
Retractor no maksts.




Lietosanas instrukcija, Hegenberger Retractor @

Kontrindikacijas
Hegenberger Retractor ir paredzéts lietosanai tikai sievietém péc vaginalam
dzemdibam.

Hegenberger Retractor ir paredzéts lietosanai tikai apmacitiem kliniskiem spe-
cialistiem, kuri ir izpratusi lietosanas instrukciju.

Pacientei jaatrodas gulus stavokli ar paceltam kajam.

Nelietot pediatriskiem pacientiem vai ievietosanai pacientém, kuras nav
dzemdéjusas, vai gadijumos, kad ievietosanai butu nepieciesams spéks.

Nelietot gadijumos, kas saistiti ar pécdzemdibu asino3anu.
Nelietot bez pacientes informétas piekrisanas.

Nelietot gratniecibas laika.

Nelietot priek3éjas sienas proceddram.

Nav paredzéts atkartotai lietosanai.

Markéjuma skaidrojums uz etiketém un lietosanas instrukcija.

[:[i] Skatit lietosanas instrukciju ﬂ RaZosanas diena ® Neizmantot atkartoti
Izstradajuma numurs E Deriguma termins @ Nesterilizét atkartotai lietodanai
30°
LOT Partijas numurs @ Nelietot, ja iepakojums ir bojats ﬂyﬂ[ Temperataras diapazons no 0 lidz 30 ° C
MD  Medicinas ierice Mitrums 0-70% Sterilizéts ar etiléna oksidu
.
Y Sl
‘T Uzglabat sausu j:\i Sargat no saules gaismas @ Nesatur lateksu
Saskana ar Medicinas iericu direktivu 93/42 / EEK (0402). d RaZotajs

0402
n 40-A1390-220614
d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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Naudojimo instrukcijos, Hegenberger Retractor

7

L
e

1. Atidarykite maiselj ir iSimkite Retractor
.Hegenberger”. Retractor ,Hegenberger”
laikykite, kaip parodyta paveikslélyje.

2. Naudokite rodomajj pirsta, kaip parodyta
paveikslélyje, o prie$ Retractor ,Hegenberger”
jkisdami, suspauskite i$ Sony. Ant Retractor
~Hegenberger” netepkite gelio ar lubrikanto.

3. Pacienté turi bati atsigulusi ir pakélusi

4. Retractor ,Hegenberger” kiSdami j makstj
laikykite jj i$ Sony suspaude. Kiskite dubens
kanalo kryptimi.

kojas.
A =
I, &
< @

L
=)

5. Retractor ,Hegenberger” kiskite iki galo

taip, kad apskritimai remtysi j didzigsias
lytines lapas.

6. Kaip teisingai jkisti Retractor ,Hegenberger”,
parodyta Siame paveikslélyje.

24

Hegenberger Retractor iSémimas

7. Pries istraukdami, Retractor ,Hegenberger” Svel-
niai suspauskite i$ Sony.

Svarbu, kad rodomuoju pirstu jsitikintumeéte, jog
Retractor ,Hegenberger” nesiremia j gimdos kaklelj.

Paspauskite virsutine Retractor ,Hegenberger” dalj
ir Svelniai iStraukite i$ maksties.




Naudojimo instrukcijos, Hegenberger Retractor (P

Kontraindikacijos
Retractor ,Hegenberger” skirtas naudoti tik moterims po gimdymo per makst;.

Retractor ,Hegenberger” skirtas naudoti tik iSmokytiems ir su naudojimo in-
strukcijomis susipazinusiems klinikiniams specialistams.

Pacienté turi bati atsigulusi ir pakélusi kojas.

Nenaudoti vaikams ir negimdziusioms pacientéms arba tais atvejais, kai Re-
tractor reikéty kisti per jéga.

Nenaudoti tais atvejais, kai kraujuojama po gimdymo.

Negalima naudoti negavus informuoto asmens sutikimo i$ pacientés.
Draudziama naudoti néstumo metu.

Draudziama naudoti atliekant priekinés maksties sienelés proceddras.

Nenaudoti pakartotinai.

Etikeciy zenklinimo paaiskinimas ir naudojimo instrukcija.

DIJ Zr. naudojimo instrukcija ﬂ Pagaminimo diena ® Nenaudoti pakartotinai
Gaminio numeris E Galiojimo laikas @ Nesterilizuoti pakartotiniam naudojimui
30°
LOT Partijos numeris @ Nenaudoti, jei pakuoté pazeista Dyﬂ/ Temperaturos diapazonas: nuo 0 iki 30 °C
MD  Medicinos priemoné Drégmé 0-70 % Sterilizuotas etileno oksidu
0

o Sk

T Laikyti sausoje vietoje /;l\\ Saugoti nuo saulés spinduliy @ Be latekso

gs Atitinka Medicinos prietaisy direktyva 93/42/EEB (0402). d Gamintojas
n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB
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Istruzioni per I'uso, Hegenberger Retractor P

1. Aprire la busta e rimuovere il
Hegenberger Retractor. Impugnare il
Hegenberger Retractor come mostrato
nell'immagine.

2. Posizionare il dito indice come mostrato in figura
e premere insieme le due estremita del Hegenber-
ger Retractor prima di inserirlo. Non applicare gel
o lubrificanti sul Hegenberger Retractor.

e |
u |

3. La paziente deve essere in posizione
supina con le gambe sollevate.

4. Tenere compresse le estremita del Hegenberger
Retractor mentre lo si inserisce nella vagina.
Seguire la direzione del canale pelvico.

5. Introdurre il Hegenberger Retractor
completamente, in modo che i cerchi
poggino sulle grandi labbra.

6. Il corretto posizionamento del Hegenberger
Retractor € mostrato in questa immagine.

Rimozione dello Hegenberger Retractor

7. Premere delicatamente insieme le estremita del
Hegenberger Retractor prima di rimuoverlo.

E importante utilizzare il dito indice per assicurarsi che
il Hegenberger Retractor non urti la cervice.

Premere sulla parte superiore ed estrarre delicatamen-
te il Hegenberger Retractor dalla vagina.




Istruzioni per I'uso, Hegenberger Retractor P

Controindicazioni

Il Hegenberger Retractor & destinato all’'uso solo su donne che abbiano parto-
rito per via vaginale.

Il Hegenberger Retractor deve essere utilizzato esclusivamente da parte di
professionisti sanitari qualificati, che abbiano letto e compreso le istruzioni
per 'uso.

La paziente deve essere in posizione supina con le gambe sollevate.

Da non utilizzare in pazienti pediatriche, in pazienti che non hanno partorito
0 nei casi in cui sarebbe necessaria forzare l'inserimento.

Da non utilizzare in caso di emorragia post-partum.

Da non utilizzare senza il consenso informato della paziente.

Da non utilizzare durante la gravidanza.

Da non utilizzare per le procedure riguardanti la parete anteriore.

Dispositivo monouso.

Legenda dei simboli sulle etichette e sulle istruzioni per I'uso.

i| Vedere leistruzioni per l'uso ﬂ Giorno di produzione @ Non riutilizzare
Numero dell‘articolo E Data di scadenza @ Non sterilizzare per il riutilizzo
e

Numero di lotto @ Non utilizzare se la confezione & danneggiata Wﬂ/ Temperatura di conservazione: da 0 a 30° C

MD Direttiva sui dispositivi medici u Umidita: 0-70% E Sterilizzato con ossido di etilene

Sk . )

Conservare in luogo asciutto /:\\ Proteggere dalla luce solare @ Non contiene lattice

oS Conforme alla Direttiva sui dispositivi medici 93/42/CEE (0402). “ Produttore
n 40-A1390-220614
d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB

27



28

Odnyieg Xpriong, Hegenberger Retractor P

e

1. Avoite To aKOUAAKI KAl APalpéoTE
tov Hegenberger Retractor. Kpatfiote
Tov Hegenberger Retractor émwg
Seixvetal oTnVv €lkOva.

2. Xpnowuomojote tov Seiktn oag 6mwg Seixvetal
oTnV elkdva Kal MECTE TIG MAEUPEG Tou Hegenberger
Retractor Tov évav mpog Tov d\\o mpiv Tov
tomoBetroete. Mn xpnotponoieite el ) Aimavon
otov Hegenberger Retractor.

=B\ __"_' ,

3. H aoBevn¢ mpénel va PpiokeTal o
untia Béon pe ta modia LPwHEva.

4. Kpatrjote ta mhaivd tou Hegenberger Retractor
OUMTTIECEVA EVW TOV EICAYETE OTOV KOATTO.
AkoAouBroTE TNV KatewBuVoN ToU TTUEAIKOU CWARVA.

5. Eloayete mhfipwg tov Hegenberger
Retractor, £T01 WOTE Ot KUKAOL Va
OKOUUTIOUV 0TA HEYAAa XeiAn.

6. H owoTr tomoBétnon tou Hegenberger
Retractor Sgixvetal og autr TnVv €IKOVA.

A@aipeon tov Hegenberger Retractor

7. Miéote amald Tig mMAeupég Tou Hegenberger Retractor
ToV €vav TIPOG TOV AANO, TIPLV TOV AQOIPECETE.

Eival onpavtiko va xpnolpoToleite Tov SeikTn oag

yta va BeBawwBeite 611 0 Hegenberger Retractor éxel
amoonactei and tov TpdyxnAo.

Miéote mpog Ta KATW To €MAvw pépog kat Tpafnéte
amald tov Hegenberger Retractor amo tov KOATO.




Odnyieg Xpriong, Hegenberger Retractor P

Avtevdeielg

O Hegenberger Retractor mpoopietal yia Xprion KOVO O€ YUVAIKEG UETA amd
KOATIIKO TOKETO.

O Hegenberger Retractor mpoopietal yia xprion povo and ekmaldeupuévous
KAIVIKOUG EMAYYEAUATIEG KAl APOU KATAVONOOUV apXIKA TIC odnyieg xpriong.

H acBevic mpénel va Bpioketal og Omtia B€on pe uPpwuéva modia.

Aev npémnel va Xpnotgomoleital og madlatplkol¢ aceveic 1 yia tomobétnon
o€ aoBeveic Tou OV €XOUV YEVVNOEL 1) O€ TIEPITITWOELG OTTOU ATTAITEITAL AOKNON
SUvauNg yla TNV €loaywyn.

Na unv XpnOIUOTIOIEITAL OE TIEPITTWOELG TTOU UTTAPXEL EMAOXELA Aloppayia.

Na unv xpnotpomoleital Xwpi¢ TNV cuyKatdBeon PETA amod evnuépwaon TNG
acBesvolc.

Na unv xpnotpomolsital katd tn SIAPKELA TNG EYKUOCUVNG.
Agv MpémeL va Xpnotomoleital yia enmepBAcelc mpdoBiou ToIXWHUATOC.

Na pnv emavaypnolpomoLeiTal.

Eme€riynon Tng emonpavong oTiG ETIKETEG Kal O0TIC odnyieg xpriong.

i| B\ 0Obnyiec xpriong ﬂ Huépa kataokeurig @ Na pnv emavaypnotgomoleitat
X , - Na Unv anooTelpwveTat yia
ApBUOG QVTIKEIEVOL g Hupepopnvia Aéng @ enavaypnotonoinon
s " 30°
LOT ApBuée maptisag @ Na pnv xpnotponioindel edv n ouokeuaoia /ﬂ/ E0poc Bepokpaciac 0 e 30° C
eival KaTeoTpappévn
=
MD  iatpikr cuokeun Yypaoia 0-70% AnooTelpwOnKe pe alBulevoleidio
"
g i i SN , ,
Na 8iatnpeitai oteyvo ;:\ Na @uldooetat pakptd ané To NAAKS ewg @ Xwpic Aarteg

gﬂg SOp@WVA pe T O8nyia latpikwy SUoKeu@v 93/42 / EEC (0402). aa  Kotaokevaotic
n 40-A1390-220614
d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB
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Instru¢des de utilizacao, Hegenberger Retractor @

1. Abra a bolsa e remova o Hegenberger 2. Use o dedo indicador como indicado na figura
Retractor. Segure o Hegenberger Retractor e pressione os lados do Hegenberger Retractor,
conforme apresentado unindo-os, antes de inserir. Nao use gel ou
naimagem. lubrificante no Hegenberger Retractor.
) —— O i

& )4 —
3. A paciente deve estar em decubito 4. Mantenha os lados do Hegenberger Retractor
dorsal com as pernas elevadas. comprimidos enquanto o insere na vagina.

Siga a direcao do canal pélvico.

5. Insira completamente o Hegenberger 6. O posicionamento correto do Hegenberger
Retractor, de modo que os circulos fiquem Retractor é apresentado nesta imagem.
apoiados nos grandes labios.

Remocao do Hegenberger Retractor

7. Pressione suavemente os lados do Hegenberger
Retractor antes da sua remogao.

E importante que use o dedo indicador para garantir

que o Hegenberger Retractor esta afastado do colo do
utero.

Pressione a parte superior e remova suavemente o
Hegenberger Retractor da vagina.
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Instrugdes de utilizacdo, Hegenberger Retractor %P

Contraindicacoes

O Hegenberger Retractor destina-se apenas a ser utilizado em mulheres
apods o parto vaginal.

O Hegenberger Retractor destina-se apenas a ser utilizado por profissionais
clinicos formados, apds a compreensao das instrugdes de utilizagao.

A paciente deve estar em decubito dorsal com as pernas elevadas.

Nao deve ser utilizado em pacientes pediatricos, nem colocado em pacientes
gue nao deram a luz ou em casos onde seria necessario aplicar forca na sua
insercao.

Nao deve ser utilizado em casos de hemorragia pds-parto.

Néao deve ser utilizado sem o consentimento informado da paciente.

Nao deve ser utilizado durante a gravidez.

Nao deve ser utilizado para procedimentos na parede anterior.

Nao pode ser reutilizado.

Explicacdo dos simbolos nos rétulos e instrugoes de utilizacdo.

[E Consulte as instrugdes de utilizagao

@ Manufacturing day

Néo reutilizar

Numero do artigo

E Expiration date

®
&

Nao esterilize com vista a reutilizagao

Numero do lote

@ Don't use if package isdamaged

Intervalo de temperatura 0 a 30 °C

MD Dispositivo médico

0%

Humidity 0-70%

Esterilizado com 6xido de etileno

P 4.1‘4
T Manter seco

s
% .
a Protect from sunlight

Sem latex

gug De acordo com a Diretiva de Dispositivos Médicos 93/42/CEE (0402).

e
E0)

w

™|

Fabricante

40-A1390-220614

d Wing Plast AB, Nitgatan 11, 333 33 Smélandsstenar, Sweden, +46 371 330 30, www.wingplast.se

W

Wing Plast AB
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Instrucciones de uso, Hegenberger Retractor @

1. Abra la bolsa y retire el Hegenberger
Retractor. Sostenga el retractor

2. Use el dedo indice como se muestra en la
imagen y presione los lados del Hegenberger

Hegenberger como se muestra en la imagen. Retractor antes de insertarlo. No utilice gel ni

lubricante en el Hegenberger Retractor.

4
) — | £
AL —

3. La paciente debe estar en posicién supina | 4. Mantenga comprimidos los lados del Hegenber-

con las piernas elevadas.

ger Retractor mientras lo inserta en la vagina.
Siga la direccion del canal pélvico.

5. Coloque el Hegenberger Retractor
hasta el fondo de modo que los circulos
descansen sobre los labios mayores.

6. En esta imagen se muestra la colocaciéon
correcta del Hegenberger Retractor.

Extraccion del Hegenberger Retractor

7. Presione suavemente los lados del Hegenberger
Retractor antes de retirarlo.

Es importante que use el dedo indice para asegurarse de
que el Hegenberger Retractor no toque el cuello uterino.

Presione hacia abajo la parte superior y retire
suavemente el Hegenberger Retractor de la vagina.




Instrucciones de uso, Hegenberger Retractor @

Contraindicaciones

El Hegenberger Retractor solo esta disenado para usar en mujeres después de
un parto vaginal.

El Hegenberger Retractor solo esta disefiado para que lo usen profesionales
clinicos capacitados después de comprender las instrucciones de uso.

La paciente debe estar en posicidn supina con las piernas elevadas.

No se debe utilizar en pacientes pediatricos ni para la colocacién en pacientes

gue no hayan dado a luz o en los casos en que sea necesaria la fuerza para la
insercion.

No debe utilizarse en casos de hemorragia posparto.
No debe utilizarse sin el consentimiento informado de la paciente.
No debe utilizarse durante el embarazo.

No debe usarse para procedimientos de la pared anterior.

No se debe reutilizar.

Explicacion del etiquetado en las etiquetas e instrucciones de uso.

DI[ Consultar las instrucciones de uso ﬂ Dia de fabricacion ® No reutilizar
Numero de articulo E Fecha de caducidad @ No esterilizar para reutilizar
30°
LOT |Numero de lote @ No lo utilice si el paquete estuviera dafiado uyﬂ/ Rango de temperatura 0 a 30 °C
MD Producto sanitario Humedad 0,70 % Esterilizado con 6xido de etileno
o
L Sk .
? Mantener seco 2 Proteger dela luz solar @ Sin latex
gg De acuerdo con la Directiva de Dispositivos Médicos 93/42/CEE (0402). d Fabricante

n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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YnyTcTeo 3a ynotpe6y, Hegenberger Retractor  ¢GP

2. KopurcTuTe KaxkKnnpcT Kao WTo je npukasaHo
Ha LM 1 NpUTUCHKTe cTpaHe Hegenberger
Retractor ga 6ucTe ux cnojunu npe ymeTama.
Hemojrte kopuctutu ren Ha Hegenberger
Retractor HemojTe ra nogmasusartn.

1. OTBOpPUTE Kecuuy 1 nssagute Hegen-
berger Retractor. ipxunte Hegenberger
Retractor Kao WTo je NprKasaHo Ha cAnLN.

) —— O i
u)f) —
3. MauujeHTKUba Mopa 6uTK y nexxehem 4. lpxunTe cTpaHe Hegenberger Retractor
nonoxajy Ha nehma ca NOAUTHYTUM CTVCHYTe AOK ra yBoguTe y BaruHy. lNpatute
Horama. npaBal, KapJIMYHOT KaHana.
o
) =
"
5. MocTaBute Hegenberger Retractor fo 6. [NpaBunHo noctae/mbarbe Hegenberger
Kpaja Tako fAa ce KpyroBu ocnatbajy Ha Retractor je nprkasaHo Ha 0BOj ciiMLm.

BeJIMKe yCHULUe.

% Yknamwamwe Hegenberger Retractor
4§ e | 7.Tpe yknamama, Naxx/bMBO NPUTNCHMTE CTpaHe
~ 1!‘:} },/j Hegenberger Retractor ga 6ucte nx cnojunu.

BaxHo je ga nomohy KaxkunpcTa obesbepute ga
Hegenberger Retractor He 3akaun rpnuh matepuue.

MpUTUCHUTE FOpH Y A0 1 NaXX/bUBO N3BYLIUTE
Hegenberger Retractor 13 BaruHe.
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YnyTtcTBO 3a ynotpeby,, Hegenberger Retractor 0

KoHTpanHaukaywmje
Hegenberger Retractor je HamereH NCKIBYUYMBO 3a YNoTPEeOyY Kog XeHa
HaKOH BarnHanHor nopohaja.

Hegenberger Retractor cmejy fia kopucTe camo 06yYeHN KIMHNYKM
CTPyYUHbaLn HAaKOH LITO Ce YMNOo3Hajy ca ynyTcTBMMa 3a ynoTpeby.

MaumnjeHTKMHba Mopa 6uTK y nexehem nonoxajy Ha nehuma ca NOJUIrHYTMM
Horama.

He cme ce KopncTuti 3a negujaTpmjcke naumjeHTe UK 3a NocTaB/bake Kog
NaumrjeHTKMHba Koje HMCy nopahane nnny cydajeBuma kaga 6u 3a ymertarbe
6vna HeonxopaHa cuna.

He kopuctuTn y cnyvajeBuma rge nocToju KpBapere HakoH nopohaja.

He cme ce kopnctuti 6€3 NHGOPMMCaHOT NPUCTaHKa NAUNjEHTKUbE.

He kopuctutn Tokom TpygHohe,

He KopucTnTK 3a 3axBaTe Ha aHTEPVOPHOM 3UAY.

Hwuje 3a BnweKkpaTHY ynoTtpeoy.

ObjaLutbetbe 03HaKa Ha eTUKeTama 1 y YryTCTBY 3a ynoTpeby.

Mornepajte YnyTtcTso 3a ® Hui
aH NPOoV3BOAHE nje 3a BULIEKPATHY ynoTpe6
yroTpety ] pannp A j paTHy ynotpeby
. HemojTte cTepununcati pagm noHOBHOT
Bpoj aptnkna g Pok ynotpebe kopuwhera
Bpoj cepuije @ He kopucTuTe aKo je me TemnepatypHu oncer o 0 Ao 30 °C
nakoBatbe owTteheHo °
705
MeguumHcKo cpencTso 0o, STERILE CTepunn3oBaHO eTUIEH OKCMAOM
MD @ BnaxHocT 0-70%
“A‘l \I/
@ yBaTyl Ha CyBOM MecTy /)T/i 3awTuTuTy Of CyHueBe @ bes3 natekca
“m> CBemocTn
Y cknagy ca inpekTnBom o meanumMHCKUM ypehajuma “ Mpowuseohau
0402 93/42/EEC (0402).

n 40-A1390-220614

W

d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast AB
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Navod k pouziti, Hegenberger Retractor P

7

L,
e

1. Otevrete sacek a vyjméte Hegenberger 2. Pouzijte ukazovacek podle obrazku a pred
Retractor. Drzte Hegenberger Retractor, jak vloZenim stlacte strany Hegenberger Retractor k
je znazornéno na obrazku. sobé. Na Hegenberger Retractor nepouzivejte

gel ani lubrikaci.

' Ny
NS "‘D;L
e 1 :
3. Pacientka musi byt v poloze na zddech 4. Pti zavadéni do pochvy drzte strany Hegen-
se zvednutymi nohami. berger Retractor stlacené. Postupujte ve sméru

panevniho kandlu.

:t — e b ;
._1;375*?’ -y

5. Umistéte Hegenberger Retractor tak, aby | 6. Spravné umisténi Hegenberger Retractor je
kruhy doléhaly na labia major. znazornéno na tomto obrazku.

% h Vyjmuti retraktoru Hegenberger Retractor

| 7.Pfed vyjmutim jemné stlacte strany Hegenberger
Retractor k sobé.

Je dilezité, abyste pomoci ukazovacku zajistili, ze
Hegenberger Retractor neni v blizkosti délozniho ¢ipku.

Zatlacte na horni ¢ast a jemné vytdhnéte Hegenberger
Retractor z pochvy.
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Navod k pouziti, Hegenberger Retractor P

Kontraindikace
Hegenberger Retractor je ur¢en pouze k pouziti u Zen po vaginalnim porodu.

Hegenberger Retractor je ur¢en pouze pro pouziti vyskolenymi klinickymi
odborniky poté, co se seznamili s navodem k pouZziti.

Pacientka musi byt v poloze na zaddech se zvednutymi nohami.

Nepouzivat u pediatrickych pacientek, pro umisténi u pacientek, které nerodily
nebo v pfipadech, kdy by k zavedeni bylo nutné pouzit silu.

Nepouzivejte v pfipadech poporodniho krvaceni.
Nepouzivejte bez informovaného souhlasu pacient.
Nepouzivejte béhem téhotenstvi.

Nesmi se pouzivat pro vykony na pfedni sténé.

Ne pro opakované pouziti.

Vysvétleni oznaceni na Stitcich a ndvodech k pouziti.

[:[i] Viz navod k pouziti ﬂ Den vyroby ® Nepouzivejte opakované

Cislo vyrobku E Doba pouzitelnosti @ Nesterilizujte pro opétovné pouziti

LOT Cislo3arze @ Nepouzivejte, pokud je obal poskozen Wﬂ/ Teplotni rozsah 0 a2 30 °C

MD  Zzdravotnicky prostredek Vlhkost 0-70 % Sterilizovano ethylenoxidem

g S .

? Udrzujte v suchu ;:\\ Chraiite pfed slune¢nim zafenim @ Neobsahuje latex

gﬂg V souladu se smérnici o zdravotnickych prostiedcich 93/42/EHS (0402). d Vyrobce
n 40-A1390-220614
d Wing Plast AB, Nitgatan 11, 333 33 Smalandsstenar, Sweden, +46 371 330 30, www.wingplast.se Wing Plast 4B
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