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Katherine Rojas
Regulatory Affairs Specialist
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truthfulness, accuracy, orvalidity ofthatdocument
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under the laws ofthe State of California that the foregoing paragraph istrue and correct.
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© 2019 Medtronic. Medtronic, Medtronic with rising man logo, and Medtronic logo are
trademarks of Medtronic

© 2019 Medtronic. Medtronic, Medtronic avec le logo de I'homme qui se releve et le logo

Medtronic sont des marques commerciales de Medtronic.

© 2019 Medtronic. Medtronic, das Medtronic Logo,Rising Man" und das Medtronic Logo sind

Marken von Medtronic.

© 2019 Medtronic. Medtronic, el logotipo de Medtronic con la figura de un hombre

levantandose y el logotipo de Medtronic son marcas comerciales de Medtronic.

© 2019 Medtronic. Medtronic, het Medtronic-logo met de opstaande man, en het Medtronic-

logo zijn handelsmerken van Medtronic.

© 2019 Medtronic Medtronic, l'indicazione Medtronic con la rappresentazione grafica del

logo e il logo Medtronic sono march! di fabbrica di Medtronic.

© 2019 Medtronic. Medtronic, Medtronic-logoen med mannen som reiser seg opp, 0g

Medtronic-logoen ervaremerker for Medtronic.

© 2019 Medtronic. Medtronic, Medtronic ja nouseva mies -logoja Medtronic-logo ovat

Medtronic-yhtion tavaramerkkeja.

© 2019 Medtronic. Medtronic, Medtronic-logotypen med mannen som reser sig upp och

Medtronic-logotypen ar varumarken som tillhor Medtronic.

© 2019 Medtronic. Medtronic, Medtronic-logoet med mand, der rejser sig op og Medtronic-

logoet er varemaerker tilhorende Medtronic

© 2019 Medtronic. Medtronic, o logotipo da Medtronic com homem a elevar-se e o logotipo

da Medtronic sao marcas comerciais da Medtronic.

© 2019 Medtronic Medtronic, logotip Medtronic z osebo, ki vstaja, ter logotip Medtronic so

blagovne znamke druzbe Medtronic.

© 2019 Medtronic. Medtronic, logo Medtronic se vstavajici postavou alogo Medtronic jsou

ochrannymiznamkami spolecnosti Medtronic.

© 2019 Medtronic. A Medtronic szo, a felemelkedo embert abrazolo logoval kiegeszitett

Medtronic szo es a Medtronic logo a Medtronic vedjegye.

© 2019 Medtronic. Medtronic, logo firmy Medtronic z podnosz”cym si* czlowiekiem ilogo

Medtronic sgznakamitowarowymi firmy Medtronic.

© 2019 Medtronic Medtronic, ayaga kalkan adamli Medtronic logosu ve Medtronic logosu

Medtronic "irketinin ticari markalaridir.
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© 2019 Medtronic Medtronic, logo Medtronic so vstavajuciin muzom alogo Medtronic su
ochranne znamky spolocnosti Medtronic.

® 2019 Medtronic.To Medtronic, to Xoy6TtunoTac; Medtronic fjetov EyEipopEvo dvOpojno koi
TO Xoy6Tuno Medtronic Etvoi epnopiKo orruarta tpc; Medtronic.

© 2019 Medtronic. Medtronic, norotun Medtronic c n3o6paxeHnem yenoBeka,
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Contacts:

Africa:

Medtronic South Africa and Southern
Africa

Office Reception Tel:
+27(0)11 260 9300

Diabetes: 24/7 Helpline:
0800 633 7867

Sub-Sahara 24/7 Helpline:
+27(0) 11 260 9490

Albania;
Net Electronics Albania
Tel: +355 697070121

Argentina:
Corpomedica SA
Tel.:+(11)48141333
Medtronic Directo 24/7: +0800 333 0752

Armenia:
Exiol LLC
Tel: +374 98 92 00 11
0r+374 94 38 38 52

Australia:
Medtronic Australasia Pty. Ltd.
Tel: 1800 668 670

Bangladesh:
Sonargaon Healthcare Pvt Ltd.
Mobile: (+91)-9903995417
or(+880)-1714217131

Belarus:
Zarga Medica
TeL:+375 29 625 07 77
or: +375 44 733 30 99
Helpline:+74995830400

Belgle/Belnlnye:
N.V. Medtronic Belgium SA
Tel: 0800-90805
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Bosnia and Herzegovina:
Novopharm d.o.o. Sarajevo
Tel: +387 33 476 444
Helpline: 0800 222 33
Epsilon Research Intern, d.o.o.
TelL:+387 51 251 037
Helpline: 0800 222 33

Brasil:
Medtronic Comercial Ltda.
Tel; +(11)2182-9200
Medtronic Directo 24/7: +0800 773 9200

Bulgaria:
RSR EOOD
TelL:+359 888993083
Helpline: +359 884504344

Canada:

Medtronic of Canada Ltd.
Tel: 1-800-284-4416 (toll free/sans frais)

Chile:
Medtronic Chile
Tel.:+(9) 66 29 7126
Medtronic Directo
24/7:+1 230 020 9750
Medtronic Directo 24/7
(From Santiago): +(2) 595 2942

China:
Medtronic (Shanghai) Ltd.
24 Hour Help (Cell): +86 400-820-1981
24 Hour Help (Land); +86 800-820-1981

Colombia:

Medtronic Latin America Inc. Sucursal
Colombia

TeL:+(1)742 7300

Medtronic Directo 24/7
(Landline):+01 8007102170

Medtronic Directo 24/7
(Cellular):+1 381 4902



Croatia:
Mediligod.o.o.
Tel.: +385 16454 295
Helpline:+385 14881144
Medtronic Adriatic d.o.o.
Helpline:+385 14881120

Ceska republika:
Medtronic Czechia s.r.o.
Tel.: +420 233 059111
Non-Stop Helpline

(24/7):+420 233 059 059
Zakaznicky servis

(8:00 -17:00): +420 233 059 950

Danmark:
Medtronic Danmark A/S
Tel.: +45 32 48 18 00

Deutschland:
Medtronic GmbH
Geschaftsbereich Diabetes
Telefon:+49 2159 8149-370
Telefax: +49 2159 8149-110
24-Stdn-Hotline: 0800 6464633

Eire:
Accu-Science Ltd.
Tel.: +353 45 433000

Espaha:
Medtronic Iberica SA
Tel.: +34 91 625 05 42
Fax: +34 91 625 03 90
24 horas:+34 900 120 330

Estonia:
AB Medical Group Estonia Ltd
Tel.: +372 6552310
Helpline: +372 5140694

Europe:
Medtronic Europe S.A. Europe,
Middle East and Africa HQ
Tel.:+41 (0)21-802-7000

France:
Medtronic France SAS.
Tel.:+33 (0) 155 38 17 00
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Hellas:
Medtronic Hellas S A
TelL: +30 210677-9099

Hong Kong:
Medtronic International Ltd.
Tel: +852 2919-1300
To order supplies: +852 2919-1322
24-hour Helpline: +852 2919-6441

India:
India Medtronic Pwvt. Ltd.
Tel: (+91)-80-22112245/ 32972359
Mobile: (+9D-9611633007
Patient Care Helpline: 1800 209 6777

Indonesia:
Medtronic International Ltd.
Tel: +65 6436 5090 or +65 6436 5000

Israel:

Medtronic

TelL (orders): +9729972440,
option 3 + option 1

TeL (product support): +9729972440,
option 2

Helpline: (17:00 - 08:00 daily/weekends
Israel time): 1-800-611-888

Italia:
Medtronic Italia S.p.A.
TelL:+39 02 24137 261
Fax: +39 02 24138 210
Servizio assistenza tecnica:
Neverde: 800 60 11 22

Japan:
Medtronic Japan Co. Ltd.
Tel:+81-3-6776-0019
24 Hr. Support Line: 0120-56-32-56

Kazakhstan:
Medtronic BV in Kazakhstan
TeL:+7 727 311 05 80 (Almaty)
+7 717 224 48 11 (Astana)
KpyrnocyTtouHas IMHUSA
nogaepxxku: 8 800 080 5001



Kosovo:
Yess Pharma
Tel.:+377 44 999 900
Helpline: +37745888388

Latin America:
Medtronic, Inc.
Tel.: 1(305) 500-9328
Fax: 1(786) 709-4244
Latvija;
RALSIA
Tel.:+371 67316372

Helpline (9am to 6pm):+371 29611419

Lithuania:
Monameda UAB
Tel.:+370 68405322
Helpline:+370 68494254

Macedonia:
Alkaloid KonsDooel
Tel.: +389 23204438

Magyarorszag:
Medtronic Hungaria Kit.
Tel.: +36 1889 0688

Malaysia:
Medtronic International Ltd.
Tel.: +603 7946 9000

Mexico:
Medtronic Servicios S.de R L de CV.
Tel. (Mexico DF):+(11)029 058
Tel. (Interior):+01 800 000 7867
Medtronic Directo 24/7 (from Mexico
DF):
+{65) 36 869 787
Medtronic Directo
24/7:+01 800 681 1845

Middle East and North Africa:

Regional Office
Tel.: +961-1-370 670

Montenegro:
Glosarij d.o.o.
Tei.: +382 20642495
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Nederland, Luxembourg:
Medtronic B.V.
Tei.:+31 (0) 45-566-8291
Gratis: 0800-3422338

New Zealand:
Medica Pacifica
Phone: 64 9 414 0318
Free Phone: 0800 106 100

Norge:
Medtronic Norge A/S
Tel.: +47 67 10 32 00
Fax: +47 67 1032 10

Philippines:
Medtronic International Ltd.
Tel.: +65 6436 5090 or +65 6436 5000

Poccus;
OO0 «MeATPOHNK»
Tel.: +7 495 580 73 77
KpyrnocytoyHasa iMHuUA
noanepxku: 8 800 200 76 36

Polska:

Medtronic Poland Sp. z o.0.
Tel: +48 22 465 6934

Portugal:
Medtronic Portugal Lda
TelL:+351 21 7245100
Fax +351 21 7245199

Puerto Rico:
Medtronic Puerto Rico
TelL: 787-753-5270

Republic of Korea:
Medtronic Korea, Co., Ltd.
Tel: +82.2.3404.3600

Romania:
Medtronic Romania SRL

Tel: +40372188017
Helpline: +40 726677171



Schweiz:
Medtronic (Schweiz) AG
Tel:+ 41 (0)31 868 0160
24-Stunden~Hotline: 0800 633333
Fax Allgemein:+41 (0)318680199

Serbia:
Epsilon Research International d.o.o.
Tel.:+381 113115554
Medtronic Serbia D.o.o.
Helpline:+381 112095900

Singapore:
Medtronic International Ltd.
Tel.: +65 6436 5090 or +65 6436 5000

Slovenija:
Zaloker&Zaloker d.o.o.
Tel.:+386 1542 51 11
24-urna tehnicna pomoc: +386
51316560

Slovenska republika:
Medtronic Slovakia, s.r.o.
TelL+421 26820 6942
Helpline:+421 26820 6986

S Lanka:
Swiss Biogenics Ltd.
Mobile: (+91)-9003077499
or(+94)-777256760

Suomi:
Medtronic Finland Oy
Tel.:+358 20 7281 200
Helpline: +358 400100 313

Sverige:
Medtronic AB
Tel.: +46 8 568 585 20
Fax: +46 8 568 585 11

Taiwan:
Medtronic (Taiwan) Ltd.
Tel.: 02-21836000
Toll Free: +886-800-005285
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Thailand:
Medtronic (Thailand) Ltd.
Tel.:+662 232 7400
Tiirkiye:
Medtronic Medikal Teknoloji
Ticaret Ltd. Sirketi.
Tel.: +90 216 4694330

Ukraine:
Med Ek Service TOV
Tel.: +380 50 3311898
or: +380 50 4344346
JIiHifl u1lnogo60B01 N1ATPUMKN:
0800 508 300

USA:
Medtronic Diabetes Global
Headquarters
24-HourTechnical Support:
+1-800-646-4633
To order supplies: +1-800-843-6687

United Kingdom:
Medtronic Ltd.
Tel.: +441923-205167

Osterreich:
Medtronic Osterreich GmbH
Tel.:+43 (0) 1240 44-0
24 - Stunden - Hotline: 0820 820 190
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English

Introduction

The Quick-serter (MMT-305QS) is used as an aid to insert compatible
Medtronic MiniMed infusion sets.

Indications for use

The serter is indicated for single-patient use. It is not intended for
multiple patients. Refer to the system user guide for additional
information, such as the intended age group.

Contraindications

No contraindications are associated with serter use. For
contraindications related to continuous glucose monitoring, see the
system user guide.

Clinical benefits

Not applicable. The serter is an accessory that helps to insert
compatible Medtronic infusion sets.

User safety

Warnings

Read this entire user guide prior to inserting the infusion set. Failure
to follow directions may result in improper insertion, pain, or injury.

Improper insertion can result in non-delivery of insulin, which can
lead to hyperglycemia.

Always inspect the infusion set packaging for damage before use.
Infusion sets are sterile and non-pyrogenic unless the package has
been opened or damaged. Ifthe infusion set packaging is open or
damaged, dispose of the infusion set according to local regulations.
Use of a non-sterile infusion set can result in infection.

Failure to secure the infusion set in the serter prior to insertion, with
the needle pointing straight up, may result in improper insertion,
pain, or minor injury.

Never point the loaded serter toward any body part where insertion
is not desired.
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Do not use the infusion set if the introducer needle is bent. Always
inspect the introducer needle after the needle guard has been
removed. Ifthe introducer needle is bent, discard the infusion set.

For questions or concerns related to setter use, contact a local
Medtronic support representative for assistance.

For medical questions or concerns, or to report a serious incident,
contact a healthcare professional.

Precautions

The first use of the Quick-serter should be done in the presence of
a healthcare professional. Improper insertion may lead to infection,
diabetic ketoacidosis, or hyperglycemia.

Risks and side effects

Risks and side effects include infection, diabetic ketoacidosis
(vomiting, dyspnea, nausea), and hyperglycemia (polydipsia, frequent
urination).

Hazardous substances

None.

None known.

Maintenance

Cleaning

To clean the serter:

1. Rinsethe serter under running tap water.

2.  Submerge the serter in a solution of mild soap and warm water.

3. Use a soft-bristled brush to clean the serter until it is free of
visible dirt.

4. Rinse the serter under running tap water until all visible soap is
gone. Make sure to fully rinse all hard-to-reach areas.

5. Shake off any excess water. Place the serter upright on a clean
cloth to air dry.
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English

Storage

Store the setter in the released position at room temperature.
Disposal

Dispose of the setter according to local regulations.

Warranty

For product warranty information, please contact a local Medtronic
support representative.

Components

(A) Handle

(8) Tubing slot

(© Release button
(D) Side buttons

Instructions

Unfold the front cover of this booklet to view images that are
numbered with the steps below. Refer to the infusion set user guide
before using the Quick-serter.The first use of the Quick-serter should
be done in the presence of a healthcare professional.

Preparation

1. Wash hands with soap and water.

2. Clean the insertion site. Use an alcohol wipe or other disinfectant
as directed by a healthcare professional. The area must be dry
before the infusion set is inserted.

Using the Quick-serter

3. Place the Quick-serter onto a sturdy flat surface with the handle
facing downward. Place the infusion set into the Quick-serter. If
needed, place infusion set tubing in the tubing slot.
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4.  Place the infusion set securely within the Quick-serter. To do this,
place fingers on the adhesive liner and push the infusion set
down.

Remove both pieces of the adhesive liner.
Pick up the Quick-serter and pull the handle down until it clicks.

Twist the needle guard to loosen it. Carefully remove the needle
guard. Do not touch or bend the needle.

8. Place the Quick-serter on the desired infusion site. Then, press
the two side buttons at the same time to insert the infusion set.

9. Pressthe release button on top of the Quick-serter to release the
infusion set.

10. Hold the infusion set tubing with one hand. Then, remove the
Quick-serter by lifting it away from the body with the other hand.

11. Pull the needle housing away from the infusion set with one
hand. Gently press the tape against the skin with the other hand.

12. Close the needle housing. Then, discard the shielded needle in a
sharps container.

13. Smooth out the tape securely against the skin.
Technical specifications

Device specifications

Temperature range of 20 °C (68 °F) to

Storage Conditions 30 °C (86 °F)
Relative humidity range of 15% to 93%
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Fran™ais

Introduction

Le Quick-serter (MMT-305QS) est utilise pour faciliter I'insertion de
catheters compatibles de Medtronic MiniMed.

Indications d'utilisation

L'inserteur est indique pour un usage patient unique. Il n‘est pas
con™u pour plusieurs patients. Referez-vous au manuel d'utilisation
du systeme pour des informations supplementaires telles que la
tranche d'age prevue.

Contre-indications

Aucune contre-indication n'est associee a l'utilisation de l'inserteur.
Pour les contre-indications liees a la surveillance continue du glucose,
voir le manuel d'utilisation du systeme.

Avantages cliniques

Non applicable. L'inserteur est un accessoire qui facilite I'insertion de
catheters compatibles de Medtronic.

Securite de I'utilisateur

Avertissements

Lisez le present manuel d'utilisation dans son integralite avant
d'inserer le catheter. Le non-respect des instructions peut provoquer
une insertion inappropriee, des douleurs ou des lesions.

Une insertion incorrecte peut entramer la non-administration de
I'insuline, ce qui peut occasionner une hyperglycemie.

Inspectez systematiquement le conditionnement du catheter pour
detecter d'eventuels dommages avant l'utilisation. Les catheters sont
steriles et apyrogenes, sauf g I'emballage a ete ouvert ou endommage.
S le conditionnement du catheter est ouvert ou endommage, eliminez
le catheter conformement aux reglementations locales. L'utilisation
d'un catheter non sterile peut entramer une infection.

Tout defaut de fixation du catheter dans l'inserteur avant l'insertion,
avec l'aiguille pointant droit vers le haut, peut engendrer une
insertion incorrecte, des douleurs ou des lesions mineures.
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Ne pointez jamais l'inserteur charge vers une partie du corps ou
I'insertion n'est pas souhaitee.

N'utilisez pas le catheter si I'aiguille-guide est courbee. Inspectez
systematiquement l'aiguille-guide unefois la protection de l'aiguille
retiree. S l'aiguille-guide est courbee, mettez le catheter au rebut.

En cas de questions ou d'inquietudes liees a l'utilisation de l'inserteur,
contactez un representant local du service d'assistance de Medtronic
pour obtenir une assistance.

En cas de questions ou de preoccupations d'ordre medical ou pour
signaler un incident grave, contactez un professionnel de sante.

Precautions

La premiere utilisation du Quick-serter doit etre effectuee en presence
d'un professionnel de sante. Une insertion incorrecte peut engendrer
une infection, une acidocetose diabetique ou une hyperglycemie.

Risques et effets secondaires

Les risques et les effets secondaires incluent une infection, une
acidocetose diabetique (vomissements, dyspnee, nausees) et une
hyperglycemie (polydipsie, miction frequente).

Substances dangereuses

Aucune.

Aliergenes

Aucun connu.

Maintenance

Nettoyage

Pour nettoyer l'inserteur:

1 Rincez l'inserteur sous I'eau courante du robinet.

2.  Immergez l'inserteur dans une solution de savon doux et d'eau
chaude.

3. Utilisez une brosse a poils doux pour nettoyer l'inserteur jusqu'a
ce qu'il soit exempt de saletes visibles.
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Fran™ais

4., Rincez l'inserteur sous l'eau courante du robinetjusqu'a ce que
toutes les traces de savon visibles aient ete eliminees. Veillez a
rincerentierement les zones difficiles a atteindre.

5. Secouez pour retirer I'excedentd'eau. Placez l'inserteur a la
verticale sur un tissu propre et laissez-le secher a l'air.

Stockage

Conservez lI'appareil d'insertion non charge atemperature ambiante.
EMTinal'ton

Eliminez l'inserteur selon les reglementations locales.

Garantie

Pourdes informations surla garantie du produit, veuillez contacter un
representant local du service d'assistance de Medtronic.

Composants

(A) Prise
() Rente pourlatubulure

(C) Bouton de
declenchement

(D) Boutons lateraux

Instructions

Depliez la couverture de ce livret pour voir les images
numerotees avec les etapes ci-dessous. Reportez-vous au manuel
d'utilisation du catheteravantd'utiliserle Quick-serter. La premiere
utilisation du Quick-serterdoit etre effectuee en presence d'un
professionnel de sante.

Preparation

1. Lavez-vous les mains avec du savon etde I'eau.

2. Nettoyez le site d'insertion. Utilisez un tampon d'alcool ou un
autre desinfectant selon les instructions d'un professionnel de
sante. Lazone doitetre seche avant I'insertion du catheter.
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utilisation du Quick-serter

3. Placez le Quick-sertersurune surface plane solide, la prise dirigee
vers le bas. Placez le catheter dans le Quick-serter. Si necessaire,
placez latubulure du catheterdans lafente prevue pourlatubulure.

4.  Placezcorrectementle catheterdans le Quick-serter. Pour cela,
placez les doigts surla pellicule adhesive etenfoncez le catheter.

5. Retirez lesdeux parties de la pellicule adhesive.

6. Saisissez le Quick-serter ettirez la prise vers le hasjusqu'a
entendre un declic.

7. Tournez la protection de l'aiguille pour la desserrer. Retirez
soigneusementla protection de l'aiguille. Ne touchez pas et ne
courbez pas l'aiguille.

8. Placez le Quick-serter surle site de perfusion souhaite. Appuyez
ensuite en meme temps surlesdeux boutons lateraux pour
inserer le catheter.

9. Appuyezsurle bouton de declenchementsurle dessus du
Quick-serter pour liberer le cathéter.

10. Tenezlatubulure du catheteravec une main. Retirez ensuite le
Quick-serteren I'eloignant du corps avec l'autre main,

11. Eloignez le logementde l'aiguille du catheteravec une main. Appuyez
doucementle ruban adhesifcontre la peau avec l'autre main.

12. Fermezle logementde l'aiguille. Mettez ensuite l'aiguille
protegee au rebutdans un conteneur pourobjets pointus.

13. Lissez soigneusementle ruban adhesifcontre la peau.
Caracteristiques techniques

Caracteristiqgues techniques du dispositif

Plage de temperature comprise entre
20 °C (68 °F) et 30 °C (86 °F)

Plage d'humidite relative comprise
entre 15% et 93%

Conditions de stockage
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Deutsch

Einleitung

DerQuick-serter (MMT-305QS) wird als Hilfsm ittel fur das Einfuhren
kompatibler Infusionssets von Medtronic MiniMed verwendet.

Verwendungszweck

DerSerteristfurdie Verwendung beieinem einzelnen Patienten
indiziert. Erist nicht fOr mehrere Patienten vorgesehen. Weitere
Informationen, wie das Patientenaiter, fur das das Produkt geeignet
ist, finden Sie im Systembenutzerhandbuch,

Kontraindikationen

FCirden Gebrauch des Serters gibt es keine Kontraindikationen.
Kontraindikationen fur das kontinuierliche Glukosemonitoring finden
Sie im Systembenutzerhandbuch.

Klinischer Nutzen

Nichtzutreffend. Der Serteristein Hilfsmittel fCir das Einfuhren
kompatibler Infusionssets von Medtronic.

Anwendersicherheit

Warnhinweise

Lesen Sievordem EinfOhren des Infusionssets die vorliegende
Bedienungsanleitung vollstandig durch. Die Nichtbeachtung der
Anweisungen kann zu unsachgemaBer Einftihrung, Schmerzen und
Verletzungen ftihren.

UnsachgemaBes Einfuhren kann zum Ausbieiben der Insulinabgabe
und in der Folge zu Hyperglykamie fuhren.

UberprOfen Sie die Verpackung vorVerwendung des Infusionssets
immeraufBeschadigungen. Beigeschlossenerund unbeschadigter
Verpackung sind die Infusionssets steril und pyrogenfrei. Wenn die
Verpackung des Infusionssets geoffnetoder beschadigt ist, entsorgen
Sie das InfusionssetgemaB den vorOrtgeltenden Bestimmungen. Die
Verwendung eines unsterilen Infusionssets kann zur Infektion fuhren.

Die unzureichende Sicherung des Infusionssets mitder gerade nach oben
zeigenden Nadel im Sertervordem Einfuhren kannzu unsachgemaBem
Einfuhren, Schmerzen oder leichten Verletzungen fuhren.
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Niemals den geladenen Serteraufeine Korperstelle richten, die nicht
fur das EinfQhren des Serters vorgesehen ist.

Verwenden Sie das Infusionsset nicht, wenn die Einfuhrnadel
verbogen ist. Uberpriifen Sie stets die Einfuhrnadel nach Entfernen
des Nadelschutzes. Wenn die Einfuhrnadel verbogen ist, entsorgen
Sie das Infusionsset,

Bei Fragen Oder Bedenken zum Gebrauch des Serters wenden Sie sich
an einen fur Sie zustandigen Reprasentanten von Medtronic,

Beimedizinischen Fragen oder Bedenken oder urn ein schwerwiegendes
Vorkommnis zu melden, wenden Sie sich an einen Arzt.

VorsichtsmaBnahmen

Die erstmalige Verwendung des Quick-serters sollte in Anwesenheit eines
Arztes Odereiner medizinischen Fachkraft erfolgen. Falsches Einfuhren
kann zu Infektion, diabetischer Ketoazidose oder Hyperglykamie fuhren,

Risiken und Nebenwirkungen

Zu den Risiken und Nebenwirkungen zahlen Infektion, diabetische
Ketoazidose (Erbrechen, Atemnot, Obelkeit) und Flyperglykamie
(gesteigertes Durstgefuhl, haufiges Wasserlassen).

Gefahrstoffe
Keine.
Allergene
Nicht bekannt.

Wartung und Pfiege

Reinigung

So reinigen Sie den Serter:

1. SpQlen Sie den Serter unter flieRendem Leitungswasser ab.

2. Tauchen Sie den Serterin eine Losung aus milder Seife und
warmem Wasser ein,

3. Verwenden Sie eine Burste mitweichen Borsten, um samtiiche
sichtbaren Verunreinigungen vom Serter zu entfernen.

4. Spulen Sie den SerterunterflieRendem Leitungswasser ab, bis
keine Seifenruckstande mehrerkennbar sind. Achten Sie darauf,
alle schwerzuganglichen Bereiche vollstandig abzuspulen.

- 10
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Deutsch

5. Schijttein Sie uberschussiges Wasser ab. Stellen Sie den Serter
aufrechtaufein sauberesTuch und lassen Sie ihn an der Lufttrocknen.
Aufbewahrung

Bewahren Sie den Serterin derfreigegebenen Position bei
Raumtemperatur auf.

Entsorgung

Entsorgen Sie den Serterin Obereinstimmung mitden gesetzlichen
Bestimmungen.

Garantieerklarung

Informationen zur Produktgarantie erhalten Sie von Ihrem
zustandigen Medtronic Reprasentanten.

Komponenten
(A) G riff
8) Schlauchfuhrung
(C) Entriegelungstaste
(D) Seitentasten
Anweisungen

Klappen Sie den vorderen Einband dieser Broschure mit den

zu den nachstehenden nummerierten Schritten gehorenden
Abbildungen aus. Beachten Sie die Bedienungsanleitung des
Infusionssets, bevor Sieden Quick-serterverwenden. Die erstmalige
Verwendung des Quick-serters sollte in Anwesenheiteines Arztes
Odereiner medizinischen Fachkraft erfolgen.

Vorbereitung

1. Waschen Sie sich die Hande mitWasserund Seife.

2. Reinigen Sie die EinfCihrstelle. Verwenden Sie dazu einen
Alkoholtupferoderein anderes Desinfektionsmittel,je nachdem, was
derArztOderdie zustandige medizinische Fachkraftvorschlagt. Der
Bereich muss trocken sein, bevor das Infusionsseteingeftihrt wird.
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Verwendung des Quick-serters

3. Stellen Sie den Quick-serter mitdem Griffnach unten auf
eine stabile, ebene Flache. Setzen Sie das Infusionssetin den
Quick-serter ein. Falls erforderlich, fuhren Sie den Schlauch des
Infusionssets durch den Schlauchschlitz.

4, Achten Sie darauf, dass das Infusionsset sicher im Quick-serter
platziert ist. Legen Sie dazu Ihre Fingeraufden Klebeschutz und
drQcken Sie das Infusionsset nach unten.

5. Entfernen Sie heideTeile des Klebeschutzes.

6. Nehmen Sieden Quick-serter hoch und ziehen Sie den Griff nach
unten, bis es klickt.

7. Drehen Sie den Nadelschutz, um diesen zu lockern. Nehmen Sie
den Nadelschutz vorsichtig ab.Vermeiden Sie es, die Nadel zu
beruhren oder zu verbiegen.

8. Setzen Sieden Quick-serteraufdie gewunschte Infusionsstelle.
Drijcken Sie dann gleichzeitig aufdie beiden Seitentasten, um
das Infusionsset einzustechen.

9. Drucken Sie die Entriegelungstaste oben am Quick-serter, um
das Infusionsset freizugeben.

10. Halten Sie miteiner Fland den Schlauch des Infusionssets.
Entfernen Sie dann den Quick-serter, indem Sie ihn mitder
anderen Fland vom Korperweg hewegen.

11. Ziehen Sie die Nadeihulse miteiner Fland vom Infusionsset ab.
Drijcken Sie die Klebefolie mitderanderen Hand sachte gegen
die Haut.

12. SchlieBen Sie die Nadeihulse. Entsorgen Sie die abgeschirmte
Nadel in einem Behalter fiir spitze und scharfe Abfalle.

13. Streichen Sie das Pfiasteraufder Haut glatt.

Technische Daten

Technische Daten des Gerats

Temperaturbereich: 20 °C (68 °F) bis
30 °C (86 °F)

Relativer Luftfeuchtigkeitsbereich:
15 % bis 93 %

Lagerungsbedingungen

12
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Espanol

Introduccion

El dispositive de insercion Quick-serter (MMT-305QS) se utiliza para ayudar
ainsertarequipos de infusion de Medtronic MiniMed compatibles.

Indicaciones de uso

El dispositive de insercion esta indicado para utilizarse en un solo
paciente. No esta disenado para varies pacientes. Consulte la guia del
usuario del sistema sidesea obtenerinformacion adicional,coT0 el
grupo de edad objetivo.

Contraindicaciones

No existen contraindicaciones asociadas al uso del dispositive de
insercion. Consulte la guia del usuario del sistema para obtener
informacion sobre las contraindicaciones relacionadas con la
monitorizacion continua de glucosa.

Beneficios cimicos

No aplicable. Eldispositive de insercion es un accesorio que facilita la
insercion de equipos de infusion de Medtronic compatibles.

Seguridad del usuario

Advertencias

Lea esta guia del usuario en su totalidad antes de procedera la
insercion del equipo de infusion. Sino se siguen las indicaciones
puede producirse una insercion incorrecta, dolor o lesiones.

La insercion incorrecta puede causarla ausencia de infusion de
insulina, lo que puede provocar hiperglucemia.

Antes de utilizarlo, inspeccione siempre el envase del equipo de
infusion por situviera dafios. Los equipos de infusion son esteriles
y apirogenos,a menos que el envase este ahierto o danado. Siel
envase delequipo de infusion esta abierto o danado, deseche el
equipo de infusion conforme alas normas locales. El uso de un
equipo de infusion no esteril puede producirinfecciones.

Sielequipo de infusion no sefija correctamente en el dispositive de
insercion antes de la insercion, con laaguja apuntando hacia arriba,
se puede causar una insercion incorrecta, dolor o lesiones leves.

- 13
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Nunca dirija un dispositive de insercion cargado hacia una parte del
cuerpo en la que no se desee realizar la insercion.

No utilice el equipo de infusion si la aguja introductora esta doblada.
Inspecdone siempre la aguja introductora despues de haber retirado
el protector de la aguja. S la aguja introductora esta doblada,
descarte el equipo de infusion.

Para preguntas relacionadas con el uso del dispositive de insercion,
pongase en contacto con un representante del servicio tecnico local
de Medtronic.

Para preguntas medicas o para notificar un incidente grave, pongase
en contacto con el equipo medico.

Medidas preventivas

H primer uso del Quick-serter se debe realizar en presencia de un
equipo medico. La insercion incorrecta puede causar infecciones,
cetoacidosis diabetica o hiperglucemia.

Riesgos y efectos secundarios

Entre los riesgos y efectos secundarios se encuentran infecciones,
cetoacidosis diabetica (vomitos, disnea, nauseas) e hiperglucemia
(polidipsia, miccion frecuente).

Sustancias peligrosas

Ninguna.

Alergenos

Ninguno conocido.

Mantenimiento

Limpieza

Para limpiar el dispositive de insercion:

1. Enjuague el dispositive de insercion con agua corriente.

2. Sumerja el dispositive de insercion en una solucion jabonosa
suave y agua templada.

3. Limpie el dispositive de insercion con un cepillo de cerdas
blandas hasta que no se vea suciedad.

- 14
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Espanoi

4.  Enjuague el dispositive de insercion con agua corriente hasta
gue no quede jabon. Asegurese de enjuagar completamente
todas las zonas de dificil acceso.

5. Elimine el exceso de agua. Coloque el dispositive de insercion en
posicion vertical sobre un pane limpio y dejelo secar al aire.

Conservacion

Guarde el dispositive de insercion en la posicion liberada a

temperatura ambiente.

Eliminacion

Deseche el dispositive de insercion de acuerdo con la normativa local.

Garantia
S desea obtener informacion sobre la garantia del producto, pongase
en contacto con el representante local de Medtronic.

Componentes

@ Mango

® Ranura para el tube
(©) Boton de liberacion
(o) Botones laterales

Instrucciones

Desdoble la portada de este folleto para ver las imagenes
numeradas que se corresponden con los pasos siguientes.
Consulte la guia del usuario del equipo de infusion antes de utilizar
el Quick-serter. H primer uso del Quick-serter se debe realizar en
presencia de un equipo medico.

Preparacion

1. Lavese las manos con agua yjabon.

2. Limpie la zona de insercion. Utilice una toallita con alcohol u otro
desinfectante, tal coTo le indique un equipo medico. La zona
debe estar seca antes de insertar el equipo de infusion.

- 15
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Utilizacion del Quick-serter

3.

10.

11.

12.

13.

Ponga el Quick-serter sobre una superficie plana y estable con el
mango hacia abajo. Cologne el equipo de infusion en el Quick-
serter. S es necesatrio, coloque el tubo del equipo de infusion en
la ranura para el tubo.

Coloque firmemente el equipo de infusion dentro del Quick-serter.
Para ello, ponga los dedos sobre la lamina adhesiva y empuje el
equipo de infusion hacia abajo.

Retire las dos partes de la lamina adhesiva.

Tome el Quick-serter y tire del mango hacia abajo hasta que
encaje haciendo die.

Gire el protector de la aguja para aflojarlo. Retire con cuidado el
protector de la aguja. No toque ni doble la aguja.

Coloque el Quick-serter en el lugar de infusion deseado.

A continuacion, presione ala vez los dos botones laterales para
insertar el equipo de infusion.

Presione el boton de liberacion de la parte superior del Quick-
serter para soltar el equipo de infusion.

Sujete el tubo del equipo de infusion con una mano. Despues
retire el Quick-serter levantandolo del cuerpo con la otra mano.

Tire del alojamiento de la aguja con una mano para sacarlo del
equipo de infusion. Con la otra mano, presione ligeramente la

cinta adhesiva contra la piel.

Cierre el alojamiento de la aguja. A continuacion, deseche la
aguja cubierta en un contenedor para objetos cortantes.

Alise bien la cinta adhesiva sobre la piel.

Especificaciones tecnicas

Especificaciones del dispositive

Intervalo de temperatura de 20 °C (68 °F) a

Condiciones de 30 °C (86 °F)
almacenamiento

Intervalo de humedad relativa del 15 % al 93 %

- 16
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Nederlands

Inleiding
De Quick-serter (MMT-305QS) iseen hulpmiddelvoor hetinbrengen
van compatibele infusiesets van Medtronic MiniMed.

Gebruiksindicaties

Hetinbrengapparaatis geindiceerd voor gebruik bij een patiént.
Ditproductisniet bestemd voor meerdere patienten. Raadpleeg de
systeemhandleiding voor aanvullende informatie, zoals de heoogde
leeftijdsgroep.

Contra-indicaties

Erzijn geen contra-indicaties in verband gebracht methetgebruik
van hetinbrengapparaat.Voorcontra-indicaties met betrekking tot
continue glucosemonitoring, zie de systeemhandleiding.

Klinische voordelen

Nietvan toepassing. Hetinbrengapparaatiseen hulpmiddelvoor het
inbrengen van compatibele infusiesets van Medtronic.

Veiligheidsinformatie voor de gebruiker

Waarschuwingen

Leesvoor hetinbrengen van de infusiesetdeze handleiding helemaal
door. Het niet naleven van deze aanwijzingen kan totonjuiste
plaatsing, pijn of letsel leiden.

Onjuiste plaatsing kan tot gevolg hebben datergeen insuline wordt
toegediend, wattot hyperglykemie kan leiden,

Controleer de verpakking van de infusieset altijd voorgebruik op
beschadiging. Infusiesets zijn steriel en niet-pyrogeen, tenzij de
verpakking geopend of heschadigd is.Werp de infusiesetweg
volgens de lokale afvalverwerkingsregels als de verpakking van
de infusiesetopen of beschadigd is. Gebruik van een niet-steriele
infusieset kan leiden tot infectie.

Als de infusiesetvoorinbrenging nietop de Juiste wijze in het
inbrengapparaatisgeplaatst, metde naald rechtomhoog wijzend,
kan dit leiden tot onjuiste plaatsing, pijn oflicht letsel.
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Richt het geladen inbrengapparaat nooit op een lichaamsdeel waar
inbrengen niet gewenst is.

Gebruik de infusieset niet als de inbrengnaald verbogen is. Controleer
de inbrengnaald altijd nadat de naaldbeschermer is verwijderd. Werp
de infusieset weg als de inbrengnaald verbogen is.

Als u vragen of zorgen over het gebruik van het inbrengapparaat heetft,
kunt u contact opnemen met het Servicenummer van Medtronic voor

hulp.

Neem voor medische vragen of zorgen, of als u een ernstig incident
wilt melden, contact op met een zorgprofessional.
Voorzorgsmaatregelen

Het gebruik van de Quick-serter moet eerst samen met een
zorgprofessional worden geoefend. Onjuiste plaatsing kan leiden tot
infectie, diabetische ketoacidose of hyperglykemie.

Risico's en bijwerkingen

Risico's en bijwerkingen zijn onder meer infectie, diabetische ketoacidose
(overgeven, dyspneu, misselijkheid) en hyperglykemie (polydipsie, vaak
plassen).

Gevaarlijke stoffen

Geen.

Allergenen
Geen bekend.

Onderhoud

Reinigen

Het inbrengapparaat reinigen;

1 Spoel het inbrengapparaat af onder stromend kraanwater.

2.  Dompel het inbrengapparaat onder in een opiossing van milde
zeep en warm water.

3. Reinig het inbrengapparaat met een zachte borstel tot er geen
vuil meerte zien is.
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Nederlands

4. Spoel hetinbrengapparaatafonder stromend kraanwater
tot alle zichthare zeep verdwenen is. Spoel ook alle moeilijk
bereikbare plekken volledig af.

5. Schud overtollig watervan hetinbrengapparaataf Zet het
inbrengapparaatrechtop op een schone doek en laathetaan de
luchtdrogen.

Opslag

Bewaarhetinbrengapparaatin de ontgrendelde positie en bij
kamertemperatuur.

Afvalverwerking
Werp hetinbrengapparaatweg volgens de lokale afvalverwerkingsregels.

Garantie

Neem voorinformatie overde productgarantie contactop met het
Servicenummervan Medtronic.

Onderdelen
(A) Handgreep
(B) Kathetersleuf
() Ontgrendelingsknop
(0) Zijknoppen
Instructies

Vouw het voorblad van dit boekje uit. De nummers bij de
afbeeldingen die u daar ziet, komen overeen met onderstaande
stappen. Raadpleeg de gebruiksaanwijzing bij de infusiesetvoordat
ude Quick-sertergebruikt. Hetgebruik van de Quick-serter moet
eerstsamen meteen zorgprofessionalworden geoefend.

Voorbereiding

1. Was uw handen metwateren zeep.

2. Reinig de inbrengplaats. Gebruik een alcoholdoekje ofander
ontsmettingsmiddel volgens de aanwijzingen van een
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zorgprofessional. De plaats moet droog zijn voordat de infusieset
wordt ingebracht.

Gebruik van de Quick-serter

3.

10.

11.

12.

13.

Plaats de Quick-serter op een vlakke, stabiele ondergrond met de
handgreep naar beneden gericht. Plaats de infusieset in de Quick-serter.
Plaats zo nodig de katheter van de infusieset in de kathetersleuf.

Plaats de infusieset stevig in de Quick-serter. Plaats hiertoe uw
vingers op de schutfolie en duw de infusieset omiaag.
Verw/ijder beide delen van de schutfolie.

Pak de Quick-serter op en trek de handgreep omiaag tot deze
vastkiikt.

Draai de naaldbeschermer los. Verwijder voorzichtig de
naaldbeschermer. De naald niet aanraken of verbuigen.

Plaats de Quick-serter op de gewenste infusieplaats. Druk vervolgens
beide zijknoppen tegelijk in om de infusieset in te brengen.
Druk op de ontgrendelingsknop bovenop de Quick-serter zodat
de infusieset vrijkomt.

Houd met uw ene hand de katheter van de infusieset vast. Til
vervolgens met uw andere hand de Quick-serter omhoog, van
het lichaam &f.

Trek met uw ene hand de naaldbehuizing weg van de infusieset.
Duw met uw andere hand de pleister tegen de huid.

Sluit de naaldbehuizing. Gooi de afgeschermde naald daarna
weg in een afvalbak voor naalden.

Strijk de pleister zorgvuldig glad tegen de huid.

Technische gegevens

Productspecificaties

Opslagomstandigheden

Temperatuurbereik van

20 °c (68 °F) tot 30 °C (86 °F)

Relatief luchtvochtigheidsbereik van
15% tot 93%
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Italiano

Introduzione

Il Quick-serter (MMT-305QS) viene utilizzato perfacllitare
l'inserimento del setdiinfusione Medtronic MiniMed com patibili.

Indicazioni per I'uso
I settere indicate perl'uso su un solo paziente. Non e Indicate per l'uso

Su piu pazienti. Perulteriori informazioni,compresa l'indicazione dell'eta
degliutenti del dispositive, consultare laguida per l'utente del sistema.

Controindicazioni

Non visono controindicazioni associate all'utilizzo del setter. Per le
controindicazionicorrelate al monitoraggio continue del glucosio,
consultare la guida peri'utente del sistema.

Benefici clinici

Non applicabile. Il settere un accessorio da utilizzare per
l'inserimento deisetdiinfusione Medtronic compatibili.

Sicurezza dell'utente

Avvertenze

Prima di inserire il setdiinfusione, leggere interamente la presente
guida per l'utente. La mancata osservanza delle indicazioni riportate
pud causare un inserimento non corretto, lesionie dolore al paziente.

Un inserimento non corretto puo impedire I'erogazione dell'insulina,
con possibile rischio di iperglicemia.

Ispezionare sempre laconfezione del setdiinfusione prima dell'uso per
assicurarsi che non visiano danni. Isetdiinfusione sono sterilie non
pirogeni,ameno che laconfezione non sia stata aperta o danneggiata.
Qualora laconfezione del setdiinfusione fosse aperta 0 danneggiata,
smaltire il setdiinfusione in conformita con le normative locali.
L'utilizzo di un setdiinfusione non sterile puo causare infezione.

Se il setdiinfusione non e fissato correttamente in posizione nel setter
e l'ago non e perfettamente dritto, l'inserimento puo avvenire non
correttamente e possono verificarsidolore o lesioni di lieve entita.

Non puntare mai un setter caricato verso una parte delcorpo in cui
non sidesidera effettuare l'inserimento.
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Non utilizzare il set di infusione se I'ago introduttore é piegato.
Ispezionare sempre I'ago introduttore dopo aver rimosso la protezione
dell'ago. Se I'ago introduttore e piegato, smaltire il set di infusione.

In caso di domande o dubbi in merito all'utilizzo del setter, rivolgersi a un
rappresentante del locale servizio di assistenza tecnica telefonica Medtronic.

Contattare il medico in caso di domande o dubbi o per segnalare un
incidente di grave entita.

Precauzioni

Utilizzare il Quick-serter per la prima volta in presenza del medico.
Un inserimento non corretto puo provocate infezione, chetoacidosi
diabetica o iperglicemia.

Possibili rischi ed effetti indesiderati

| rischi e gli effetti indesiderati includono infezione, chetoacidosi diabetica
(vomito, dispnea, nausea) e iperglicemia (polidipsia, minzione frequente).
Sostanze pericolose

Nessuna.

Non & nota alcuna controindicazione.

Manutenzione

Pulizia

Per pulire il setter:

1. Risciacquare il setter in acqua corrente.

2. Immergere il setter in una soluzione composta da detergente ad
azione delicata e acqua tiepida.

3.  Utilizzare uno spazzolino a setole morbide per pulire il setter fino
a rimuovere tutte le tracce di sporco visibili.

4.  Risciacquare il setter in acqua corrente fino a rimuovere tutto |l
detergente. Assicurarsi di risciacquare completamente anche le
parti piu difficili da raggiungere.

5. Eliminate eventuali tracce di acqua rimaste. Collocate il setter in
posizione verticale su un panno asciutto e pulito e lasciarlo asciugare.
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Italiano

Conservazione

Conservare il serter in posizione scarica atemperatura ambiente.
Smaltimento

Smaltire il serter in conformita alle normative locali.

Garanzia

Per le informazioni relative alia garanzia del prodotto, contattare i
servizio di assistenza tecnica telefonica Medtronic.

Componenti
A Impugnatura
(B Fessura per il catetere
©) Pulsante di rilascio
o) Pulsanti laterali
Istruzioni

Aprire la copertina del presente opuscolo per osservare le
immagini numerate che illustrano la procedura seguente. Prima
di utilizzare il Quick-serter, consultare la guida per l'utente del set
di infusione utilizzato. Utilizzare il Quick-serter per la prima volta in
presenza del medico.

Preparazione

1. Lavare le mani con acqua e sapone.

2. Pulire il sito di inserimento. Utilizzare un tampone con alcol o
un altro disinfettante secondo le istruzioni del medico. L'area di
inserimento deve essere asciutta prima di inserire il set di infusione.

Utilizzo del Quick-serter

3. Collocate il Quick-serter su una superficie piatta e rigida con
I'impugnatura rivolta verso il basso. Posizionare il set di infusione
nel Quick-serter. Se necessario, posizionare il catetere del set di
infusione nell'apposita fessura.
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4. Posizionare il set di infusione all'interno del Quick-serter,
assicurandosi che sia inserito saldamente. Per verificare che
sia inserito saldamente, posizionare due dita sulla pellicola
protettiva del cerotto e premere verso il basso il set di infusione.
5.  Rimuovere entrambe le parti della pellicola protettiva dal cerotto.

6. Sollevare il Quick-serter e tirare I'impugnatura verso il basso fino
a percepire uno scatto.

7. Ruotare la protezione dell'ago per allentarla. Rimuovere la
protezione dell'ago. Non toccare o piegare I'ago.

8. Posizionare il Quick-serter sul sito di infusione desiderate.
A questo punto, premere simultaneamente i due pulsanti laterali
per inserire il set di infusione.

9. Premere il pulsante di rilascio suN'estremita superiore del
Quick-serter per rilasciare il set di infusione.

10. Tenere fermo il catetere del set di infusione con una mano. Quindi,
rimuovere il Quick-serter con Il'altra mano allontanandolo dal corpo.

11. Con una mano, tirare l'alloggiamento dell'ago per rimuoverlo
dal set di infusione. Con l'altra mano, premere delicatamente |l
cerotto pertenerlo in posizione sulla cute.

12. Piegare l'alloggiamento dell'ago perchiuderlo. Smaltire I'ago
all'interno della sua schermatura in un contenitore per strumenti
acuminati.

13. Massaggiare il cerotto per farlo aderire correttamente alia cute.

Specifiche tecniche

Specifiche del dispositive
L Intervallo della temperatura: da 20 °C (68 °F) a
Condizioni di 30 °C (86 °P)

conservazione o _
Intervallo dell'umidita relativa: dal 15% al 93%
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Norsk

Inniedning

Quick-serter (MMT-305QS) brukes som hjeipemiddel ved innfOring av
kompatible Medtronic MiniMed-slangesett.

Indikasjoner for bruk

Serteren er beregnet for bruk pa en pasient. Den er ikke beregnet for
bruk pa flere pasienter. | brukerhandboken for systemet finner du mer
informasjon, for eksempel om tiltenkt aldersgruppe.

Kontraindikasjoner

Ingen kontraindikasjoner er forboundet med bruk av serteren.
Du finner informasjon om kontraindikasjoner forbundet med
kontinuerlig glukoseovervaking i brukerhandboken for systemet.

Kliniske fordeler

Ikke relevant. Serteren er et tilbehor som hjelper deg afore inn
kompatible Medtronic-slangesett.

Brukersikkerhet

Advarsier

Les hele denne bruksanvisningen for du forer inn slangesettet. Hvis
instruksjonene ikke folges, kan det fore til fell innforing, smerte eller
skade.

Fell innforing kan fore til manglende tilforsel av insulin, som igjen kan
fore til hyperglykemi.

Kontroller alltid om pakningen med slangesettet er skadet for bruk.
Slangesettet er sterilt og ikke-pyrogent, med mindre pakningen er
apnet eller skadet. Hvis pakningen med slangesettet er apnet eller
skadet, skal slangesettet kastes i henhold til lokale forskrifter. Bruk av
et usterilt slangesett kan fore til infeksjon.

Hvis slangesettet ikke festes i serteren for innforing, med nalen
pekende rett opp, kan det fore til fell innforing, smerte eller mindre
personskade.

Hold aldri den klargjorte serteren mot en del av kroppen der
innforing ikke er onsket.
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Bruk ikke slangesettet hvis innforingsnalen er boyd. Kontroller alitid
innforingsnalen etter at nalebeskyttelsen erfjernet. Kast slangesettet
hvis innfOringsnalen er bOyd.

Hvis du har spOrsmal eller problemer vedrOrende bruk av serteren,
kan du kontakte en lokal Medtronic-representant for afa hjelp.

Hvis du har medisinske spOrsmal eller bekymringer, eller vil
rapportere en alvorlig hendelse, kan du kontakte diabetesteamet.

Forholdsregler

Diabetesteamet skal vaere til stede forste gang du bruker Quick-
serter. Fell innforing kan fore til infeksjon, diabetisk ketoacidose eller

hyperglykemi.

Risikofaktorer og bivirkninger

Risikofaktorer og bivirkninger kan vaere infeksjon, diabetisk
ketoacidose (oppkast, dyspne, kvalme) og hyperglykemi (polydipsi,
hyppig vanniating).

Farlige stoffer

Ingen.

Allergener

Ingen kjente.

Vedlikehold

Rengjering

Slik rengjor du serteren:

1. Skyll serteren med rennende vann.

2. Legg serteren i en iosning av mild sape og varmt vann.

3. Bruk en myk borste til a rengjore serteren til den er fri for synlig
sSmuss.

4.  Skyll serteren under rennende vann til all synlig sape er borte.
Sorg for a skylle alle omrader som er vanskelige a na.

5. Rist av overflodig vann. Plasser serteren i staende stilling pa en
ren klut for a la den lufttorke.
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Norsk

Oppbevaring
Oppbevar serteren i utlOst posisjon ved romtemperatur.

Avfallshandtering
Serteren skal kastes i samsvar med lokale forskrifter.
Garanti

Hvis du 0 nsker informasjon om produktgaranti, kan du kontakte en
lokal Medtronic-representant.

Deler
(A Handtak
® Sporforslangen
©) UtlOserknapp
o) Sideknapper
Instruksjoner

Brett ut den fremre permen pa dette heftet for a se
illustrasjonene som er nummerert i henhold til trinnene
nedenfor. Les bruksanvisningen for slangesettet fOr du bruker
Quick-serter. Diabetesteamet skal vaere til stede fOrste gang du bruker
Quick-serter.

Klargjoring

1. Vask hendene med sape og vann.

2. RengjOr innstikkstedet. Bruk en spritserviett eller annet
desinfeksjonsmiddel som anvist av diabetesteamet. Omradet ma
vaere tOrt fOr du fOrer inn slangesettet.

Bruk av Quick-serter

3. Plasser Quick-serter pa en st0Odig, jevn overflate med handtaket
vendt nedover. Plasser slangesettet i Quick-serter. Plasser om
nodvendig slangesettets slange i sporet for slangen.
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4. Sett slangesettet godt pa plass i Quick-serter. Dette gjOr du ved
a plassere fingrene pa beskyttelsespapiret og skyve slangesettet
nedover.

Fjern begge stykkene med beskyttelsespapir.
| Oft Quick-serter og dra handtaket nedover til du borer et klikk.

7. Vri nalebeskyttelsen til den losner. Fjern nalebeskyttelsen
forsiktig. Du ma ikke berore eller boye nalen.

8. Plasser Quick-serter pa onsket infusjonssted. Trykk deretter pa de
to sideknappene samtidig for afore inn slangesettet.

9. Trykk pa utloserknappen overst pa Quick-serter for a koble fra
slangesettet.

10. Hold i slangesettets slange med den ene handen. Fjern deretter
Quick-serter ved a lofte den bort fra kroppen med den andre
handen.

n. Dra nalekapslingen bort fra slangesettet med den ene handen.
Press tapen forsiktig mot huden med den andre handen.

12. Lukk nalekapslingen. Kast deretter den beskyttede nalen i en
sproyteboks.

13. Glatt ut tapen slik at den sitter godt pa huden.
Tekniske spesifikasjoner

Spesifikasjoner

Temperaturomrade pa 20 °C (68 °F) til
Krav til oppbevaring 30 °C (86 °F)
Relativt fuktighetsomrade pa 15 % til 93 %
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Suomi

Johdanto

Quick-serter-asetinta (MMT-305QS) kaytetaan apuvalineena
yhteensopivien Medtronic MiniMed -infuusiosettien paikalleen
asettamisessa.

Kayttoaiheet

Asetin on tarkoitettu yhden potilaan kayttoon. Sita ei ole tarkoitettu
useille potilaille. Katso jarjestelman kayttooppaasta lisatietoja, kuten

kohdeikaryhma.

Vasta-aiheet

Asettimen kayttoon ei liity vasta-aiheita. Katso jarjestelman
kayttooppaasta jatkuvaan glukoosinseurantaan liittyvat vasta-aiheet.

Kliiniset hyodyt

E oleellinen. Asetin on lisavaruste, joka auttaa yhteensopivien
Medtronic-infuusiosettien paikalleen asettamisessa.

KayttoturvalMsuus

Lue koko tama kayttoopas ennen infuusiosetin asettamista. Jos et
noudata ohjeita, seurauksena voi olla vaarin asettaminen, kipua tai
vammoja.

Infuusiosetin asettaminen vaarin voi estaa insuliinin annostelun, mika
voi aiheuttaa hyperglykemian.

Tarkista aina infuusiosetti vaurioiden varalta ennen kayttoa.
Infuusiosetit ovat steriileja ja pyrogeenittomiajos pakkausta ei ole
avattu tai jos se ei ole vaurioitunut. Jos infuusiosetin pakkaus on
avattu tai vaurioitunut, havita infuusiosetti paikallisten maaraysten
mukaisesti. Epasteriilin infuusiosetin kaytto voi johtaa infektioon.

Jos infuusiosettia ei kiinniteta asettimeen ennen paikalleen
asettamista siten, etta neula osoittaa suoraan ylos, se voi aiheuttaa
infuusiosetin asettamisen vaarin, kipua tai lievan vamman.

Ala koskaan osoita ladatulla asettimella sellaista kehon osaa, johon
laitetta ei ole tarkoitus asettaa.
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Ala kayta infuusiosettia, jos sisaanvientineula on taipunut.Tarkista
sisaanvientineula aina neulansuojuksen poistamisen jalkeen. Jos
sisaanvientineula on taipunut, havita infuusiosetti.

Jos sinulla on asettimen kayttoon liittyvia kysymyksia tai
huolenaiheita, ota yhteys paikallisen Medtronic-tuen edustajaan ja
pyyda ohjeita.

Jos sinulla on hoitoon liittyvia kysymyksia tai huolenaiheita
tai jos haluat ilmoittaa vakavasta tapahtumasta, ota yhteys
terveydenhuollon ammattilaiseen.

Varotoimet

Quick-serter-asetinta on kaytettava ensimmaisen kerran
terveydenhuollon ammattilaisen lasna ollessa. Infuusiosetin
asettaminen vaarin voi aiheuttaa infektion, diabeettisen
ketoasidoosin tai hyperglykemian.

Riskit ja haittavaikutukset

Riskeja Ja haittavaikutuksia ovat infektio, diabeettinen ketoasidoosi
(oksentelu, hengenahdistus, pahoinvointi) ja hyperglykemia (runsas
janontunne, tihentynyt virtsaaminen).

Vaaralliset aineet
H ole.

Allergeenit

E tunneta.

Kunnossapito

Puhdistaminen

Puhdista asetin seuraavasti:

1. Huuhtele asetin juoksevalla vesijohtovedella.

2. Upota asetin miedon saippuan ja lampiman veden liuokseen.

3. Puhdista asetinta pehmeaharjaksisella harjalla, kunnes siina ei
ole nakyvaa likaa.
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Suomi

4. Huuhtele asetin juoksevalla vesijohtovedella, kunnes saippuaa ei
enaa nay. Huuhtele kaikki vaikeapaasyiset alueet kokonaan.

5. Rauvista ylimaarainen vesi pois. Aseta asetin pystyasentoon
puhtaalle liinalle ja anna sen kuivua.

Sailyttaminen
Sailyta asetinta vapautetussa asennossa huoneenlampotilassa.

Havittaminen
Havita asetin paikallisten maaraysten mukaisesti.

Takuu
Tuotteen takuutiedot ovat saatavissa paikallisen Medtronic-tuen
edustajalta.
Osat
""""""""" » Kahva
i /\|7|E ® Letku-ura
© Vapautuspainike
) Sivupainikkeet
B>
Ohjeet

Avaa taman oppaan etukansi, jotta saat nakyviin alia kuvattuihin
toimenpiteisiin liittyvat numeroidut kuvat. Lue infuusiosetin
kayttoopas, ennen kuin kaytat Quick-serter-asetinta. Quick-serter-
asetinta on kaytettava ensimmaisen kerran terveydenhuollon
ammattilaisen lasna ollessa.

Valmisteleminen

1. Pese kadet saippualla ja vedella.

2. Puhdista asetuskohta. Kayta alkoholilappua tai muuta
desinfiointiainetta terveydenhuollon ammattilaisen ohjeiden
mukaisesti. Alueen on oltava kuiva, ennen kuin infuusiosetti
asetetaan paikalieen.
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Quick-serter-asettimen kayttaminen

3.

10.

11.

12.

13.

Aseta Quick-serter tukevalle tasaiselle alustalle kahva alaspain.
Aseta infuusiosetti Quick-serter-asettimeen. Aseta infuusiosetin
letku tarvittaessa letku-uraan.

Aseta infuusiosetti kunnolla Quick-serter-asettimeen. Aseta tata
varten sormet tarran taustakalvolie ja paina infuusiosetti alas.

Poista tarran taustakalvon molemmat osat.

Ota Quick-serter kateen ja veda kahvaa alas, kunnes siita kuuluu
napsahdus.

Irrota neulansuojus kiertamalla sita. Poista neulansuojus
varovasti. Ala kosketa tai taivuta neulaa.

Aseta Quick-serter haluamaasi infuusiokohtaan. Aseta sitten
infuusiosetti paikalleen painamalla kahta sivupainiketta
samanaikaisesti.

Vapauta infuusiosetti painamalla Quick-serter-asettimen
ylaosassa olevaa vapautuspainiketta.

Pida infuusiosetin letkusta kiinni yhdella kadella. Poista sitten
Quick-serter nostamalla sita poispain kehosta toisella kadella.

Veda neulakoteloa poispain infuusiosetista yhdella kadella. Paina
teippia varovasti ihoa vasten toisella kadella.

Sulje neulakotelo. Havita sitten suojattu neula laittamalla se
pistavan ja viiltavan jatteen astiaan.

Tasoita teippi hyvin kiinni ihoon.

Teknisettiedot

Laitteen tekniset tiedot

Sailytysolosuhteet

Lampotila-alue 20-30 °c (68-86 °F)
Suhteellisen ilmankosteuden alue 15-93%
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Svenska

inledning

Quick-serter (MMT-305QS) anvands for att underlatta vid
appliceringen av kompatibla MiniMed infusionsset fran Medtronic.

Indikationer for anvandning

Sertern ar indicerad for enpatientsbruk. Den ar inte avsedd for
flera patienter. Se anvandarhandboken till systemet for ytterligare
information, t.ex. avsedd aldersgrupp.

Kontraindikationer

Inga kontraindikationer ar kopplade till anvandningen av
sertern. Information om kontraindikationer som ror kontinuerlig
glukosmatning finns i anvandarhandboken till systemet.

Kliniska fordelar

g tillampligt. Sertern ar ett tillbehor som underlattar applicering av
kompatibla infusionsset fran Medtronic

Anvandarsakerhet

Varningar

Las igenom hela denna anvandarhandbok innan du applicerar
infusionssetet. Om du inte foljer anvisningarna kan det leda till
felaktig applicering, smarta eller personskada.

Felaktig applicering kan leda till att insulin inte tillfors, vilket kan ge
upphovtill hyperglykemi.

Kontrollera alltid att infusionssetets forpackning inte ar skadad innan
du anvander det. Infusionsset ar sterila och icke-pyrogena i ooppnad
och oskadad forpackning. Om infusionssetets forpackning oppnats
eller skadats ska infusionssetet kasseras enligt lokala foreskrifter.
Anvandning av ett icke-sterilt infusionsset kan orsaka infektion.

Om infusionssetet inte fasts i sertern fore applicering, med nalen
riktad rakt uppat, kan det leda till felaktig applicering, smarta eller
lindrig skada.

Rikta aldrig den laddade sertern mot en kroppsdel dar du inte onskar
nagon applicering.
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Anvand inte infusionssetet om inforingsnalen ar bojd. Kontrollera
alltid inforingsnalen efter att nalskyddet har aviagsnats. Om
inforingsnalen ar bdjd ska infusionssetet kasseras.

Kontakta en lokal supportrepresentant for Medtronic for att fa hjalp
om du har fragor eller funderingar som ror anvandningen av sertern.

Kontakta sjukvardspersonal om du har fragor eller funderingar av
medicinsk art eller om du vill rapportera en allvarlig incident.

Forsiktighetsatgarder

Den forsta gangen Quick-serter anvands ska det ske tillsammans
med sjukvardspersonal. Felaktig applicering kan leda till infektion,
diabetesketoacidos eller hyperglykemi.

Risker och biverkningar
Risker och biverkningar inkluderar infektion, diabetesketoacidos
(krakning, dyspne, illamaende) och hyperglykemi (polydipsi, frekvent
urinering).
amnen
Inga.
Allergener
Inga kanda.

Underhall

Rengdring

Rengora sertern:

1. Skolj sertern under rinnande kranvatten.

2. Sank ned sertern ien losning bestaende av mild tval och varmt
vatten.

3. Anvand en mjuk borste for att rengora sertern tills den ar fri fran
synlig smuts.

4.  Skolj sertern under rinnande kranvatten tills all synlig tval ar
borta. Var noga med att skoija alia svaratkomliga omraden
ordentligt.
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Svenska

5. Skaka bort eventuellt overflodigt vatten. Placera sertern uppratt
pa en ren trasa och lat den lufttorka.

Forvaring

Forvara sertern idet frigjorda laget vid rumstemperatur.
Avfallshantering

Kassera sertern enligt gallande lokala foreskrifter.

Garanti

For information om produktgaranti ber vi dig kontakta en lokal
supportrepresentant for Medtronic.

Komponenter

) Flandtag

® Slangskara

(O Frigoringsknapp
o) Sidoknappar

Anvisningar

Vik upp det framre omsiaget till denna broschyr for

att se bilderna som numrerats med stegen nedan. Las
anvandarhandboken till infusionssetet innan du anvander
Quick-serter. Den forsta gangen Quick-serter anvands ska det ske
tillsammans med sjukvardspersonal.

Forberedelse

1. Tvatta handerna med tval och vatten.

2.  Rengor appliceringsstallet. Anvand en torkduk med alkohol
eller annat desinfektionsmedel enligt sjukvardspersonalens
anvisningar. Omradet maste vara torrt innan infusionssetet
appliceras.
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Anvanda Quick-serter

3.

10.

12.

13.

Placera Quick-serter pa ett stadigt, slatt underlag med handtaget
riktat nedat. Placera infusionssetet | Quick-serter. Qm nodvandigt
satter du slangen till infusionssetet i slangskaran.

Placera infusionssetet sakert i Quick-serter. Det gor du genom att
placera fingrarna pa tejpskyddet och trycka ned infusionssetet.

Ta borttejpskyddets bada delar.
Ta upp Quick-serter och dra handtaget nedat tills det hors ett klick.

Vrid nalskyddet for att lossa det. Ta forsiktigt bort nalskyddet. Boj
eller ror inte nalen.

Placera Quick-serter pa detonskade infusionsstallet.Tryck
sedan in de tva sidoknapparna samtidigt for att applicera
infusionssetet.

Tryck pa frigdringsknappen pa ovansidan av Quick-serter for att
frigora infusionssetet.

Hall i infusionssetets slang med ena handen.Ta sedan bort
Quick-serter genom att lyfta bort den fran kroppen med den
andra handen.

Dra bort nalholjetfran infusionssetet med den ena handen.Tryck
forsiktigt tejpen mot huden med den andra handen.

Stang nalholjet. Kassera sedan nalen i sin hylsa i en behallare for
skarande/stickande avfall.

Slata ut tejpen sa att den sitter ordentligt mot huden.

Tekniska specifikationer

Enhetens specifikationer

Forvaringsforhallanden

Temperaturintervall pa
20 °C (68 °F) till 30 °C (86 °F)

Intervall for relativ luftfuktighet pa
15 % till 93 %
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Dansk

Indledning

Quick-serter (MMT-305QS) bruges som en hjaelp til indstik af
kompatible Medtronic MiniMed infusionssaet.

Indikationer for brug

Indstiksskyderen er indiceret til brug pa en enkelt patient. Den er ikke
beregnet til anvendelse pa flere patienter. Se yderligere information,
som f.eks. tilsigtet aldersgruppe, i brugsanvisningen til systemet.

Kontraindikationer

Der er ingen kontraindikationer forbundet med brug af
indstiksskyderen. Se kontraindikationer i forbindelse med
kontinuerlig glukosemonitorering i brugsanvisningen til systemet.

Kliniske fordele

Ikke relevant. Indstiksskyderen ertilbehor, der hjaelper med at
indstikke kompatible infusionssaet fra Medtronic.

Brugersikkerhed

Advarsler

Laes hele denne brugsanvisning inden indstik afinfusionssaettet. Hvis
anvisningerne ikke folges, kan det medfore forkert indstik, smerter
eller skade.

Forkert indstik kan resultere i ikke-afgivelse af insulin, hvilket kan
medfore hyperglykaemi.

Infusionssaettets emballage skal altid undersoges for beskadigelse
for brug. Infusionssaet er sterile og ikke-pyrogene, medmindre
emballagen er blevet abnet eller er beskadiget. Hvis infusionssaettets
emballage er abent eller beskadiget, skal infusionssaettet bortskaffes
I henhold til lokale love og bestemmelser. Brug af et ikke-sterilt
infusionssaet kan medfore infektion.

Hvis infusionssaettet ikke anbringes sikkert i indstiksskyderen inden
indstik, med nalen pegende lige opad, kan det resultere i forkert
indstik, smerte, eller mindre skader.
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Ret aldrig en ladet indstiksskyder mod en kropsdel, hvor den ikke skal
indfores.

Infusionssaettet ma ikke anvendes, hvis indforingsnalen er bojet.
Indforingsnalen skal altid undersoges, efter at nalebeskytteren er
flernet. Hvis indforingsnalen er bojet, skal infusionssaettet kasseres.

Kontakt den lokale repraesentant for produktsupport fra Medtronic for
at fa assistance, hvis du har sporgsmal eller overvejelser i forbindelse
med anvendelse af indstiksskyderen.

For medicinske sporgsmal eller overvejelser, eller for at rapportere en
alvorlig haendelse, kontaktes sundhedspersonalet.
Forholdsregler

Forste opsaetning af Quick-serter bor udfores sammen med
sundhedspersonalet. Forkert indstik kan resultere i infektion,
diabetisk ketoacidose eller hyperglykaemi.

Risici og bivirkninger

Risici og bivirkninger omfatter infektion, diabetisk ketoacidose,
(opkastning, dyspno, kvalme) og hyperglykaemi (polydipsi, hyppig
vandladning).

Farlige stoffer

Ingen.

Allergener

Ingen kendte.

Vedligeholdelse

Rengoring

Sadan rengores indstiksskyderen:

1. Skyl indstiksskyderen under lobende vand fra hanen.

2. Nedsaenk indstiksskyderen i en opiosning af mild saebe og varmt
vand.

3. Brug en blod borste til at rengore indstiksskyderen, indtil der ikke
er mere synligt snavs.
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Dansk

4.  Skyl indstiksskyderen under iobende vand fra hanen, indtil der
ikke er mere synlig saebe. Srg for, at alle omrader, som er svaert
tilgaengelige, skylles belt.

5. Ryst overskydende vand af. Anbring indstiksskyderen lodret pa
en ren klud, saden kan lufttorre.

Opbevaring
Opbevar indstiksskyderen ifrigjort position ved stuetemperatur.

Bortskaffelse
Indstiksskyderen skal bortskaffes i henhold til lokale love og bestemmelser.

Garanti

For at fa information om produktgaranti kontaktes den lokale
Medtronic produktsupport.

Komponenter

(A Handtag

® Abning til slange
© Frigorelsesknap
@) Sldeknapper

Instruktioner

Fold det forreste omsiag i denne pjece ud for at se de
nummererede billeder med trinnene nedenfor. Infusionssaettets
brugsanvisning skal laeses inden brug af Quick-serter. Forste opsaetning
af Quick-serter bor udfores sammen med sundhedspersonalet.

Forberedelse

1. Vask haenderne med vand og saebe.

2.  Rens indstiksstedet. Anvend en klud med alkohol eller et andet
desinfektionsmiddel, som anbefalet af sundhedspersonalet.
Omradet skal vaere tort, Inden infuslonssaettet indfores.
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Brug af Quick-serter

3. Placer Quick-serter pa et fast, fladt underlag, idet handtaget
peger nedad. Saet infusionssaettet ind i Quick-serter. Saet om
ri0dvendigt infusionssaettets slange ind i abningen til slangen.

4.  Placer infusionssaettet sikkert i Quick-serter. For at gore dette skal der
saettes fingre pa klaebestrimlen og infusionssaettet trykkes nedad.

Fjern begge dele af klaebestrimlen.

6. Loft Quick-serter op, og skub handtaget nedad, indtil den saetter
sig fast med en klikkelyd.

7. Drej nalebeskytteren for at losne den. Fjern forsigtigt
nalebeskytteren. Nalen ma ikke berores eller bojes.

8.  Placer Quick-serter pa det onskede infusionssted. Tryk dernaest
samtidig pa de to sideknapper for at foretage indstik af
infusionssaettet.

9. Tryk pa frigorelsesknappen oven pa Quick-serter for at frigore
infusionssaettet.

10. Flold fast i slangen til infusionssaettet med den ene hand. Fjern
herefter Quick-serter ved at lofte den vaek fra kroppen med den
anden hand.

11. Traek nalehylstret vaek fra infusionssaettet med den ene hand.
Tryk forsigtigt tapen mod huden med den anden hand.

12. Luk nalehylstret. Kasser derefter den afskaermede nal i en
beholder til skarpe genstande.

13. Tryktapenjaevnt fast mod huden.
Tekniske spedfikationer

Spedfikationer for enheden

Temperaturomrade pa 20 °C (68 °F) til
30 °c (86 °F)

Relativt fugtighedsomrade pa

15% til 93%

Opbevaringsbetingelser
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Portugues (Portugal)

Introdu”™ao

0 Quick-serter (MMT-305QS) e utilizado coTo urn auxiliar na insergao
de conjuntos de infusao Medtronic MiniMed compati'veis.

indicates de utiliza™ao
0 aplicador e indicado para utilizagao num unico doente. Nao se destina

aser utilizado por varios doentes. Consulte o guia do utilizador do sistema
para obter informagoes adicionais, tais coTo afaixa etaria aque se destina.

Contraindicates

Nao existem contraindicagoes associadas a utiliza”ao do aplicador.
Para contraindica”oes relacionadas com a monitoriza®ao contmua de
glicose, consulte o guia do utilizador do sistema.

Beneficios cimicos

Nao se aplicam. O aplicador é urn acessorio que auxilia na inser*ao
dos conjuntos de infusao compatfveis da Medtronic.

Seguranga do utilizador

Avisos

Leia, na Integra, este guia do utilizador antes da inser*ao do conjunto
de infusao. O nao seguimento das indica™oes pode resultar numa
insergao indevida, dor ou lesoes.

A inser®ao inadequada pode resultar na nao administragao de
insulina, o que pode originar hiperglicemia.

Inspecione sempre a possivel existencia de danos na embalagem

do conjunto de infusao, antes de utilizar. Os conjuntos de infusao

sao estereis e apirogenicos, a nao ser que aembalagem tenha sido
aberta ou danificada. Se a embalagem do conjunto de infusao estiver
aberta ou danificada, elimine o conjunto de infusao segundo a
regulamenta”ao local. A utiliza™ao de urn conjunto de infusao nao
esterilizado pode resultar em infeao.

Se nao fixar o conjunto de infusao no aplicador antes da inser*ao,
com aagulha a apontar para cima, pode ocorrer uma inser*ao
inadequada, dor ou lesao ligeira.

Nunca direcione o aplicador carregado para uma parte do corpo
onde nao pretende efetuar ainserao.
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Nao utilize o conjunto de infusao se a agulha de introduqg:ao estiver
dobrada. Inspecione sempre aagulha de introdu®ao depois de
remover a prote*ao da agulha. Se aagulha de introdu”®ao estiver
dobrada, elimine o conjunto de infusao.

Em caso de duvidas ou preocupa”oes relacionadas com a utilizagao
do aplicador, contacte urn representante da assistencia local da
Medtronic para obter ajuda.

No caso de duvidas ou preocupa”™oes clinicas, ou para comunicar um
incidente grave, contacte um profissional de saude.

Precau”es

Deve efetuar a primeira utiliza®ao do Quick-serter na presen”a de
um profissional de saude. A insergao inadequada pode conduzir a
infeq:ao, cetoacidose diabetica ou hiperglicemia.

Riscos e efeitos secundarios

Entre os riscos e efeitos secundarios incluem-se infegao, cetoacidose
diabetica (vomitos, dispneia, nauseas) e hiperglicemia (polidipsia,
mic”ao frequente).

Substancias perigosas

Nenhuma.

Aiergenios

Nao se conhecem.

Manuten”™ao

Limpeza

Para limpar o aplicador:

1. Enxague o aplicador sob agua da torneira corrente.

2. Submerja o aplicador numa solu™ao de sabao neutro e de agua
morna.

3. Utilize uma escova de cerdas macias para limpar o aplicador ate
gue nao seja visivel qualquer sujidade.

4. Enxague o aplicador sob agua da torneira corrente ate eliminar
atotalidade do sabao. Certifiqgue-se de que enxagua totalmente
todas as areas de dificil acesso.
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Portugues (Portugal)

5. Sacuda de forma aeliminar a agua em excesso. Coloque o
aplicador na vertical num pano limpo para secar ao ar.

Armazenamento

Guarde o aplicador em posi®ao aberta atemperatura ambiente.
Eliminagao

Elimine o aplicador de acordo com os regulamentos locals.

Garantia

Para obter informa”oes sobre a garantia do produto, contacte um
representante local da assistencia da Medtronic.

Componentes

@ Mam'pulo

® Encaixe do tubo

) Botao de libertagao
() Botoes laterals

InstruOes

Desdobre o interior da capa desta brochura para ver imagens
numeradas com as etapas que se seguem. Consulte o guia do
utilizador do conjunto de infusao antes de utilizar o Quick-serter.
Deve efetuar a primeira utilizaao do Quick-serter na presenga de um
profissional de saude.

Preparagao
1. Lave as maos com agua e sabao.

2. Limpe o local de insergiao. Utilize um toalhete com alcool
ou outro desinfetante, de acordo com as indica”™oes de um
profissional de saude. A area tern de estar seca antes de inserir o
conjunto de infusao.
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Utilizar o Quick-serter

3.

10.

11.

12.

13.

Coloque o Quick-serter numa superficie plana e robusta, com
o manfpulo voltado para baixo. Coloque o conjunto de infusao
no Quick-serter. Se necessario, coloque o tubo do conjunto de
infusao no encaixe do tubo.

Coloque o conjunto de infusao em seguranga dentro do Quick-
serter. Para isso, coloque os dedos no revestimento adesivo e
pressione o conjunto de infusao para baixo.

Remova ambas as partes do revestimento adesivo.

Pegue no Quick-serter e puxe o mam'pulo para baixo até ouvir
um clique.

Rode a prote”ao da agulha para a soltar. Retire a protegao da
agulha com cuidado. Nao toque nem dobre a agulha.

Coloque o Quick-serter sobre o local de infusao pretendido. Em
seguida, prima os dois botoes laterais em simultaneo para inserir
0 conjunto de infusao.

Prima o botao de liberta®ao na parte superior do Quick-serter
para soltar o conjunto de infusao.

Segure no tubo do conjunto de infusao com uma mao. Em
seguida, retire o Quick-serter levantando-o e afastando-o do
COrpo com aoutra mao.

Puxe a protegao da agulha para fora do conjunto de infusao com uma
mao. Pressione suavemente o adesivo contra a pele com aoutra mao.

Feche a protegao da agulha. Em seguida, elimine a agulha com
prote®ao num contentor de objetos cortantes.

Alise muito bem o adesivo contra a pele.

EspecificaOes tecnicas

Especifica™oes do dispositive

Intervalo de temperature de

CondiOes de 20 °C (68 °F) a 30 °C (86 °F)
armazenamento Intervalo de humidade relative de
15% a 93%
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Slovenscina

Uvod

Sprozilna naprava Quick-serter (MMT-305QS) se uporabija kot pomoc
pri vstavijanju zdruzijivih infuzijskin setov druzbe Medtronic MiniMed.

Indikadje za uporabo

Sprozilna naprava je indicirana za uporabo pri enem bolniku. Ni
namenjena za uporabo pri vec bolnikih. Za dodatne informacije, kotje
predvidena starostna skupina, glejte uporabniski prirocnikza sistem.

Kontraindikacije

Z uporabo sprozilne naprave ni povezanih kontraindikacij. Za
kontraindikacije, povezane z neprekinjenim merjenjem glukoze,
glejte uporabniski prirocnikza sistem.

Kliniche koristi

Navedba smiseino ni potrebna. Sprozilna naprava je dodatnha oprema,
ki olajsa vstavitev zdruzijivih infuzijskih setov druzbe Medtronic.

Varnost uporabnika

Opozorila

Pred vstavitvijo infuzijskega seta v celoti preberite ta uporabniski
prirocnik. Neupostevanje navodil za uporabo lahko povzroci
nepravilno vstavitev, bolecine ali poskodbe.

Ce infuzijski set vstavite nepravilno, se inzulin morda ne bo dovajal,
kar lahko privede do hiperglikemije.

Pred uporabo vedno preglejte ovojnino infuzijskega seta in se
prepricajte, da ni poskodovana. Infuzijski seti so steriini in apirogeni,
razen ceje bil paket odprt ali poskodovan. Ceje ovojnina infuzijskega
seta odprta ali poskodovana, zavrzite infuzijski set v skladu z
lokalnimi predpisi. Uporaba nesterilnega infuzijskega seta lahko
privede do okuzbe na mestu vstavitve.

Ce infuzijskega seta pred vstavijanjem ne boste pritrdili v sprozilno
napravo tako, da je igla usmerjena naravnost navzgor, lahko pride do
neustrezne vstavitve, bolecine ali manjse poskodbe.
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Sprozilne naprave z vstavijenim infuzijskim setom nikoli ne usmerite
proti delu telesa, kamor ne zelite vstaviti infuzijskega seta.

Ceje igla za vstavijanje ukrivijena, infuzijskega seta ne uporabljajte.
Ko odstranite zascito za iglo, vedno preglejte igo za vstavijanje. Ceje
igla za vstavijanje ukrivijena, zavrzite infuzijski set.

V primeru vprasanj ali dvomov glede uporabe sprozilne naprave se
obrnite na lokalnega predstavnika druzbe Medtronic.

V primeru zdravstvenih vprasanj ali dvomov, pa tudi za porocanje o
resnem incidentu, se obrnite na zdravstvenega delavca.
Previdnostni ukrepi

Prvo nastavitev sprozilne naprave Quick-serter je treba izvesti skupaj z
zdravstvenim delavcem. Neustrezna vstavitev lahko povzroci okuzbo,
diabeticno ketoacidozo ali hiperglikemijo.

Tveganja in nezeleni ucinki

Med tveganja in nezelene ucinke spadajo okuzba, diabeticna
ketoacidoza (bruhanje, dispneja, slabost) in hiperglikemija
(polidipsija, pogosto uriniranje).

Nevarne snovi
Brez.

Alergeni
Ni znanih kontraindikacij.

Vzdrzevanje

Ciscenje

Ciscenje sprozilne naprave:

1. Sprozilno napravo sperite pod tekoco vodo iz pipe.

2. Sprozilno napravo potopite v raztopino blagega mila in tople
vode.

3.  Z mehko krtacko cistite sprozilno napravo, dokler ne odstranite
vse vidne umazanije.
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Slovenscina

4.  Sprozilno napravo spirajte pod tekoco vodo iz pipe, dokler ne
odstranite vsega mila. Prepricajte se, da ste sprali vsa tezko
dosegijiva mesta.

5. Otresite odvecno vodo. Polozite sprozilno napravo pokonci na
cisto krpo injo posusite na zraku.

Shranjevanje

Sprozilno napravo hranite v sproscenem polozaju na sobni temperaturi.
Odiaganje

Sprozilno napravo zavrzite v skladu z lokalnimi predpisi.

Jamstvo

Za informadje o jamstvu izdelka se obrnite na lokalnega predstavnika
druzbe Medtronic.

Komponente
(A) Rocaj
(8) Odprtina za cevko
(C) Sprostitveni gumb
(0) Stranska gumba
Navodila

Odprite sprednjo platnico te knjizice in si oglejte ostevilcene slike za
spodnje korake. Pred uporabo sprozilne naprave Quick-serter preberite
uporabniski prirocnikza infuzijski set. Prvo nastavitev sprozilne

naprave Quick-serter je treba izvesti skupaj z zdravstvenim delavcem.

Priprava

1.  Umijte si roke z milom in vodo.

2. Ocistite mesto vstavitve. Uporabite alkohoino blazinico ali drugo
razkuzilo, kot vam Je narocil zdravstveni delavec. Mesto mora biti
suho, preden vstavite infuzijski set.
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Uporaba sprozilne naprave Qukk-serter

3.

10.

11.

12.

13.

Postavite sprozilno napravo Quick-serter na trdno ravno povrsino
tako, da je rocaj obrnjen navzdol. Namestite infuzijski set

v sprozilno napravo Quick-serter. Po potrebi namestite cevko
infuzijskega seta v odprtino za cevko.

Infuzijski set naj bo cvrsto namescen v sprozilno napravo
Quick-serter.To zagotovite tako, da prste polozite na lepilni trak
in potisnete infuzijski set navzdol.

Qdstranite oba dela lepilnega traku.

Dvignite sprozilno napravo Quick-serter in povlecite rocaj
navzdol, tako da klikne.

Sukajte zascito za iglo, dokler se ne zrahija. Previdno odstranite
zascito za iglo. Ne dotikajte seigle inje ne upogibajte.

Sprozilno napravo Quick-serter namestite na zeleno mesto
infundiranja. Nato hkrati pritisnite oba stranska gumba, da
vstavite infuzijski set.

Pritisnite sprostitveni gumb na vrhu sprozilne naprave
Quick-serter, da sprostite infuzijski set.

Z eno roko drzite cevko infuzijskega seta. Nato odstranite
sprozilno napravo Quick-serter, tako dajo z drugo roko dvignete
proc od telesa.

Z eno roko povlecite zascitni tulec za iglo proc od infuzijskega
seta. Z drugo roko nezno pritisnite obliz ob kozo.

Zaprite zascitni tulec za iglo. Nato iglo s scithikom zavrzite
V posodo za ostre odpadke.

Qbliz dobro zgladite, tako da se prilepi na kozo.

Tehnicne specifikacije

Tehnicni podatki pripomocka
Pogoji Razpon temperature: 20 °c (68 °F) do 30 °C (86 °F)
shranjevanja  Razpon relativne vlaznosti: 15 % do 93 %
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Cesky

Uvod

Zavadec Quick-serter (MMT-305QS) slouzi jako pomCicka pfi zavadem'
kompatibilnich infuzm'ch setC spolecnosti Medtronic MiniMed.

Indikace pro pouzitf

Tento zavadec je indikovan K pouziti ujednoho pacienta. Neni urcen
pro vice pacientu. V uzivatelske pnrucce K systennu naleznete dalsi
informace, naph'kiad vekovou skupinu, pro kterou je vyrobek urcen.

Kontraindikace

Na pouziti zavadece se nevztahuji zadne kontraindikace.
Kontraindikace souvisejici s kontinualm'm monitorovanim glukozy
naleznete v prislusne uzivatelske pfi'rucce.

KMnicke pnnosy

Neuplatnuje se. Zavadec Je pfislusenstvi, ktere pomaha zavadet
kompatibilni infuzni sety Medtronic.

Bezpecnost uzivatele

Pfed zavedenim infuzniho setu si pfectete celou uzivatelskou
pfirucku. Zanedbani pokynu muze mit za nasledek nespravne
zavedeni, bolestivost nebo muze vest ke zraneni.

Nevhodne zavedeni muze vest K nevydani inzulmu, coz muze
zpusobit hyperglykemii.

Pfed pouzitim vzdy zkontrolujte, zda neni obal infuzniho setu
poskozen. Infuzni setyjsou steriini aapyrogenni za pfedpokladu, ze
jejich obal neni otevfeny ani poskozeny. Pokud Je obal infuzniho setu
otevfeny nebo poskozeny, zlikvidujte infuzni set v souladu s mistnimi
pfedpisy. Pouziti nesterilniho infuzniho setu muze zpusobit infekci.

Pokud neni infuzni set pfed zavedenim zaJistén v zavadeci sJehlou
smefujici vzhuru, muze dojit K nespravnemu zavedeni, bolesti nebo
mensimu poraneni.

Nikdy nemifte napinenym zavadecem na zadnou cast tela, kde nema
dojit kK zavedeni.
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Infuzm' set nepouzi'vejte, pokud je zavadecfjehia ohnuta.
Po odstraneni krytu vzdy zkontroluj'te zavadecfjehlu. Pokud je
zavadecfjehia ohnuta, infuznf setzlikvidujte.

Pokud budete mftjakekoli dotazy nebo obavy tykajfcf se pouzitf
zavadece, kontaktujte mfstnfho zastupce podpory spolecnosti
Medtronic a pozadejte o pomoc.

V pffpade dotazu nebo obav tykajfcfch se lekafske problematiky
nebo chcete-li nahlasitzavaznou udalost, kontaktujte odborneho
zdravotnickeho pracovnfka.

Bezpecnostni opatrem’

Prvnf pouzitf zavadece Quick-serterje nutno provest v phtomnosti
zdravotnického odbornfka. Nespravne zavedenf muze vest K infekci,
diabeticke ketoacidoze nebo hyperglykemii.

Rizika a nezadouci ucinky

Krizikum a vedlejsfm ucinkum patff infekce, diabeticka ketoacidoza
(zvracenf, dusnost, nevolnost) a hyperglykemie (polydipsie, caste
mocenf).

Nebezpecne iatky
Zadne.

Aiergeny

Nejsou znamy.

Udrzba

Cistern'

Postup cistenf zavadece:

1. Opiachnete zavadec pod tekoucf vodou z vodovodu.

2. Ponofte zavadec do roztoku jemneho mydla v teple vode.

3. Cistete zavadec kartackem sjemnymi stetinami, dokud ho
nezbavfte viditelnych necistot.

4. Opiachujte zavadec pod tekoucfvodou z vodovodu, dokud ho
nezbavfte vsech viditelnych zbytku mydla. Dbejte na dokonale
proplachnutf vsech spatne dostupnych mfst.
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Cesky

5. Setfepejte veskerou zbyvaji‘ci vodu. Zavadec postavte kolmo na
cistou textilni uterku a nechte ho na vzduchu uschnout.

Skiadovani'

Zavadec uchovaveijte pri pokojove teplote; dbejte, aby se se behem
uchovavanf tlacitka nachazela v uvolnene poloze.

Likvidace
Zavadec zlikvidujte podle mi'stnfch pfedpisCi.

Zaruka

Informace o zaruce kvyrobku zfskate od rm'stm'ho zastupce
spolecnosti Medtronic.

Soucasti
@ Rukojet’
® Sterbina pro hadicku
©) Tlacitko pro uvolnenf
@) Bocm' tlacitka
Pokyny

Rozevrete predm' obal teto pn'rucky a prohlednete si obrazky,
ktere jsou oci'slovany podle nasleduji‘ckh kroku. Pfed pouzitim
zavadece Quick-serter si prostudujte uzivatelskou pnrucku

K infuzm'mu setu. Prvni pouziti zavadece Quick-serterje nutno provest
V phtomnosti zdravotnickeho odbornika.

Pri'prava

1. Umyj'te si ruce vodou a mydlem.

2. Ocistete mi'sto zavedeni. Pouzijte tampon napusteny alkoholem
nebo jinym dezinfekcnim prostfedkem podle pokynu
zdravotnickeho odbornika. Pfed zavedenim infuzniho setu musi

byt oblast zavedeni sucha.

.51 -

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Pouziti zavadece Quick-serter

3. Polozte zavadec Quick-serter na rovnou stabilm' plochu s rukojeti
smefujici dolu. Zaved'te infuzni set do zavadece Quick-serter.
Je-li to potfeba, zaved'te hadicku infuzniho setu do sterbiny pro
hadicku.

4. Infuzni set spravne umistete do zavadece Quick-serter. To
provedete tak, ze pfilozite prsty k ochranne adhezivni vrstve
a zatlacite infuzni set smerem dolu.

Qdstrante oba kusy ochranne adhezivni vrstvy.

6. Zvednete zavadec Quick-serter azatahnete za rukojet’dolu, az
usiysite cvaknuti.

7. Qtocenim uvolnete krytjehly. Qpatrne sejméte chranic jehly.
Nedotykejte sejehly aniji neohybejte.

8. Umistete zavadec Quick-serter na pozadovane misto infuze. Pote
zasuhte infuzni set tak, ze soucasne stisknete obe bocni tiacitka.

9. Jestlize chcete infuzni set uvolnit, stisknete tiacitko pro uvolneni
nahofe na zavadeci Quick-serter.

10. Pfidrzujte hadicku infuzniho setu jednou rukou. Pote odstrahte
zavadec Quick-serter tak, ze jej druhou rukou zvednete
z povrchu tela.

n. Jednou rukou stahnete kryt Jehly z infuzniho setu. Druhou rukou
lehce pfitisknete naplast na kuzi.

12. Zavfete krytjehly. Jehiu sochrannym krytem pakzlikvidujte
odhozenim do kontejneru na ostry odpad.

13. Naplast na kuzi dukladne uhlad'te.
Technicka data

Specifikace zarizenf

Skladovaci Rozmezi teploty 20 °C (68 °F) az 30 X (86 °F)
podmmky Rozmezi relativni vihkosti 15 % az 93 %
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Magyar

Bevezetes

A Quick-serter eszkoz (MMT-305QS) rendeltetese, hogy megkonnyi'tse
a kompatibilis Medtronic MiniMed infuzios szerelekek behelyezeset.

Alkalmazasi teriilet
A behelyezo eszkoz hasznalata egy beteg eseten javallott. Nem tobb

beteg altali hasznalatra terveztek. Atovabbi, peldaul a celkorcsoporttal
kapcsolatos tudnivalokat a rendszer hasznalati utmutatojaban tekintse at.

Ellenjavallatok

A behelyezo eszkoz hasznalatara ellenjavallatok nem vonatkoznak.

A folyamatos glQkozmeressel kapcsolatos ellenjavallatokat a rendszer
hasznalati utmutatojaban tekintse at.

Klinikai elonydk

Nem alkalmazhato. A behelyezo eszkoz a kompatibilis Medtronic
infuzios szerelekek behelyezeset segito kiegeszito.

A felhasznalo biztonsaga
Figyelmeztetesek
Az infuzios szerelek behelyezese elott olvassa vegig ezt a hasznalati

utmutatot. Az utasitasokfigyelmen ki'vul hagyasa nem megfelelo
behelyezest, fajdalmat vagy serCilest eredmenyezhet.

A nem megfelelo behelyezes az inzulinadagolas elmaradasat
eredmenyezheti, ami hiperglikemiahoz vezethet.

Hasznalat elott mindig ellenorizze az infuzios szerelek csomagolasat.
Amennyiben a csomagolas bontatlan es sertetlen, az infuzios
szerelekek sterilek, es nem pirogenek. Ha az infuzios szerelek
csomagolasa ki van bontva, vagy serQlt, a helyi szabalyoknak
megfeleloen artalmatlam'tsa az infuzios szereleket. Ha nem steril
infuzios szereleket hasznal, azfertozest okozhat.

Amennyiben a behelyezes elott nem sikerul az infuzios szereleket
a behelyezo eszkozben ugy rogziteni, hogy atu egyenesen felfele
mutasson, az nem megfelelo behelyezest, fajdalmat vagy kisebb

sertilest eredmenyezhet.

Soha ne iranyitsa a betoltott behelyezo eszkozt olyan testreszre,
ahova nem kivan behelyezest vegezni.
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Ne hasznaija fel az infuzios szereleket, ha a bevezetotu elgorbult.
Minden esetben ellenorizze a bevezetotut atCivedo eltavoli'tasat
kovetoen. Ha a bevezetotu elhajlott, dobja ki az infuzios szereleket.

A behelyezo eszkoz hasznalataval kapcsolatos kerdesekvagy aggodalmak
eseten a Medtronic helyi ugyfelszolgalatatol kerjen segitseget.

Az orvosi jellegu kerdesekkel vagy aggodalmakkal, illetve sulyos
baleset bejelentesevel kapcsolatban forduljon egeszsegugyi

szolgaltatohoz.

ovintezkedesek

A Quick-serter elso hasznalatat erdemes a kezeloorvos jelenleteben
vegeznie. A nem megfelelo behelyezes fertozeshez, diabeteszes
ketoacidozishoz vagy hiperglikemiahoz vezethet.

Kockazatok es mellekhatasok

A kockazatok es mellekhatasok koze tartozik a fertozes, a diabeteszes
ketoacidozis (hanyas, nehezlegzes, hanyinger), valamint a
hiperglikemia (polydipsia, gyakori vizeleturites).

Veszelyes anyagok

Nines.

Allergenek

Nem ismertek.

Karbantartas

Tiszti'tas

A behelyezo eszkoz tisztitasa:

1. A behelyezo eszkozt folyo viz alatt obiftse at.

2. A behelyezo eszkozt meritse enyhen szappanos, meleg vizes
oldatba.

3.  Abehelyezo eszkoznek a lathato szennyezodesektol va!6
megtiszti'tasahoz hasznaljon puha sorteju kefet.

4. A behelyezo eszkozt folyo viz alatt addig oblitse, amig azon
szappanmaradek mar nem lathato. Tdkeletesen bbh'tse at az
osszes nehezen elerheto teruletet.

5. Razza le afelesleges vizet. Alh'tva helyezze a behelyezo eszkozt
tiszta kendore, es hagyja megszaradni.
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Magyar

Tarolas
A behelyezo eszkozt kiengedett helyzetben, szobahomersekleten tarolja.

Artalmatlam'tas

A behelyezo eszkozt a helyi szabalyozasnak megfeleloen kell
artalmatlam'tani.

Szavatossag

Kerjuk, hogy atermekre vonatkozo szavatossaggal kapcsolatos
tajekoztatasertforduljon a Medtronic helyi Qgyfelszolgalatahoz.

Alkotoreszek

(A Fogantyu

B Csovezeto horony
(0 Kioldogomb

(D Oldalso gombok

Utasl'tasok

Hajtsa ki a fuzet fedolapjat, hogy lassa az alabbiakban ismertetett
lepesekhez tartozo, beszamozott kepeket. A Quick-serter hasznalata
elott olvassa at az infuzios szerelek hasznalati utmutatojat. A Quick-serter
elso hasznalatat erdemes a kezeloorvos jelenleteben vegeznie.

Elokeszulet

1.  Mosson kezet szappannal es vizzel.

2. Tisztftsa meg a behelyezesi tertiletet. Enhez hasznaljon alkoholos
torlokendot vagy egyeb fertotlem'toszert a kezeloorvos
iIranymutatasai szerint. Az infuzios szerelek behelyezese elott
teljesen meg kell szan'tani a celteruletet.

A Quick-serter hasznalata

3. Helyezze a Quick-serter eszkozt kemeny, sikfeluletre ugy, hogy
afogantyuja lefele mutasson. Helyezze be az infuzios szereleket
a Quick-serter eszkozbe. Szukseg eseten helyezze el az infuzios
szerelek vezeteket a csovezeto horonyban.
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4.  Stabilan heiyezze el a szereleket a Quick-serter eszkozben. Ehhez
helyezze ujjait a ragtapasz fedoretegere, I'gy nyomja lefele az
infuzios szereleket.

5. Tavolftsa el atapasz fedoretegenek mindket felet.

6. Vegye kezbe a Quick-serter eszkozt, es kattanasig huzza lefele a
fogantyujat.

7. Csavarja el atuvedo elemet a meglazitashoz. Qvatosan tavoh'tsa
el atuvedot. Ne hajiftsa meg atCit, es ne erjen hozza.

8. Helyezze a Quick-serter eszkozt a kivant bevezetesi teruletre.
Ezutan a ket oldalso gomb egyideju megnyomasaval vezetheti
be az infuzios szereleket.

9. A Quick-serter tetejen talalhato kioldogomb megnyomasaval
oldhatja le a szereleket.

10. Egyik kezevel tartsa helyen az infuzios szerelek vezeteket. Ezutan
tavolftsa el a Quick-serter eszkozt ugy, hogy a masik kezzel
egyszeruen elemeli azt atesttol.

11. Egy kezzel valassza le atu burkolatat az infuzios szerelekrol.
A masik kezzel ekozben finoman tartsa a boron a ragtapaszt.

12. Zarja be atu burkolatat. Az ily modon vedett tut dobja az eles es
hegyes targyak gyinjtésére szolgalo hulladéktarols ba.

13. Simftsa ki a boron aragtapaszt, hogy az biztonsagosan a belyén
maradjon.

MCiszaki adatok

A kesziilek muszaki adatai

20 °C (68 °F) és 30 °C (86 °F) kozotti
Tarolasi koriilmenyek  hé mérsékleti tartomany
15% és 93% kozotti relatfv paratartalom
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Polski

Wprowadzenie

Przyrzqd Quick-serter (MMT-305QS) uzywany jest pomocniczo do
wprowadzania zgodnych zestawow infuzyjnych firmy Medtronic MiniMed.

Wskazania

Serter jest przeznaczony do uzytku ujednego pacjenta. Przyrzqd ten
nie jest przeznaczony do uzytku przez wielu pacjentow. Dodatkowe
informacje, takiejakgrupa wiekowa, dia ktorej system jest
przeznaczony, podano w podr*czniku uzytkownika systemu.

Przeciwwskazania

Ze stosowaniem sertera nie wiqzq si* zadne przeciwwskazania.
Przeciwwskazania zwi*zane z ci*tym monitorowaniem st*zenia
glukozy podano w podr*czniku uzytkownika systemu.

Korzysci kliniczne

Nie dotyczy. Serter to akcesorium, ktore pomaga we wprowadzaniu
zgodnych zestawow infuzyjnych firmy Medtronic.

Bezpieczehstwo uzytkownika

Ostrzezenia

Przed wprowadzeniem zestawu infuzyjnego nalezy przeczytac caty
niniejszy podr~cznik uzytkownika. Nieprzestrzeganie tych zaleceh
moze spowodowac niewfasciwe wprowadzenie, bolesnosc lub urazy.

Nieprawidtowe wprowadzenie moze skutkowac brakiem podawania
insuliny, potencjalnie prowadz”*cym do hiperglikemii.

Przed uzyciem zestawu infuzyjnego nalezy zawsze sprawdzic, czy
jego opakowanie nie jest uszkodzone. Zestawy infuzyjne sq steryine

I niepirogenne, o ile ich opakowanie nie zostato otwarte ani uszkodzone.
Jesli opakowanie zestawu infuzyjnego jest otwarte lub uszkodzone, nalezy
zutylizowac zestaw infuzyjny zgodnie z lokalnymi przepisami. Uzywanie
niesteryinego zestawu infuzyjnego moze spowodowac zakazenie.

Niezamocowanie zestawu infuzyjnego w serterze przed wprowadzeniem,
w pofozeniu z igt"* skierowanq prosto do gory, moze spowodowac
nieprawidtowe wprowadzenie, bol lub drobne obrazenia data.

Nigdy nie nalezy kierowac zatadowanego sertera w kierunku
jakiejkolwiek cz”ki data, w ktor” nie jest planowane wprowadzanie.
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Nie uzywac zestawu infuzyjnego, jesli igta introduktora jest wygi\ta.
Po zdj*ciu ostonki igly zawsze sprawdzac stan igty introduktora. Jesli
igta introduktora jest wygi*ta, wyrzucic zestaw infuzyjny.

W kwestii pytan lub w”tpliwosci zwigzanych z uzywaniem sertera
skontaktuj si* z lokalnym przedstawicielem pomocy technicznej firmy
Medtronic w celu uzyskania pomocy.

W razie pytah lub wqtpliwoki dotyczqcych kwestii medycznych, lub
aby zgtosic powazny incydent, nalezy skontaktowac si* z lekarzem.

Srodki ostroznosci

Pierwsze uzycie przyrzqdu Quick-serter powinno odbyc si?
w obecnoki lekarza. Nieprawidtowe wprowadzenie moze
spowodowac zakazenie, kwasic? ketonowq lub hiperglikemi?.

Zagrozenia i efekty uboczne

Do zagrozen i skutkow ubocznych nalezq: zakazenie, kwasica
ketonowa (wymioty, dusznosci, nudnosci) i hiperglikemia (nadmierne
pragnienie, cz?ste oddawanie moczu).

Substancje niebezpieczne
Brak.

Brakznanych.

Konserwacja

Czyszczenie

Aby wyczyscic serter:

1. Optukac serter w biezqcej wodzie z kranu.

2. Zanurzyc serter w roztworze tagodnego mydta i cieptej wody.

3. Myc serter za pomocq szczoteczki o mi?kkim wtosiu, az b?dzie
wolny od widocznych zabrudzen.

4.  Ptukac serter w biezgcej wodzie z kranu az cate widoczne mydto
zostanie sptukane. Nalezy upewnic si?, czy zostaty catkowicie
optukane miejsca trudno dost?pne.

5. Strzsngc caty nadmiar wody. Serter umiescic pionowo na czystej
sciereczce i pozostawic do wyschni?cia na powietrzu.
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Polski

Przechowywanie

Przechowywac serter w pozycji zwolnionej wtemperaturze pokojowe,;.
Utylizacja

Serter nalezy utylizowac zgodnie z lokalnymi przepisami.

Gwarancja
Informacje na temat gwarancji produktu mozna uzyskac od lokalnego
przedstawiciela dziatu wsparcia firmy Medtronic.

Elementy sktadowe

A Uchwyt

B Szczelina na dren
@ Przyciskzwalniajqcy
(D Przyciski po bokach

Instrukcja

Nalezy roztozyc przedni”® oktadk” niniejszej ksiqgzeczki, aby
zobaczyc ilustracje ponumerowane zgodnie z krokami opisanymi
ponizej. Zapoznac si§ z podr*cznikiem uzytkownika zestawu
infuzyjnego przed uzyciem przyrzqdu Quick-serter. Pierwsze uzycie
przyrzqdu Quick-serter powinno odbyc si® w obecnosci lekarza.

Przygotowanie
1. Umyc r*ce wod” i rriydtem.

2. Zdezynfekowac miejsce wprowadzenia. Uzyc wacika nasqczonego
alkoholenn lub innym srodkiem dezynfekujgcym, zgodnie
z instrukcjami uzyskanymi od lekarza. Przed wprowadzeniem zestawu
infuzyjnego jego miejsce wprowadzenia powinno bye suche.

Uzywanie przyrz*du Quick-serter

3. Potozyc przyrzqd Quick-serter na twardej, ptaskiej powierzchni,
kieruj*c uchwyt w dot. Umiescic zestaw infuzyjny w przyrz~dzie
Quick-serter. W razie potrzeby umiescic dren zestawu
infuzyjnego w szczelinie na dren.
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4. Umiescic zestaw infuzyjny stabilnie wewnqtrz przyrzqdu Quick-
serter. Wtym celu ulozyc palce na pasku ochronnym iwcisnqc
w dot zestaw infuzyjny.

5. Usunqgc oba fragmenty paska ochronnego.

6. Podniesc przyrzqd Quick-serter i poci®*ngc w dot za uchwyt, az
do momentu ustyszenia klikni*cia.

7. Obrocic ostonk” igty, aby poluzowac. Delikatnie zdj*c ostonk?
z igty. Nie dotykac ani nie wyginac igty.

8. Umiekic przyrz*d Quick-serter na wybranym miejscu infuzji.
Nast”pnie jednoczesnie nacisnqc dwa przyciski z boku, aby
wprowadzic zestaw infuzyjny.

9. Nast*pnie nacisnqc przycisk zwalniajgcy, znajduj™cy si? na gorze
przyrzqdu Quick-serter, aby zwolnic zestaw infuzyjny.

10. Przytrzyinac dren zestawu infuzyjnego jedn” r?k”. Nast?pnie
zdj*c przyrz™d Quick-serter, unoszqc i odsuwaj*c go od ciata za
pomocq drugiej r?ki.

11. Jednq r?k”™ odsunqgc obudow? igty od zestawu infuzyjnego.
Drugq r?k” delikatnie przycisnqc tasm? do skory.

12. Zamkngc obudow? igty. Nast?pnie wyrzucic ostoni?tq igt? do
pojemnika na odpady ostre.

13. Doktadnie wygtadzic tasm? na skorze.
Danetechniczne

Dane techniczne urzqdzenia

Zakres temperatury od
Warunki 20°C (68°F) do 30°C (86°F)
przechowywania Zakres wilgotnosci wzgl?dnej od
15% do 93%
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Turk?e

G\r\§

Quick-serter (MMT-305QS), uyumlu Medtronic MiniMed infuzyon
setlerinin yerle~tirilmesine yardimci olmasi i*in kullanilir.

Kullanim endikasyonlari

Yerle8tirici tek bir hastada kullanim igin endikedir. Birden fazia hastaya
yonelik degildir. Hedeflenen ya™ grubu gibi ek bilgiler i*in sistem
kullanici kilavuzuna bakin.

Kontrendikasyonlar

Yerlejtirici kullanimi ile ili*kilendirilen kontrendikasyonlar
bulunmamaktadir. Surekli glikoz izieme ile ilgili kontrendikasyonlar
ii"in sistem kullanici kilavuzuna bakin.

Klinikfaydalar

Ge”erli degil. Yerlejtirici, uyumlu Medtronic infuzyon setlerinin
yerlejtiriimesine yardimci olan bir aksesuardir.

Kullanici guvenligi

Uyanlar

infuzyon setini yerle”tirmeden once bu kullanici kilavuzunun
tamamini okuyun.Talimatlara uyulmamasi hatali yerle*tirme, agri
veya yaralanma sonucu dogurabilir.

Hatali yerletirme insulin iletimemesine neden olarak hiperglisemi ile
sonuglanabilir.

Kullanmadan once daima infuzyon seti ambalajinda hasar olup
olmadigini kontrol edin. Ambalaji a®ilmadigi veya hasar gormedigi
surece infuzyon setleri sterildir ve pirojenik degildir. infuzyon

seti ambalaji a’ilrni? ya da hasar gormij*se infuzyon setini yerel
duzenlemelere uygun bigimde bertaraf edin. Steril olmayan bir
infuzyon setinin kullanilmasi enfeksiyonia sonui®lanabilir.

Yerlejtirme oncesinde infuzyon setinin yerleijtirici i®ine, igne duz
birimde yukariya bakacak Sekilde sabitlenmemesi; hatali yerle”tirme,
agri veya kui®iik *apli yaralanmayla sonui;lanabilir.
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Yerlejtiriciyi vucudun giri? yapilmayacak bir bolumune dolu olarak
kesinlikle yoneltmeyin.

introdijser ignesi egilmi®se infuzyon setini kullanmaym. Igne
koruyucusu (jikarildiktan sonra daima introdijser ignesini inceleyin.
introdijser ignesi egilmijse infuzyon setini atm.

Yerlentirici kullanimi ile ilgili soru veya endifeleriniz i*in yardim aimak
Qzere yerel bir Medtronic destek temsilcisi ile iletijime ge”in,

Tibbi soru veya endi8eler ya da ciddi bir olayi bildirmek i*in bir saglik
uzmani ile ileti*ime ge”in.

Onlemler

Quick-serter'in ilk kullanimi bir saglik uzmani gozetiminde olmalidir.
Hatali yerlejtirme sonucunda enfeksiyon, diyabetik ketoasidoz veya
hiperglisemi ortaya “ikabilir.

Riskier ve yan etkiler

Riskier ve yan etkiler arasinda enfeksiyon, diyabetik ketoasidoz
(kusma, dispne, mide bulantisi) veya hiperglisemi (polidipsi, sik idrara
Atkma) yer alir.

Tehlikeil maddeler

Yok.

Alerjenler

Bilinen bulunmamaktadir.

Bakim

Temizieme
Yerle/tiriciyi temiziemek inin:
1. Yerlejtiriciyi akan musluk suyu altinda durulayin.

2. Yerlestiriciyi ilik su ve etkisi yumu8ak bir sabundan olujan bir
"ozeltiye batirin.

3. Yumu”ak killi bir fir*a kullanarak, yerle8tiriciyi gozle gorunur
kirlerinden arinana dektemizieyin.
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Turk?e

4. Sabundan gozle gorunur bi*imde, tamamen arinincaya dek
yerle”tiriciyi akan musluksuyu altinda durulayin. Eri®ilmesi gug
alanlarin hepsinin tamamen durulandigindan emin olun.

5. Varsafazia suyu silkeleyin. Yerleftiriciyi temiz bir bez Cizerine dik
bi*imde yerle§tirin ve kurumaya birakin.

Saklama

Yerle/tiriciyi dugmeleri serbest birakilmi? konumda, oda sicakliginda
saklaym.

Bertaraf Etme
Yerlejtiriciyi yerel duzenlemelere uygun olarak bertaraf edin.
Garanti

Urijn garanti bilgileri i*in, lutfen yerel bir Medtronic destek
temsilcisiyie ileti*ime ge”in.

Bile$enler
(A Tutma yeri
B Hortumyuvasi
(@Q Serbest birakma
dijgmesi
(D Yan dQgmeler
Talimatlar

A8agidaki adimlara gore numaralandirilan resimleri gormek
I™in bu kitap”igin on kapaginin katlarini a®in. Quick-serter'i
kullanmadan 5nce infiizyon seti kullanici kilavuzuna ba8vurun.
Quick-serter'in ilk kullanimi bir saglik uzmani gozetiminde olmalidir.

Hazirlik

1.  Ellerinizi sabun ve suyla yikayin.

2. Gin? bolgesini temizieyin. Bir saglik uzmaninin talimatlarina uygun
olarak, alkollu mendil veya ba?ka bir dezenfektan kullanin. Infiizyon
seti yerlestiriimeden once bolgenin kuru olmasi gereklidir.

. 63.
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Quick-serter'in kullanilmasi

3. Quick-serter'i tutma yeri a8agiya bakacak 8ekilde duz, saglam
bir zemine yerle8tirin. infuzyon setini Quick-serter'e yerlestirin.
Gerekirse infuzyon seti hortumunu hortum yuvasina yerle”tirin.

4. infuzyon setini Quick-serter'in igine sabit bi*imde yerle8tirin.
Bunun i?in parmaklarinizi yapi8kan kaplamasinin uzerine koyun
ve infuzyon setini a*agi dogru itin.

5. Yapi“kan kaplamasinin her iki par*asini da “ikarin.

6. Quick-serter'i kaldirip tutma yerini tik sesi *ikarincaya kadar
aagiya "ekin.

7. igne koruyucusunu dondurerek gevsetin. igne koruyucusunu
dikkatlice gikarin. igneye dokunmayin veya igneyi biikmeyin.

8. Quick-serter'i istenen infuzyon bolgesi uzerine yerlejtirin,
Ardindan, infuzyon setini yerle*tirmek i*in iki yan dugmeye ayni
anda basin.

9. infuzyon setini serbest birakmak i*in Quick-serter'in ustiindeki
serbest birakma dugmesine basin.

10. infuzyon seti hortumunu bir elinizie tutun. Daha sonra diger elle
Quick-serter'i viicuttan "ekerek ayirin.

n. Birelinizie igne muhafazasini infuzyon setinden (jekip ayirin.
Diger elle bandi cilde dogru nazik™e bastirin.

12. igne muhafazasini kapatin. Daha sonra, kalkanli igneyi keskin
aletler kabina atm.

13. Bandi cilde sikica yapi8acak "ekilde duzieyin.

TeknikozelMKkler

Cihaz teknik ozellikleri

Sicaklikarali®:20 °.c (68 T) ila
Saklama Ko*ullari 30 °C (86 °F)
Bacpl nem araligi: %15 ila %93
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slovencina

Uvod

Quick-serter (MMT-305QS) sa pouziva ako pomocka na zavadzanie
kompatibilnych infuznych suprav Medtronic MiniMed.

Indikacie na pouzitie

Zavadzacje indikovany na pouzitie len ujedneho pacienta. Nieje urceny
pre viacerych pacientov. Dalsie informacie (napr. vek pacientov, pre
ktorych je pomocka urcena) najdete v pouzfvatel'skej prirucke k systemu.

Kontraindikacie

Spouzivam'm tohto zavadzaca nie su spojene ziadne kontraindikacie.
Informacie o kontraindikaciach tykajucich sa kontinualneho
monitorovania glukozy najdete v pouzi'vatelskej prirucke K systemu.

Klinicke prmosy

Nevzfahuje sa. Zavadzac je pn'slusenstvo, ktore pomaha zavadzat’
kompatibilne infuzne sijpravy od spolocnosti Medtronic.

Bezpecnost' pouzi'vatel'a

Varovania

Pred zavedenim infuznej supravy si preci'tajte celu tuto pouzivatel'sku
pn'rucku. Nedodrzanie pokynov moze viesf Kk nespravhemu
zavedeniu, bolesti alebo poraneniu.

Nespravne zavedenie moze mat’za nasledok nepodavanie inzulinu,
QO moze viesf k hyperglykemii.

Pred pouzitim vzdy skontrolujte balenie inffiznej supravy, ci nieje
poskodene. Infuzne supravy su sterilne a apyrogenne, pokial’ balenie
nebolo otvorene alebo poskodene. Ak je balenie inffiznej supravy
otvorene alebo poskodene, zlikvidujte infuznu supravu v sulade

s miestnymi predpismi. Pouzitie nesterilnej infuznej sfipravy moze
mat za nasledok infekdu.

Ak nezabezpeci'te infuznu sfipravu v zavadzad pred zavedem'm
sihlou smerujficou nahor, moze to mat za nasledok nespravne
zavedenie, bolesf alebo mensie zranenie.
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Napineny zavadzac nikdy nemierte na ziadnu cast' tela, do ktorej ho
nechcete zaviest.

Akje ihia zavadzaca ohnuta, infuznu sCipravu nepouzi'vajte. lhiu
zavadzaca po odstraneni jej krytu vzdy skontrolujte. Akje ihla
zavadzaca ohnuta, infuznu supravu zlikvidujte.

V pripade otazok alebo pochybnosti tykajucich sa pouzivania zavadzaca
vam pomoze miestny zastupca podpory spolocnosti Medtronic.

V pripade medicinskych otazok alebo pochybnosti alebo nahlasenia
zavazneho incidentu sa obratte na zdravotnickeho pracovnika.

Preventivne opatrenia

Prve pouzitie zavadzaca Quick-serter treba vykonat v pritomnosti
zdravotnickeho pracovnika. Nespravnezavedenie moze viest
K infekcii, diabetickej ketoacidoze alebo hyperglykemii.

Rizika a vedlajs'ie ucinky

Rizika a vedl'ajsie ucinky zahfhajti infekciu, diabeticku ketoacidozu
(vracanie, dyspnoe, nevolnost) a hyperglykemiu (polydipsia, caste
mocenie).

Nebezpecne latky
Ziadne.

Alergeny

Nie su zname.

Udrzba

Cistenie

Postup pri cisteni zavadzaca:

1. Zavadzac opiachnite pod tecucou vodou z vodovodul.

2. Zavadzac ponorte do roztoku jemneho mydia ateplej vody.

3. Zavadzac cistite kefkou sjemnymi stetinami dovtedy, kym
nebude viditelhe cisty.

4. Zavadzac opiachujte pod tecucou vodou z vodovodu, kym
nezmyjete vsetko mydio. Uistite sa, ze riadne opiachnete vsetky
t'azko dostupne miesta.
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slovencina

5. Straste vsetky zvysky vody. Zavadzac polozte kolmo na cistu
tkaninu a nechajte ho na vzduchu vyschnut'’.

Skladovanie
Zavadzac skladujte pri izbovej teplote v uvol'nenej polohe.

Likvidacia
Zavadzac zlikvidujte podl'a miestnych predpisov.
Zaruka

Informacie o zaruke na produkt vam poskytne miestny zastupca
oddelenia technickej podpory spolocnosti Medtronic.

Sucasti
(A Rukovaf
B Otvor na hadicku
@ Uvolhovacie tiacidio
(D Bocne tlacidla
Pokyny

Rozlozem'm prednej obalky tejto pn'rucky si mozete pozriet'
obrazky s pn'slusnymi ci‘'slami krokov uvedenych nizsie. Pred
pouzitim zavadzaca Quick-serter si prestudujte pouzi'vatelskij
prirucku K infuznej suprave. Prve pouzitie zavadzaca Quick-serter
treba vykonat’v pritomnosti zdravotnickeho pracovm'ka.

Prfprava

1. Umyte si ruky mydiom avodou.

2. Vycistite miesto zavedenia. Pouzite alkoholovu utierku alebo iny
dezinfekcny prostriedok podla pokynov zdravotnickeho pracovnika,
Oblast' musi byt pred zavedenim infuznej sijpravy sucha.
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Pouzi'vanie pomocky Quick-serter

3. Pomocku Quick-serter polozte na stabilny plochy povrch
srukovat'ou smerom nadol. Infuznu supravu viozte do pomocky
Quick-serter. V prfpade potreby umiestnite hadicky infuznej
supravy do otvoru na hadicky.

4, Infuznu supravu bezpecne umiestnite do zavadzaca Quick-serter.
Supravu nasadite tak, ze prsty polozi'te na kryci papier a zatlacite
infuznu supravu smerom nadol.

5. Qdstrahte obe casti krycieho papiera.

6. Pomocku Quick-serter chytte do ruky at'ahajte rukovat' smerom
nadol, az kym neklikne.

7. Otocenim krytu ihly ho uvolnite. Kryt ihly opatrne zlozte.
Nedotykajte sa ihly aniju neohybajte.

8. Zavadzac Quick-serter umiestnite na pozadovane miesto infuzie.
Potom sucasnym stlacenim oboch bocnych tiacidiel zaved'te
infuznu supravu.

9.  Stiacte uvolnovacie tiacidio v hornej casti pomocky Quick-serter,
ktorym sa uvol'ni infuzna suprava.

10. Hadicku infuznej supravy pridrzte jednou rukou. Potom druhou
rukou sm'mte zavadzac Quick-serter Jeho nadvihnuti'm od tela.

11. Krytihly Jednou rukou vytiahnite z infuznej supravy. Druhou
rukou jemne pritlacte pasku ku kozi.

12. Zatvorte kryt ihly. Zakrytu ihiu vyhod'te do nadoby na ostre
predmety.

13. Pasku na kozi dobre vyhiadte.

Technicke parametre

Specifikacie pomocky

Rozsah teploty 20 °C (68 °F) az
Skladovacie podmienky 30 °C (86 °F)
Rozsah relativnej vihkosti 15 % az 93 %
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Mr| XPIMO1LIOMNO1£IT™B TO OET £yxumor|c; £dv n BEXe va £1oaywlyéa £ivai
KUPTCOPEYT). No £TO0£0)pELTE navTo Tn (3£X6va £woaywyfa pETta Tpy
a(paip£or| Ton npooTtatEMTlkom pEX6vac, Eav n pE£X6va £1oayluyka £X
KappO£L, anoppldTE 10 OLT Eyxmopc;

M0 EpM)TNoElc, N npopXnpaTioponc; oxstiko PE Tr| XPAYT OVOKEMNNC;
Sorter, £niKoivu)vrioTE p£ £vav ToniKo avTinpoocono unooTiipi*ric; Tr|c;
Medtronic yia Por|o £ia.

Ma £pwmno£lc, n npopXripaTiopouc; laTpiKric; cpuaric; n Y'd va avaqQ)Ep£TE
£va ooPapo oupPav, £TTIKOMJOWIOTE pE £vav £MLyWENPET N uyEiac;.
MNpodnXaEK;

H npwtr) XPriori ouoK£unc; Quick-serter npenei va npayparonol£lral
napouoia £v6c, £nayy£Xpart(a uyeiac;,. H akataXXr|Xr| etoaywyll pnopei
va odriYn®™  poXuvori, diaPrjTiKrj kKETO"ELLION) n unepYXuKaipia.
Kivbuvoi Kai napEVEPYEIE<:

Oi Kivbuvoi Kai oi nap£VEpYEIEC, nepiXappavouv poXuvori, diaPriTiKii
KETO™Etoor) (EpETOc, 6ionyoto, vauTia) Kai uttEpyXmnkalp(a (rroXudupia,
ouxvoupia).

EniKivb UVE<; OUOIE<;

Kapia.

AXAEpYioyova

Kapia YvcooTH.

Zuvxnpnon

KaBaplap6(;

Ma va ka0aplOTETT| ouoKEuri Sorter:

1. ExknX6y£TE 1 ouoKEuii Sorter KOTU) and TpEXOup£Evo VEP6 Ppuong.

2. BuoioTE Tl ouoKEun Sorter of didXupa r)nton oanouvioO Kai
CeoTou vEpou.

3.  Xpr|OiponoirioTE pia PoupTtoa p£ paxXakec; TP(XEC; YA va Kao ap(oETE
T auoKEup Sorter p£xpi va a(paip£o ouv 0i opartop akao apo(£p.

4. EKNXuvETETrjOuaK£unSerterKdTa)an6TpEXOupEvovEpPL

Ppuorjp pEXPiva aTTopaKpuvo ouv dXaTta opaTd ixvr) oanouviou.
BEPaitoo £iTE 6ti dXaTa 6uonpoona oripoia £Xouv £kMXMOEL ovToXuip.
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EAXnvViKQ

5. Tiva"TE Yiciva anoljaKpuvO£i)MEpuTtp noooTpTa vepou.
TotToO£Tr|oTE Tr| oMoKEMp Serter 6p0ia £rm6 V(o o£ £va kaOap6
navi Yia va oteyvcooei otov a£pa.

duns1arr
duXa*TETn auoKEun Serter oiriv anoe £op£upevri O£ori, of
Of£ppoKpaoia bliparTon.

Anbppupn
AnoppIdorETT| ouoKEun Serter aupcpcova pE touc; TOTKOUC; Kavoviapouc;.
Eyyvriar\

Ma nXr|po(popi£c; EYYunonc; tou npoiovToc;, emKoivtovnaxE p£ £vav
ToniKO avTinpootono unooippi”™n™ 7Yjc, Medtronic.

E~apTn|gaTta

A MaPn

(B) EYKonri owXnvcooric;
@© Koupni anEX£Uo £pcoori<;
(D nXeupiKO Koupnia

06riY ‘£

=£6wXblatE£ TO £pnpoa06gunXXo Ton napovroc; £YXEipi6ioo yio va
GEITE apiONNMEVES; £ik6v£Es now avrioroixoOv ora napakartw Pnpara,
Hpiv xpnoilJonoino£TE ) ouoKEuri Quick-serter, avaxp£~TE oxov odriYO
Xpnoxri xou o£x EYXUoric;. H npcoxri XA Y1 ovokenr”™c; Quick-serter
NPENEL va npaYpctxonoieixai napouoia £vec; £naYYENMO o UYelac;-

npof£TO  ijiaaia

1. nXuvEXE xa xpici [JE aanouvi koi VEPG.

2. Kao apiox£ xo oripeio £ioaYU)Ync;. Xpr|aiponoir)axt £va UY pd
pavxriXoKi aXxkooXpc; LlaXXo anoXupavxiKO, oupcpwva pexic;
06r|Yi£c; £v6c; enaYYSNWNTIQ UYEiac, H neptoxn nplEl va £ivai
OXEYVvn npiv £i0ax0£i to ofx £YXUor)C;.
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Xpnan T<; anakenn<; Quick-serter

3.

10.

11.

12.

13.

Tonoo £TnoTETrianakrnn Quick-serter snavco oe (Jia crradspn BIITTEON
emcpdvaa pe 1) AaPn cnpappevri fipoc; Ta karco. TonobeTnoTe To OeT
eyxviar)c; peoa crrri onakeunn Quick-serter. Av xpeiaCerai, Tonobetnore
Ti ocoAnyLuar) Ton oeT eyKosin owAnycooric,
TonobeTnoTte To OeT eyxuor|<; pe aothb6Aeto peoa OTr) onokeun
Quick-serter. NMaya T0 KayeTe autb, ToN1I06€TNOTE Ta 6aKTNAa
enayo) oTny NpooTaTenTiKn efieyouron Toh auTOKOAANTOM koi
01PCco”*Te TO 0eT eyx”oriC; /IPOC; Ta KaTLL.

AcpaipeoTe Kai Ta 61M0 KoppaTH TI; ipooTaTeunT!Kc; eneyobunonc;
TO anToKoAANTOMN.

XIkcbote TN onokenn Quick-serter koi TpaPn” te TN Aapr™ npoc; Ta
Katn) pexpi yo akonoTte! «kAik».

[MeptoTpédoTe TO NpooTaTeunTike PeAoyac;\[a ya TO xaAapcooeTe.
AcpaipeoTe npoaekKkTika To npooTarentike peAoyac;. Mny ayy“Certe
KO pny knpTtcoyetetn PeAoya.

Tono6etnote Tn onokeun Quick-serter enayo) oto en*6UpPnT6
onpeto onyéxeto, Jliécire Ta 610 NTAENPIK6 KOUPIIHO
TanToxpoyaylo ya erayayete T0 OeT €yx ornc;.

MéoTe TO KoMpnL aneAenbépLlon*® 0To enayLl pEPOoc; Tric;
ovokeunr’c; Quick-serter yto ya aneAenbepibe! To oeT Eyxmnoric;.
KpatnoTe Tn owAnYLO Toil 0eT 8yxumorc; pe To éya X"P
onyéxeto, acpaipéortetn omokeunn Quick-serter onkn)YOYTac;TnyY
asno To ocopa pe To 6 AAD oac; Xepi-

Tpapn”Te To nep(pAnpa ric; PeAoyac; pakpto asio TO 0eT Eyxmoric; pe 1o
éya xepi. Méote annaAatny Taiyia e/1ayo) CITo 6éppa pe 1o aAAD 0ac; Xepi.
KAeioTe To nepipAnpa Trc; PeAoyac;. 1Tn onyéxeto, anopp(dre tny
KaAnppeYll PeAoya oe éya 6oxe(o aixPHP ayTikelpéyn)y.
E"opaAunyeTe Ttny Taiyia oTabepa fiayo) oto 6€ppa.

TexvikE npoblaypcKpEXn

MNpo6|aypc(d£E<; npoi6vTO<:

luvBnKec: Evipoc; 6eppokpaolac, 20 °C (68 °E) éur; 30 °C (86 °B)
anosnkEvar|(;  Eupoc; oxeTiKE, uypaoiac; 15% ébic; 93%
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Pycckuni

BeeneHune

Yctpoicteo Quick-serter (MMT-305 QS) — 370 BCcnomMorarte/ibHoe
npucnoco6nieHne, obneryarollee BBefeHNe COBMECTUMbIX
MH(Y3MOHHbIX HabopoB MiniMed npounssoacTBa kKomnaHun Medtronic.

[ToKasaHNa K NPUMEHEHNIO

YCTPOICTBO 511 BBEAEHUS NpeHa3HauYeHo A1 UCMO0Ib30BaHUsl OAHNUM
nawuMeHTOM. YCTPOWCTBO He nNpeaHasHauyeHo Ansl UCMOob30BaHuUS

Y HECKO/IbKMX MauUneHToB. N5 NonyYeHust JONOTHUTENbHO
NH(opMaLnK, B TOM YMCe O PeKOMEH/I0BAaHHOM BO3pacTe
Nonb30BaTeNsl yCTPOMCTBA, CM. PYKOBOACTBO M0/Ib30BaTe sl M0 CUCTEME.

[TpoTMBOMNOKa3aHNA

MpoTnBONOKa3aHUa NPW UCMoNb30BaHWUM YCTPOMCTBA A1 BBEEHMUS
OTCYTCTBYIOT. [POTUBOMNOKA3aHWS, CBA3aHHbIE C HEMPEPbIBHbIM
MOHUTOPUHIOM YPOBHS T/1HOKO3bl, CM. B PYKOBO/CTBE NO/b30BaTeNs
Mo cucTeme.

KnnHnyeckne npenmylLiectsa

HenpumeHMMO. YCTPOMNCTBO A1 BBEAEHUS — 3TO BCNoMoraTe/ibHoe
npucrnocobneHne, obnervyarollee BBeieHNe COBMECTUMbIX
MH(Y3NOHHbIX HaBopoB Npon3eBoacTBa KomnaHnn Medtronic.

be30onacHOCTb NONb30BaTenNs

Mepen BBegeHNEM NHPY3MOHHOIO Habopa 03HAKOMbTECH C 3TUM
PYKOBOACTBOM MO/ib30BaTeNsA B NO/IHOM 06bemMe. HecobnogeHne
MHCTPYKLUNIA MOXET NPUBECTU K HEMPaBUIbHOMY BBEAEHUIO,
60/1Ie3HEHHbBIM OLLYLLIEHVAM NN NPUYMHEHUIO Bpeda 340PO0BbI0.

HenpaBunbHOE BBeAeHNE MOXET MPUBECTM K TOMY, YTO BBEJEHNE
NHCYNMHa 6yaeT HapyLLeHo, B pe3ynbTaTe Yero MoXeT Pa3BUTbCs
rmnepriankeMums.

[Mepen ncnonb3oBaHMEM Bcerga ocMmaTpuBaimite MHMY3NOHHbLIN Habop
Ha npeamMeT OTCYTCTBUSA MOBPEXAEHNIN. ECiM ynakoBKa He OTKPbITa

N ee LUeNoCTHOCTb He HapyleHa, MHDY3MOHHbIe HAbopPbl CTEPU/bHbI
N annporeHHbl. ECn ynakoBka MHMY3MOHHOIO Habopa OTKpbITa Un
NnoBpeXaeHa, yTUIn3npymnTe NHGY3MOoHHbIA Habop B COOTBETCTBUM C
MECTHbIMM TpeboBaHMAMMW. B cnyvae UCnonb3oBaHUS HECTEPUSIBHOTO
NH(Y3MOHHOIo Habopa cyulecTByeT PUCK MHPULNPOBaHUS.

Ecnn MHY3NOHHLIN Habop neped BBeAEHNEM He OyAeT HaeXXHO
3aKpernsieH B yCTPOWUCTBE A1 BBEAEHUS U UrNa He 6yaeT Harnpas/eHa
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npsamMo Bnepenq, 3To0 MOXeT NMPNYNHNTb 60/b, NnpnMBecCTn K
HenpasunibHOMY BBeAEHUIO U Heb60nbLLOM TpaBMe.

Hukoraa He HanpaBnslite 3apsiKeHHOe YCTPOICTBO A/l BBEEHUS Ha
y4yacToK Tena, He NaaHMpPyemblii B KauecTBe MecTa BBEeAeHMs.

He ncnonb3yiite NHGY3NOHHbLIN Habop, ecnu nrna MHTpoAbkocepa
COrHyta. locne cHATUA NpeaoxpaHnNTens Uribl 06s3aTeslbHO
OCMOTpUTE UTNYy NHTPOAbOCepa. Ecnn urna nHTpogbrocepa NorHyTa,
He MCNOoJb3yinTe NHPY3NOHHbLIN HAaboPp N YTUNNINPYINTE €ero.

Ecnn y Bac ecTb Bonpockl U Bbl UCMbITbIBaeTe ﬂpO6ﬂ€MbI B CBA3UN C
NCMNOJ/ib30OBaHNEM yCTpOVICTBa O BBEAEHUSA, O6paTVITer 3a NOMOLLbHO
B permoHasibHOE npeacrtaBnTe/ibCTBO KOMIMaHUN Medtronic.

Mpy BO3HUKHOBEHUWN KaKNX-TM60 BONPOCOB UM NPOGNEM
MeANLIMHCKOrO Xapaktepa um npu Heo6XoaNMOCT COOBLLNTL O KAKOM-
Nn60o cepbe3HOM NPOUCLLECTBUN 06PATUTECH K eudallleMy Bpady.

Mepbl NPeaoCTOPOXKHOCTH

MepBOe ncnonb3oBaHMe ycTponcTBa Quick-serter LO/MKHO NPOXOAUTL
Nnoj KOHTPOJIEM fleyallero spaya. HenpasuibHOe BBeAeHUE

MOXET NPUBECTN K NH(eKUnn, guabeTnyeckomy Ketoaumaosy nm
rmnepriankemMunm.

PUckn  nobo4Hble ahheKThbl

B uncno pnckos 1 No60YHbIX 3NEKTOB BXOAAT UHDEKL NS,
AnabeTnyecknii ketoaumaos (C TakmmMmum nposiBieHNAMMU, Kak pBOTa,
O/blILKa, TOWHOTA) U TMNeprimkemMmns (C TakumMm NpPosBEHNAMU, Kak
HEeOObIYHO CU/IbHAsA XaXaa, YacToe MoyeuncrnyckaHue).

BpeaHble Bew,ecTtBa

Her.

AnnepreHsl

Hens3BecTHbI.

TexHunyeckoe 06CnyXnBaHue

OuncTka
YTO6bI OUNCTUTL YCTPOWUCTBO A/19 BBEAEHUS:

1. TpomoiTe yCTPOMNCTBO A/ BBEAEHUA MPOTOYHOW BOAOWN U3-Mof
KpaHa.

2. [lorpysute yCTpOMNCTBO A1 BBEAEHUSA B pacTBoOp
MATKOAENCTBYIOLLLETrO XXMAKOro Mblfia B TEMNION BOJE.

3 Yganute Bce BUAMMble 3arpsa3HEeHNs ¢ yCTPOiACTBa AN BBEAEHUS
C MOMOLLbIO LWETKU C MATKON LWETUHON.
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Pycckni

4. TpomoiTe yCTPOMNCTBO O/19 BBEAEHUSA NPOTOYHOM BOAOWN U3-
nof, KpaHa Tak, utobbl MOMHOCTLIO YAa/IUTb BUANMbIE Cneapl
Mblnla. YoeamTecb, YTo BCe TPYAHOAOCTYMHbIE YacTu YCTPOiICTBaA
MNO/THOCTbIO NMPOMBbITHI.

5. BbITpsAXHUTE U3 YCTPOICTBA BCE OCTaTKM BOAbI. MMonoxure
YCTPOMCTBO A1 BBEAEHUA BEPTUKA/IbHO HA YMUCTYIO CYXYyH0
candpeTky u gante emy npoCOXHYTb.

XpaHeHune

XpaHute yCTPOMNCTBO A1 BBEAEHUA B HEB3BEAEHHOM COCTOSAHUN NPU

KOMHaTHOW TemnepaTtype.

YTnnusauuns

YTuUnnsupyinTe ycTponcTBO 415 BBEAEHNS B COOTBETCTBUN C MECTHbIM

3aKOHO1aTe/IbCTBOM.

[[apaHTNA

CBefleHNA 0 rapaHTUM Ha NPOAYKT MOXHO MOSyYUTb B PErmoHasibHOM
npencrtaBuTenbCcTBe KomnaHun Medtronic.

KOMMOHEHTHI
(A PykosaTka
B OTtBepcTue ans TpyoKN
(Q OTkpblBalowWasa KHoMka
(D BokoBble KHOMKM
NHCTPYKL MK

Pa3BepHMNTe NepeaHIo0 CTOPOHY 06/10XKKM 3TOro byknieTa Ans
NPOCMOTpPa N306paXkKeHnin nepeyncIeHHbIX HUXKe AeNCTBUA.
Mepen ncnonb3oBaHnem yctponcrtea Quick-serter 03HakoMbTECH C
PYKOBOACTBOM IO 3Kcnayataumm nHy3noHHoro Habopa. MNepsoe
ncnosib3oBaHune yctpoicTea Quick-serter O/MKHO NPOXoAUTb NMoa
KOHTPOJIEM J/levallero spaya.

[ToagroToBKa
1. BbIMOWTE PYKWN C BOAOW N MbI/IOM.

2. Ounctnte MecTo ANl BBeAeHUs. icnonb3ylite cnupToBOl
TaMMNOH UNK ApYyroe Ae3vHguLmpyloLLiee CpecTBO COr/TacHo
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yKa3aHUsM nevyau ero spavya. 310 MECTO JONXHO BbI COXHYTh
nepe/ BBEAEHNEM UH( Y3UOHHOTO Habopa.

Ncnonb3oBaHue Quick-serter

3. MNMomectute Quick-serter Ha yCTOMYMBYI POBHYW NOBEPXHOCTD
PYKOATKOW BHM3. NTOMEeCTUTE UH( Y3NOHHbIA HAbOp B
Quick-serter. Mpu HeobxogumocTu nponyctute TpyobKy
MH(M Y3UMOHHOTO Habopa Yyepe3 OTBEPCTHE ANA TPYOKN.

4. HafexHOo pacnonoxXurte WH(PY3NOHHbLIA HAabop BYyCcTpoOiACTBE
Quick-serter. ng 3t0ro noMecTuTe nanblUbl HA KNENKYH NNEHKY
W HAXMUTE HAa UH( Y3UOHHbBIK Habop.

Yaanute o6e yacTu KNenkom NneHky.
NogHumute Quick-serter m NOTAHUTE PYKOATKY BHU3 A0 W enyKa.

7. OTKpyTUTE NPeAOXpPaHUTENb UINbl, 4TOOL 0CNAbUTHL €r0,
OCTOPOXHO CHUMUTE NpefoXxpaHnTens. He Tporaiite u He
crubante urny.

8. MNomectute yctpoucto Quick-serter Ha xenaemoe MecTo
MHY3MN. 3aTeM OLHOBPEMEHHO HAXMNTE HA 006 OOKOBbLIE
KHONKMW, 4TOOb BBECTM MH( Y3UOHHbI Habop.

9. Haxmute oTKpbiBaw WYyl KHONKY BBepxHeil yactn Quick-serter,
YTOObl OTKPbLITb MH( Y3MOHHbBIA HAbOOP.

10. YpepxwuBante TPYOKY MH(QY3MOHHOTO Habopa OQHOA PYKOIA.
3ateM CHuMUTE ycTponcTBo Quick-serter, oTBe s €ro 0T
NOBEPXHOCTYM Tena APYyroit pykoi.

11, OAfHOW PYKOW NOTAHMTE KOPNYC UIAbl B CTOPOHY OT
WH( Yy3UOHHOTO Habopa. A pyroit pykoid cnerka npuxumaire
nnacTelpb K KOXE.

12. 3akpoiiTe KOPNyc urab. 3aTem BbIOPOCbTE 3aKPLITYHO UINY B
EMKOCTb 418 OCTPbLIX NPEAMETOB.

13. TwartenbHo pasrnagbte nnacTbipb Ha KOXE.

TexHUYecKmne XxapakKTepuCcTuUKM

TexHn4YecKme xapakTepucTUKN yctpoiicTea

TemMnepartypHbIii AnanasoH: ot

ycnosusi xpaHeHus 20 °C (68 °F) go 30 X (86 °F)
OTHocUTeNbHAaA BNaKHOCTb: OT 15 % Ao 93 %
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Portugues (Brasil)

Introdu”ao

0 Quick-serter (MMT-305QS) é utilizado coTo auxiliar para introduzir
conjuntos de infusao compativeis MiniMed da Medtronic.

Indica”des de uso

0 aplicador é indicado para utiliza®ao em urn unico paciente. Ele nao
se destina a ser utilizado em varies pacientes. Consulte o guia do
usuario do sistema para obter informa”es adicionais, tais coTto a
faixa etaria de destine.

Contraindicates

Nao existem contraindica”™oes associadas a utiliza®ao do aplicador.
Para ver as contraindicates relacionadas com a monitoragao
continua de glicose, consulte o guia do usuario do sistema.

Beneficios cimicos

Nao aplicavel. O aplicador & urn acessorio que auxilia aintroduto de
conjuntos de infusao compativeis da Medtronic.

Seguran”a do usuario

AVISOS

Leia, na Integra, este guia do usuario antes de introduzir o conjunto
de infusao. Nao seguir as indicates pode resultar em inserto
incorreta, dor ou lesoes.

Uma introdugao incorreta pode resultar na nao administrate de
insulina, o que pode conduzir a hiperglicemia.

Inspecione sempre se aembalagem do conjunto de infusao
apresenta danos antes de utilizar. Os conjuntos de infusao sao
estéreis e apirogenicos, exceto se a embalagem tiver sido aberta ou
danificada. Se aembalagem do conjunto de infusao estiver aberta
ou danificada, descarte o conjunto de infusao de acordo com a
regulamentato local. A utilizato de urn conjunto de infusao nao
esterilizado pode resultar em infecto.

Se nao fixar o conjunto de infusao ao aplicador antes da introduto,
com a agulha apontando diretamente para cima, pode resultar em
introdu”ao incorreta, dor ou pequena lesao.

-81 .
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Nunca direcione o aplicador carregado para uma parte do corpo
onde nao pretender efetuar a introdu”ao.

Nao utilize o conjunto de infusao se a agulha do introdutor estiver
torta. Inspecione sempre a agulha do introdutor depois de remover a
prote(;ao da agulha. Se a agulha do introdutor estiver torta, descarte
0 conjunto de infusao.

Em caso de duvidas ou preocupa”™oes relacionadas com a utilizag:ao
do aplicador, entre em contato com um representante da assistencia
local da Medtronic para obter ajuda.

No caso de duvidas ou preocupagoes cimicas, ou para comunicar um
incidente grave, entre em contato com um profissional de saude.

Precaugoes

A primeira utilizagao do Quick-serter deve ser feita na presenga de
um profissional de saude. Uma introdugao incorreta pode conduzir a
infegao, cetoacidose diabetica ou hiperglicemia.

Riscos e efeitos colaterais
Os riscos e efeitos colaterais incluem infegao, cetoacidose diabetica

(vomitos, dispneia, nausea) e hiperglicemia (polidipsia, micgaofrequente).
Substancias perigosas

Nenhuma.

Alergenos

Nao sao conhecidos.

Manuten”ao

Limpeza

Para limpar o aplicador;

1. Enxague o aplicador sob agua da torneira corrente.

2. Merguihe o aplicador em solugao de sabao neutro e de agua morna.

3.  Utilize uma escova de cerdas macias para limpar o aplicador ate
gue nao seja visi'vel qualquer sujidade.
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Portugues (Brasil)

4. Enxague o aplicador sob agua da torneira corrente ate eliminar
todo o sabao visivel. Certifique-se de enxaguar totalmente todas
as areas de diffcil acesso.

5. Sacuda para eliminar a agua em excesso. Coloque o aplicador na
vertical sobre um pano limpo para secar ao ar.

Armazenamento
Guarde o aplicador em posi®ao aberta atemperatura ambiente.

Descarte
Elimine o aplicador de acordo com os regulamentos locais.

Garantia

Para obter informa”oes sobre a garantia do produto, entre em
contato com um representante local de assistencia da Medtronic.

Componentes
) Cabo
® Fenda do cateter
© Botao de libera(;ao
(o) Botoes laterais
Instrugoes

Desdobre o interior da capa desta brochura para ver imagens
numeradas relacionadas com as etapas seguintes. Consulte o

guia do usuario do conjunto de infusao antes de usar o Quick-serter.
A primeira utiliza(®ao do Quick-serter deve ser feita na presena de um
profissional de saude.

Preparagao

1. Lave as maos com agua e sabao.

2. Limpe o local de inser(;ao. Use um lend embebido em alcool ou
outro desinfetante, conforme orientado por um profissional de saude.
A area deve estar seca antes de introduzir o conjunto de infusao.
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Uso do Quick-serter

3. Cologue o Quick-serter sobre uma superficie plana firme, com o
cabo voltado para baixo. Coloque o conjunto de infusao dentro
do Quick-serter. Se necessario, coloque o cateter do conjunto de
infusao na fenda do cateter.

4. Cologue o conjunto de infusao de modo seguro dentro
do Quick-serter. Para fazer isso, coloque os dedos sobre o
revestimento adesivo e empurre o conjunto de infusao para baixo.

Remova ambas as partes do revestimento adesivo.
6. Pegue o Quick-serter e puxe o cabo para baixo ate ele clicar.

7. Gire o protetor da agulha para ele ficar solto. Remova
cuidadosamente o protetor da agulha. Nao toque ou dobre a agulha.

g. Coloque o Quick-serter no local de infusao pretendido. Entao,
aperte os dois botoes laterais a0 mesmo tempo para inserir o
conjunto de infusao.

9. Aperte o botao de libera®ao na parte de cima do Quick-serter
para liberar o conjunto de infusao.

10. Segure o cateter do conjunto de infusao com uma mao. Em seguida,
remova o Quick-serter levantando-o do corpo com aoutra mao.

11. Puxe acaixa da agulha no sentido oposto ao conjunto de infusao
com uma mao. Aperte levemente afita contra a pele com aoutra
mao.

12. Feche a caixa da agulha. Entao, descarte a agulha coberta em urn
recipiente apropriado para objetos cortantes.

13. Alise afita adesiva contra a pele.

EspecificaOes tecnicas

Especifica”es do dispositive

Limites de temperatura entre 20 °C (68 °F) e
Condi”es de 30 °C (86 0|:)

armazenamento o . .
Limites de umidade relativa entre 15% e 93%
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Consult instructions for use

Consulter le mode d'emploi
Gebrauchsanweisung beachten

Consultar las instrucdones de uso
Raadpleeg gebruiksaanwijzing

Consultare le istruzioni per l'uso
Sei bruksanvisningen

Katso kayttoohjeet

Se bruksanvisningen

Se brugsanvisningen
Verinstru”es de utiliza™ao
Giejte navodila za uporabo
Ctete navod K pouziti

Tekintse at a hasznalati utmutatot.

Nalezy zapoznac si® z instrukcj?®
uzytkowania

Kullanim talimatlarina bakin

Pozhte si pokyny na pouzivanie
luppouXeuTEiXE tic; 06rly>£"XPrNC i

Cm. UHCTPYKLMIO NO 3KCnlyaTaumm

Consultar asinstru”oes de uso
(LgiluV)

Win'Wn nw iini |"V
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EC REP

Authorized representative in the European Community

Représentant agree dans laCommunaute europeenne

Autorisierter Reprasentantin der Europaischen
Gemeinschaft

Representante autorizado en laComunidad Europea

Geautoriseerd vertegenwoordiger in de Europese
Gemeenschap

Rappresentante autorizzato nella Comunita europea
Autorisertrepresentanti Det europeiske fellesskap
Valtuutettu edustaja Euroopan yhteison alueella
Auktoriserad representantinom EG

Autoriseret repraesentant i Det Europaeiske Faellesskab
Representante autorizado na Comunidade Europeia
Pooblasceni predstavnik v Evropski skupnosti
Zpinomocneny zastupce v Evropskem spolecenstvi

Hivatalos kepviselet az Europai Kozossegben

Autoryzowany przedstawiciel we Wspolnocie
Europejskiej

AvrupaToplulugu'ndaki yetkili temsilci
Autorizovany zastupca v Europskom spolocenstve

E?ouaio6oTrm”vo<; avrinpoownoc; orriv
EupojnaiKfi KoivoTriTo

YNONHOMOUYEHHbIN NnpegcTaBuTens B EBponeiickom
coobuiecTtBe

Representante autorizado na Comunidade Europeia

N'OM™ M7T7A nvy-A
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REF

Catalogue number
Numero de reference
Katalognummer
Numero de catalogo
Catalogusnummer
Numero dicatalogo
Artikkelnummer
Luettelonumero
Katalognummer
Katalognummer
Numero de catalogo
Kataloska stevilka
Katalogovecislo
Kataiogusszam
Numerkatalogowy
Katalog numarasi
Kataldgoveaslo
ApiGpoc kataXoyou
Homep no katanory

nn1

Numero de catalogo

"['70[7 190M

LOT

Batch code

Code de lot
Chargenbezeichnung
Codigode lote
Partiinummer
Codice del lotto
Batchkode
Erakoodi
Lothummer
Batchkode
Codigodo lote
Stevilka serije

Kod davky
Tetelkod

Kod partii

Parti kodu

(Mslo sarze
KcodiKoc naptl6ac
Kog naptuu

m xim

Codigo do lote

Tip

-
IM

Country of origin
Pays d'origine
Herkunftsland

Pafs de origen

Land van herkomst
Paesedi origine
Opprinnelsesland
Alkuperamaa
Ursprungsland
Oprindelsesland
Paisdeohgem
Drzava porekla
Zeme puvodu
Szarmazasi orszag
Kraj pochodzenia
Mengeulke

Krajina povodu

Xcjpa npoeXeuaric

CtpaHa npou3BopjaBa

Paisdeorigem



XX%

K mJ

XX%

EN Storage humidity limits Manufacturer Date of manufacture

2 Limites d'humidite de stockage Fabricant Date de fabrication

2E Grenzwerte Lagerungsluftfeuchtigkeit Hersteller Herstellungsdatum
Limites de humedad de almacenamiento  Fabricante Fecha de fabricacion
Luchtvochtigheidsbereik voor opslag Fabrikant Productiedatum

F Limiti di umidita di conservazione Fabbricante Data di fabbricazione

NO Grenserforfuktighetved oppbevaring Produsent Produksjonsdato

R  Sailytyksen ilmankosteusrajat Valmistaja Valmistuspaivamaara

SV Granser for luftfuktighet vid forvaring Tillverkare Tillverkningsdatum

DA Graense.rfor luftfugtighed ved Fabrikant Fabrikationsdato
opbevaring

PT Limites da humidade de armazenamento Fabricante Data de fabrico

SL  Omejitve vlaznosti pri shranjevanju Izdelovalec Datum izdelave
Omezenivihkosti pfi skladovani Vyrobce Datum vyroby

HU Tarolasi paratartalom hatarertekei Gyarto Gyartas ideje

K Dopuszczaina vx_tilgotnosc Producent Data produkciji
przechowywania

TR Saklama nemisinirlari imalathi imalattarihi
Hranicne hodnoty vihkosti pri skladovani  Vyrobca Datum vyroby
Opia uypaoiac; anospkbuonc; KaTtaakrnaortnc; Hpspopnvia kataakeunc;
Jvana3oH BNaXHOCTU NMPU XpaHeHUM N3rotoBuTeNb Jarta nsrotosneHus

a

kE Limites de umidade de armazenamento Fabricante Data de fabrica®ao

Hi [lon?2<I nw'7 N|‘720 "N ' InN<
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MD

Medical Device
Dispositif medical
Medizinprodukt
Dispositive medico
Medisch hulpmiddel
Dispositive medico
Medisinskutstyr
Laakinnailinen laite
Medicinteknisk produkt
Medicinskenhed
Dispositive medico
Medicinski pripomocek
Zdravotnicky prostfedek
Orvostechnikai eszkoz
Wyrob medyezny

Tibbi Cihaz

Zdravotnicka pomocka

laxpoTEXvoXoyiKd npoTbv

MegauuvHckoe nsgenue

Dispositive medico

Importer

Importateur

Importeur

Importador

Importeur

Importatore

Importer

Maahantuoja

Importer

Importer

Importador

Uvoznik

Dovozee

Importer

Importer

Ithalat”i

Dovozca

Ewaywy™a<;

Mmnoptep

1ENN

Importador

JeRRF
XX*C
XXF

Storage temperature limits

Limites de temperature de stockage
Grenzwerte Lagerungstemperatur

Limites de temperatura de almacenamiento
Bereik opslagtemperatuur

Limiti ditemperatura di conservazione
Grenserfortemperaturved oppbevaring
Sailytyksen lampotilarajat
Granserfortemperatur vid forvaring
Temperaturgraenserved opbevaring

Limites datemperatura de armazenamento
Temperaturne omejitve shranjevanja
Omezeniteploty pfi skladovani

Tarolasi homerseklet hatarertekei
Dopuszczalnatemperatura przechowywania
Saklama sicakligi sinirlari

Hranicne hodnoty teploty pri skladovani
'Opia GeppoKpaaiac; anoOr*K£uan<;

TemnepaTypHblii AuanasoH Npu XpaHeHuu

Limites de temperatura de armazenamento

\\JHnonano M72m



CC

Conformite Europeenne (European Conformity). This symbol meansthatthe device fully

EN
complies with applicable European Union Acts.

R Conformite Europeenne. Ce symbole signifie que le dispositif est entierementconforme aux
lois en vigueur de I'Union europeenne.

DE Conformite Europeenne (Europaische Konformitat). Dieses Symbol besagt, dass das Produkt
alien geltenden Vorschriften der Europaischen Union entspricht.

ES Conformite Europeenne (Conformidad Europea). Este simbolo indica que e! dispositivo
cumple totalmente las leyes vigentes de la Union Europea.
Conformite Europeenne (Europese Conformiteit). Ditsymbool betekentdat het product
volledig voldoetaan de geldende Europese wetgeving.
Conformite Europeenne (Conformita europea). Questo simbolo indica che il dispositivo e
pienamente conforme alle normative applicabili dell'Unione europea.
Conformite Europeenne (samsvar med europeisk standard). Dette symbolet betyr atenheten
erfullstendig isamsvar med gjeldende EU-rettsakter.

f Conformite Europeenne (eurooppalainen vaatimustenmukaisuus).Tama symbol! tarkoittaa,
etta laite on kaikilta osin Euroopan unionin soveltuvan lainsaadannon mukainen.
Conformite Europeenne (Europeisk standard). Denna symbol anger attenheten uppfyller alia
gallande EU-rattsakter.

DA Conformite Europeenne (Europaeisk Standard). Dette symbol betyder, atenheden fuldt ud

overholder gaeldende EU-lovgivning.

Conformite Europeenne (Conformidade Europeia). Este simbolo significa que o dispositivo
esta em total conformidade com as leis da Uniao Europeia aplicaveis.

Conformite Europeenne (evropska skladnost).Ta simbol pomeni, daje pripomocekvceloti
I't skladen zveljavnimi zakoni Evropske unije.

Conformite Europeenne (Evropska shoda).Tento symbol znamena, ze zan'zeni zcela spihuje
pOMdavky pfislusnych zakonu Evropske unie.

. Conformite Europeenne (europai megfeleloseg). Ezaszimbolum aztjelenti, hogy az eszkoz
teljes mertekben megfele! az Europai Unio vonatkozo jogszabalyainak.

Conformite Europeenne (Zgodnoscz normami Unii Europejskiej).Ten symbol oznacza,
PL zeurz~dzenie speinia wszystkie wymogi wynikaj*ce zwlasciwych aktow prawnych Unii
Europejskiej.

Conformite Europeenne (Avrupa Normlarina Uygunluk). Bu sembol, cihazin yOrOrlukteki
Avrupa Birligi Yasalarina tarn olarak uygun oldugunu ifade eder.

Conformite Europeenne (Zhoda spoziadavkami EU).Tento symbol znamena,ze pomocka je
VLjplnom sulade s platnymi pravnymi predpismi Europskej unie.

Conformite Europeenne (Enpwnwkr® lupp6pcptooq).To ouppoXo antb aripaivei otito
npoi6v auppopcp(jL)verai nXgpcoc; pe touc; loyOovrec vdpouq JOC, EupconaiKfic;'Evojonc
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Conformité Européenne (EBponeiickoe COOTBETCTBIUE). ITOT CMBON 0B03HavaeT,

YTO YCTPOWCTBO NOAHOCTLIO COOTBETCTBYET TPEOOBAHVAM NPUMEHUMBIX ANPEeKTUE
EBpONenckoro cotwsa.

@ %o:rgformité Européenne (EGHAM) . ZFESRBHSTEIEAOMEA
Conformité Européenne (Conformidade Europeia). Este simbolo significa que o dispositivo
estd em total conformidade com as Leis da Unido Europeia aplicaveis.

o Wl il s5 Sleadl oF el 10 dny (A2 55Y) hino! sall 340as) Conformité Européenne
LIS W PETRT (B -1

@ DX [*OIYNY? OXN VPYUONNY a0 AT 'mo (nenw nin'xn) Conformité Européenne
LD'OFNN 'OINVRD TINND 'PIN
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MiniMed” Quick-serter™

Made in Costa Rica Vyrobeno V Kostarice

Fabrique au Costa Rica Gyartas helye: Costa Rica
Hergestellt in Costa Rica Wyprodukowano w Kostaryce
Fabricado en Costa Rica Kosta Rika’da uretilmi”tir
Vervaardigd in Costa Rica Vyrobene v Kostarike

Prodotto in Costa Rica KaTtaokEnaoTtnkr oxnv Koota Pikq
Produsert i Costa Rica CpoenaHo B Kocta-Puke
Valmistettu Costa Ricassa

Tillverkad i Costa Rica Fabricado na Costa Rica
Frennstillet i Costa Rica

Fabricado na Costa Rica npn nooli? NN

Narejeno v Kostariki

Medtronic

Medtronic MiniMed
18000 Devonshire Street
Northridge, CA 91325
USA

1800 646 4633
+1 818 576 5555

EC REP

Medtronic B.V. C€

Earl Bakkenstraat 10

6422 PJ Heerlen
The Netherlands REF MMT-305QS

6026092-23B3 A 2019-12-18
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Medtronic

18000 Nesouunip Crpur

Hoprpuax, wratr Kanudopans 91325 CLIA
www.medtronic.com

Ten.: 818-576-5211

YAOCTOBEPAIOIIAA HAAITUCDH

Kak orpercTBeHHBIN uneH «Mexarpouux MuanuMea», HacToSMM A NOATBEPXKIAAIO, H4TO
PyKOBOACTBO NMONL30BATENS, NPUIIATAEMOE K HACTOAILCMY AOKYMEHTY, ABASTCA JOCTOBEPHONH H
TouHOH Konuei.

Karpun Poxac <poonucano> 26 wons 2021 2.
Crapmuii cnennanuct oTaena [Toanuce

HOPMaTHBHO-NPABOBOTO PEryJIHPOBaHAA

HoTtapsyc WK COTPYAHHK, 3aMONHMOMMAH fanHbIi CepTHHKAT, YAOCTOBEPACT TONBKO
JIHYHOCTh MOAMHCAHTA OKYMEHTA, K KOTOPOMY NPHAAraeTcs ceprudukar, Ho He BEPHOCTS,
TOUHOCTh H ACHCTBHTEALHOCTH CAMOI0 IOKYMCHTA.

rar Kanudoprus

Oxpyr Benmypa

Or 26 wons 2021 ¢, KO MHe, Kycym Maneanu (nomapuyc)
(nata) (scrasuts PHO 1 gomkHOCTD

AODKHOCTHOTO NH1A)

nnuno obparunace Kampun Poxac, nMyHoCcTh KOTOpoH ObUla yCTaHOBNICGHA Ha OCHOBAHWH
yGeaMTEIBHOrO A0KA3aTENbCTBA KaK JTHLE, Ybe HMS NTOCTABICHO NOX HACTOAIIHM ROKYMEHTOM, U
NOATBEPAMNIA MHE, YTO OHA NOANHCANA €T0 B CAY HMEIOLIMXCA Y HEC MOTHOMOYHHA H YTO TRKMM
ofpaoM No ee MOANHCH HAa AOKyMEHTe (QH3MUECKOe WIH IOPHAMMECKOE NHLO, OT MMCHH
KOTOPOr0 OHA BBLICTYNAeT, moAnucalo npunaraeMsill aokymeHt. 51 yrocrosepsio 1O/
CTPAXOM HAKA3AHHUA 3A JDKECBUAETEJIBCTBO, cornmacHo 3akoHaM IuTaTa
Kanudopuus, yro BuCyKa3aHHbI ab3all 4BNAETCS TOUHLIM H BEPHBIM.

YIOCTOBEPAIO cBoé#i noanucsio u opHuHanbHO# nevwarsio.

IMoanucs: <nodnucano> (Ilevarsn)

<[evars: KYCYM MAHBAHH
JIULEH3UA Ne 2266618
HOTAPHYC — KAJTHOOPHHA
OKPYI BEHTYPA
Cpox neHcTens MONX nonHoMoMui werexaet 9 aexaGpx 2022 r.>

Mepebon ¢ aHrnMHCKOro A3LIKA HA PYCCKMii AWK BHINONHEH mnepeBoAYMKOM HckycHbIX
JAMHTpHEM ANIEKCAHAPOBHYEM
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Poccuinckasa degepayns
Mopon MockBa
ABaguaTb YeTBEPTOro HoAOPA ABe ThicAYM ABajuaTb NepBOro roga
A, CwupgopoB Kwupunn EBreHbeBu4d, HoTapuyc ropoga MOoOCKBbI, CBUAETENLCTBYIO
NOAMMHHOCTL NOAMMUCK NepeBofvnKa VCcKycHbIX AMUTpua AnekcaHapoBuya.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.
JIM4HOCTbL NoAnuncasLUero JOKYMEHT yCTaHOB/IeHa.
3aoecucnwpoBaHo B peeoipfi:. NeS1AN19-1n/77-2021-168-429.

"'u)laxeH9-/a™M\|NpLueHnegoTapranbHoro Micteumsa; 400 py6. 00 kon.

K.E.Cnpgopos
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Medtronic

18000 Devonshire Street
Northridge, CA91325 USA
www.medtronic.com

Tel 818-576-5211

ATTESTATION STATEMENT

As aresponsible memberofMedtronic MiniMed, | hereby attestthat| believe
the Instructions for Use attached herein, to be a true and accurate copy.

July
Katherine Rojas

Regulatory Affairs Specialist

A notary public orotherofficercompleting this certificate verifies only the identity ofthe
individualwho signed the documentto which this certificate is attached, and notthe
truthfulness, accuracy, orvalidity ofthatdocument

State of California
County of
on J.tDv ,before me,.
(date) (insert name and title ofthe officer)
personally appeared. - ,who proved to me onthe

basis of satisfactory evidence to be the person(s”hose name.(s"is/ace”ubscribed to the within
instrument and acknowledged to methathdTshe/tbey executed the same in+®Qjer/thetr authorized
capacityde”, and that by bisl*her/thertr signature(st*on the Instrumentthe persool”or the entity upon
behalfofwhichthe person{s)acted, executed the instrument. Icertify under PENALTY OF PERIURY
under the laws of the State of California that the foregoing paragraph istrue and correct.

WITNESS my hand and official seal.

r KUSUM MANWANI
COMM.#2266618 S
Signature (Seal) ‘ notary PUBLIC-CALIFORNIA I
V% N W VENTURA COUNTY 1
g My Conrission Expires DECEMBER 9,2022 2

00000CO00000O0MOO00000COO0000000COO00000CN-00M30CCO
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‘introducere

lispozilivul Sil-serter (MMT-385) esie jlllizal peniru a ajuta la
Jroflucfirea selunlor de perftzie MedItonic Silhouene™

istructiuni de utilizare
DispoziDvurSil-serter esle indicat pentnj utilizare la un singur
pacient. Acesla nu este deslinal utilizarii la mai mulli pacienl

Contraindicatii

Nu exista conlraindicalii asociate cu ulilizarea dispozilivului
Seder. '
Beneficii clinice

Nu esie cazul. Dispozilivul Seder este un accesonu utilizat
pertiru a ajuta la introducersa selurilor de perluzie Medtromc
compalidile.

Siguranta utilizatorului

Averiismente

Nefixarea setulul de perluzie in dispozilivul Serler inainte
de iniroducere, cu acul indreptal inainle. poate caiiza
Introducerea incorecia, durere sau Isziunl minore.

Nu orientay niciodala un dispozitiv Seder incarcal caire
nido parte a organismului unde nu se doresle introducerea.
Prin apasarea acddentala a unui bulon, selul de peduzie
poale fi inlrodus inir-urt punct nedoril, cauzand leziunr
nesemnincaljve

Ciliji In Intregime ghidul de ulilizare a selului de peduzie,
peniru instrucjiuni. inainle de iniroducere.

Norespeclarea inslructiunilor poale cauza iniroducere
incorecia, durere sau ranire.

Dupe iniroducerea selului de perluzie. puneli capacul acului
direct intr-un recipienl peniru obiecle ascutile, peniru a
prevent ranirea accidenlala prin intep”~e cu acul.

Scoaleji Inloldeauna dispozilivul de proleclie s acului de pe
selul de perluzie inainle de iniroducere,

Oaoa are loc un incident grav asocial cu dispozilivul, raporlali
imedial incidentul unui cadru medical. Peniru cadrele
medicals: raporlali imedial incidenlul caire Medironic si catre
aulorilalea compelenta aplioabiia.
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Precautii
Niciuna.

Riscuri si efecte secundare
Reacliile adverse posibile inciud disconlorl, durere, irilarea
plelii. inrosire si inteclie la locul de iniroducere.

Substante periculoase
Niciuna.

Alergeni

Niclunul cunoscul.

intre®inerea

Curatarea

Stergeli dispozilivul Serler cu apa si o solute de curajare
dellcala, de exmiplu detergent sau sapun licbid. Slergeii
sapunul cu 0 laveia umezita cu apa curala. Indeparlali prin
scutiirare otice exces de spa. Puneji dispozilivul Serler in
pozille verlicala pe o laveia curala. peniru a ss usca prin
evaporate.

Depozitare
Depozilali dispozilivul Serler in pozilia de eliberare.

Scoaterea din uz
ElimInati dispozilivul Setter conform reglementarilor locale

Eesti

Sissejuhatus
Sil-serteril (MMT-385) kasutalakse etlevotle Medtronic
inlusioonlkomplektide Silbouelte™ sisestamise abivahendina.

Kasutusnaidustused
Sil-serter on moeldud kasulamiseks iihel palsiendil. See ei
ole ettG nablud milmel patsiondil kasulamiseks.

Vastunaldustused
Serterl kasutamisele ei ole vaslunaiduslusi.

Kliinilised eelised
Ei ole kobaldalav. Serler on larvik. mida kasulalakse
uhilduvale ellevolle Medlronlc inlusioonikomplektide
sisestamise abivahendina.

Kasutaja ohutus

Hoiatused

Kui infusioonikomplekti ei likseerita enne siseslamisl| serteris
nil, et n6el on suunalud else ellepoole, voib see pohjuslada

ebaoiget siseslamisl, valu voi kergeid vigastusi.

Arge kunagi suunake laelud sederil kehaosa suiinas, mis ei
ole soovitud sisesiuskohl Tahtmalu nupuvajutuse lagajarjel

voidakse inft i i si oovil kohla

kergeid kehavi i.

S 2020 Medtronic. Dispozilivul SiSserler este latKics| de
Mmiled. SiNeoueRe a Sil-sefter sunt mafci coirea” e ale MedOofuUc
MiniMcd, Ixc.

W) *»>HLW)'eo 3§,

-Ne ®;|rapg?|5%,

»AMa*1E;riAriAi"N5ba® 1+ 1§
62020 Medtronic. Sil-serterSilitBffiMeillrontc MiniUedIt™ "~
77, MinlMed. SdneueUeiDSd-serterSMedticnjc MiniMed, Inc.Otlar.

Enne siseslamisl lugege infusioonikomplekli kasulusjuhend
laielikultlabi

Juhisle eiramine voib pohjuslada ebadigel siseslamisl, valu
vdi vigaslusi.

Paras! inlusioonikomplekti siseslamisl pange ndelakesi
Oise teravale esemele mahulisse, el vallida juhuslikke
noelalotkeid

Enne siseslamisl eemaldage inlusloonlkomplektill alali
noelakailse

Seadmega seotud Idsise misidendi korral teatage inlsidendisl
viivilamala lervishoiutootajale. Kui olete lerviahoiutooiaja,
teatage inlsidendisl viivilamala eltevollele Mediroric ja
asjaomasele padevale asulusele.

Etlevaatusabinoud

Puuduvad.
Ay-iV
1j. N..y Mejjl4ii
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lisj
Medlronto” Sil'sertw ) kJj-t0 ©2020 Meditronic.
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EC REP

Rtskidja kdrvaltoimed
Vdimalike korvalloimele bulks kuuluvad teamugavuslunne,
valu, nahaatrilus, punelus ja inlektsioon sisesluskohal.

Ohtllkud ained
Puuduvad.

Allergeenid
Pole leada.

Hooldamine

Puhastamine

Pulikige serletil veeja omalckmelise pubastuslahusega,
naileks vedela puhaslusvahendi voi seebiga. Kasutage seetn
mahalopulamiseks puhia veega niisulatud lappi. Raputage
ulemaatane vesi maha. Aselage serler piisllasendis puhlale
rallkule. el see saaks dhu kaes kuivada.

Hoiustamine

Hoiusiage serteril vabaslatud asendis.

Korvaldamm e

Kdrvaidage serler kohalike eeskitjade jatgi.

62020 Mefllroo c.Sii-sclcri (oopaon Meduonic MtmUoO. MiniMed.
SilhOLietteJaSit-eerler on ettevotte MeOUome MiniMed, inc. iieubemargid.
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[diinnio ptielaisas .Sil-serler’ (MMT-385) yra prredas, kutis
raudojamas kaip ptiemone [vest! Medtronic Silhcuelte™"
inluzijos rinkinius.

Naiidojimo indikaeijos

JSil-setlet’ skirlas naudoll vienam pacienlui. Jo negallma
naudoti kellems pacienlams.

Kontraindikaeijos
Neta idutimo prielaiso naudojlmo koniraindikaeijg,

Klinikine nauda

Nelakoma. |dutimo prielaisas yra priedas, kuris naudojamas
kaip priemone jvesti euderinamue .Medtronic' infuzijos
rinkinius.

Naudotoji; sauga

jsphjimai

infuzifos tinkinio pries [vedimg nejlvirtinus jdOrimo ptielaise,
kai adala nukteipla llesiai j ptiek), galima nelinkamai [vesti,
sukelti skausm” ar nedidelj suzalcjim”.

Niekada nedekite uzlaisyto [diirimo prielaiso anl kutios

nors kOno vielos, kur nesituosiale jvesti infuzijos rinkinio.
Alsitiktinai paspaudus mygluk~infusjos rinkinys gall

bOti jveslas nepageidaujamoje vieloje ir sukelli n”~idelj
pazeidrmg.

Pries naudojimqperskaitykile visg infuzijos tinkinio vadov” ir
jame paleiklas naudojimo instrukdjas

Nesilaikanl instrukciji) galima suldysti ir sukelli skausm~arba
susizaloli.

[vedf Inluzijos rinkinj adalos korpus~jdeldle liesrai | asirig
alliekg talpyklf, kad isvengtumele netycinio susizaiojimo
adalos smaigaliu.

Pries jvedim”nuo infuzijos tinkinio visuomel nuimkite adalos
apsaug”.

Jeigu jvyksla pavojingas su prietaisu susijgs jvykis, apie
incident” nedeleianl pranelkite sveikalos priezlOros
specialislui. Sveikalos priezlOros specialistai apie

incident” luri nedelsiani pranesli .Medtronic" ir rdkiamai
kompelentingai inslilueijai
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Atsargumo priemonSs
Neta,

Pavojai ir salutinis poveikis
Galimas salutinis poveikis yra diskomfortas. skausmas, odes
dirginimas, paraudimas ir infekeija jvedtmo vieloje.

Pavojingosios medziagos
Neta.

Alergenai
Nezinoma.

Prieziura

Valymas
[diirimo prielaiso nusluostykile vandeniu it svelniu vdymo
tirpalu, pvz.. skyslu plovikliu ar muilu. Muilui nuplauli

i inksl* sluosig, i atiu vandeniu.
Vandens perlekliij nukralykite. |dGrimc prietais"padekile
llesiai ant svatios sluostes, kad isdziijli(.

Laikyrnas
[dutimo prielaiso laikykile atlaisvint”®.

Ismetimas

Idutimo prielaiso reikia ismesli pagal vielos laisykies
2020m, .Sl-serter paganiino . eflironic .
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levads
Paligietice Sil-serler (MMT-385) liek izmanlola ka

Plesardzibas pasakumi
Nav.

RisKl un blakusparadibas

paliglidzkJis Medtronic Silhouelte™" infOajas
ievietotenai.

Lietosanas indikaeijas

Paligietici Sil-serler ir patedzals izmanlot likai vienam
pacientam. To nav paredzets izmanlol vairSkiem paoisnliem.
Kontrindikaeijas

At paligietices lielosanau nav saislUas nekadas
konlrindikacijas.

KITniskie ieguvumi

Nav roradili. Paligietice ir piedetums, kas liek izmanlols kO
palrglidzeklis Medtronic infiizijas kompleklu ievielosanai.

Lietotaja drosTha

blakt adibas ir Is. sapes, adas
kairinajums, apsirtums un infekeija ievielosanas vieto.

Bfsiam as vielas
Nav.

Alergeni

Nav zinami.

Apkope

TTrTsana

Noslaukiel paligietici ar Odeni un vaju ITrisanas skidumu,
piemeram, skidru mazgasanas lidzekli vai sijidtajam ziepem.
Lai noskalolu ziepes, izmantojiet lira Odeni samiltinalu dranu.
Nobkraliel lieko Odeni. Novielojiel paligietici slOvus vai uz liras
dranas.lai ta nozOtu,

Bridinajum i

Ja infuzijas komplektu pirms ievielosanas neizdodas
nostiprinal palTgietice la. lai adata butu versla lies] uz
prieksu, infCzijas komplekls var tiki ievietols nepareizi, var
raslies sapes vai maznozim'gi ievainojumi

Nekad neversiel pidadetu paligietici prel kermega d”u,

kur ievieloaara nav paredzeta. Nejausi nospiezol pogu,
infuzijas komplekls var liki ievietols nepareiza vieta un izraisil

maznozimigu ievainejumu.

Glabasana

Qabaijiel paligietici izluksoli slavokli

Atbrivosanas no izstridajum a

Albrivojieties no pelTgierices saskana ar vielejiBrn

noieikumiem

he, precu zuTtes.

Firms ievielokanas iziasiet visus inlGzijas komplekta lielolaja

rokasgtamala snieglos noradijumus.

Neizpildol noradijumus, ievielosana var likl vaikla nepareizi,

izraisil sapes vai ievainojumus.

Lai izvairllos no nejausa ievainduma ar adatu, pec inlOzijas
komplekla ievielosanas izmeliet adatas korpusu asiem

prieksmeliem paredzela tvertne.

Firms InfOzijas komplekla ievielosanas vlenmer nogemlet no

la adalas alzeargu,

Ja saisliba ar ietrei notiek smags negadijums, nekavSjotes
inlormejiet par lo veselibas aprOpes speciilislu, Vesellbas
aprOpes specialistiem pat ko negadijumu Ir nekavejolres

jainforme uzgOmums un
ieslade.
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YAOCTOBEPAKOWAA HAAMNCD

Kak OTBETCTBEHHbIA 4neH «MeaTpOHUK MuHMMeg», HacToAWMM S NOATBEPXAAlD, 4TO
PyKOBOACTBO MOMb30BaTeNs, npuaaraemoe K HacTOAWEMY LOKYMEHTY, ABNSETCA 4OCTOBEPHOW 1
TOYHOM KoMnuen.

KatpuH Poxac <nognucaHo> 26 uona 2021 r.
CrapLymin cneunanuct oTgena Mognwuce
HOPMAaTKBHO-NPABOBOr0 PEryMpoBaHms

HoTapuyc unm coTpyaHuK, 3anofHSOLWNIA JaHHbIA cepTU(MKaT, y0CTOBEPSET TONbKO
NIMYHOCTb NOANMCAHTA JOKYMEHTA, K KOTOPOMY NpunaraeTcs cepTugukar, Ho He BEPHOCTb,
TOYHOCTb W [eACTBUTENLHOCTL CAMOTO OKYMEHTA.

LWTat KanuhopHus
OKpyr BeHTypa

OT 26 utonsa 202J . KO MHe, Kycym MaHBaHu (HoTapuyc)
(pata) (scTaBuTb VIO 1 [OMKHOCTD
LOMKHOCTHOTO finua)

NMYHO obpaTunacb KaTpuH Poxac, /IMYHOCTb KOTOPOW OblNa ycTaHOBAEHA Ha OCHOBaHUWU
y6eanTenbHOro foKasaTe/bcTBa Kak nua, Ybe MMA NoCTaBAeHOo Noj HaCTOALWMNM LOKYMEHTOM, U
NoATBEPAMIA MHe, YTO OHa NOAMKCaNna ero B CUNY MMEKLWMUXCA Y Hee MOTHOMOUYUIA U YTO TaKUM
obpa3oM Mo ee MOANMCYA Ha AOKYMEHTe (M3NYecKoe WNW HOPUAMYECKOe NNLO, OT UMEHM
KOTOPOro OHa BbICTynaeT, MNOAMWCaN0 npunaraeMmblii AOKyMeHT. { ypocTtosepsio MO/
CTPAXOM HAKASAHWA 3A JOKECBUWAETENBCTBO, cornacHo 3akoHam LwWTaTa
KanngopHus, 4To BbllleyKa3aHHbI ab3al, ABSeTCA TOYHbIM U BEPHBIM.

YAOCTOBEPAK cBoeli nognucbio 1 opuumanbHO Neyvatbio.

Mognuck: <nognucaHo> (Meyatb)

<Meyvatb; KYCYM MAHBAHU
NMNUEH3NA Ne2266618
HOTAPNYC — KATM®OPHUA
OKPYT BEHTYPA
CpoK feicTBMA MOUX MONHOMOYMIA NCTeKaeT 9 aekabps 2022 r>

MepeBOA C aHIIMNCKOTO f3blKa Ha PYCCKUIA A3bIK BbINOIHEH NEPEBOAUYNKOM VICKYCHbIX
OmuTtpuem AnekcaHapoBuyem "\
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Poccuiickas ®Pegepayms
Mopog MockBa
[dBafuaTb 4eTBEPTOro HOAGPSA ABe ThiCAYM ABajLATb MepBOro roja

A, Cwupgopos Kwupunn EBreHbesuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOAMIMHHOCTbL NOANMUCKU NepeBofumnka VICKYCHbIX OMUTpna AnekcaHgpoBuuya.
Mognwuck chenaHa B MOEM MPUCYTCTBUM.

JINYHOCTb NOoANMUCaBLIETrO AOKYMEHT YCTaHOB/EHA.
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Medtronic

18000 Devonshire Street
Northridge, CA91325 USA
wwy.medironic.com
Telg18-5765211

ATTESTATION STATEMENT

As a responsible member of Medtronic MiniMed, | hereby attest that | believe the Appendix
to the IFU attached herein, to be a true and accurate copy.

Katherine Rojas .
Regulatory Affairs Specialist Signature

A notaiypublic or other officer completing this certificate verifies only
whe §féﬂ‘e3 the ABEHMERL to which this certificate is attached, and not the truthfulness, accuracy.
validity of that document

State of California
County of VA vAw>sh|

before me,
On NoU = (date) - (insert name and title ofthe officer)

who
personally appeared

to w eT nX basis of satisfa*toM/ M to be the f
Lbscribed to the within instrument and acknowledged to me ttot htf/she/® exe”d the
Steffi Mer/thoir authorized capacity(ies), and that by » /th<”~.”ature(s>m n ffie
« fh.mfnt thTnersonfe)' or the entity upon behalf of which the person(e>"cted, executed the
SsH”ent.?certify 1" er PENALTY OF PERJURY under the laws ofthe State of Caltfomta

that the foregoing paragraph is true and correct.

WITNESS my hand and official seal.

KUSUMMANWAF..
COMM, #2266618 S
NOTARY PUBLIC-CALIFORNIA n
A VENTURA COUNTY i

Signatu re LW ( > (Seal) s'oaxwgosog—o%lc!oo'\%oooooooooggﬁ|ooooociccc§)gn{§>c£(])

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Medtronic
MiniMed

18000 Devonshire Street
LNg&thridge, CA9IS

www.medtronic.com

JlononHeHne K MHCTPYKUMK no akcnnyataunmn/Addendum to instruction for use

HanmeHoBaHue
MeANLNHCKOTO
n3gennsa / Name of
medical device

CsefieHus o
npovssoauTene
MeANLNHCKOro
nsgenus
(HanmeHoBaHwue, aapec
MECTOHax0XeHus,
noYTOBbIV agpec,
TenedoH, agpec mecta
npounssoacTea) /
Information about
manufacturer of
medical device (name,
location address,
mailing address,
phone number.
address of place of
production)

YCTDOVICTBO ANnsa BBEAEHUA B Pa3/INYHbIX BapnaHTax UCNOSTHEHUA Device for insertion in various versions

1. YcTpoiicTBo ana BeegeHns MiniMed Quick-Serter MMT-305QS;
2. YcTpolicteo gns BeegeHus Sil-Serter MMT-385.

1. MiniMed Quick-Serter MMT-305QS'
2. Sil-Serter MMT-385.

PaspaboTumk / Developer:

"MeaTpoHMK MuHuMeg", CLUA Medtronic

MiniMed

18000 Devonshire Street, Northridge, CA 91325 USA
www.minimed.com

Mpounssogutens / Manufacturer:

"MeaTpoHuk MuuuMeg", CLUA

Medtronic MiniMed

18000 Devonshire Street, Northridge, CA 91325 USA
www.minimed.com

YnonHomoueHHbI npefcTaBuTens nponssogutens / Authorized Representative of Manufacturer-

000 «MepfTpoHuk», 123112, r. MockBa, MNMpecHeHckas Hab., 4.10, 9 aT,, nom. LU, kom. 41/“Medtronic” LLC, 123112, Presnenskaya Naberezhnaya
10, floor 9, office Ill, room 41

Tel: (495) 580-73-77, Fax; (495) 580-73-78

www.medtronic.ru

FOpuamnyeckoe NML0, Ha MMA KOTOPOro MOXeT 6bITh BbLLAHO perncTpaunoHHoe ygoctosepeHue / Holder of Registration Certificate in Russia (name
address, tel, fax, e-mail, website)

000 «MepfTpoHuk», 123112, r. MockBa, MNMpecHeHckas Hab., 4.10, 9 aT., nom. 111, kom. 41/“Medtronic” LLC, 123112, Presnenskaya Naberezhnaya
10, floor 9, office 11, room 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78

www.medtronic.ru

Appeca mecT npoussogcTBa MeguumnHckoro nsgenusa/ Addresses of Manufacturing Sites for medical device*
SMC Costa Rica Division S.R.L. Building B48, Ave 0
Zona Franca Coyol, 100 Mts Al Sur De Riteve El Coyol Alajuela, Costa Rica

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Medtronic
MiniMed

18000 Devonshire Street
NL&@ﬁ@e, CAQI5

w\”, medtronic.com

3. HasHaueHue
MeJMLMHCKOro usgenus /
Prescription ofa medical
device

4. Ycnosus npumeHexHus /
Conditions for use

5. BO3MOXHOCTb MCMNOCOOGbI
WUHTErpupoBaHuna capyrumm
MeAULUHCKUMKU nsgennammu /
The possibility and ways of
integrating with other
medical products

6. MaTepuasnbl U3 KOTOPbIX
N3roTOB/IEHO MefULUHCKOe
n3fenne Nn ero OCHOBHbIE
yacTu (B TOM uwucne
maTepuanbl yacTei
MeANLNHCKOrO n3fenus,
KOTOPbIE UCMONb3YHTCA B
KOHTaKTe C 0praHm3mom
yenoseka) / The materials
from which it is made or its
medical device basic parts
(required materials are
parts ofa medical product
used in contact with the
human body)

MpeaHasHaueHo AN 06neryeHns BBeeHMS COBMECTUMbIX YCTPOMCTB.

W3penve npegHasHayeHo Ang MHOrOKpaTHOro UCNoib30BaHUA B
AOMaLIHUX YCNOBUAX OAHUM NalMEeHTOM.

YcTpoiicteo ana BeegeHus  MiniMed Quick-Serter MMT-
HanmeHoBaHUA Homep mogenu PY Ne
nsgenus
MHMY3MOHHbI MMT-390, 391,
Habop Quick-set 392, 393
Infusion Set
WNHOY3NOHHBI MMT-386, 387, ®C32011/10169
Habop Quick-set 394, 396, 397, 398,
Infusion 399

YcTpoiictBo gna BeBegeHus Sil-Serter MMT-385 npegHasHauyeHo Ans
MCNOMb30BaHMA CO CNEAYIOLWUMUN U3LENNAMN:

HaumeHoBaHus Homep mogenn PYNe
nsgenus
VIH(Y3NOHHBI MMT.371,373
Ha6op Silhouette
Inftision Set
VIH(Y3MOHHbI MMT-368, 377, 378,  ®C32011/10169

Hab6op Silhouette 381,382,383,384

Infusion Set
MaTepuanbl yctpoiictea gna seefeHns MiniMed Quick-Serter MMT-
305QS;
Yacte MW MXKT&PTT
MnyHxep MonukapboHat (Cepblit)

OcHoBHoOIA Kopnyc Monukap6oHaT (Cepblit)
BokoBble KHOMKK CBeTN0-3eNeHbIli ALeTanb
PykosiTka Monukap6oHaT (3eneHblin)

OTKpblBatoLLLas
KHOMKa

Monunkap6oHat (Cepbiit)

MaTepuanbl yctpoiictBa gns seegeHus Sil-Serter MM T-385

Yactb MU
Kopnyc, UunuHap
KHonka BKtoYeHus

ABC-nnacTuk
Monudtanammng,

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

It is intended to facilitate the introduction of compatible devices.

The device is intended for multiple use by one patient in home environment

The Medtronic MiniMed Quick-Serter MMT-305 (QS) is intended for use
with the following products:
Device Name Model Number

MMT-390, 391,392,

R C Ne
Quick-set Infusion

Set 393
Quick-set Infusion MMT-386,387,394, FSZ 2011/10169
Set(p-cap) 396,397.398, 399

The Medtronic MiniMed Sil-serter MMT-385 is intended for use with the

following products:
Device Name
Silhouette Infusion Set
Silhouette Infusion Set

Model Number RCNe
MMT-371,373
MMT-368, 377, 378,

381,382,383, 384

FSZ 2011/10169

M aterials MiniMed Quick-Serter MMT-3Q5QS

Part Material” ” ¢
Housing Polycarbonate
Trigger Button Acetal

Handle Polycarbonate

Set Release Button Polycarbonate

M aterials Sil-Serter MM T-385:

Part’ - Materia!
Housing ABS

Barrel ABS

Carrier Polyphthalamide

Release buttons
1Trigger button

Polycarbonate
Acetal homopolymer



Medtronic
MiniMed

18000 Devonshire Street
gmridge, CA913%5

viww. medtronic.com

7. OCHOBHble napameTpbl 1
XapaKTepucTuKm
MeULMHCKOro n3genuns
(HopMUpOBaHHbIe
TexHu4yeckue
XapaKTepuCcTUKM, CPoK
cnyx6bl) / The main
parameters and
characteristics of medical
device (rate- based
specifications, lifetime,
expiration date)

8. Ycnosus

conditions.

9. ¥Ycnosus
TPaHCNOPTUPOBAHUA U
xpaHeHusa / Conditions of
transportation and storage

CnyckoBasi KHoMKa
BOKOBble KHOMKMN

MonukapboHaTt
AueTanb romononumMep

XapaKTepucTukmn ycTpoiicTea ans BeegeHus MiniMed Quick-Serter MMT-

3HaueHune
HaumeHOBaHMe XapakTepuUCcTUKU
XapakTepucTukn

Macca usgenusa, r 300 %
OunameTp Kopnyca, Mm 49,78+0,25
Bbicota MW BO B3BefJeHHOM COCTOAHUMN, MM 58+10 %
Bbicota MW B HeB3BeZieHHOM COCTOSHUW, MM 41,5£10%
LLnpuHa pyKOATKU, MM 40,39+0,25
Konunyectso umknos pabotel MW B TeyeHue 548
CpOKa Cnyxosl
Cpok cnyx6bl MU 3 roga

XapakTepucTukm verpoflcTBa AN BBegeHus Sil-Serter MMT-385:

3HayeHue
HanmeHoBaHMe XxapakTepUCTUKM
XapakTepucTukm

Macca nsgenus, r 40,8+10 %
OnvHa nsgenusa., mm 168+10%
OwnameTp Kopnyca, Mm 30+10%
Bbicota M BO B3BeJleHHOM COCTOSAHUU, MM 160+£10%
Bbicota M/ B HEB3BEJEHHOM COCTOAHUMU, MM 131+10%
L pnHa pyKOATKK, MM 25+10%
KonunuectBo ynknos pa6otel MW B TeueHue 600

cpoKa cnyxo6bl
Cpok cnyx6bl MU 5 net

MN3aenuns ncnonbayeTtcs npu cnefytolmx ycnoBusax akcnayatauum:

Yiinowm™Kcb/1aa?awbl

Temnepatypa, °C Ot +5 go +40
BnaxHocTb. % 15—93, 6e3 KOHAeHcauumn
OasneHue. klMa 70- 106

MeguunHckme n3fennsa nocne U3roToBAeHUA XpaHUTCA Ha CKnaje, 3atem

AOCTaBNAKTCA 3aKa3unky.

TpaHCNOPTMPOBKA LOMKHA NMPON3BOAUTLCS KPbITHIM TPAHCMOPTOM BCEX
BUAOB B COOTBETCTBMM C MpaBMAaMu MNepeBo30K, AENCTBYIOWMMMK Ha

TpaHcnopTe JaHHOTOo BUAa.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Characterictics MiniMed Quick-Serter MMT-305QS:

Characteristics Meaning
Weight of medical device, g 30+10%
Diameter of housing, mm 49,78+0,25
Height of medical device when loaded, mm 58+10%
:?T:ght of medical device when non-loaded, 41,5410%
Width of handle, mm 40,39+0,25
Service cycles 548
Service life 3 years
Characteristics Sil-Serter MMT-385:
Characteristics Meaning
Weight of medical device, g 40,8+10%
Length of medical device, mm 168+10%
Diameter of housing, mm 30+10 %
Height of medical device when loaded, mm 160£10%
Height of medical device when non-loaded, mm 131+10%
Width of handle, mm 25+10%
Service cycles 600
Service life 5 years

Devices will be used in the following operating conditions:

Operating Osndftiwis

Temperature, °C +5 to +40
Humidity, % 15 —93, non-condensing
Pressure, kPa 70 - 106

Medical devices will be stored in a warehouse environment after the
product is manufactured, and before delivery to the customer.

The transportation must be done in the covered vehicles of all types in
accordance with the rules in force in used type of transport.



Medtronic
MiniMed

18000 Devonshire Street
Ll\gmridge, CA9IZS

www.medironic.com

10. FapaHTuiiHbIE
ob6ssatenbcta/ W arranty

11. MepeyeHb HaLMOHaNbHbIX
N MeXyHapoaHbIX
HOPMaTUBHbIX
[OKYMeHTOB/CTaH4apToB,
KOTOPbIM COOTBETCTBYET
meanunHckoe nagenue / The
list of national and
international regulatory
documents/standards, which
matches medical device

YCNoBuS AN XpaHeHWs 1 TPaHCMOPTUPOBKY

Temnepatypa, °C
BnaxHocTb, %
[OaBneHue, kla

Ot 20 go +30
Ot 15 o 93
H/M

B ganbHeliwem MW xpaHUTCS B AOMALLHWUX YCNOBUSAX.
Ycnosus Ang XpaHeHUs B JOMALIHUX YCNOBUAX

Temnepatypa, °C
BnaxHocTb, %
[aBneHue, KlMa

OT +5 go +40
Ot 15 o 93
70-106

KomMnaHun MeaTpoHUK B Poccuu.

CTaHgapT
AAMI T1R12

AAMI TIR30

ASTM D4169

EN ISO
15223-1

EN 1041

EN 62366

EN ISO
10993-1

EN ISO
10993-5
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HanmeHoBaHue
[MpoekTpoBaHue, UCNbITaHUA U MapKUpoBKa
MeLULMHCKNX nsgenuii MHOropasoBoro

MCMoNb30BaHNA ANA nepepaboTKu B MefULMHCKUX
yupex/ieHnsax: PyKOBOACTBO AN NpOuU3BOAUTeneit
MeANLMHCKNX U3fennii

CnpaBoYHUK MO mpoLeccam, marepuanam, MeTofam
MCNbITAHUA U KPUTEpUAX MpuemMnemocTn  Ans
OYMLLLAEMbIX MEAULMHCKUX M3Aennii MHOropasoBoro
MCMNOoNbL30BaHMA

CraHpapTHas MeTofMKa ans nCnbITaHNA
3 (EKTUBHOCTY TPAHCMOPTHBLIX Tap U CUCTEM
N3genna meanunHckue - CUMBONLI, MPUMEHAEMbIE
npy MapKUMpoOBaHUM Ha MefULUHCKUX W3[eNunsx,
3TUKeTKax W B COMPOBOAUTENbHOW [JOKYMEHTauuu -
YacTb 1: OCHOBHble TpeboBaHuS

NHdopmauus, noctaensiemas  M3roTOBUTENEM
NS MeAULMHCKNX NPMGOPOB
WN3penus MeANLUHCKNE. MpoeKTMpoBaHue

MEANLMHCKUX N3eNNIA C y4eTOM 9KCMyaTaloHHOM
NPUrOLHOCTM

N3pgenna mepuumHckme. OueHka 61M010rn4eckoro
LencTena meguumMHCKuX nsgenunin-Yacto 1: OueHka u
nccnefoBaHmns

M3penus mMeauumHckue.  OueHKa
610N0rNMYecKoro aencTemns MeAULNHCKNX
n3genui. Yactb 5. WccnepgosaHus Ha

LMTOTOKCMYHOCTb: MeTOAbI in Vvitro

Transport and Storage Conditions

Temperature, °C

Humidity, %
Pressure, kPa

Use Conditions
Temperature, "C

Humidity, %
Pressure, kPa

20 to 30
15to 93
N/A

510 40
15 to 93
70 to 106

For product warranty information, please contact a local Medtronic
support representative.

Standards ID
AAMI T1R12

AAMI TIR30

ASTM D4169

EN ISO 15223-1

EN 1041

EN 62366

EN 62366-1

EN ISO
10993-1

EN ISO
10993-5

EN ISO
10993-10

EN ISO
10993-12

EN ISO
10993-17

Title (equivalent standard/comments)
Designing, testing, and labeling reusable medical
devices for reprocessing in health care facilities: A
guide for medical device manufacturers
A compendium of processes, materials, test
methods, and acceptance criteria for cleaning
reusable medical devices
Standard Practice for Performance Testing of
Shipping Containers and Systems
Medical devices-Symbols to be used with medical
device labels, labelling and information to be
supplied-Part 1. General requirements
Information supplied by the manufacturer with
medical devices.
Medical Devices - Application of
usability engineering to medical devices.
Medical devices - Part 1. Application ofusability
engineering to medical devices
Biological evaluation o f medical devices. Part 1:
Evaluation and testing within a risk management
process CORRIGENDUM July 31, 2010
Biological eyaluation of medical devices. Part 5:
Tests for in vitro cytotoxicity
Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization
Biological evaluation of medical devices.
Part 12; Sample preparation and reference materials
Biological evaluation of medical devices Part 17:
Establishment of allowable limits for leachable



Medtronic

MiniMed
18000 Devonshire Street
Northridge, CA9135
UA
Www.medironlc.com
EN 1ISO  W3genus MepuunHCKme.  OueHka
10993-10 610N0OrNYECKOro AelcTBUA MeLULUHCKUX un3genuii
Yactb 10. Mpobbl Ha pasgpaxeHne n annepruyeckyto
peakuuio KOXu
EN ISO  Wsgenuna wmeguumHckue. OueHka 6M0N0rMyeckoro
10993-12 JencTBus  MeAMUMHCKMX  u3genuit.  Yactb 12,
MpurotoBneHne Npo6 1 KOHTPONbHbIE 06pasLbl
EN ISO  Wspenua meguumHckme.  OleHka
10993-17 61oNorMyeckoro aeiicTens MegNLUHCKNX
n3genuii. YacTtb 17. YcTaHoBneHue
NOpPOroBbIX 3HAYEHU ANA BbIMbIBAEMbIX BELLECTB
EN ISO WMzpenua  mepmumHckne.  OueHKa
10993-18 610N0rNYECKOro AeCTBUA  MeANLUHCKNX
n3genuii. YacTtb 18. VccnefoBaHue XMMUYECKUX
CBOWCTB MaTepnanos
EN ISO  W3penunsa mMeauunHcKkne. CuUCTeMbl ynpaBneHUs
13485 KayecTBOM. TPe6OBaHMSA K PerynnpoBaHuio
EN ISO  WN3penna megnumnHckne. NMpumeHeHne MeHeaXXKMeHTa
14971 pUCKa K MeANLNHCKUM M3LeNuam
MEDEV 2.7.1 OueHka KANHNYECKNX [laHHbIX: PYKOBOACTBO
flIAnpousBoAuTeNeli N YNONHOMOYEHHbIX OPraHoB
12. Cnyx6a paboTbl € Mo Bcem BOMpocam, BKAOYaA Xanobbl Ha NPOAYKLUIO, PEMOHT U
knueHTamu / Customer TexobcnyxmnBaHue, o6pawaTbcs K YNONHOMOYEHHOMY
Service MpepctaBuTtento B Poccuiickoi degepaymm:

OO0 «MeaTPOHUK»

123112, r. MockBa, MpecHeHckas Hab., 4.10, 9 aT., nom. 111, kom. 41

Ten.: +7-495-580-73-77, hakc: +7-495-580-73-78,
www.medtronic.ru
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substances
EN ISO Biological evaluation of medical devices Part 18:
10993-18 Chemical characterization of materials

ENISO 13485 Medical Devices - Quality Management systems -
Requirements for Regulatory Purposes
EN I1SO 14971 Medical devices - Application of Risk
Management to Medical Devices
MEDEV 2.7.1 Evaluation of Clinical Data: A
Guide for Manufacturers and Notified
Bodies

Contact for all questions, including complaints, repair and service of
medical devices the Authorized Representative in Russia:

Medtronic, LLC

123112, Presnenskaya Naberezlinaya., 10, floor 9, office 111, room 41
Tel.: +7-495-580-73-77, Fax: +7-495-580-73-78,
www.medtronic.ru



% Medtronic

18000 AesoHwunp Ctput

HopTpuax, wtat KanngopHua 91325 CLUA
www.medtronic.com

Ten.: 818-576-5211

YOOCTOBEPAKOLWAA HAAMNCH

Kak OTBETCTBEHHbIA 4neH «MeaTPOHMK MuHuMef», HacToAWMM S MNOATBEPXKAAl, 4TO
[ononHeHne K WHCTPYKUUM MO 3KChayaTauum, npunaraemoe K HacToslWwemMy [OKYMEHTY,
AB/IAETCA LOCTOBEPHON M TOYHOW KOMUENA.

KatpuH Poxac <nognucaHo> 18.11.2021 r.
CrapLumnii cneymanucT oTaena Moanuck
HOPMAaTWMBHO-NPABOBOr0 PeryinpoBaHua

HoTapuyc unum coTpyaHuUK, 3anofHSOLLINIA AaHHbIA cepTU(MKaT, yA0CTOBEPSET TO/bKO
NMYHOCTb NOANMCAHTA JOKYMEHTA, K KOTOPOMY NpuaaraeTcs cepTUduKart, Ho He BEPHOCTb,
TOYHOCTb W AeACTBUTENILHOCTL CAMOT0 AOKYMEHTA.

LTaT KanuopHus
OKpyr BeHTypa

OT 18 HosG6ps 2021 . KO'MHe, Kycym MaHBaHu (HOTapuyc)
(nara) (BcTaButb ®ULO 1 [OMKHOCTb
[0O/HKHOCTHOTO Nnua)

NNYHO obpaTmnacb KaTpuH Poxac, JIMYHOCTb KOTOPOM Oblfa yCTaHOB/IeHA Ha OCHOBAHUU
y6eanTeNIbHOTO A0Ka3aTeNbCTBa Kak inua, Ybe UMSA MOoCTaB/IeHO MO HAaCTOAWMM AOKYMEHTOM, U
noATBEPAMAA MHE, YTO OHa NoAnucana ero B CUy MMEKLWUXCSA Y HEee MONHOMOUYUIA U YTO TaKUM
obpa3om no ee nNOAMWCU Ha [LOKYMeHTe (MU3MYECKOe WM HPUANYEeCKOe NNLO0, OT UMEHU
KOTOPOro OHa BbICTyMaeT, MOANWCAN0 Mpunaraemblii  JoKyMeHT. #A ypoctosepsito O[]
CTPAXOM HAKA3AHNA 3A JOKECBUAETEJ/IbCTBO, cornacHo 3akoHam Lwwrara
KannhopHus, 4To BbllLeyKa3aHHbIV ab3al, SBASETCA TOYHbIM U BEPHbIM.

YAOCTOBEPAHK cBoeii nognucko 1 ouumanbHoOM neyaTbHo.

Moanuck; <nognucaHo> (Meyatb)

<MeyaTb; KYCYM MAHBAHW
NIMUEH3WNA Ne2266618
HOTAPNYC — KAJTM®OPHUNA
OKPYT BEHTYPA
CpoK geicTemst MOMX NOHOMOYMIA ucTekaeT 9 fekabps 2022 r.>

MepeBog, C aHIIMIACKOro A3bIKa Ha PYCCKWIA A3bIK BbIMOMHEH NepPeBOAYMKOM VCKYCHbIX AMUTprem
AnekcaHaposnyem
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Poccuitckas degepayns
Nopog MockBa
[OBajuaTtb YeTBEPTOro HoA6pPSA ABe ThicAYM gBaguLaTb”PpBOro roga

A, Cwupgopos Kwupunn EBreHboesmy, Hotapuyc ropoga MOCKBbI, CBUAETENbLCTBYHO
NOANMHHOCTL NMognucy nepesofunka VICKyCHbIX OMuUTpua AnekcaHgposuya.

Mognuck caenaHa B MOeEM NMPUCYTCTBUMN.

JTnyHocTb NojnucasLLero JOKYMEHT YCTaHOBNEHA.
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Mecttronlc

16000 Devonshire Street
Northrtdge.CA9132SU5A
wwwjnedtronlc.eom
Tel818>S76>S211

ATTESTATION STATEMENT

As a responsible member of Medtronic MiniMed, | hereby attest that | believe the following
Appendix to the IFU attached herein, to be a true and accurate copy.

Katherine Rojas
Regulatory Affairs Specialist

A notary public or other officer completing this certificate verifies only the identity o f the individual
who signed the document to which this certificate is attached, and not the truthfiilness, accuracy, or
validity of that document

State o f California
County of \/eyybl y<\

On before me, (bib'Tc
(date) (insert name and title of the officer)

personally appeared , who
proved to me on the basis of satis&ctory evidence to be the person(™~”~vhose name(fl® is/are*
subscribed to the within instrument and acknowledged to me that k”~she/thgy*executed the
same in Ip~bsi®lheir authorized capacity(i»8”~ and that by biiyher/tbeif signature(s7 on the
instrument the persoo(” or the entity upon behalfofwhich the personfsTacted, executed the
instrument I certify under PENALTY OF PERJURY under the laws o fthe State o f California
that the foregoing paragraph is true and correct.

WITNESS my hand and official seal.

KUSUM MANWANI
COMM. #2266618
. NOTARY PUBLIWJALIFORNIA  ,
Signature (Seal) VENTURA COUNTY i
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Medtronic
MiniMed

18000 Devonshire Street
Northridge, CA 91325
USA
www.medtromc.com

JononHeHne K MHCTPYKUMK no Ikcnnyataunmn/Addendum to instruction for use

1 HammeHoBaHue

MEeANLMHCKOro
n3genua / Name of
medical device

CsefieHns 0
npou3BoauTene
MeAULMHCKOro
n3genus
(HammeHoBaHUe, afpec
MECTOHaXOXAEHUS.
NoYTOBbIN agpec.
Tenedq)oH, agpec mecta
npon3BoacTBa) /
loformation about
manufacturer of

medical device (name.

location address,
mailing address.
phone number.
address of place of
production)

YCTPONCTBO ANS BBEAEHMSA B Pa3IMUHbIX BapuaHTax UCMONHEHNS Device for insertion in various versions

1. MiniMed Quick-Serter MMT-305QS;
2. Sil-Serter MMT-385.

1. Yctpolicteo ans BeegeHus MiniMed Quick-Serter MMT-305QS;
2. YcTtpoiicteo ans BeegeHus Sil-Serter MMT-385.

Paspa6oTtumk/ Developer:

"MegTpoHnk MuHnMeg", CLLIA Medtronic

MiniMed

18000 Devonshire Street, Northridge, CA 91325 USA
www.minimed.com

Mpoussogutens / Manufacturer:

"MeaTpoHuk MuHuMeg", CLUA

Medtronic MiniMed

18000 Devonshire Street, Northridge, CA 91325 USA
www.minimed.com

YNONHOMOYEHHbIN NpeacTaBuTens npomssoautens / Authorized Representative of Manufacturer

000 «MegTpoHnK», 123112, r. Mocksa, NpecHeHcKas Hab., 4.10,9 aT., nom. LU, kom. 41/“Medtronic” LLC, 123112, Presnenskaya Ntd>erezhnaya.,
10, floor 9, office LU, room 41

Tel; (495) 580-73-77, Fax; (495) 580-73-78

www.medtronicju

HOpugmnyeckoe ML, Ha UMA KOTOPOro MOXET ObITb BblAaHO perucTpaumoHHoe yaoctosepeHune / Holder of Registration Certificate in Russia (name,
address, tel, fax, ennail, website)

OO0 «MeaTpoHuK», 123112, r. MockBa, MNpecHeHcKas Hab., 4.10,93T., nowm. LU, koM. 41/ “Medtronic” LLC, 123112, Presnenskaya Naberezhnaya.,
10, floor 9, office LU, room 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78

www.medtronic.ru

Jriheca mecT npoussogcTBa MeauumuHekoro usgenus/ Addresses of Manufacturing Sites for medical device:
SMC Costa Rica Division SJLL. Building B48, Ave 0
Zona Franca Coyol, 100 Mts Al Sur De Riteve El Coyol Alajuela, Costa Rica

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3. HasHaueHue
MeSULMHCKOro usgenuns /
Prescription of a medical
device
4. Ycnosus npuMeHeHns /
Conditions for use
5. MHthopmauums o
NoTeHUNa/IbHbIX NOTPebuTensx
MeAMLMHCKOro usgenus /
Information on potential
consumers of medical device

MpeaHasHaueHo 415 06NeryeHns BBEAEHNS COBMECTUMBIX YCTpOIACTE.

3penune npegHasHayeHo A8 MHOrOKpPaTHOro UCNo/b30BaHUs B
AOMaLUHUX yCnoBmax OAHUM NMauneHToM.
M3genune He MMeeT BO3PaCTHbIX OFpaHMHEHMﬁ.

6. BO3MOXHOCTb 1CNOCO6bI YcTpoiictBo ans  BBegeHus  MiniMed Quick-Serter MMT-
WHTErpUpoBaHns CApYruMm
MeAVLMHCKUMU n3genuamn/  HarMeHoBaHWs u3aenus Homep mogenu PYNe
The possibility and ways of  |\ygysnoHHbIii HaGop Quick-  MMT-390391. 392, -
integrating with other set Infusion Set 393
medical products WHpy3noHHbIN Habop Quick-  MMT-386387, 394, @C3
set Infusion 396,397,398,399 2011/10169

YcTpoiictBo ans BBegeHus Sil-Serter MMT-38S npeaHasHayeHo Ans
MCNOMb30BaHWSA CO CNeayoLWUMI N3LeNUaMN:

HanmeHoBaHusa nsgenna Homep mopenn PYNe
VIHY3MOHHbI Habop MMT-371,373
Silhouette Infusion Set
VH(y3noHHbI Habop MMT-368,377,378, ®C3
Silhouette Infusion Set 381.382,383,384 2011/10169

7. MaTepuanbl U3 KoTopblx ~ MaTtepuanbl ycTpoiicTea Ans seegeHns MiniMed Quick-Serter MMT-
M3roTOB/IEHO MEANLIMHCKOE
n3fenve Uam ero OCHOBHbIe
yactu (B TOM uwucne
maTepuanbl YacTeld

MeANLNHCKOIo n3aenuns,

Yacte M, i

Monukap6oHart (Cepblit)
Monnkap6oHat (Cepblit)
CBeTn0-3eNeHbIn ALeTalb

MnyHxep
OCHOBHOI Kopnyc
BokoBble KHOMKM

KOTOpPbIE NCNOB3YIOTCA B PykosTka Monunkap6oHar (3eneHblif)
KOHTaKTE c/c_)rpgaHmsl\non_n | OTKpbIBatOLLLAA KHOMKA MonukapGoHart (Cepbiit)
uenoseka) / The materials Mpy’u1Ha TpUrrepa HepxasetoLas cTab

from which it is made or its
medical device basic parts
(required materials are
parts ofa medical product

Mpy>1Ha 60KOBOI KHOMKM
Mpy>Xu1Ha OTKPbIBAKOLLEl KHOMKU

HepyxaBetoLas ctasib
HepxxaBetoLLias CTanb

. - MaTt”anbl ycTpoiicTBa Ans BBegeHus Sil-Serter MMT-38S
used in contact with the - Yacts MU MatellM

human body)
Kopnvce, UunuHap ABC-nnactmk
@ 000 LIMPMY (&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU , 5\ ioueHus Monudtanammug

It is intended to facilitate the introduction ofcompatible devices.

The device is intended for multiple use by one patient in home environment

This product has no age restrictions.

The Medtronic MiniMed Quick-Serter MMT-305 (QS) is intended for use

Device Name Model Number RCNe
Quick-set Infusion MMT-390,391,392, -

Set 393

Quick-set Infusion MMT-386,387,394, FSZ2011/10169
Set(D-cao) 3%, 397,398, 399

The Medtronic MiniMed Sil-serter MMT-385 is intended fen use with the
following products:

Device Name Model Number RCNe
Silhouette Infusion Set MMT-371,373
Silhouette Infusion Set MMT-368,377,378, FSZ 2011/10169

381,382,383, 384
Materials MiniMed Quick-Serter MMT-3050S:

material
Housing PoK carbonate
Trigger Button Acetal
Handle Polycarbonate
Set Release Button Polycarbonate
Trigger Spring Stainless Steel

Stainless Steel
Stainless Steel

Button spring
Set Release Spring

Materiab Sil-Serter MMT-38S:

Housing ABS
Barrel ABS
Crarrier Polyphthalamide



Medtronic

MInIMed

18000 Devonshire Street
Northridge, CA 91325
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8. OcHOBHbIe napameTpbl 1
XapaKTepUCTUKM
MeANLMHCKOro 13genvs
(HOpMMPOBaHHbIE
TeXHU4ecKne
XapaKTepUCTUKM, CPOK
cnyxo6bl) / The main
parameters and
characteristics of medical
device (rate- based
specifications, lifetime,
expiration date)

& 000 LMPMH (&) INFO@CIRMIRU @& WWW.GOSZDRAVNADZOR RU *TP KOpryca, MM

CI'IyCKOBaFI KHOINMKa
BOKOBble KHOMKK

Monukap6oHaT

AugeTans romononnuvep

Mpy>nHa CNyCKOBOTO MexaHW3Ma  HepykaBetoLas CTasb
AMOPTN3NPYIOLLEE KOJbLIO TepmonnacToBbIii anacToMep
XapakTepncTuKu ycTpoiictea anis BeegeHns MiniMed Quick-Serter MMT-

3HayeHwne'
HaumeHoBaHWe XapaKrepHCTAKN
XapaKTepucTuku

Macca nsgenus, r 30+£10%
[unameTp kopnyca, MM 49,78+015
Bbicota MW BO B3BEAI€HHOM COCTOSAHWU, MM 58+10%
Bbicota M B HeB3BeLleHHOM COCTOAHUMW, MM 41,5xW%
LLInpnHa pyKoaTku, Mm 4079t0,25
KonmnuecTso Lumknos paboTel M B TeueHne 548
CpOKa CNyo6bl
Cpok cnyxo6el M 3roga

Quick-Serter (MMT-305QS)

B HacTosiee Bpems Quick-serter ynakoBaH B HECTEPW/bHbIA MakeT ¢
MapKMPOBKOW YCTPOWCTBA, HaneyaTaHHOW HEMoCPeACTBEHHO Ha NMLIEBONA
CTOpPOHe MakeTa, U BTOPON 3TUKETKOW, HaHeCEHHOM Ha 06paTHYI0 CTOPOHY
naketa. Camo YCTPOWCTBO He WMeeT MpAMO MapKMpOBKW, a BCA
COOTBETCTBYHOLLAas UH(hopMaLus NpeacTaBieHa B MapKMPOBKE YMakoBKMN 1
WHCTPYKLMM MO NPUMEHEHWIO, Mpuaaraemoi K usgenuo. MeauumyHcKoe
n3genune MHANBUAYabHO YNakoBaHO B KAPTOHHYH Kopo6iQ' ¢ MHCTPYKLMei
Mo NPUMEHEHMNIO.

KoMneKT nocTasKku:

- Quick-Sertcr, mogens MMT-305QS - 1wt

VIHCTpYKLMSA MO NPUMEHEHNIO
\/Oi B KonMuecTBe 56 LITYK MOMELLATCA B KAPTOHHYHO TPaHCMOPTHYH
Y'MaKoBKy C BO3A4YLLHO-MY3bIpYaTol MEHKO 1 3aMeyaTbiBatOTCA KIEKOM
MEHTOA.

XapaKTepuCTVKM yCTpoicTBa ans BBedellbl Sil-Ser® MMT-385:

3HayeHmne
| HanmeHoBaHWe xapakrepeeLlKu
Macca n3genus, r 40,8+10%
OnunHa ngenns., Mm 168+10%
30+£10%

Release buttons Polycarbonate

Trigger button Acetal homopolymer
Trigger spring Stainless Steel
[3aTpeTrii® niermoplastic elastomer

Characterictics MiniMed Quick-Serter MMT-305QS:
Cbradjgriitka

Weight of medical device, g 30+10%
Diameter of housing, mm 49,78+05
Height of medical device when loaded, mm 58+10%
?](rsrl]ght of medical device when non-loaded, 41,5+10%
Width of handle, mm 40,39+045
Service cycles 548
Service life 3 years

Quick-Sertcr (MMT-305QS)

The Quick-serter is cunvntly packaged in a non-sterile pouch with device
labeling printed directly on the front side ofthe pouch and a 2nd label
applied to the back side of the pouch. The device itselfdoes not have direct
marking and all relevant infonnation is provided in the package labeling
and die instructions for use supplied with the product. Medical device is
individually packaged in a carton box widi instructions for use.

Contents of deliveiy:
- Quick-Serter, model MMT-305QS (1 unit)
- Instructions for use

Product in the amount of 56 pieces are placed in a cardboard transport box
with “bubble” and sealed with packaging tape.

Characteristics Sil-Serter MMT-385:

Characteristics BfMhC
W ei”t of medical device, g 40,8+10%
Length of medical device, mm 168+10%
Diameter ofhousing, mm 30+£10%
Height of medical device when loaded, mm 160+10%
Height of medical device when non-loaded, mm 131+10%
Width of handle, mm 2510 %
Service cycles 600

Service life 5 years
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9. Ycnosus
akcnnyaTayum / Operating
conditions.
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Bbicota M/ BO B3B€JEHHOM COCTOSAHUMW, MM 160+£10%
Biicota MW B HeB3BeAleHHOM COCTOSIHUN, MM 131+10 %
LLInpnHa pyKoAaTKn, MM 25410 %
KonnyecTso uukos pabotel MU B TeueHne 600
CpOKa CNyobl

Cpok cnyx6sl MU 5 net

Sil-Serter (MMT-385)

Sil-serter (MMT-385) npon3BoAMTCS, YNakOBbIBAETCA W MapKupyetcs
KoMnaHuen SMC Ltd B cooTBeTCTBUM CO cneyndukauuamm Medtronic. 3To
HeCcTepuIbHOe, aBTOHOMHOE YCTPOWCTBO, YMaKOBaHHOE B KapTOHHYHO
KOpOOKY 3apaHee OMpeAeneHHbIX pa3MepoB BMECTE CO CHO0XEHHbIMU
konuamu 1FU. Ha 60KOBO/ CTOpPOHE KOPOOKM MPUKpenneHa 3TUMKeTKa
naeHTUULMpYoLWas npoaykT. TpoAyKT MOoCTaBisfeTcd nauueHTam i
NepBMYHON YNaKoBKe M He UMeeT JONONHUTENIbHON BTOPUYHOW YNaKOBKU.

KoMMAeKT NocTaBKu:
- Cun-ceptep, mogens MMT-385 - 1wt
- IHCTpYKUMS N0 NPUMEHEHWIO

VIH B KonnyecTse 168 LUTYK NOMELLAKTCA B KYNOHHYH TPaHCMOPTHYHO
YMaKOBKY C BO3AYLLHO-MY3bIpYaToi NIEHKO 1 3anevaTbiBalOTCA KIEKOM
MEHTOA.
M3genvs ncnonb3yeTtcs npy CNefytowmx yCnoBmuax aKcniyaraumm:
Quick-Serter.
Ycnosus akct

Temnepartypa, *43 Ot +5 o +40
BnaxHocTs, % 15-93, 6e3 KoHAeHcauum
[JasneHue, kMNa 70-106

Sil-Serter:
YCcnoBus TpaHCNOPTUPOBKM, UCMOb30BaHNUSA U XpaHEHUS
Temnepatypa. ®C OT1-20 fo +50
BnaxkHocTb. % Ao 90
[asneHue. kMa H/M

[na akcnnyatauuy cepTepoB He TpebyeTcs CTepwuibHOE MOMeLLEHMe.
OfHako MoAroToBUTENbHbIE MEPONPUATUA, TakMe Kak O4MCTKa MecTa
BBEEHWs, HeobxoAumbl. bonee noio6HYO MHDOpMaUMiO CM. B

Sil-Serter (MMT-385)

The Sil-serter (MMT-385) is manufactured, packaged, and labeled by SMC
Ltd per Medtronic specifications. It is a non-sterile, standalone device
packaged in a carboard box of pre-defined dimensions along with folded
copies of IFU. A product identifying label is affixed to the side of the box.
The product is distributed to the patients in the primary packaging and does
not have any additional secondary packaging.

Contents of delivery:
- Sil-serter, model MMT-385 (1 unit)
- Instructions for Use

Product in the amount of 168 pieces are placed in a cardboard transport box
? with “bubble™ and sealed with packaging tape.

Devices will be used in the following opouting conditions:
Quick-Serten

[Conditions
Temperature, *C +5t0+40
Humidity, % 15 —93, non-condensing
Pressure, kPa 70-106

Sil-Serter:
Transport, Use and Storafie Conditions

Temperature, *C -20to +50
Humidity. % Upto 90
Pressure, kPa N/A

A sterile use space is not required to operate the serters. However,
preparation steps such as cleaning the insertion site are required. Refer to
the instructions for use for more infonnation.
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10. Tpe6oBaHuA
6e3omacHocTK (Bronovas
METOZb! U CPefCTBa 3aLLUThI)
/ Security requirements
(including methods and
remedies)

11. Ycnosus
TPaHCMOPTUPOBAHNS 1
XpaHeHwus / Conditions of
transportation and storage
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Mepes MCNOMb30BaHMEM BHMMATENbHO MNpOYMTaNTe BCe WHCTPYICMK.
UTobbl NOMyuMTb CBefeHUs 06 WCMOMb30BaHUM MOMIMbl, BEPOATHbIX
OLIMBKax 1 BO3MOXHBIX PUCKaX N UX MPUYMHAX, MPOYMTaiTe PyKOBOACTBO
nonb3oBatens K Baweii nomne nepef NoAcoeAvMHEHWEM WUH(Y3MOHHOIO
Habopa. [llepes MCMOMb30BaHMEM O3HAKOMbTECb C PYKOBOACTBOM MO
3KCMnyaTauuy Ballero MHGY3MOHHOro Habopa. Ecnn Bbl Monb3yeTech
YCTPOICTBOM  BreEpBble, BbIMOMHATE MEPBYHD €ro YCTaHOBKY MOA
KOHTPONIEM BalLIero fleyalliero spava.

YCTpoiicTBO A/19 BBEEeHNS pa3paboTaHo TakuM 06pasoMm, UTo6bl CBECTU K
MWHUMYMY PUCK CllyYaliHbIX YKOMIOB W HenpegHaMepeHHbIX LelCTBuiA,
TaKUX KakK «BbICTpe/nMBaHme» WH(Y3MOHHOIO Habopa. TeM He MeHee
nonb30BaTenn MpeLynpeXxaeHsl, YTO HenpaBuIbHOE UCMONb30BaHe MU
MOXET MPMBECTU K ~NU MpW BBEAEHUM WAKM TpaBME MOJSIb30BATENS.
WN3penve vmeeT ABe KHOMKW ANS BBEAEHWUS WMHKY3MOHHOro Habopa ans
npefoTBpaLLeHUs Ciy4aliHOro nycka. O6e KHOMKW AO/MKHbI ObITh HAXKAThI
[N151 BBICBOBGOXEHUSA MeXaHU3Ma 13 No3uuum B3goga. MU Tak ke nveet
OTKPbIBAIOLLYO KHOMKY A5 yAaneHus WH(Y3MOHHOro Habopa u3
YCTPOICTBA N5 BBEAEHUS.

Bcerga nposepsiTe ynakoBKY WHGY3MOHHOrO Habopa Ha npeameT
NoBpeXaeHWin. He ncnonbayinTe MH(Y3MOHHLIA Habop, eCcaiM 0bHapyXMTe
NOBPEXAEHUS.

Hukoraa He HanpaBnsiiTe 3apsHKEHHOe YCTPOMCTBO Ha Y4YacTOK Tena, He
nnaHWpyemblli B KauyeCcTBe MecTa BBefeHWs. ITO NO3BOMUT M3bexaTb
W yaiiHOro yKona 1rnoi.

Mepen BBeAeHVEM MHAY3MOHHOTO Habopa B KOS OCTOPOXHO yfanuTe
npefoxXpaHnTenb Urnbl. MIrna gomkKHa 6bITb MPSMON U 0”alleHa HapyXxy.
He ncnonb3yiite MH(Y3MOHHBIA Habop, ecnn Urna corayTa.

MepByto yCTaHOBKY CnefyeT MPOBOAMTL MOA KOHTPOJIEM flevalliero Bpaya
MeaMUMHCKMe U3aenns Nocne 3roTOBNEHUS XPaHUTCA Ha CKNaje, 3aTem
[OCTaBNATCS 3aKa3uuKy.

TpaHCNOpTMPOBKA [O/MKHA MPOM3BOAUTLCS KPbITbIM TPAHCMOPTOM BCEX
BWAOB B COOTBETCTBMM C MpaBWiaMy MepeBo30K, AEeWCTBYHOLWMMU Ha
TpaHCMopTe JaHHOro BUAa.

YcnoBua xpaHeHUa (LOMaLLHee UCNOb30BaHMe)
TemnepaTypa, ®C KomHaTtHas Temnepatypa (OT
f20 ®Cf0 30 ®Q)

Ot 1580 93

H/M

BnaxHocTb, %
[JasneHne, klMa

Ycnosusa 4N XpaHeHWs U TPaHCNOPTUPOBKM (CKnag)
107-25 go +70

Read all instructions carefully before using. For information about pump
therapy, potential errors, and possible risks and their causes, consult your
pump user guide before connecting the infusion set. Refer to your infusion
set user guide before using the. Ifyou are using for the first time, you
should perform your first set-up in the presence ofyour healthcare
professional.

Insertion device has been designed to minimize the risk of accidental
needle sticks and inadvertent actions such as “launching” the infusion sets;
however, users are warned that improper use ofthe device may lead to
insertion pain or user injury.

The device has a double button ejection to prevent accidental discharge;
both buttons must be pressed to release the spring/carrier from the locked
position. The device also has a release button for positive disengagement oi
the infusion set from the insertion device.

Always inspect the packaging of die infusion set for damage. Do not use
the infusion set if there isdam”e.

Never point the loaded toward any body part where insertion is not desired.
This is to avoid an accidental needle stick.

Carefully remove die needle guard before inserting the infusion set into
your skin. The needle should be straight and point outward. Do not use the
infusion set if the needle is bent.

You should perform your first set-up of in the presence ofyour healthcare
professional.

Medical devices will be stored in a warehouse environment after the
product is manufactured, and before delivery to the customer.
The transportation must be done in the covered vehicles of all types in
accordance with the rules in force in used type oftransport
Ouick-Serter

Storage Conditions (home use)

Temperature, *C Room Temperature (+20 ®Cto

30 ®C)
Humidity, % 15t0 93
Pressure, kPa N/A

Transport and Storage Conditions (warehouse)
Temperature, & -25to +70
Humidity. % 15t0 93
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12. Tpeb0oBaHMs K 0XpaHe

OKpYXKalolLeid  cpedbl  npu
NPVYMEHEHN  MeAMLMHCKOTO
U3genus. YTunusaums

MeAULMHCKOro n3genus /
Requirements for the

Ot 15093
H/M

BnaxHocTb, %
[JasneHne, klMa

Ycnosus 4ng UCNonb3oBaHWs (AoMalliHee UCNO/b30BaHMe)

Temnepatypa, *0 Ot5po +40
BnaxHocTb, % Ot 15093
[asneHue. kla 70-106

Sil-Serter:
YCnoBua TPaHCMOPTMPOBKM. MCMONb30BaHNS U XPaHeHNS

TemnepaTypa, ®C OT1-20 po +50
BnaxHocTb. % o 90
JasneHne, klMa H/M

Ceprep He BCTynaeT B MPsMO KOHTAKT C KPOBbIO WM XKWUAKOCTSAMM
opraHmsma.

Mpy coBtOAEHNM NPaBWA SKCTyaTaLMu, TPAaHCMOPTUPOBKIA 1 XpaHeH!s
u3fenme He HAHOCWT Bpeda OKpYXKatoLLelt cpege.

Mo WCTeYeHMtO cpoKa CNyxGbl W3genve cnegyeT YTUAM3MPOBaTb B
COOTBETCTBUM C NTOKA/IbHLIMW TPEGOBAHUAMM.

Pressure, kPa N/A |

Transport and Storaee Conditions

Temperature, “C 51040
Humiditv, % 15t0 93
Pressure, kPa 70to 106
Sil-Serter
Transport. Use and Storage Conditions
Temperature, ®C -20 to +50
Humidity, % Up to 90
Pressure, kPa N/A

The setter does not come into direct contact with blood or body fluids.
After the expiration of service life device should be dispose the in
accordance with the requirements of the national legislation on
environment and health and/or hospital requirements.

At the end ofits service life, the product should be considered a Class A
medical waste according to SanPiN 2.1.3684-21 and disposed of

protection ofthe environment Mo wucTeueHMto cpoka Cnyx6bl M3genne cregyeT cumTatb MeauumHckum accordingly. Do not dispose of this product with unsorted domestic waste.
in the application of medical atxogom knacca /1 no CaHluH 2.1.3684-21 u yTWIU3MPOBaTb

devices. Procedure for COOTBETCTBYOLMM 06pa3om. He yTunnsnpyinte gaHHbIA NPOAYKT BMeCTe C

utilization/liquidation of MD
13. MeTogb! u cpeacTea
Ae3nHheKuum n
npeACcTepUN3aLMOHHON
ouncTku / Mediods and
apparatus for disinfection and
sterilization cleaning

HECOPTMPOBAHHbLIM GLETOBbIM MYCOPOM.

B ycnoBusXx [OMAlLUHEro MPUMEHEHUs  OYULLiEHNE
MPOV3BOAUTLCS C MOMOLLbIO GbITOBBIX CPEACTB.
Cam cepTep He MpPOHMKaeT B KOS™ U TOMbKO 06GMeryaeT BBefeHue
MH(Y3MOHHOTO Ha”*pa. Bo Bpemsi BBefeHUs MHEY3MOHHOTO Habopa
MoNb30BaTe/b MOMyYaeT MHCTPYKUMIO He KacaTbCsl W He cruatb urny
MH(Y3MOHHOTO Habopa, W BBEAEHHa WMrna He COMPUKacaeTcsl ¢
MOBEPXHOCTLIO  cepTepa. [103TOMY CepTepbl MOFYT MOCTaBNSTLCA
HECTEPUbHBIMY

MW moxeTt

Cnocobbl 0UMLLEHNS:
Quick-Serter (MMT-305QS):
UT06bl 04MCTUTL CEpTep:

1 MpomoiiTe cepTep Nog NPOTOYHOM BOAOMPOBOLHOA BOAOIA.

2. Morpy3Te cepTep B pacTBOP MArKOro Mblfia U TEM/0MA BOAbI.

3. Wcnonb3yiiTe Weno' ¢ MArkow WeTUHOM, YTobbl 0UMCTUTL CepTep
[0 BUAMMON rpsisu.

4, MpomoliTe cepTep NOA MPOTOYHON BOAOMPOBOAHON BOAOW A0

noimarg ynaneHUs BUAMMOro Mblia. O643aTeNlbHO NOMIHOCTLIO I'IpOMOVITe

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

oL 1y AHOAOCTYMHbIE MecTa.

In the home healthcare environment, the device may be exposed to
ordinary household cleaning agents. The serter itself does not penetrate the
skin and only facilitates the insertion o fdie infusion set. During insertion
ofthe infusion set, the user is instructed not to touch or bend the infusion
set needle and the inserted needle does not contact the sur&ce ofthe serter.
Therefore, the setters can be provided non-sterile.

Cleaning
Quick-Serter (MMT-305QS):

To clean the serter:

1. Rinse die serter under running tap water.

2. Submerge the serter in a solution ofmild soap and warm water.

3. Use a soft-bristled brush to clean the serter until it is free ofvisible dirt.

4. Rinse the setter under miming tap water until all visible soap is gone.
Make sure to fully rinse all hard-to-reach areas.

5. Shake offany excess water. Place die serter upright on a clean clodi to
air dry.

Sil-Serter(MMT-38S):
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5. CTpsXHUTE JMLIHIOW Body. MonoxuTe cepTep BepTMKabHO Ha
UWCTYIO TKaHb, YTOBbI OH BbICOX Ha BO3AYXe.

Sil-Serter (MMT-385);

MpoTpute cepTep BOLON M MSArKUM YUCTALLMM PacTBOPOM, HarpuMmep,
YXMAKMM MOKOLLMM CPEeLACTBOM MK MbIIOM. VICNOAb3YiTe BNaXKHYH TKaHb,
CMOYEHHYH UMCTOW BOAOM, YTOObI CMbITh MbI0. CTPAXHWTE JIMLLHIOW
Bogy. MonoxwTe cepTep BEPTUKATbHO Ha YNACTYH TKaHb, YTOObI OH BbICOX

Ha Bo3gyXe.
14. F'apaHTUiiHbIE
ob6sizatensbcTBa/ Warranty

[apaHTUIiHbI CPOK XpaHeHUs W3[eNns HeorpaHuueH. MapaHTus 1 rog c
MOMEHTa nepefjaun U3Aenusi KOHe4yHoMy rosb3oBaTento. CBeaeHus o

rapaHTUM Ha NPOAYKT MOXHO MOAYYUTb B NPEACTaBUTENLCTBE KOMMAHWUN

IS. MNepeyeHb HaumoHabHLIX CTaHjapT

N MeXLYHapOHbIX AAMITIR12
HOPMaTMBHbIX
[OOKYMEHTEB/CTaHAapToB,
KOTOpbIM COOTBETCTBYET
MeguumHckoe usgenue / The
list of national and AAMITIR30
international regulatory
documents/standards, which
matches medical device ASTMDA4169
ENISO
15223-1
EN 1041
EN 62366
EN I1SO
10993-1
EN 1ISO
10993-5
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HaumeHoBaHue

lpoekTpoBaHue, NCNbITaHUS " MapKUpOBKa
MeANLMHCKNX WM34eNniA MHOropa3oBOro MCMO/b30BaHNs
Ana  nepepaboTKM B MEAWMUMHCKMX  YUPEeXAEHMWSIX:
3YKOBO/CTBO /151 MPOV3BOANTENEN MEANLMHCKNX U3AENNIA

CI'IpaBO‘-IHVIK no npoueccam, Marepuasiam, MeETOAAM
UcNbITaHUiA K KpUTepuax npuemniemMocT ansa ovnilaembiX
MEANLUNHCKNX VI3,IJ'e}'IVIl71 MHOropasoBoro 1Ucnosb3oBaHUA

CraHfapTHasa MeToAMKa ANs UCMbITaHUA 3HEKTUBHOCTU
TPaHCMOPTHbIX Tap W CUCTEM

113p0emma meguumMHCKUe - CUMBOSIbI, MPUMEHSEMbIE MpU
NapKMpoBaHUM Ha MeAULIMHCKUX U3AeNNAX, STUKETKaX U B
conpoBoauTenbHoi AoityMeHrannH - YacTb 1. OCHOBHble
rpe”*BsaHus

(NHdopmars, nocrasnsemas
MeANLMHCKNX Nprbopos
(Visgenus MeguUMHCKMe. TpoeKTUpoBaHWe MeAULMHCKUX
M3AENNIA C YHETOM 3KCnyaTalyOHHOR NPUroAHOCTH

n3rotoeutenem  Ana

(Vispenust meguumHcKme.,  OueHKa  BMONOTMYECKOro
[ecTBMA MeaMUMHCKMX un3genmii-Yactb 1. OueHka W
nccneoBaHUs

(V3oenma meauumHekme.  OueHKa — 6MOMOrMyecKoro
[JleiicTBImA MeAULMHCKNX u3aennin.  Yactb 5

(VMccnenoBaHus Ha LMTOTOKCUYHOCTb: METOApb! in vitro

Wipe the serter with water and mild cleaning solution, such as liquid

detergent or soap. Use a damp cloth moistened with clean water to rinse ofl

the soap. Shake offany excess water. Place the serter upright on a clean

cloth to air dry.

For product warranty information, please contact a local Medtronic

support representative. The warranty shelf life of the product is unlimited.

The warranty lyear from the date of delivery of the product to the end

user.
Standards ID
AAMITIR12

AAMITIR30

ASTMD4169

ENISO 15223-1

EN 1041

EN 62366

EN 62366-1

EN
10993-1

ISO

EN
10993-5
EN
10993-10
EN
10993-12
EN
10993-17

ISO

I1ISO

ISO

ISO

Title (eauivalentstandard/comments)
Designing, testing, and labeling reusable medical
devices for reprocessing in health care Milities: A
guide for medical device manufacturers
A compendium of processes, materials, test
methods, and acceptance criteria for cleaning
reusable medical devices
Standard Practice for Performance Testing of
Shipping Containers and Systems
Medical devices-Symbols to be used with medical
device labels, labelling and information to be
supplied-Part 1. General requirements
Information supplied by the manufacturer with
medical devices.
Medical Devices - Application of
usability engineering to medical devices.
Medical devices - Part 1. Application of usability
engineering to medical devices
Biological evaluation of medical devices. Part 1:
Evaluation and testing within a risk management
process CORIUGENDUM July 31,2010
Biological evaluation of medical devices. Part 5:
Tests for in vitro cytotoxicity
Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization
Biological evaluation of medical devices.
Part 12: Sample preparation and refa*ence materials
Biological evaluation of medical devices Part 17:
Establishment ofallow”le limits for teachable
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EN ISO
10993-10
EN ISO
10993-12
EN ISO
10993-17
EN ISO
10993-18
EN ISO
13485
EN ISO
14971
MEDEV 2.7.1

16. Cnyx6a paboThl ¢
KnneHTamn / Customer
Service

Texob6cnyXnBaHue,
MpepacTaBuTento B Poccuiickoin degtiuunm:

WN3penua  meguuuHckme.  OueHKa  GMOMOMMYECKOro
3eicTBMS MeagMUMHCKMX n3gennin Yactb 10. Mpobbl Ha
pa3apaXKeHue 1 annepruyueckyro peakLmio KoXu

W3genma  meguumHcekue.  OueHKa  6MONIOrMYecKoro
aelicTBMS  MEAUUMHCKMX  U3OeNniA. YacTb 12,
MpurotoBneHye NPo6 1 KOHTPO/bHbIE 06pa3Lbl

W3penus meguumHckmne,  OueHka — 6M0N0rMYeckoro
aelicTBMs  MeAULMHCKNX U3AeNNIA. YacTb 17.
YCTaHOBNEHME MOPOroBbIX 3HAYeHWUIA AN BbIMbIBAEMbIX
BELLIECTB

W3genua meamumHckme.  OueHka  6MONOrMYecKoro
aelicTBMS  MeAMLIMHCKUX U3ennid. YacTb 18

ViccnefoBaHme XMMUYECKMX CBOICTB MaTepuanonB

W3genus  MeauumHckue.  CucTeMbl
KauecTBOM. TpeGoBaHMs K PErympoBaHuto
W3penvs meauumHckue. MNpuMeHeHre MeHepKMeHTa pucka
K MEAMLMHCKAM W30ennsam

OleHKa K/IMHUYECKUX  [aHHbIX: PyKOBOACTBO [AHS
npou3BoAmMTeNel N yNoNHOMOYEHHbIX OpPraHoB

ynpaB/eHus

Mo Bcem Bonpocam, Blcnioyas Xano6bl Ha NPOAYKLUMIO, PEMOHT W
Y NOMHOMOYEHHOMY

obpawarbca K

000 «MefTPOHUK»

123112, r. Mocksa, lNMpecHeHckas Hab., .k, 9 aT., nom. 111, kom. 41
Ten.: +7-495-580-73-77, (hakc: +7-495-580-73-78,
www.medtronic.ru
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substances

EN ISO  Biological evaluation of medical devices Part 18:

10993-18 Chemical characterization ofmaterials

ENISO 13485  Medical Devices - Quality Management systems -
Requirements for Regulatory Puiposes

EN ISO 14971  Medical devices —Application of Risk
Management to Medical Devices

MEDEV 2.7.1  Evaluation of Clinical Data: A

Guide ft)rManufecturers and Notified

Bodies

Contact for all questions, including complaints, repair and service of
medical devices the Authorized Representative in Russia:

Medtronic, LLC

123112, Presnenskaya Naberezhnaya., 10, floor 9, oifice N1, room 41
Tel.: +7-495-580-73-77, Fax: +7-495-580-73-78,
www.medtronic.ru
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18000 [eBoHLwmp CTtput

Hoptpuax, wrat KanuhopHus 9132S CLLUA
www.medtronic.com

Ten.: 818-576-5211

YOOCTOBEPAKO LW EE SAABNEHUE

Kak OTBeTCTBEHHbIA u4neH «MeaATPOHUK MuHuMepa» (Medtronic MiniMed), HacToAWwUM 1A

noaTBepXAal, UTo creaytouiee LOMNoMHEHMEe K MHCTPYKUMWU MO 3KCAayaTauuu, npunaraemoe K
HacTOSILLLEMY AOKYMEHTY, ABNSIETCA AOCTOBEPHOM M TOUHOWN KOMUENA.

KaTpuH Poxac (Katherine Rojas) <noanucaHo> 3.11.2022 r.
Cneunanuct oTAeNia HOPMaTUBHO-NPaBOBOro perynuposaHna  Mognuck

HoTapuyc unvM COTPYAHMK, 3arofHSAIOWMIA JaHHbIA CcepTU(MKAT, YAOCTOBepsieT TOMbKO JIMYHOCTb
nognucaHTa [OKYMEHTa, K KOTOPOMY MpuiaraeTcs CcepTUMKAT, HO He BEPHOCTb, TOYHOCTb MU
OeNCTBUTENIBHOCTL CAMOr0 JOKYMEHTA.

L tat KanudgopHus
OKpyr BeHTypa
N mapta 2022 T., ko mHe. Kycymy MaHBaHu. HoTapuycy.

(nata) (BcTaBUTb @O [OXKHOCTHOrO NnLa)
nnyHo obpaTtmnack KatpuH Poxac (Katherine Roias™ JINYHOCTb
KOTOpOW 6blna [O/MKHbIM 00pas3oM YCTaHOB/EHA, Ybe MMSA MPOCTaBMEHO MO0 HAacTOALWMUM
LOKYMEHTOM, M NOATBEPAUBLLASA MHE, YTO OHa NoAnucana faHHbli LJOKYMEHT B CUNY UMEKOLLUXCS Y
Hee MOJTHOMOYMIA, N YTO TaKMM 06pa3oM Ha OCHOBaHWUM MPOCTAB/IEHHON €10 MOANMUCU Ha JOKYMEHTE
(hM3nMUeCKOoe NN KPUANYECKOE TNLL0, OT UMEHU KOTOPOro OHa BbICTyNaeT, MOANUCANO0 NpUiaraeMblii
LOKYyMeHT. A ypocTtoBepsAo MO CTPAXOM HAKA3BAHKMA 3A JIXKECBUAETENBLCTBO,
cornacHo 3akoHam wwTtata KanugopHus, 4To BbilleyKa3aHHbIN ab3al, ABASeTCA TOUHbIM U BEPHbIM.

YOOCTOBEPAK cBoeii nognncbio U ouLumanbHON neyaTbio.

<lWWTamn: <mevaTb: <Hepa3bopuMBO»
Kycym MaHBaHu
NnueHsna Ne 2266618
Mognuck <noanwuncaHo> (I'quaTb) rocyjgapcTBeHHbI HoTapuyc okpyra
BEHTYPA KANN®OPHUA
CpOK AelicTBMA MOMX MOMHOMOYMIA UCTeKaeT 9 Aekabps
2022 >

[NepeBoj C aHrNMNCKOro A3blKa Ha PYCCKUIA A3bIK BbIMO/HEH MePeBOAUNKOM VICKYCHbIX AMUTpreM
AnekcaHApoBUYEM
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Poccuinckasa depgepayns
[[opog MockBa
BocemHaguatoro mapra fBe ThicAYN ABajLaTb BTOPOro roja

A, Mbirbil Onbra HMKoNaeBHa, BPEMEHHO UCMONMHSAO WU 0683aHHOCTU HOTapuyca ropoga
MockBbl AnexuHa EBreHus BnagumupoBuuya , CBUAETENbCTBYH MNOAJIMHHOCTL NoOAMNMCU
nepeBoguymka MCKyCHbIX OMUTPUS AneKcaHipoBuua.

Mognuch caenaHa B MOEM MPUCYTCTBUN.

JInYHOCTbL MOANUCABLIEro AOKYMEHT YCTaHOB/EHA.

3apermcTpupoBaHo B peecTpe: Ne 57/171-H/77-2022-4-3547.

Ynna«™"H<X'3NBepuweHune HoTapuanbHoro geiicteusa: 400 py6. 00 kon.

oM
gKP O.H.MbIrbiw

Bcero npowHyposaHo,
MPOHYMEO04aH0 v ckpenieHo
nevarblo O nnctr-a.-o.)

«M [«072>8)0 < « « *Do Mo+
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