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JononaenHe k HHCTPYKIME NO IKCNIYaTANMH (Bepeus 2) / Appendix to Instruction for Use (version 2) :
Kanions ang nepdysnn ycrbs KXoponapnoii aprepun DLP/ Coronary Ostial Perfusion Cannulas DLP

1. Hanmeuora
HHe
MEAMLMHCK
oro
wanenns/
Name
medical
device

of

Kasilonn ans nepdysun ycTbs xopomapHok aprepuw DLP ¢
NPHAALIGKHOCTSME,  BapuaHThl  ucnonHenus: (Manee -
MeaAKBLMHCKOE H3aenue, MH)

1. Kaniona ans nepdysuu ycrbz xopomapmoii aprepun DLP ¢
HAKOHEUHHKOM THNA «KOP3HHKa», HapyXHbIH auamerp: 3,3 MM (10
Fr), mozens 30010, 4,0 mm (12 Fr), mogens 30012, 4,7 mm (14 Fr),
mozens 30014, B cocrase:

— Katrona
— Hucrpykuma no npumenerunio

2. Kavwona ana nepdyzun ycTba kopoHapHoii aprepum DLP ¢
chepHueCKHM HAKOHEUMHHKOM, HApYXHK auamerp: 4,0 MM (12 Fr),
mozens 30011, B cocTase:

- Kanions

- HucTpykims no npumenernio

3. Kauiona ana nepdysun yerba kopoHapHoii aprepun DLP ¢ Markum
BLIMYKNLIM HAKOHEYHUKOM Monenb 30055, B cocrase:

— Kawions

~ Hucrpykumns no npuMeHeHuHI0

4, Kanions ans nepdysuu ycrsa xoporapHoii aprepuu DLP ¢ Markum
BOTHYThIM HaKOHEYHHKOM Moaeik 30050, B cocTase:

- Kanwons

— HMirctpykusa no npumesermio

Coronary Ostial Perfusion Cannulas DLP with
accessories, versions: (Hereinafter — medical device, MD)
1. Coronary Ostial Perfusion Cannula DLP with a basket

tip, the outer diameter: 3.3 mm (10 Fr), model 30010, 4.0
mm (12 Fr), model 30012, 4.7 mm (14 Fr), model 30014,
including:
- Cannula
-~ Instruction for use

2. Coronary Ostial Perfusion Cannula DLP with a spherical
tip, the outer diameter: 4.0 mm (12 Fr), model 30011,
including:

- Cannula

-~ Instruction for use
3. Coronary Ostial Perfusion Cannula DLP with a soft
convex tip, model 30055, including:

- Cannula

- Instruction for use

4. Coronary Ostial Perfusion Cannula DLP with a soft
concave tip, model 30050, including:

— Cannula

— Instruction for use
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5. Kantona ana nepdy3us ycTbA KopoHapHoit aprepud DLP ¢ 45-
TPanyCHbIM YTJIOBLIM HAKOHEYHMKOM THRA (KOP3HHKA», HApYKHbIR
auamerp: 3,3 mm (10 Fr), monens 30110, 4,0 mm (12 Fr), mogenp
30112, 4,7 mm (14 Fr), mozens 30114, B cocrase:

~ Karrons

— HHCTpYKUMS NO NPUMEHEHHUIO

6. Kamiona ana nepdryanM ycTba XopoHapHoi aprepun DLP ¢ 90-
rPaflyCHLIM YIJIOBHM HAKOHEYHHKOM THIMA «KOP3HHKAY», HAPYXKHBIH
muamerp: 4,0 MM (12 Fr), moaens 30212, B cocTase:

— Kanwona

— HMucrpyxuua no npuMeHeHHIO

7. Kaniona aia nepdy3uu ycTea kopoHapHoit aprepun DLP ¢ 90-
TPAXyCHBIM YFTIOBBIM MAFKHM HaKOHEYHHUKOM, Axamerp: 3,3 MM (10
Fr), momens 30155, B cocTase:

-~ Kaniona

— WHCTpYKUMA 1O NTPHMEHEHKIO

8. Kaniona ans nepdysum ycrea kopoHaphoit aprepun DLP ¢ 45-
rpagyCHBIM YIJIOBbIM MATKHM HAKOHEUHWKOM, Auametp: 3,3 MM (10
Fr), mopens 30255, B coctase:

— Kanrona

- HHcTpyxuma no npuMeHeHuio

9. Kaniona ana nepdysuu ycrsa kopoHapHoi aprepun DLP ¢ Markum
I'PyHICBHAHEIM CKOLIEHHBIM HAXOHEYHIUKOM, HapyKHBIH AHamMerp: 5,0
MM (15 Fr), mogens 30315, 5,7 mm (17 Fr), moziens 30317, 6,7 MM (20
Fr), mogenb 30320, B cocTase:

— Kamonsa

— HucTpykipa no npHMeHeHRIO

*HauMeHOBaHHA MEAHLMHCKHX H3zenHii MOTYT GbITh YIIOMAHYTH B
TEKCTE B CokpawieHHo#t ¢opme ana yaoberba  BOCAPHUATHA
HHOOPMALIHK.

5. Coronary Ostial Perfusion Cannula DLP with a 45° angle
basket tip, the outer diameter: 3.3 mm (10 Fr), model 30110,
4.0 mm (12 Fr), model 30112, 4.7 mm (14 Fr), model 30114,
including:

-~ Cannula

- Instruction for use

6. Coronary Ostial Perfusion Cannula DLP with a 90° angle
basket tip, the outer diameter: 4.0 mm (12 Fr), model 30212,
including:

-~ Cannula

— Instruction for use

7. Coronary Ostial Perfusion Cannula DLP with a 90° angle
soft tip, diameter: 3.3 mm (10 Fr), model 30155, including:
— Cannula
— Instruction for use

8. Coronary Ostial Perfusion Cannula DLP with a 45° angle
soft tip, diameter: 3.3 mm (10 Fr), model 30255, including:
— Cannula
— Instruction for use

9. Coronary Ostial Perfusion Cannula DLP with a soft bulb
beveled tip, the cuter diameter: 5.0 mm (15 Fr), model
30315, 5.7 mm (17 Fr), model 30317, 6.7 mm (20 Fr), model
30320, including:

-~ Cannula

— Instruction for use

* The names of medical devices can be mentioned in the text
in abbreviated form for the convenience of perceiving
information.

2.

Csene
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npoussoanten | [poussoantens/Manufacturer:

¢ (name, location address, mailing address, phone number)

meauuuHckoro | «Mearponuk Hiux.», CLLUA

W3OeNHA Medtronic Inc., USA 710 Medtronic Parkway, Minneapolis, MN 55432, USA
(naumenosanu | Tel.: +1 763 514 4000; Fax: +1 763 514 4879

e, aapec | www.medtronic.com

MEeCTOHaXOKae
HHUS, Ynoaxnomouennni npencrasutens npoussoautens / Authorized Representative of Manufacturer:
nouToBbIH 000 «Mearponuxn», 123317, Poccus, r. Mocksa, [Tpecrerckan nab., a. 10/

anpec, “Medtronic” LLC, 123317, Russia, Moscow, Presnenskaya Naberezhnaya, 10

Tenedon, Tel: (495) 580-73-77, Fax: (495) 580-73-78

anpec  Mecra | oxana.sapunova@medtronic.com

NPOW3BOACTBA)
/ Information
about
manufacturer
of medical
device (name,
location
address,
mailing
address,
phone
number,
address of
place of
production)

3. Hasna | Iins nonsaun KapauOIsIerHuecKMX PacTBOpoB HemocpeAcTBeHHo B | These cannulae are intended for use in conjunction

veHue KOpPOHapHble aprepuy BO Bpems onepauuu B  ycnoeuax | with cardiopulmonary bypass surgery up to six hours
MEAHLIHHCKOTO | HCKYCCTBEHHOrO KpoBooOpalllesHs B TeyeHHe nepuoaa BpeMeHn He | or less for delivery of cardioplegia solutions directly to the
ninenuna/ Gonee iecTv uacos. coronary arteries.

Prescription
of medical
device
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4. DYHK

LMOHa/IbHbIE mofenb/Homep  UepTéX n/unm oTo, TEXHUYECKME XapaKTEPUCTUKM.

ﬁﬁpaKTep"'CT”M Model Drawing and / or photos, specifications.

TexHUYECKMe OCHOBHble TEXHNYECKME XapaKTepUCTUKN MeULUHCKOTO n3fenus (4onyCTUMbIe OTKIOHEHUS TEXHUYECKUX
XapaKTepucTy XapakTepuCcTUK cocTaBnaloT = 5 %), ecnn He yKasaHo uHoe)/ The main technical characteristics of the medical device
KU (permissible deviations of technical characteristics are £ 5%, unless otherwise specified)

MeANLMHCKOro

n3penuns/

Functional

characteristic

S and

technical

characteristic

s of medical

device
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300 to. 30012. 30014

30011
30055
©
30050
1
30212
30110,30112
30114.30412
- 30155

30255

303t5, 30317, 300

1 Basket tip/HakoHeuYHVK Tvina "KOp3nHKa"
2. Spherical tip/Cthepryeckunii HaKOHEUHMK

3. Soft convex tip/MsArkuin BbINnyk/blii HAKOHEYUHUK
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4. Soft concave tip/Msrkuii BOrHyTblIli HAKOHEUHWK

5. 45° angle basket tip/45-rpafyCHblii yrnoBOi HAKOHEYHVK TUMNa "Kop3nHKa"

6. 90° characteristics angle basket tip/90-rpagyCHbli1 yrnoBoii HaKOHEYHMK TUNa ""KOp3uHKa"
7. 90° angle soft tip/90-rpafycHblil YrnoBoi MArKMn HAKOHEUYHUK

8. 45° angle soft tip/45-rpagyCHblil yrNoBOW MATKUIA HaKOHEYHK

9. Soft bulb beveled tip/Msrkuii rpyLueBuaHbIA CKOLLEHHbI HAKOHEYHUK

10. Silicone body/ CnnKoHoBbI Kopryc

11. Malleable stainless steel tube/lMnacTnyHas TpybKa 13 HepXKaBetoLLEN CTann

12. Locking female luer fitting/OxBaTbIBatoLlas 4acTb BUHTOBOIO JIKO3POBCKOr0 COeMHEHNS

13. Plastic handle/ MNMnacTnkoBas pykosTka
TexHuyeckne xapaktepuctuku/ Technical charackteristics:

[Onsa mogeneii / Models: 30010, 30012, 30014, 30110, 30112, 30114, 30212

50 0 0] 150 200 250 300
FLOW RATE (ml/mtn. of water)
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Flow rate (ml/min of water) /CkopocTb noToka (M1/MVUH BOfbI)

Pressure loss (mmHg)/MageHue gaBneHus (MM pT. CT.)

[na mogeneii/ Models: 30050,30055, 30155,30255,30315, 30317, 30320

Flow rate (ml/min of water) /CkopocTb noToka (MA/MUH BOAb!)

Pressure loss (mmHg)/MageHve gasneHns (Mm pr. CT.)

[na mopeneid 30010, 30012, 30014, 30011, 30055,30050:
macca n3genus (guanasoHn), r/ Device weight, (diapason) g: (2,06-2,94)

Ons mogenein 30110, 30114, 30112, 30212, 30155, 30255:

macca msfgenus (gmanasoH), r/ Device weight, (diapason) g: (7,60-8,26)
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[na mopenein 30315,30317,30320:

macca nsgenus (gmanason), r/ Device weight, (diapason) g: (2,04-2,18)

TexXHUYecKkne XxapakTepucTuKu:

1.Hapy>XHbli1 gnamMeTp HaKOHEYHMKa Tuna
"KOp3nHKa™: 3,3 MM

2.Hapy>xHblii AuameTp HaKOHeYHMKa Tvna
"Kop3nHKa': 10 Fr

3.06u1aa agnmHa KaHonu: 15,3 cm
4.lnameTp TPYOKM M3 HEPXKaBEIOLLEN CTan: 2 MM
(Hapy>XHbliA gnameTp)
5.0nameTp TPYOKM M3 HepXKaBetoLLen cTanm: 1,9 mm
(BHYTpEHHbIN AnameTp)
6.[n1Ha xaba: 2,9 cm
7. MakcrmanbHasa wupnHa xaba: 9 mm

8.2(htheKTUBHASA ANNHA KAHIONN: 6 MM

Technical parameters:

1 Basket tip outer diameter: 3.3 mm

2. Basket tip outer diameter: 10 Fr

3. Cannula total length: 15.3 cm

4. Stainless steel tube diameter: 2 mm
(outer diameter)

5. Stainless steel tube diameter: 1.9 mm

(inner diameter)
6. Hub length: 2.9 cm
7. Hub maximum width: 9 mm

8. Cannula effective length: 6 mm
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9. MpurcoeauHUTENbHLIN pa3mep OXBaTblBatOLLEl
YaCTW BUHTOBOIO /I03POBCKOI0 COEAVHEHUAM:

[vameTp BHYTpeHHWIA ( OXBaTbIBaOLLEN YaCcTy
BUHTOBOIO /1K03POBCKOr0 coenHeHns): 4,315(+0/ -
0,005) mm

AuameTp HapyXXHbiii ( 0XBaTbIBaOLLEW YacTL
BMHTOBOIO /I03POBCKOr0 COEAVHEHNS): 5,7 MM

TexHUYecKne xapakTepucTuku:

1.Hapy>XHbIin AgnameTp HaKOHeYHMKa T1na
"KOp3nHKa": 4 MM

2.Hapy>Hblli juaMeTp HaKOHEeYHUKa T1na
"Kop3uHka': 12 Fr

3.06wan agnuHa Kadwonu: 15,3 cv

9. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting):4,315(+0 /
-0,005) mm

Outer diameter (.locking female luer fitting): 5.7 mm

Technical parameters;

I.Basket tip outer diameter: 4 mm
2.Basket tip outer diameter: 12 Fr

3. Cannula total length: 15.3 cm

4. Stainless steel tube diameter: 2 mm

(outer diameter)
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4. [OunameTtp TPpy6K/ M3 HepXKaBetoLlei cTanu: 2 Mv
(Hapy>XHbIin grameTp)
5. [mameTp TpPyOKuM 13 HepxKaBeroLLein cTanm: 1,9 mm
(BHYTPEHHWIA AnameTp)
6. [nuHa xaba: 2,9 cm
7. MakcvmanbHas wrpriHa xaba: 9 mm
8.9(h(heKTBHAA ANNHA KaHIONN 6 MM

9. MpucoeanHNTENbHBIA pasmep OXBaTbIBAKOLLEN
4aCTN BUHTOBOIO TO3POBCKOr0 COEANHEHMS:

[vameTp BHyTpeHHWIA (0XBaTbIBAKOLLEN YacTu
BUHTOBOIO /IHO3POBCKOro coeanHeHmns): 4,315(+0/ -
0,005) mm

[nameTp Hapy>kHbli1 (0XBaTbIBAOLLIEHA YacTu
BVMHTOBOIO /I03POBCKOI0 COEAUHEHMS): 5,7MM

TexHUYeckne XxapakTePUCTUKN:

5. Stainless steel tube diameter: 1.9 mm
(inner diameter)

6. Hub length: 2.9 cm

7. Hub maximum width: 9 mm

8. Cannula effective length of 6 mm

9. Connection dimension.of the locking female luer
fitting;

Inner diameter (locking female luer fitting);4,315(+0 /
-0,005) mm

Outer diameter ( locking female luer fitting): 5.7 mm

Technical parameters:

10



1.Hapyxuuifi aMamMeTp HakoHeuHHKa THNA 1.Basket tip outer diameter: 4.7 mm
"kop3nHKa": 4,7 MM
2.Basket tip outer diameter: 14 Fr
2.HapyxHbtli IMaMeTp HAKOHEUHHKA TUNA

“xop3ntka": 14 Fr 3. Cannula total length; 15.3 cm
3.06wan anuna kaHonu: 15,3 cm 4. Stainless steel tube diameter; 2 mm
4.nameTp Tpy6Kn U3 Heprkaselowneli cTanu: 2 MM (outer diameter)
(Hapy>XHbi# AMaMeTD) 5. Stainless steel tube diameter: 1.9 mm

5.JluameTp TpyGxu 13 Hepapelowedi cranu: 1,9 Mm (inner diameter)

(BHyTpeHHHit AMaMeTp) 6. Hub length: 2.9 cm
6./1nuka xaba: 2,9 cM 7. Hub maximum width: 9 mm
7.Makcumanshas wupuna xaba: 9 Mm 8. Cannula effective length of 6 mm
8.0 pexTHBHAR NNWHA KAHIONH 6 MM 9. Qonnection dimension of the locking female luer
9. INprcoeantuTensHLIA pazMep oOXeaTuiBaloLIei fting:
4acTH BUHTOBOIO NIO3POBCKOIO COCAKHEHHA: }l:l'g:;;lsi;ann:ent‘ler (locking female luer fitting): 4,315(+0

JnaMerp BHYTpeHHMI (OXBaTLIBAIOWIEH HacTH
BHHTOBOTO JI03POBCKOrO coeauHenna): 4,315(+0 /- | Outer diameter (locking female luer fitting): 5.7 mm
0,005) mm

HuameTp HapyxHbli (OXBaTHBaIOWEH YacTH
BHHTOBOTO JII0IPOBCKOIO COSAMHEHUA): 5,7MM

11
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TexHnYeckne xapakTepuCcTUKN:

1.HapyHbIii anameTp cPepryecKoro HaKOHEYHMKa:

on r B XA 6 1

B 19 ro

Technical parameters:

1. Spherical tip outer diameter: 4 mm

4 MM

2. Spherical tip outer diameter: 12 Fr
2. Hapy>XHblIli fuameTp chepuyeckoro HaKOHeYHUKa:
12 Fr 3. Cannula total length: 15.7 cm

3.06uwasa anvHa KaHou: 15,7 cm
4.[lnameTp TPYOKN U3 HepXKaBeroLLel CTann: 2 Mv
(Hapy>XHbliA fruameTp)

6.nameTp TpyOKM 13 HepxKaBetoLLein cTann: 1,9 Mm
(BHYTpeHHWIA AnameTp)

6.[nnHa xaba: 2,9 cm

T.MakcumasibHas LWnpuHa xaba: 9 mm

8.2ththeKTNBHASA ANMHA KAHIONN: BMM

9. MpucoeanHNUTENbHDLIN pa3mep 0XBaTblBatoLLel
YacTN BUHTOBOIO JIO3POBCKOr0 COEAVNHEHNS:

4. Stainless steel tube diameter: 2 mm
(outer diameter)
5. Stainless steel tube diameter: 1.9 mm
(inner diameter)
6. Hub length: 2.9 cm
7. Hub maximum width: 9 mm
8. Cannula effective length: 6 mm

9. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315(+0
/ -0,005) mm

12
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HAnameTp BHyTpeHHHi (OXBATHIBAKOLEH YACTH
BHHTOBOIO JKO3POBCKOTO CoeAnteHu): 4,315(+0 /
0,005) mm

Huamerp HapyxHbi#l (OxBaTRIBAIOWIEH HaCTH
BHHTOBOTO JOPOBCKOTO COSAMHEHUA): 5,7 MM

Texnuueckre XapaXTEPHCTHKN:

1.JliaMeTp MATKOTrO BHITYKNOI0 HAKOHEYHKKA: 11 MM

2.lnaMeTp MArKoro BhIMyKI0ro HakOHeyHuKa: 33 Fr

3.00mas auua kamony: 15,3 cM

4./Inametp py6ku w3 Hepxkapeiouieit cramm: 2 MM

(HapyxHEIi AnameTp)

S.luameTp TpyOki 13 Hepxkareowsel cranu: 1,9 Mm
(BHyTpenHHl fuaMETD)

6.[lnuna xaba: 2.9 cm

7.MakcumaneHas wupHHa xaba: 9 MM

8.9¢dexrusnas 1nuHa KaHONU: 12 MM

Technical parameters:

1. Soft convex tip diameter: 11 mm

2. Soft convex tip diameter: 33 Fr

3. Cannula total length: 15.3 cm

4, Stainless steel tube diameter: 2 mm
(outer diameter)

5. Stainless steel tube diameter: 1.9 mm

(inner diameter)
6. Hub length: 2.9 cm
7. Hub maximum width: 9 mm

8. Cannula effective length: 12 mm
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9. MNpurcoeanHNTENbHBIN pasMep OXBaTbiBatoLLEen 9. Connection dimension of the locking female luer

4acTW BUHTOBOIO /TO3POBCKOr0 COeANHEHMS: fitting:

flnameTp BHYTPeHHWI (0XBaTbIBAtOLLEN YacTy Inner diameter (locking female luer fitting ):4,315(+0
BMHTOBOIO /IO3POBCKOr0 coeAnHeHns): 4,315(+0 / / -0,005) mm

0,005) Mm

. . Outer diameter ( locking female luer fitting): 5.7 mm
[nameTp Hapy>kHbli1 (OXBATbIBAOLLIEHA YacTL
BVMHTOBOT O /T03POBCKOI0 COEAMHEHUS): 5,7MM

TexHnuyeckue XapaKTeEPUCTUKN: Technical parameters:
1 [AyameTp MArkoro BOrHyToro HakoHeuHuka: 11 MMSoft concave tip diameter: 11 mm

2.[luaMeTp MArkoro BOrHyTOro HakoHeuHuka: 33 Fr 2. Soft concave tip diameter: 33 Fr

3.06Las AnnHa KaHtonm: 153 cm 3. Cannula total length: 15.3 cm

4. AlnameTp TpyOKM 13 HepXKaBEOLLIEN CTaN: 2 MM 4, Stainless steel tube diameter: 2 mm
(Hapy>XHblin gnameTp) (outer diameter)

5. AvameTp Tpy6KM 13 HepxkasetoLLel cTan: 1,9 MBL Stainless steel tube diameter: 1.9 mm

14
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(BHYTpeHHWIA AnameTp)
6.[dnuHa xaba: 2,9 cm
T.MakcrmanbHas LnprHa xaba; 9 mm
3.9ththeKTnBHAA ANUHA KaHoNK: 10 MM

9. MprcoeaMHUTENbHBIA pasmMep 0XBaTbIBaKOLLE
YacTV BUHTOBOTO /I03POBCKOI0 COEANHEHNS:

[nameTp BHYTpeHHWiN (0XBaTbIBAOLLEN YacTy
BWHTOBOIO /IF03POBCKOr0 coeaunHeHuns): 4,315(+0/ -
0,005) mm

[aMeTp Hapy>HbIi1 (OXBaTblBatOLLE YacTu
BMHTOBOFO /II03POBCKOI0 COEAVHEHMS): 5,7MM

TeXHUYECKNe XapaKTepUCTUKN:

AHapy»Hbli1 gnameTp 90-rpagyCcHoro yrioBoro
HaKOHEeYHMKa TMna "Kop3nHKa'™: 3,3 Mm

2.Hapy>Hwin auameTp 90-rpagycHOro yrnoBoro
HakoHeYHWKa T1na "kop3uHka'; 10 Fr

(inner diameter)
6. Hub length: 2.9 cm
7. Hub maximum width: 9 mm
8. Cannula effective length: 10 mm

9. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315(+0
/ -0,005) mm

Outer diameter ( locking female luer fitting): 5.7 mm

1. 90° angle basket tip outer diameter: 3.3 mm
2. 90° angle basket tip outer diameter: 10 Fr
3. Coronary bend 90° diameter: 6.2 mm

(outer diameter)

15
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3. [OvameTtp N3rnba-KopoHapHoro 90°: 6,2 MM
(Hapy>kHblIli grameTp)

4. AnameTp N3runba-KopoHapHoro 90°; 3,3 MM
(BHYTpeHHWIA ArnameTp)

6.06Was anuHa KaHonu: 19,7 cm

6. [OuameTp TpyOKM U3 HepKaBetoLLei cTam: 3,3 MM
(Hapy>HbIin grameTp)

7.AnameTp Tpy6KM 13 HepyKaBetoLLein cTanm: 2,8 MM
(BHYTpeHHWI frameTp)

8. MakcumanbHas WypuHa NNacTMKOBOM PYKOSTKM:
11 Mm

9. [nuHa nnacTUKOBOW PYKOATKU; 6 CM
HO.MakcrManbHbIin gnameTp Xaba: 9,3 MM
11.AnnHa xaba: 1,3 cm

12.2(hheKTMBHAA AIMHA KaHKONK: 6 MM

13. MpuncoeguHUTENbHBIV pasMep OXBaTbIBAOLLEN
4aCTW BUHTOBOIO J/IKO3POBCKOI0 COEAMHEHUS:

[JvameTp (0xBaTblBatoLLE YaCT BUHTOBOIO
NHO3POBCKOr0 COEAMHEHNSA), MM:

Hapy>xHwWiA 7,83 (+0 / -0,1); BHyTpeHHWiA 4,315 (O/ -
0,005)

4. Coronary bend 90° diameter: 3.3 mm
(inner diameter)

5. Cannula total length: 19.7 cm

6. Stainless steel tube diameter: 3.3 mm
(outer diameter)

7. Stainless steel tube diameter; 2.8 mm
(inner diameter)

8. Plastic handle maximum width; 11 mm

9. Plastic handle length: 6 cm

10. Hub maximum diameter; 9.3 mm

11. Hub length: 1.3 cm

12. Cannula effective length: 6 mm

13. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315 (-1-0
/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83 (+0
/-0,1) mm
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TexXHUYecKne XxapakTepnuCcTnUKK:

1. HapyxHbli1 gnameTp 90-rpagyCcHOro yrioBoro
HaKOHEYHMKa TUNa "Kop3vHKa': 4,7 Mm

2. HapyxHbiin gnameTp 90-rpagycHOro yrioBoro
HaKOHeYHuKa TMna "Kop3nHka': 14 Fr

3. [AwnameTtp N3rnba-KopoHapHoro 90°: 6,2 Mm
(Hapy>XHbli1 gnameTp)

4. NnameTp U3rnba-KopoHapHoro 90°: 3,3 MM
(BHYTPEHHWIA anameTp)

5.06wWas gnvMHa KaHonu: 19,7 cm

6. [nameTp TpyOKM 13 HepyKaBetoLLei cTam: 3,3 MM
(Hapy>kHblIli gnameTp)

7. [OnameTp TpyOKM 13 HepXKaBetoLLeli cTam: 2,8 MM
(BHYTpeHHWI arameTp)

B.MakcumManbHas LmMprHa NNacTUKOBOW PYKOSITKK:
11 mm

Technical parameters:

1. 90° angle basket tip outer diameter: 4.7 mm
2. 90° angle basket tip outer diameter; 14 Fr
3. Coronary bend 90° diameter: 6.2 mm

(outer diameter)

I

. Coronary bend 90° diameter: 3.3 mm

(inner diameter)

ol

. Cannula total length: 19.7 cm

[op]

. Stainless steel tube diameter: 3.3 mm

(outer diameter)

~

. Stainless steel tube diameter: 2.8 mm

(inner diameter)

(o]

. Plastic handle maximum width: 11 mm

©

. Plastic handle length: 6 cm

10. Hub maximum diameter; 9.3 mm

17



9. [nvHa nnacTUKOBOWN PYKOATKM: 6 CM 11. Hub length: 1.3 cm

10. MakcumasbHbIiA graveTp xaba: 9,3 MM 12. Cannula effective length: 6 mm
11. [AnvHa xaba: 1,3 cm 13. Connection dimension of the locking female luer
fitting:

12.2(hheKTMBHAA ANMHA KaHIONK: 6 MM

. . Inner diameter (locking female luer fitting): 4,315 (+0
13. MpucoeanHUTENbHBI pasMep 0XBaTbIBaOLLIEN /-0,005) mm

4aCT BMHTOBOIO JIO3POBCKOIo CoegnHeEHUA:

. Outer diameter ( locking female luer fitting): 7,83 (+0
[JvawveTp (0XBaTbIBaOLLIEN YaCTV BUHTOBOIO /-0,1) mm

NIHO3POBCKOr0 COeMHEHNS), MM:

Hapy>HbliA 7,83 (+0/ -0,1); BHyTpeHHUI4 4,315 (+0/ -

0,005)
30112
m
r
TeXHNYeCKNe XapaKTePUCTUKMN: Technical parameters:
1. HapyxHblii gnametp 90-rpagycHoro yrioBoro 1. 90° angle basket tip outer diameter: 4 mm

HaKOHEeYHMKa TUNa "Kop3nHKa": 4 MM
2. 90° angle basket tip outer diameter: 12 Fr

2. HapyxHblii guametp 90-rpasyCcHOro yrnoBoro

HaKOHeYHVKa T1na "KopauHka'": 12 Fr 3. Coronary bend 90° diameter: 6.2 mm
3. [Owuametp M3ruba-KopoHapHoro 90°: 6,2 MM (outer diameter)

(Hapy>XHbIi1 AMameTp) 4. Coronary bend 90° diameter: 3,45 - 3,53 mm
4. [uameTp W3run6a-KopoHapHoro 90°; 3,45 - 3,53 MM (inner diameter)

18
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(BHYTpeHHW fpnaveTp)

5.061wWas annHa kaHonu: 19,7 cm

6.[mameTp TPyOKMN 13 HepxkaBetoLLeid ctanu: 3,3 MM
(Hapy>kHbIA AnameTp)

7.0namveTp TpyOKM 13 HepxKasetoLLel cTam: 2,8 MM

(BHYTpEHHWIA AnameTp)

5. Cannula total length: 19.7 cm

6. Stainless steel tube diameter: 3.3 mm
(outer diameter)

7. Stainless steel tube diameter: 2.8 mm
(inner diameter)

8. Plastic handle maximum width: 11 mm

8. MakcumManbHas LWMpUHa NNacTUKOBOIN PyKoATKM. Plastic handle length: 6 cm

1 mm

0. [vHa NnacTMKOBOW PyKOSTKU: 6 CM
HO.MakcuManbHbIil anameTp xaba: 9,3 Mm
W.0nvHa xaba: 1,3cm

12.3deKkTMBHAA AMHA KaHIOW: 6 MM

13. MpucoeanHUTENLHBIA pasMep OXBaTbIBAOLLEN
4aCTW BUHTOBOIO /IKO3POBCKOI0 COEAMHEHUS:

[mnameTp (0XBaTbIBAOLLEI YaCTN BUHTOBOIO
NO3POBCKOr0 COEANHEHMST), MM:

Hapy>Huin 7,83 (+0/-0,1); BHyTpeHHWIA 4,315 (-bO/-
0,005)

10. Hub maximum diameter: 9.3 mm
11. Hub length: 1.3 cm
12. Cannula effective length: 6 mm

13. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83 (+0
/-0,1) mm

19



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

TexHUUYecKne XapakTepUCTUKN:

1.HapyXHbli1 guameTtp 45-rpagycHoro yriosoro
HaKOHeYHMKa TMna "Kop3nHKa'™: 4 Mm

2. Hapy»Hbli1 anameTp 45-rpagycHoOro yrioBoro

HaKOHeYHMKa Tuna "KopsuHka'": 12 Fr

3. Lnametp MN3rnba-KopoHapHoro 45°: 6,2 Mm
(Hapy>kHbIiA grameTp)

4. [OvameTp N3rnba-KopoHapHoro 45°: 3,3 MM

(BHYTpEHHWIA AnameTp)

6.06LWasa anuHa kaHonu: 20,3 cm

6.nameTp TPYGKM U3 HepyKaBetoLLe cTann: 3,3 MM

(Hapy>XHblin grameTp)

T.[AnameTp TPyOKM 13 HEPXKABEIOLLIEI CTa/In: 2,8 MM

(BHYTpeHHWIA anameTp)

3.MaKcvMarbHas WMprHa NNacTUKOBOW PYKOSITKIA:

1 mm

9.[/IMHa NNaCTUKOBOMN PYKOSITKM: 6 CM
HO.MakcuManbHbIin gnameTp Xaba: 9,3 Mm
M.AnvHa xa6a: 1,3 cm

12.3(hheKTMBHAA AfIMHA KaHHON: 6 MM

13. MprcoeaVHNUTENbHbIA pa3Mep 0XBaTblBatoLLel

4aCTh BUHTOBOIO J/IO3POBCKOIro COEANHEHUA:

Technical parameters:

l. 45° angle basket tip outer diameter: 4 mm

N

. 45° angle basket tip outer diameter: 12 Fr

3. Coronary bend 45° diameter: 6.2 mm
(outer diameter)

4. Coronary bend 45° diameter: 3.3 mm
(inner diameter)

5. Cannula total length; 20.3 cm

6. Stainless steel tube diameter: 3.3 mm
(outer diameter)

7. Stainless steel tube diameter: 2.8 mm
(inner diameter)

8. Plastic handle maximum width: 11 mm

9. Plastic handle length: 6 cm

10. Hub maximum diameter: 9.3 mm

I'1. Hub length: 1.3 cm

12. Cannula effective length: 6 mm

13. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm
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[AnameTp (0XBaTbIBatOLLEW YacTV BUHTOBOTO
NO3POBCKOr0 COELUHEHUS), MM:

Hapy>Huia 7,83 (+0/ -0,1); BHyTpeHHUIA 4,315 (+0/ -

0,005)

TexHNYecKne xapakKTepuCcTuUKN:

1. AnameTp 90-rpagycHOro yrioBoro Markoro
HaKOHeYHUKa: 3,3 MM

2. JunawmeTtp 90-rpagyCcHOro yriosoro MAarkoro
HakoHeuyHuka: 10 Fr

3. [nameTp M3rnba-KopoHapHoro 45 6,2 Mm
(Hapy>XHbIiA grameTp)

4. JunameTp N3rnba-KopoHapHoro 4581 3,3 Mm
(BHYTPEHHWIA aameTp)

5.06uaa agnnHa KaHonu; 19,7cm

6.4vnameTp TpyOKM 13 HepxKasetoLlein ctam; 3,3 MM

(Hapy>XHbIin grameTp)

Outer diameter ( locking female luer fitting): 7,83 (+0

/-0,1) mm

Technical parameters:

1. 90° angle soft tip diameter: 3.3 mm

2. 90° angle soft tip diameter: 10 Fr

3. Coronary bend 45° diameter: 6.2 mm
(outer diameter)

4. Coronary bend 45° diameter: 3.3 mm
(inner diameter)

5. Cannula total length: 19.7 cm

6. Stainless steel tube diameter: 3.3 mm
(outer diameter)

7. Stainless steel tube diameter: 2.8 mm
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T.AnameTp TpyOKMN 13 HEpPXKaBEIOLLIEN CTa/n: 2,8 MM (inner diameter)

(BHYTpEHHWIA AruameTp) 8. Plastic handle maximum width: 11 mm
8. MakcumManbHas WMpuHa NNacTMKoBoin pykoATkn9. Plastic handle length: 6 cm
11 Mm
10. Hub maximum diameter: 9.3 mm
9. [nnHa nnacT1KoBOI PYKOATKA: 6 CM
11. Hub length: 1.3 cm
10. MakcuManbHbIN grameTp xaba: 9,3 Mm

12. Cannula effective length of 8 mm
n.AnnHa xaba: 1,3 c™m
13. Connection dimension of the locking female luer

12.3htheKTMBHAA L/IMHA KaHIONW 8 MM fitting:
13. MprcoeaNHUTENbHBI PasMep OXBATbIBAKOLLE! Inner diameter (locking female luer fitting ): 4,315
YaCTV BUHTOBOTIO /I03POBCKOr0 COEANHEHNS: (+0/-0,005) mm
AvameTp (0XBaTbIBAIOLLEH YaCTV BUHTOBOIO Outer diameter ( locking female luer fitting): 7,83 (+0
TI03POBCKOTO COEAUHEHMS), MM: /-0,1) mm
HapyXHuii 7,83 (+0/ -0,1); BHyTpeHHWiA 4,315 (+0/ -
0,005)
30255
°c3 U/ AASABISWN wBOron rrr3my
TexHunYeckne XxapakTePUCTUKN: Technical parameters:
1.AnameTp 45-rpaflyCHOro yrioBoro MArkoro 1.45° angle soft tip diameter: 3.3 mm

HakoHeYHuKa: 3,3 MM o
2. 45° angle soft tip diameter: 10 Fr
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2. [nameTp 45-rpamycHoOro yrnoBoro mMarkoro 3. Connector 45° diameter: 6.2 mm

HakKoHeuHuKa: 10 Fr )
(outer diameter)

3. Ounametp CoefmHutens-45°: 6,2 Mm
4. Connector 45° diameter: 3.3 mm
(Hapy>kHbIi1 gnameTp)
(inner diameter)
4, OunawmeTtp CoegnHutens-45°; 3,3 MM

5. Cannula total length: 20.2 cm
(BHYTpEHHWIA AameTp)
6. Stainless steel tube diameter: 3.3 mm
5.06uwas anvHa KaHoau; 20,2 cMm
(outer diameter)

6. [JunaveTp Tpy6KM 13 HepxkasetoLeid ctanm: 3.3 MM )
7. Stainless steel tube diameter: 2.8 mm
(Hapy>XHbIin anameTp)
(inner diameter)
7. [AunameTp Tpy6KM 13 HepaBetoLLe cTanm: 2,8 Mm

8. Plastic handle maximum width: 11 mm

(BHYTpEHHWI anameTp)
9. Plastic handle length: 6 cm

8. MakcumMasnbHas LMpUHa MIacTUKOBON PYKOATKM:

11 MM 10. Hub maximum diameter; 9.3 mm

9. [LNVHa NNacTUKOBOW PyKOATKM: 6 CM 11. Hub length: 13 cm

FO.MakcuManbHbIl arameTp xaba: 9,3 Mv 12. Cannula effective length of 8 mm

MN.AnvHa xa6a: 1,3 cm ]}3 Connection dimension of the locking female luer
itting:

12.3(ptheKTVBHAA [/IMHA KaHIoNM 8 MM ) ) o
Inner diameter (locking female luer fitting): 4,315

13. MNpurcoeanHNTENbHBI pa3mep 0XBaTbIBatOLLIEN (+0/-0,005) mm

4acTV BUHTOBOIO NHO3POBCKOr0 COEANHEHMS; ) ) o
Outer diameter ( locking female luer fitting): 7,83 (+0

[vnamveTp (0XBaTbIBAOLLIEA YaCTN BUHTOBOIO /-0,1) mm
NK03POBCKOr0 COEAVNHEHUS), MM:

23



30315

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

Hapy>Hui1 7,83 (+0/ -0,1); BHyTpeHHWIA 4,315 (+0/ -

0,005)

YT AL U DALY

I S 3 owm B 16 N W 20 [} rr r3 r4y r3 r& r! r

bHapy>XHbliA AuamMeTp rpyLIEBMAHOIO CKOLLIEHHOTO
HaKOHEYHMKa: 5 MM

1. Bulb beveled tip outer diameter: 5 mm

2. Bulb beveled tip outer diameter: 15 Fr

2. Hapy>kHbli1 JuaMeTp rpyLIEBUAHONO CKOLLEHHOTO

HakoHeuHuKa: 15 Fr

3. AnameTp CunmkoHosoro kopnyca: 3,1 Mm
(Hapy>XHblIin gnameTp)

4. Onametp CMANMKOHOBOrO Kopnyca: 1,7 MM
(BHYTPEHHWI AnameTp)

5.06wWan gnuHa kaHonu: 25,2 cv

6.2(h(heKT1BHAS 4NMHA KaHoK: 14,9 MM

7. MNprcoeaMHUTENbHBIV pa3Mep 0XBaTbIBaKOLLE
YacTV BUHTOBOIO /I03POBCKOIO COEANHEHNS:

[nameTp BHYTpeHHUIA (0XBaTbIBAOLLIENA YacTu
BMHTOBOIO /IF03POBCKOr0 coeAnHeHus): 4,315(+0 / -
0,005) Mm

3. Silicone body diameter: 3.1 mm
(outer diameter)

4. Silicone body diameter: 1.7 mm
(inner diameter)

5. Cannula total length: 25.2 cm

6. Cannula effective length: 14.9 mm

7. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315(+0
/ -0,005) mm

Outer diameter ( locking female luer fitting): 5.7 mm
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[aMeTp HapyXXHbIii (0XBaTbIBatOLLEN YacTy
BMHTOBOFO /IH03POBCKOI0 COEAMHEHMS); 5,7 MM

TexXHUYECKMe XapaKTEPUCTUKMN: Technical parameters:

bHapy»HbIii grameTp rpyLUEBNAHONO CKOLLEHHOMO 1. Bulb beveled tip outer diameter: 5.7 mm
HaKOHeYHuKa: 5,7 Mm
2. Bulb beveled tip outer diameter: 17 Fr

2. Hapy>XHblIli AnameTp rpyLLeBUIHOrO CKOLLIEHHOMO

HaKOHeYHuKa: 17 Fr 3. Silicone body diameter: 3.1 mm

3. [lnameTp CUAMKOHOBOrO Kopryca: 3,1 M (outer diameter)

(Hapy>XHblii guameTp) 4. Silicone body diameter: 1.7 mm
4. [lnameTp CUAMKOHOBOFO Kopryca: 1,7 MM (inner diameter)
(BHYTpeHHWI arameTp) 5. Cannula total length: 25.2 cm

5.061Las AMHA KaHIomW: 25,2 ¢ 6. Cannula effective length of 14.9 mm

6.9(heKTMBHAA ANMHA KaHionn 14,9 MM 7. Connection dimension of the locking female luer
fitting:

7. MNpucoeanMHUTENBbHbIN pasMep OXBaTbIBatOLLEl ) ) o

4aCTW BMHTOBOTO /I03POBCKOTO COEAMHEHNS: Inner diameter (locking female luer fitting ):4,315(+0
/ -0,005) mm
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[vameTp BHYTPeHHUIA (0XBaTbIBAIOLLEN YacTu
BUHTOBOIO /IKO3POBCKOr0 coefiuHeHns): 4,315(+0 /
0,005) mm

[vameTp Hapy>XHbliA (0OXBaTbIBAIOLLIEN YaCTy
BUHTOBOIO /IH03POBCKOr0 COeAMHEHUS): 5,7 MM

TexHnyeckme xapaKTepuCcTuKu:

1. HapyXHblii AMameTp rpyLLEBMAHOIO CKOLLEHHOTO
HAKOHEYHMKaA: 6,7 MM

2. HapyxXHblil guameTp rpyLUeBMaHOIO CKOLLEHHOMO
HakoHeuHuKa: 20 Fr

3. AnameTp CunmkoHosoro kopnyca: 3,1 Mm
(Hapy>kHbIiA grameTp)

4. AnameTtp CunnkoHoBoro Kopnyca: 1,7 Mm
(BHYTpeHHWIA fruameTp)

5.06u1a agnvHa KaHonu: 25,1 cm

6.3 heKT1BHAS ANMHA KaHoW: 14,9 MM

7. TIPUCOEANHUTENbHBIV pa3Mep OXBaTbIBAKOLLEN
4acTV BUHTOBOIO /IHO3POBCKOI0 COELUHEHUS:

Outer diameter ( locking female luer fitting): 5.7 mm

Technical parameters:
1. Bulb beveled tip outer diameter: 6.7 mm
2. Bulb beveled tip outer diameter: 20 Fr
3. Silicone body diameter; 3.1 mm
(outer diameter)
4. Silicone body diameter: 1.7 mm
(inner diameter)
5. Cannula total length: 25.1 cm
6. Cannula effective length: 14.9 mm

7. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315(+0
/-0,005) mm
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Ruamerp BHyTpeHHHHA (OXBaTbIBIOWEH YacTH Outer diameter ( locking female luer fitting): 5.7 mm
BHHTOBOTO JIKO3POBCKOrO COCAHHEHHR): 4,315(+0/ -
0,005) mm

Jvametp BapyxHbiit (OxBaThIBAIOLIEH HACTH
BHHTOBOT'O JIIOIPOBCKOr0 COEAUHEHHSR): 5,7 MM

5.0nucanve Kanonu 4na nepdyzum yCTes KOPOHapHOH apTepuH pasfinyHbIX BUIOB H PA3MEPOB HCNOML3YIOTCA B KOOMOMHAIMH ¢ peTpakTopaMiu
OCHOBHBIX JN1A 3KCIIO3HUMH KOPOHAPHOH apTepuu.

npunaanexso | Coronary Ostial Perfusion Cannulas are used in combination with retractors to expose the coronary artery.

cTel,

MEIULHWHCKUX

mnpenHd UM
uanennit, He
ABJIAIOLIHXCA
MEANUITHHCKAM
H, HO
NpeayCcMOTPeH
HBIX jii T
HMCNO/Ib30BAHH
a B
KOMOUHALMH ¢
3aABJEHHBIM
MEAHUMHCKHM
H3OCNNEM
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Description of
all
accessories,
medical
devices or
non>medical
devices,
intended for
use with the
medical
device
submitted for
registration
(if applicable)

6.Ycnosus MapameTp 3HaueHune Parameter Value
npvlmel-!eHl/IH/ Temnepatypa, °C OT1+18 o +42 Temperature, °C from +18 to + 42
Operating BnaHOCTb, % o 100 Humidity, % to 100
conditions OTHocuTeNbHOE AaBneHue, rla Ot 700 go 1060 Relative Pressure, hPa from 700 to 1060
7.YcnoBus MapameTp 3HaueHwue Parameter Value
TPAHCMOPTMPO  TemnepaTypa, He Bbille, °C +40 Temperature, not more,°C +40
BaHWA Z BnaxHocTb, % Ot5p0 % Humidity, % from 5to 95
XpaHeHns / OTHocuTenbHoe AasneHue, Klla Ot 70 no 106 Relative pressure, kPa from 70 to 106

Conditions of
transportatio
n and storage

8.MNepeueHb 1 Mopgenu/Models: 30010, 30012, 30014, 30011, 30055, 30050, 30110, 30114, 30112, 30212, 30155, 30255, 30315, 30317, 30320
onncaHmne

maTepuanoB KoMnoHeHT MaTepI/lan rlpOLlﬁHTHOe BVI,EI' KOHTaKTa C
MeAMNLIMHCKOro KOMNOHEeHTa COOTHOLLIEHNE nayMeHTOM/4eN0BEKOM
n3genus, (%)

BCTynalowmx 8 HakoHeuHn  KoHuuk - KaHomm ang  MBX- cuHWii 100 KpaTtkoBpemeHHbI (< 24 Yacos),
HenocpeacTae KTnna nepqoy3mvy| yCTbsl c BaSo4 C UMPKYNMPYIOLLE/ KPOBbIO
HHbIN nnn KOpOHapHOu apTepunn

onocpeaoBaHH
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Biif KOHTaKT ¢ || "kop3uHka" Knei#t [{ukaorexcan 100 Kpatkospementbiii (< 24 yacos),
OpraHn3MOM 30010, OH € UHPKYAHPYIOLHEH KPOBLIO
NauWeHTa 30012,
(Tenom 30014 Mydra ABS-nnactnk 100 Kparxospemennuiii (< 24 vacos),
yenosexa)/ (cHuui) C UHPKYNHpYIOwWEeH KPOBbIO
List and (| Cepuueck | KoHunk — kartonu ana | TIBX - cunuii 100 Kparxospemenrnsiii (< 24 yacos),
description of it nepdysun ycrbs ¢ BaSO, ¢ UMPKyJHpYIOLLeif KPOBLIO
medical HAKOHEYH® { KOopoMapHoil apTepun
device K Kneit Lluxnorexcan 100 Kpatkospemernuiii (< 24 vacos),
materials with 30011 OH € WMPKYNHpYIOwWe# KPOBLIO
direct or
indirect
contact with ‘Myodra ABS-nnactuk 100 Kparxospemennsiit (< 24 yacos),
the patient's (cnynh) ¢ UMPKYAHPYIOWEH KPOBbIO
body (human | Marxuit Tpy6ka - Tonusdun 100 Kpatkospementmiii (< 24 uacos),
body) BbIIY Kb Tepmoycanounas C UHPKYAHPYIOLEeH KPOBbIQ
HaKOHEYHH Yacts A Chnuxon 100 Kpatkospemennnili (< 24 yacos),
K € UBPKYJIHpYIOLIeH KPOBbIO
30055 Yacte B Cunukon 100 Kpatkospemennniii (< 24 uacos),
€ UMPKYJIHpYIolleH KPOBBIO
Myddra ABS-nnacruk 100 Kparkospemennnifi (< 24 yacos),
{cunnii) ¢ LHPKYAHPYIOLLeH KPOBBIO
Markuit Tpybka — Honnaguu 100 Kpatkospemenunili (< 24 uacos),
BOTHYTbIi Tepmoycanounas € LHPKYNHPYIOWEH KPOBbIO
HAKOHEYHH Yacms A Cunnkon 100 KparxospemeHnstii (< 24 4acos),
K € UMPKYJHpYIOLlieH KPOBLIO
30050 Yacts B CHANKOH 100 KpartkoBpeMeHrHbiH (< 24 yacos),
C UHPKYNWPYIOLLEH KPOBLIO
Mydra ABS-nnactvk 100 Kparkospemerublii (< 24 yacos),
(cunnii) ¢ UHPKYJIHPYIOLLeH KPOBBIO
90- Haru6-Koponaphmit Axpun 100 Kparxospemennsiii (< 24 yacos),
rpanycHbii 90° (Genmit) € UHPKYAUPYIOLIEH KPOBbIO
yraosoit
Haxoneunn | Konunk — xaHony aas | [IBX - cunuii 100 Kpatkospemennslii (< 24 uacos),
nepdy3uu ycTa ¢ BaSO. € LUWPKYAUpPYIOLIEH KPOBbIO
KOpOHapHO# aptepHy
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KTuna
"KOp3nHKa"
30110,
30112,
30114
45-
rpasyCHblii
yrnoBo
HaKOHEYHM
KTnna
"KOop3nHKa"
30212

90-
rpagycHbIi
yrNoBoWA
MArKWiA
HaKOHEYHU
K
30155

45-
rpagycHbii
yroBOW
MArKWNiA
HaKOHEYH
K

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

KnesLLee BeLLeCTBO

KOHYMK - KaHonn ans
nepgysnn ycTbs
KOpPOHapHOi apTepuu
3rn6-KopoHapHblii-
45°

Knesilee BeLIECTBO

Mpaiivep

KnesiLee BeLIECTBO

KOHYMK - KaHonm ans
nepysnn ycTos
KOpPOHapHOi1 apTepun
- MArKUIA
KnesiLwee BeLLecTBO

CoegnHuTtens-90®

Mpaivep

KnesiLLee BeLLECTBO

LinaHoakpuna
THbIA aresus

MBX - cuHwit
c BaSo4

AKpun
Genblii

LinaHoakpuna
THbI aaresus

CunnkoH

Mpo3payHbIit
MOTOYHbIN
repMeTyK
CunnkoH

LinaHoakpuna
THbIVA afresus

Axpun
6enblit
CunnkoH

Mpo3payHblii
MOTOYHbIN
repMeTuK

100

100

100

100

100

100

100

100

100

100

100

KpaTkoBpeMeHHbIiA (< 24 4acoB)
KOHTaKT C LMPKYpPYIOLLEN
KpPOBbIO

KpaTKoBpeMeHHbI (< 24 4YacoB)
KOHTAKT C LIMPKY/MpYHOLLEel
KpOBbIO
KpaTKoBpeMeHHbIi (< 24 4acoB)
KOHTaKT C LPKYMpYHOLLEi
KpOBbIO
KpaTkoBpeMeHHbI (< 24 4acoB)
KOHTaKT C LMPKYMPYIOLLEiA
KpOBbHO
KpaTkoBpeMeHHbI (< 24 4acoB)
KOHTaKT C LPKYNpYoLLIeiA
KpOBbIO
KpaTKoBpeMeHHbIl (< 24 4acoB)
KOHTAKT C LIMPKYNMPYIOLLEV
KpPOBbIO
KpaTKoBpeMeHHbIiA (< 24 4acoB),
C LMPKYMPYIOLLE KPOBbLIO

KpaTKoBpeMeHHbI (< 24 4acoB)
KOHTaKT C LpPKY/MPYHOLLEN
KpOBbIO
KpaTkoBpeMeHHbIl (< 24 Yacos),
C LMPKYNMPYIOLLE KPOBbIO
KpaTkoBpeMeHHbIl (< 24 4acoB)
KOHTaKT C LPKY/IMpYOLLel
KpOBbIO
KpaTKoBpeMEHHbIN (< 24 4acos)
KOHTAKT C LMPKYNUPYIOLLEN
KpOBbIO
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30255 KOHYUMK - KaHNn ons
nepiysnn ycTbs
KOpOHapHoI apTepum
- MArKWi
KnesLee BeLecTso

CoegnHnTtenb-45°

MSrkuii rpyLIeBUAHBIA CKOLLIEHHBI
HaKOHEeYHNK
30315,
30317,

30320
CWIMKOHOBBIA Koprnyc
30315,

30317,

30320
MnacTnyHas Tpybka u3
HepxkaBetoLen ctanm 30010, 30012,
30014, 30011, 30055, 30050, 30110,
30114, 30112 30212, 30155, 30255
OxBaTblBatoLLan 30010, 30012,
yacTb BMHTOBOro  30014,30011,

JIHO3POBCKOro 30055
COeNHeHMA 30050
30110, 30114,
30112,30212,
30155,
30255
30315,30317,
30320
MnactukoBas pykoaTka 30110,
30114,30112,30212,30155,
30255
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CWNUKoH

LinaHoakpuna
THbIVi afre3vs

AKpun
Genblii

CUNNKOH,
refb

CWUNnKoH,
refb

HepxxasetoLa
A CTab

Monunponun
eH
(rony6oit)

AKpun
6enbli

Monnnponun
eH
Axpun
Genblii

100

100

100

100

100

100

100

100

100

100

KpaTkoBpeMeHHbII (< 24 4acoB)
KOHTaKT C LPKY/IMpYIOLLeli
KpOBbtO

KpaTKoBpeMmeHHbIli (< 24 4acoB)
KOHTAKT C UMPKYUPYIOLLIET
KpOBbHO
KpaTkoBpeMeHHbI (< 24 4acos)
KOHTaKT C LMpKy/MPYHOLLE
KpOBbIO
KpaTKoBpeMeHHbIl (< 24 4acos),
C LMPKY/IMPYIOLLEN KPOBbLIO

KpaTkoBpeMeHHbI (< 24 Yacos),
C LMPKY/IMPYIOLLEN KPOBbIO

KpaTkoBpeMeHHbI (< 24 4acos),
C LUMPKYNMPYIOLLE KPOBbLIO

KpaTkoBpeMeHHbIN (< 24 4acos),
C LIMPKYMPYIOLLIEV KPOBbIO

KpaTkoBpemeHHbI (< 24 4yacos),
C LUVIPKY/IMPYIOLLEN KPOBbLIO

KpaTtkoBpeMeHHbIl (< 24 4acos),
C LMPKYNPYHOLLIEA KPOBbIO
KpaTkoBpeMeHHbI (< 24 YacoB),
C LMPKY/INPYIOLLEN KPOBbIO
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Xab 30010, 30012, | IMoaunponun 100 Kpatkospemennniti (< 24 uacos),
30014, 30011, eH € UMPKYNUpYIloiliel KpoBbIO
30055, (romyGoit)
30050
30110, 30114, TMonucTuper 100 KparkospemeHnnutii (< 24 yacos),
30112, 30212, (ronyGoti) € LMPKYAUpYIolLeH KpOBbIO
3015s,
30255
Component Component Percentage ratio Type of contact with
material (%) patient/person
Basket tip End of the coronary PVC - blue 100 Short-term (<24 hrs) with
30010, ostial perfusion with BaSO,4 circulating blood
30012, cannula
30014 Glue Cyclohexanon 100 Short-term (<24 hrs) with
e circulating blood
Coupling ABS Plastic 100 Short-term (<24 hrs) with
{blue) circulating blood
Spherical End of the coronary PVC - blue 100 Short-term (<24 hrs) with
tip ostial perfusion with BaSO, circulating blood
30011 cannula
Glue Cyclohexanon 100 Short-term (<24 hrs) with
e circulating blood
Coupling ABS Plastic 100 Short-term (<24 hrs) with
(blue) circulating blood
Soft convex Tube - Shrink Polyester 100 Short-term (<24 hrs) with
tip circulating blood
30055 Part A Silicone 100 Short-term (<24 hrs) with
circulating blood
Part B Silicone 100 Short-term (<24 hrs) with
circulating blood
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Soft
concave tip
30050

90° angle

basket tip
30110,
30112,
30114

45° angle
basket tip
30212

90° angle
soft tip
30155
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Coupling

Tube - Shrink

Part A

Part B

Coupling

Coronary Bending 90°

End of the coronary
ostial perfusion

cannula

Adhesive

End of the coronary
ostial perfusion

cannula

Coronary Bending 45°

Adhesive

Primer

Adhesive

End of the coronary
ostial perfusion
cannula - soft
Adhesive

Connector 90°

ABS Plastic
(blue)
Polyester

Silicone
Silicone

ABS Plastic
(blue)
Acryl

(white)

PVC -blue
with BaS04

Cyanoacrylate
adhesive
PVC - blue
with BaS04

Acryl
white
Cyanoacrylate
adhesive
Silicone

Transparent
in-line sealer
Silicone

Cyanoacrylate
adhesive
Acryl
white

100

100

100

100

100

100

100

100

100

100

100

100

100

100

100

100

Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulatine blood
Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) with
circulating blood
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45®angle Primer
soft tip
30255 Adhesive

End of the coronary
ostial perfusion
cannula - soft
Adhesive

Connector 45°

Soft Dulb beveled tip

30315,

30317,

30320

Silicone body

30315,

30317,

30320
Malleable stainless steel tube 30010,
30012, 30014, 30011, 30055, 30050,
30110, 30114, 30112 30212, 30155,

30255
Female luer lock 30010,30012,
connector 30014,30011,
30055
30050
30110,30114,
30112,30212,
30155,
30255
30315,30317,
30320
Plastic handle 30110, 30114, 30112,
30212,30155,
30255
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Silicone

Transparent
in-line sealer
Silicone

Cyanoacrylate
adhesive
Acryl
white
Silicone,
gel

Silicone, gel

Stainless steel

Polypropylen
e
(blue)

Acryl
white

Polypropylen
e
Acryl
white

100

100

100

100

100

100

100

100

100

100

100

100

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
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9. [HaHHble O
MapKUpOBKe
MeLULMHCKOro
n3genna n ero
ynakoBske/
Labelling and
Packaging of
medical
device

Hub 30010,30012, Polypropylen 100 Short-term (<24 hrs) with

30014,30011, e circulating blood
30055, (blue)
30050
30110, 30114, Polystyrene 100 Short-term (<24 hrs) with
30112,30212, (blue) circulating blood
30155,
30255

MapkupoBKa nHanBMAyanbHoi ynakosku: / Individual package labeling:
[nda KaHnb and nepdy3nn ycre.s KOPOHapHOW apTepun; / For coronary ostial perfusion cannulas;

- \w |
T gl © i, x Wi

MapKunpoBKa MHANBMAYaNbHOM YNaKoBKM Ha NpumMepe BapuaHTa ucrnonHeHust mogeny 30010/ Example of individual package
labeling for model 30010

MapknpoBKa Ha oTAenbHon Kopobke: / Labeling on a separate box:

Lna kaHoNb ANa nepdysnmn ycTbs KOpOHapHOI apTepuu; / For coronary ostial perfusion cannulas
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MapKnpoBKa 0T[eNIbHON KOPOOKM Ha npumMepe BapuaHTa ncnonHeHms mogenn 30010/ Example of separate box labeling for model
30010

MapKupoBKa TpaHCNOPTHON Tapbl (NpeAcTaBneHa cumBonamn): / Transport container labeling (presented bv symbols'):

p
‘
¢ 44

Norotun/logos
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A\

Baumanue! O3HaKOMbTECH C CONPOBOAHTENbHOM
noxymeunTtaumeii/ Caution, Consult

Caution, Consult Accompanying Documents
Accompanying Documents
ﬂ"— Otkpuisate 31eck/ Open Here
Open Here
m AnnporesHo/ Nonpyrogenic
Nonpyrogenic
@ He crepunusosare nosropHo/Do Not Resterilize
Do Not Resterilize
® He ucnons3osats nosropHo/Do Not Reuse
Do Not Reuse
ATA KonuyecTso/Quantity
Quantity
Toavko ana ClllA/for USA Only
t USA
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BHUMAHMUE: ®enepanctuiM 3axoHom (CLLEA)

Sterilized Using Ethylene Oxide

Rx Only paspeLIeHa NPoAaXKa 3TONO H3RENTUS TONBKO
BpayaM WIH 10 WX MIPSATIMCAHHIO.
STERILE |EO Crepian3oBaHO ITHICHOKCHAOM/!

Sterilized Using Ethylene Oxide

[tor]

Lot Number

Howmep naptuw/ Lot Number

%

Use By

Hcnonsaosats no/ Use By

adl

Manufacturer

IMponssoaurens/ Manufacturer

5§

0123

Conformité Européenne (Esponeiickoe
COOTBETCTBUE). STOT CHMBOA 0003HAYAET, YTO
yCTpoHCTBO MONHOCTEIO COOTBETCTBYET
Tpebosannam aupekTurbl Esponeiickoro Copera

93/42/EEC

This symbol means that the device fully complies
with European Congcil Directive 93/42/EEC

REF

Catalog Number

Homep nio katanory/ Catalog Number
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10 Fr

10 Dpeny (3,3MM) (B COOTBETCTBHU ¢ BAPHAHTOM
nenonenuus) /10 French (3,3 Mm) ( in accordance
with the execution version)

&5 Modtronic

Menarponuk/Medtronic

Coronary Ostial Perfusion Cannula DLP

Kawona ana nepdy3uu ycrss KOpOHApHO#H
apTepHK(B COOTBETCTBHH C BAPMAHTOM
ncnoneHnus)/DLP Coronary Ostial Perfusion
Cannula DLP( in accordance with the execution
version)

Conepsxut ¢rranar (IST'P)(B COOTBETCTBUM ©
BapHaHTOM ucnonHeHua)/Contains Phthalate

pene DEHP( in accordance with the execution version)
Hepxats cyxum/ Keep Dry
Keep Dry

®
Informs about the possibility of recycling products
and packaging

HrudopmupyeT 0 BO3IMOMKHOCTH NOBTOpHOL
nepepaboTKu NPOXYKLHH M YITAKOBKH (B
COOTBETCTBHH C BAPMAHTOM MCNONHEHHA) /
Informs about the possibility of recycling products
and packaging { in accordance with the execution
version)
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BTopuuHbIli nepepaboTaHHbIii/ Recycled
Recycled

Recycled Recycled

MakcumasibHas Temnepartypa XpaHeHus ( B
COOTBETCTBMU C BAPNAHTOM
ncnonHeHns)/Max1tut Storage temperature(in
accordance with the execution version)

Maxiraum Storage temperature

Xpynkoe, npu obpalleHny cobntogaiiTe
OCTOPOXHOCTb (B COOTBETCTBUW C BAPUAHTOM
ncnonHenus) /Frangile, Handle with Care (in

accordance with the execution version)

1 MM/Imm (» COOTBETCTBUM C BapyaHTOM
1mm ncnonHeHus)/(T accordance with the execution
version)

MuagmenayanbHaa ynakoska/lndividual package

OnucaHune MHAUBUAYaIbHON YNaKOBKY Description of the individual packing
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ANna KaHNb ANg Nepdy3nn yCcTbs KOPOHAPHOIA
apTepum

NHauBmayanbHas ynakoska coctout u3 MNakeT TPT-
0260/TPF-0524A - HeiinoH/ MneHka Tyvek 1073B
MOKPbITbIA/  JINHEAHbIA  NOMUSTUMNEH  HU3KOM
MI0THOCTK, Ha KOTOPYH HaHeceHa MapK1pOBKa.
Pasmepbl MHAVBKAYaTbHON YNAaKOBKU A5 KaHHO/b
4ns nepysnmn YCTb KOPOHAPHOI apTepum MOAENeii:
To . 30012. 30014. 30011. 30055. 30050. 30110.
30114. 30112. 30212. 30155. 30255 : AxLL: 26¢cm( i
0,5¢cm) x 5em(x 0,5¢m)

Pa3Mepbl MHAMBWAYaNbHOV YNaKOBKN AN KaHH/b
ANa nepdy3nmn ycTbs KOPOHapHO apTepun Mogenei
:30315. 30317. 30320 : AxLL: 26¢cm(+ 0,5¢m) X
7,5¢cMm(z 0,5¢cm)
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For coronary ostial perfusion cannulas

Indiyidual package consists of the Package TPT-0260/TPF-
052411 - Nylon/ Film Tyyek 1073B coated/ Linear low density
polyethylene, which is labeled.

Dimensions of indiyidual package for coronary ostial perfusion
cannulas of the models: 30010. 30012.30014. 30011. 30055.
30050. 30110. 30114. 30112. 30212. 30155. 30255 : LXW; 26
cm (£ 0.5 cm) x 5¢cm (£ 0.5 cm)

Dimensions of indiyidual package for coronary ostial perfusion
cannulas of the models: 30315. 30317. 30320 : LxW: 26 cm (
0.5 cm) X7.5cm (£ 0.5 cm)
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Xn |

i a5 ot

Mpymep MAVMBUAYa/IbHON YNakoBKW (B Cepeaw, BUA C3aaM) AN KaHoMb AN nepdy3nn ycTbs KOpoHapHoii apTepun/ Example of
individual packaging (front view, rear view) for coronary ostial perfusion cannulas

OTpenbHas kopobka/ Secondary package

OnucaHne 0TAENbHON KOPOOKM Description of the secondary package

42
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Ans KaHwoNb 4N nepdysnn YCTbs KOPOHApPHOI apTepun:
OTfenbHas KopobKa M3roTOB/IEHA M3 TOPUPOBAHHOTO
KapToHa. Ha oT/ieNbHyt0 KOPOGKY HaHeceHa MapKupoBKa U
NPUKNeeHa STUKETKA C MapKMPOBKOIA.

KOMoHaoHoi aoTeomn. Mogenu: 30010, 30012. 30014, 30011,
30055. 30050. 30110. 30114. 30112. 30212. 30155, 30255:
OxLLIXB: 28cm (+ 0,5¢Mm) x 16,5¢Mm (£ 0,5¢m) X 9 cm (£ 0,5¢cm)
Pa3mepb! OTTTe.MbHOM Kopobkn [H kaHtonb [H nepdy3um ycTbs
KopoHapHoit aptepun. Mogenun: 30315, 30317, 30320: AXLLIXB:
28cm (x 0,5cm) X 13,5¢m (£ 0,5¢m) x 8,3cm (£ 0,5¢cm)
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For coronary ostial perfusion cannulas:

A separate box is made of corrugated cardboard. A separate box
is marked and labeled.

nimensions of individual oackaeine for coronary ostial
perfusion cannulas. Models: 30010, 30012. 30014. 30011,
30055. 30050. 30110. 30114. 30112. 30212. 30155. 30255:
LXWxH: 28 cm (£ 0.5 cm) x 165 cm (£ 0.5 cm) x 9 cm (£ 0.5
cm)

nimensions of g separate box for coronary ostial perfusion
cannulas. Models: 30315. 30317, 30320: LxWxH:

28 cm (£ 0.5 cm) x 135 cm (£ 0.5 cm) x 8.3 cm (£ 0.5 cm)
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Mpumep OTAeNbHON KOPOOKM (06LLMIA BUA) AN1S KaHOMb 415 Nepdy3nmn YCTbd KOPOHapHOK apTepum (hacoBka 10 LITYK)
Example of a separate box (general view) for coronary ostial perfusion cannulas (10 pcs packing)

TpaHcnopTHasa Tapa; / Shipping box;

OnuncaHne TpaHCNOPTHO Tapbl Description of the shipping box

TpaHcnopTHas Tapa U3roTOB/EHa U3 radpupoBaHHOIO KapToHa.  The shipping box is made of corrugated cardboard. It's labeled.

Ha Heé HaHeceHa MapKMpOBKa. Pa3Mepbl TPaHCMOPTHOI Tapbl

The shipping box dimensions vary depending on the order.
BapbMpyOTCA B 3aBUCUMOCTU OT 3aKa3a.

KomnnekTHocTb: / Completeness:

[na kaHoNb ANs nepgysmm ycTbd KOpoHapHoi aptepun:/Por coronary ostial perfusion cannulas;
B nHauBmayansHol ynakoske cogepxxmtcs: /An individual package contains:
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» KaHtona ans nepdysumn yctbss KopoHapHoi aptepuwn/ Coronary ostial perfusion cannula

B oTgenbHol Kopobke cogepxarcs:/ A separate box contains:
» OtpenbHas kopobka cofepxuT:/ A separate box contains:
10 nuameugyanbHeix yn. ans mogeneid/10 individual packages for models:30110, 30255, 30317, 30155, 30055, 30114,
30315,30212,30050,30320
20 nHgme. yn. ans mogeneld/20 individual packages for models: 30012, 30010, 30014, 30011, 30012
*  VIHCTPYKMSA NO MpYMEHeHNI0 (BKNOYaeT IMCTOK-BKaabIWw) / Instruction for use (includes a leaflet)- 1 wrt/1 pc.;
KonnuecTBo 0TAeNbHbIX KOPOGOK B TPAHCMOPTHO Tape BapbUpyeTcs B 3aBUCMMOCTU OT 3aka3a. / The number of separate boxes in

the shipping box varies depending on the order.

NHopmauusa Ha pycckosasblyHOM cTukepe/ Information on the Russian-language sticker

NHpopmaLns Ha pycCKOA3bIYHOM CTUKepe Information in Russian sticker
Cregytolias nHpopmaums LO/MKHA OblTb HaHECEHA Ha
PYCCKOA3bIYHOM CTUKepe (MOPALOK CMIOB U WpUgT
TeKCcTa MOryT U3MEHSATHCS)

The following information should be applied on a Russian-language
sticker (word order and text font may vary)
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[na npojaxu Ha TeppuTopun Poccuiickoii desepauyn

VHAMBUAYaNbHAs YaKoBKa COMPOBOX/AETCS

OOMONTHNTENBHBIM CTUKETPOM.

3nenuns nocTaBnstoTCs CO CTUKTEPOM, KOTOPbI MOXET

COAePXKaThb CrefytoLLyto NH(POPMALMIO:

« HasBaHWe MeAULMHCKOIO U3AENS Ha PYCCKOM

A3bIKe;
» HasBaHwe 3aBofa NPON3BOAUTENS;
*  CrpaHa nponcxoxaeHuns;
e KoflUPN (yHuKanbHbIn KOf NPOAYKTA);
* Kog CFN (Homep mogenn);
e [ata n Homep PernctpaloHHOro
Y[0CTOBEPEHNS;
» 3Hak cooTBeTCTBMA B Poccuu;
* [lpenynpeanTensHbie N MHHOPMUPYIOLLME
3HaKu ¥ Hagnucuy (ecnm NPUMEHNUMO).
O6paseL, CTUKepa

HeToKcnyH
0

ot
g
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HavmeHoBaHMe MeANLIMHCKOrO

n3aenus

MpownssoguTte
Nb:
«Me[fTpoHUK
VIHK.»
CrtpaHa
npoucxoxae
HUS:

CLWA

Kog UPN

Kog CFN

w

sticker.

* Name of medical device in Russian language;

* Name ofthe manufacturer;
e Country of origin;

* Code UPN (unique product number);
» Code CFN (customer facing number);
» Date and number of Registration Certificate;

» Sign of conformity in Russia;

* Warning and informing symbols and inscriptions

applicable).

Sample of the sticker

Non-
toxic

yPHTY

DEHP

EC iREP

Name of medical device

The individual packaging for the Russian market is accompanied
with additional

Manufancturer: Code UPN
Medtronic Inc.

Country of origin: Code CFN
USA

Manufacturer's authorized representative:

LLC «Medtronic»
Registration Certificate Ne

oT

Devices supplied in packaging marked with the following possible
information:
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ec 1REP1 [llpeAcTaBuTeNb NPOU3BOAUTENS B

10.0nucaHune
meToda

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

P®: OO0 «MeATPOHUK»
PeructpaLiMoHHoe Y A0ocTOBEpPEHNE
Ne oT

Jata CM. VHCTpYKLUMIO
n3rot./Cepus/l’  CM. CMUMBO/IbI Ha
Of€eH [0: CM. yMakoBKe
yMakoBKY

Date of See IFU
manuf../Lot/UBD: See See packaging symbols
on pack
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cTepunmsaLmn
» CBEMEHVA O  CrepunbHoe M3aenvie OAHOKPATHOrO NMPUMEHEHNS. Sterile medical device for single use

METO/axX MeTog CTepuamn3aLmn; STUneH OKCuz Sterilization method: EtO Sterilization

BanMfauMn B : o
oTHOLIEHYM He vcnonb3oBath, €C/IM YNakoBKa NOBPeX/eHa. Do not use if packaging is damaged.

npotecca
cTepunmsaumm
, 0 BaMaaumm
npotiecca
YNaKoBbIBAHUS
ans
CTepPUNbHbIX
n3genuii/
Sterilization
method,
Sterilization
Validation,
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Packaging
Validation for
Sterile devices
11.MopAgoK u
yCnosus
yTUAn3aLmum
nm
YHUUTOXKEHUSA
MEULIMHCKOr o
n3genns/
Procedure
and
conditions for
the disposal
or destruction
of a medical
device

1. Cpok
rogHocTu /
Shelf life
13.MepeyeHb
HaLMOHa/bHbI
X n
MEeXJyHapOoaH
bIX
HOPMaTUBHbIX
NIOKYMEHTOB/C
TaH4apToB,
KOTOPbIM
COOTBETCTBYET
MeAWLMHCKOoe
nspenve / The

YTunusmpyiiTe npoayKTbl 4O/MKHbIM 06pa3oM B COOTBETCTBUM C
NpoLeAypoi, yCTaHOBMEHHOW B MEAULMHCKOM YUPEeXAEHNN,
BMECTE C OCTa/lbHbIMU 3arpsA3HEHHbIMW KPOBbIO NpoAyKTamu. Mo
OKOHYaHUW MPYMEHEHMS 3TOT NPOAYKT NpeAcTaBnseT
NoTeHLMaNbHY 61MOOrMYecKyro ornacHocTb.ObpallieHne u
YTUAN3aLMI0 NM06LIX NOA0OHLIX YCTPOMCTB CeayeT BbINOIHATL B
COOTBETCTBUM C NPUHATON MeANLMHCKON NPaKTUKOW 1
[ENCTBYIOLLMM MECTHbIM, PEFMOHAbHBIM 11 HALMOHA/TbHBIM
3aKOHOAATENIbCTBOM U HOPMaMMK.

Knacc onacHOCTV MeALIMHCKUX OTXO/I0B:
Knacc A —6e3 B3aMMO/ENCTBIS C NaLWeHTOM;

Knacc b - nocne B38.VIMO,IJ,€VICTBVIFI C NauneHTOM

3roga

[MepeyeHb HaLWIOHa/TbHBIX 1 MEXIYHAPOAHbIX HOPMATUBHBIX
[IOKYMEHTOB / CTaH[apTOB, KOTOpPbIE COOTBETCTBYHOT MEAVLIMHCKOMY
V3OENMIO W €70 NPUHAA/IEXHOCTSM (06LLIVE CTaHAAPTbI, YMAKOBKa,
MapKPOBKa, CTEPUIN3ALWS, GYOCOBMECTUMOCTD)

CtaHpapT/ Standard T[oa/ OnucaHue
Year

EN ISO 13485 2012/AC  Wspenna MeLMLUMHCKNE.
:2012 MeHe[PKMeHTa  KayecTBa.

Tpe6oBaHNA AN Leneii perynnpoBaHus
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Dispose of products properly according to hospital policy with
the other blood contaminated products. After use, this product
may be a potential biohazard. Handle and dispose of all such
devices in accordance with accepted medical practice and
applicable local, regional, and national laws and regulations.

Hazard class of medical waste:
Class A -without interaction with the patient;
Class B - after interaction with the patient

3year

The list of national and international regulatory

documents/standards, which matches medical device and their
accessories (general standards, packing, labeling, sterilization,
biocompatibility)

Description
Cuctembl Medical Devices - Quality Management
CuctemHble Systems - Requirements for Regulatory
Purposes
49



list of national
and
international
regulatory
documents/st
andards,
which
matches
medical
device

ENISO 15223-1

EN 1041

EN ISO 14971

EN 15986

ISO 10555-1

ENISO 10993-1

ENISO 10993-4
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2007/AC
120121

2008

2012

2011

2011

2009/AC
:2010

2009

N3genns  meguumMHCKMe. CumBofbl,
NMpPUMeHsieMble NpPYU MapKMpoBaHWM  Ha
MEAULMHCKUX W3OeNnaX, 3TUKEeTKax U B
COMNPOBOANTE/NIbHON JOKYMeHTauun. YacTb
1. OcHOBHble TpeboBaHus.

W3penns MeaULUHCKWe. CurmBOSb,
NMPUMeHsieMble NPU  MapKMpoBaHWKW  Ha
MeLULMHCKUX W30ennax, 3TUKeTKax U B
COMPOBOAMUTE/NbHOM JOKYMeHTaumn. YacTb
1. OcHOBHbIe TpeboBaHUs.

M3pgenna  meamumHckre.  [pyvmMeHeHue
MeHePKMEHTa pucka K MegULMHCKUM
n3genunam.

CuUMBO/ K XapaKTepuUCTUKeE MeAULIMHCKMX

MPOAYKTOB. Tpe6oBaHws K
XapaKTepucTuke  Goratbix  (pTanatom
MeANLMHCKUX NPOAYKTOB.

KateTepsl BHYTPUCOCYAMUCTbIE

CTepW/bHble OAHOKPATHOTO MPUYMEHEHMS.
YacTb 1 O6Lme TexHnYecKune TpebosaHns

WN3penns MeAVLVHCKMeE. OueHka
OMONOrNYecKoro AeicTBUS MeANLMHCKMX
n3genwi. YacTtb 1 OueHka MU
1ccnefoBaHus.

3penus MeANLIMHCKNE. OueHKa
6M0N0rMYECKOro AencTBnUA MeANLMHCKNX
m3genuin.  Yactb 4. VccnegosaHus

N30ennid, B3aMOAENCTBYIOLLMX C KPOBbHO.

Medical devices-Symbols to be used with
medical device labels, labeling and information
to be supplied - Part 1. General Requirements

Information Supplied by the Manufacturer with
Medical Devices.

Medical Devices - Application of Risk
Management to Medical Devices.

Symbol for use in the labeling of medical
devices - Requirements for labeling of medical
devices containing phthalates.

Sterile, single-use intravascular catheters. Part
1 General requirements.

Biological Evaluation of Medical Devices -
Part 1. Evaluation and testing.

Biological Evaluation of Medical Devices -
Part 4: Selection of tests for interactions with
blood.



ENISO 10993-5

EN 1SO 10993-7

ENISO 10993-10

EN I1SO 10993-11

ENISO 10993-12

EN ISO 11737-1

ENISO 14644-1
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2009

2008/AC
:2009

2013

2009

2012

2006/AC

:2007

1999

3penna megnumHcekme. OueHKa
610MI0rMYECKOro AeCTBUS MeAULIMHCKMX
n3genuin. Yactb 5. VccnenoBaHus Ha
LMTOTOKCUYHOCTb; METOAbI in Vvitro.
M3penna megmumHckme. OueHKa
610N10rNYeCKOro AeCTBUS MeAULMHCKNX
n3genmia. Yactb 7. OctatouHoe
COJepXKaHune aTueHoKemaa nocne
cTepunsaumn.

M3penna megnumHekue. OLeHka
O100rMYecKoro AencTBrs MeANLIMHCKIX
n3genuii. Yactb 10. ViccnepoBaHus
pa3fpaXkaroLLEero 1 CEHCMONIN3NPYIOLLErO
AeincTBuS.

W3penus megnumHckme. OueHka
GMONOrNYECKOro AeCTBUS MeANLIMHCKMX
n3genuia. Yactb 11. ccnenoBaHms
06LLIETOKCUYECKOI O [IEACTBUS.

WN3penua megmumHekme. OueHKa
610N0rNYecKoro feicTBUA MeANLIMHCKMNX
n3genumin. Yactb 12. MpurotosneHve npob
1 KOHTPO/IbHbIEe 06pasLibl.

Crepunumsaumns MeguLUHCKNX U3LeNNA.
Mukpoburonorunyeckne Metogpl. Yacts 1
OueHka nonynsauuMyM MAKPOOPraHM3MOB Ha
NPoAYyKLUMWN.

YuncTble NMOMELLEHUSA Y CBA3AHHbIE C HAMK
KOHTpONMpyeMble cpefbl. Yacts 1
Knaccugukaums YncToTbl BO3LyXa.

Biological Evaluation of Medical Devices -
Part 5: Tests for in vitro cytotoxicity.

Biological Evaluation of Medical Devices -
Part 7: Ethylene Oxide Sterilization Residuals.

Biological Evaluation of Medical De vices -
Part 10; Tests for irritation and delayed-type
hypersensitivity.

Biological Evaluation of Medical Devices -
Part 11: Tests for systemic toxicity.

Biological evaluation of medical devices - Part
12: Sample preparation and reference
materials.

Sterilization of Medical Devices-
Microbiological methods ~ Part 1
Determination of the Population of Micro-
organisms on Products.

Cleanrooms and Associated Controlled
Environments - Part 1. Classification of Air
Cleanliness
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EN I1SO 11607-1

ENISO 11607-2

EN ISO 11135-1

ENISO 11138-2

EN 556-1

EN 62366

ISTA/1 |1A

MED DEV 2.7.1
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2009

2006

2007

2009

2001/AC
:2006

2008

2001

Decembe
2009

YnakoBKa /1 MeAULUHCKUX W3LeNniA,
noAnexalinx PUHULLHON CTePUIN3aLMUN.
O6Lwme TpeboBaHMS.

HakonseHve gns Hensneyunmo
CTepUNN30BaBLUNX MEAULMHCKNX
YCTPONCTB - YacTb 2: TpeboBaHUs
MpoBepky Ansg hopMUPOBaHNS,
M30/IMPOBaHMA N COOPOYUHbIX MPOLIECCOB.
CTepunusaums npomyKTos
3ApaBooxpaHeHuns - OKcug aTuneHa -
Uactb 1 TpeboBaHusa 419 pasBuTyS,
MPOBEPKM 1 06bIYHOTO YNpaBieHns
cTepunmsalmein obpabatbiBatoT A/
MeANLMHCKNX YCTPOMCTB.

Crepunusaumns MeayLMHCKOW NpoayKuum.
Buonornyeckue nHamkaTopsl. Yacts 2.
Brionornyeckune MHAMKaTOPbI 415
CTEPU/IN3ALMIN OKCUAOM 3STUMEHA.
Crepunumsaumns MeguLUHCKNX U3LENNIA.
TpeboBaHMA K MEAVLMHCKUM U3LENNAM
Kateropuu "'crepunibHble”. YacTs 1
TpeboBaHMA K MEAVNLMHCKUM U3LENAM,
NoANEXalmm PUHULLHON CTepunu3aLum.
W3genna megmumHckme. MNpoekTnpoBaHme
MeANLMHCKNX U3LENNIA C YHETOM
3KCNJyaTaLMoHHON NPUroAHOCTK.
YnakoBaHHbIe NPOAYKTbI Becom 150
(pyHTOB (68 Kr) nnm MeHee.

PyKoBOZACTBO MO MeAULMHCKUM
npruéopam, OLEHKa KNMHNYECKMX AaHHbIX:

Packaging for Terminally Sterilized Medical
Devices - Part 1: Requirements for materials,
sterile barrier systems and packaging systems.
Packaging for Terminally Sterilized Medical
Devices - Part 2: Validation Requirements for
Forming, Sealing and Assembly Processes.

Sterilization of health care products - Ethylene
oxide - Part 1 Requirements for development,
validation and routine control of a sterilization
process for medical devices.

Sterilization of health care products -
Biological indicators - Part 2: Biological
indicators for ethylene oxide sterilization
processes.

Sterilization of Medical Devices-Requirements
for Medical Devices to be Designated
“Sterile”-Part 1 Requirements for Terminally
Sterilized Medical Devices.

Medical Devices - Application of Usability
Engineering to Medical Devices.

Packaged-Products weighing 150 Ib (68kg) or
less.

Guidelines on Medical Devices, Evaluation of
Clinical Data: A Guide for Manufacturers and
Notified Bodies.
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PYKOBOACTBO A/151 NPOM3BOAUTENEN U
YBELOM/IEHHbIX OpPraHoB.

14.  Cnyx6a [lo Bcem BOMpocam, BK/toYas Xanobbl Ha NPoAyKLUMIO, PEMOHT U Contact for all questions, including complaints, repair

paborb C  TexobGenyxueaHue, 06pallatbcs K YNONHOMOYEHHOMY and service of medical devices the Authorized
é””iHTaM” I Npegcrasutento 8 Poccuiickoit deaepauun: Representative in Russia:
S:rf/i(:::]er 000 «MeaTpoHuk» Medtronic, LLC,

123317, Poccuiickaa ®epepaumsi, MockBa,
MpecHeHCcKas HabepexHas, 10

Ten.: (495) 580-73-77, dakc; (495) 580-73-78,
www.medtronic.ru
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123317, Moscow, Presnenskaya Naberezhnaya., 10
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru



Medtronic

Medtronic, Inc.

7i0 Medtronic Parkway
Minneapolis, MN 55432-5604

USA

www.medtronic.com

1 HaumeHoBaHU

e
MeINLINHCKOT
0 n3penuns/
Name of
medical
device

[lornonHeHve K MHCTPYKUUK Mo akcnyaTauum (Bepcus 2) / Appendix to Instruction for Use (version 2) :

KaHtonn gna nepgysuy ycTbs KOpoHapHoi aptepumn DLP c
NPUHAAIEXHOCTAMM,  BapuaHTbl  UCNofHeHus:  (Hdanee -
MeAuumMHCKoe usgenvie, M)

1 KaHwona gna cocypos DLP ¢ npo3payHbIM  KOpMycoM C
OLHOCTOPOHHMM KfianaHoM ¥ 3-MUI/IMMETPOBLIM  CKOLLEHHbLIM
HaKOHEYHWKOM, Hapy>XHbIi anameTtp: 3mMm, mogens 30000, B
cocTasBe:

- KaHtona

- WHCTpyKLMa no npumeHeHuto

2. Kanwonga pna cocygos DLP ¢ npo3payHbiM - KOPMYyCcoM C
O4HOCTOPOHHUM  KnamaHoMm 1 3-MWAIMMETPOBLIM  TYTbIM
HAaKOHEYHWMKOM, HapyXHbIli avameTtp: 3mMm, mogens 30001, B
cocTase:

- KaHtong

- VIHCTpyKUMS N0 NpUMEHEHUIO

3. KaHwong gna cocygos DLP ¢ npospayHbiM KOprycom c. 3-
MUNNMMETPOBLIM TYMbIM HAaKOHEYHWKOM, HapYXXHbIA AuameTp:
3mm, mogens 30003, B cocTase:
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Coronary Ostial Perfusion Cannulas DLP with accessories.
versions: (Hereinafter - medical device, MD)

1 Vessel cannula DLP with clear body with one-way valve
and 3-mm beveled tip, the outer diameter: 3 mm, model
30000, including:
- Cannula
Instruction for use

2. Vessel cannula DLP with clear body with one-way valve
and 3-mm blunt tip, the outer diameter: 3 mm, model 30001,
including:

- Cannula

- Instruction for use

3. Vessel cannula DLP with clear body and 3-mm blunt tip,
the outer diameter: 3 mm, model 30003, including:
- Cannula



- KaHtons
- VHCTpyKUMA No NpUMeHeHUIo

4. KaHtona gna cocygos DLP ¢ npospayHbiM KOprycom C 2-
MUNNMMETPOBLIM TYMbIM HAaKOHEYHUKOM, Hapy>XHbIi AvamMeTp:
2MM, mogenb 30004, B cocTase:

- KaHions

- WHcTpyKuma no npumeHeHuto

5. KaHtonsa pgna cocygos DLP ¢ npo3payHsiM Koprycom c 4-
MWUZIMMETPOBLIM  XKeNyAeBUAHbIM  HAKOHEYHWKOM,  HapyXXHbIiA
AnameTp: 4mm, mogens 30005, B cocTase:

- KaHiong

- WHCTpyKumMs no npumeHeHuto

6. KaHtons ans cocynoB DLP ¢ peHTreHOKOHTPAaCTHbIM KOPMyCOM
C 3-MW/IMMETPOBLIM CKOLLUEHHbIM HAKOHEYHWUKOM, Hapy>KHbIA
AnameTp: 3mM, mogens 30006, B cocTase;

- KaHtong

- WHCTpyKLMA N0 NPUMEHEHWNIO

7. Kantona pna cocypos DLP c npospayHbiv Kopriycom C 3-
MWIIMMETPOBbIM ~ CKOLLEHHbIM ~ HAKOHEYHWKOM,  Hapy>HbIi
AnameTp: 3mm, mogens 30007, B cocTase:

- KaHiong

- VHCTpyKUuMs No npumeHeHuo

8. KaHtong gna cocynos DLP ¢ peHTreHOKOHTPACTHbIM KOpPIyCoM
C OLHOCTOPOHHWM KnamaHoM ”  3-MWIIMMETPOBLIM  TYMbIM
HaKOHEYHVKOM, HapyXHbliA auvameTp: 3Mm, Mogenb 30021, B
COCTaBe;

- KaHtons

- VIHCTpYyKUMsa No npvMeHeHUIo
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- Instruction for use

4. Vessel cannula DLP with clear body and 2-mm blunt tip.
the outer diameter: 2 mm, model 30004, including:

- Cannula

- Instruction for use

5. Vessel cannula DLP with clear body and 4-mm acorn tip.
the outer diameter: 4 mm, model 30005, including:

- Cannula

- Instruction for use

6. Vessel cannula DLP with radiopaque body and 3-mm
beveled tip, the outer diameter: 3 mm, model 30006,
including:

~ Cannula

- Instruction for use

7. Vessel cannula DLP with clear body and 3-mm beveled
tip, the outer diameter: 3 mm, model 30007, including:

- Cannula

- Instruction for use

8. Vessel cannula DLP with radiopaque body with one-way
valve and 3-mm blunt tip, the outer diameter: 3 mm, model
30021, including:

- Cannula

- Instruction for use

¢ unoir
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2. CsefieHun
o 0
npovssoauTene
MeJMLMHCKOro
n3aenus
(HanmeHoBaHwe,
aapec
MEeCTOHAX0XAEHU
1, MoYTOBbI
agpec, TeneqoH,
agpec MecTa
npoussoacTea)/
Information
about
manufacturer of
medical device
(name, location
address, mailing
address, phone
number, address

9. KaHtona pgna cocygos DLP ¢ npospayHbiM  KOPMycom C
PEHTreHOKOHTPACTHbIM KOMbLUOM U 3-MWU//IMMETPOBLIM  TYTbIM
HaKOHEYHWNKOM, HapyHbli anameTp: 3mMm, mogens 30022, B
cocTaBe:

- KaHions

- WHCTpyKLmA No NpyMeHeHUIo

10. KaHtonsa ansa cocynos DLP ¢ peHTreHOKOHTPacTHbIM KOPyCcoMm
C 3-MUNIMMETPOBbIM TYMNbIM HAKOHEYHWKOM, HapY>XHbIiA AnameTp:
3mm, mogens 30023, B cocTase:

- KaHtons

- WHCTpyKumMs MO NpUMeHeHno

*HaMeHOBaHWA MEAVULMHCKUX U3LeNNIA MOTYT BbITb YNOMSHYTbI

B TEKCTe B COKpalleHHON opme An1s yaobcTBa BOCMPUATUA
NHopmaLnK.

MpomnssoamTens/Manufacturer:
(name, location address, mailing address, phone number)
«MepgTpoHuK NHK.», CLUA

9. Vessel cannula DLP with clear body with radiopaque band
and 3-mm blunt tip, the outer diameter: 3 mm, model 30022,
including:

- Cannula

- Instruction for use
10. Vessel cannula DLP with radiopaque body and 3-mm
blunt tip, the outer diameter: 3 mm, model 30023, including:

- Cannula

- Instruction for use

* The names of medical devices can be mentioned in the text
in abbreviated form for the convenience of perceiving
information.

Medtronic Inc., USA 710 Medtronic Parkway, Minneapolis, MN 55432, USA

Tel.: +1 763 514 4000; Fax: +1 763 514 4879
www.medtronic.com

YNonHOMOoueHHbIN NpeAcTaBuTens npounssoautens / Authorized Representative of Manufacturer:
000 «MeaTpoHnK», 123317, Poccus, r. Mocksa, MNMpecHeHckast Hab., 4. 10/
“Medtronic” LLC, 123317, Russia, Moscow, Presnenskaya Naberezhnaya, 10

Tel: (495) 580-73-77, Fax: (495) 580-73-78
oxana.sapunova@medtronic.com
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of place of
production)

3. HasHaue  [inf nogaum KapAMOM/ernyecknx pacTBOPOB HEMOCPEACTBEHHO B These cannulae are intended for use in conjunction

HWe KOpOHapHble  apTepun BO BpeEMA  onepauun B yCnoBUAX  with cardiopulmonary bypass surgery up to six hours
MeAULHCKOrOo MCKYCCTBEHHOrO KPOBOOGpALLIEHVst B TeueHWe nepuoaa BpeMeHu o less for delivery of cardioplegia solutions directly to the
uspenvs/ He 60/1ee LLeCTM Yacos. coronary arteries.

Prescription of

medical device

4, DYHKLMO

Ha/lbHble

XapaKTepuCTUKn Mogeb/HOMEP UepTéx n/vnm ¢oTo, TeXHNYeckune xapaktepuctnkun. Drawing and / or photos, specifications.
n  TexHuyeckne  Model

XapaKTepUCTUKK
MeAULMHCKOro OCHOBHbIe TEXHUYECKMNE XapaKTEPUCTUKN MEeANLMHCKOTO 13aenms (AonyCTUMbIE OTKNOHEHWS] TEXHUYECKUX XapaKTePUCTUK
n3penws/ cocTaBnsoT £ 5 %, ecnn He ykasaHo mHoe) / The main technical characteristics of the medical device (permissible deviations of
Functional technical characteristics are £ 5%, unless otherwise specified)

characteristics
and technical
characteristics
of medical device

(11)7)
©\ "
30021 a2 30023
d C*/104:T;!r: Ir-
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1 Clear body with one-way valve and 3-mm beveled tip /IMpo3payHblii KOpNyc ¢ 04HOCTOPOHHUM K/anaHoM
1 3-MUNNMMETPOBBLIM CKOLLEHHBIM HaKOHEYHVKOM

2. Clear body with one-way valve and 3-mm blunt tip/ IMpo3payHblii KOpnyc ¢ 0AHOCTOPOHHUM KnanaHoM M
3-MUNIMMETPOBBIM TYMbIM HAKOHEYHVKOM

3. Clear body with 2-mm and 3-mm blunt tip/[Mpo3payHblit Kopnyc ¢ 2-MUIUMETPOBLIM U 3-
MUITIMMETPOBBIM TYMbIM HAKOHEYHUKOM

4. Clear body with 4-mm acorn tip/[po3payHblii KOpnyc ¢ 4-MUANMMETPOBbIM XeNyAeBUAHbIM
HaKOHEYHMKOM

5. Radiopaque body with 3-mm beveled tip/PeHTreHOKOHTPACTHbIN KOpyc ¢ 3-MUAINMETPOBbLIM
CKOLLUEHHbIM HaKOHEYHVKOM

6. Clear body with 3-mm beveled tip /Mpo3payHbiit Kopnyc ¢ 3-MUNANMETPOBbLIM CKOLLIEHHbIM
HaKOHEYHNKOM

7. Radiopaque body with one-way valve and 3-mm blunt tip/ PEHTreHOKOHTPACTHbIA KOPNYC C
OJHOCTOPOHHUM K/anaHoM U 3-MUNIMMETPOBbIM TYMbIM HAKOHEYHUKOM

8. Clear body with radiopaque band and 3-mm blunt tip/ IMpo3payHblii KOPNYC C PEHTreHOKOHTPACTHbIM
KOMbLIOM 1 3-MWUIIMMETPOBbIM TYMbIM HAKOHEYHVKOM

9. Radiopaque body with 3-mm blunt tip/ PEHTFeHOKOHTPACTHbI Kopnyc ¢ 3-MUANMMETPOBLIM TYMbIM
HaKOHEYHVKOM

rarmven'.s i m)]c npoti roiiucsi
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TeXHUYECKNe XapaKTePUCTUKMN:

1.HapyXHblli JuameTp KOHYMKa Npo3payHoro
Kopryca ¢ O4HOCTOPOHHMM KfianaHom u 3-
MWUNMMETPOBBLIM CKOLLEHHBLIM HAKOHEYHUKOM: 3 MM

2.06Wasn gnnHa KaHonm: 6,1 cm
3.2(htheKT1BHASA ANMHA KaHIONW: 38 MM

4. MprcoefMHNTENbHbIA pa3vep OXBaTblBatoLLel
4acTW BUHTOBOIO JIO3POBCKOT0 COEAVHEHNS:

[OmnaveTp (0XBaTbIBatOLLEN YacTV BUHTOBOTO
NIO3POBCKOr0 COEAVHEHNS), MM;

HapyXHblIii 7,83 (+0 / -0,1); BHyTpeHHWIA 4,315 (+0/ -

0,005)

Technical parameters:

1. Outer diameter of the end of the clear body with
one-way valve and 3-mm beveled tip: 3 mm

2. Cannula total length: 6.1 cm
3. Cannula effective length: 38 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting): 4,315
(07 -0,005) mm

Outer diameter ( locking female luer fitting); 7,83
(+0/-0,1) mm
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TexHnyeckne XxapakKTepUCTUKN:

1.Hapy>XHblil ArameTp KOHYMKA NPO3pavyHOro
Kopryca ¢ OAHOCTOPOHHMM K/arnaHoM 1 3-
MWUNNMMETPOBBIM TYTbIM HaKOHEYHUKOM; 3 MM

2.06LWan AnnHa KaHonm: 6 cm
3.2(h(heKTUBHAS A/IMHA KaHIOMN: 38 MM

4. Tp1COeAVHNTENbHBIA pasmMep 0XBaTbIBatOLLEN
Y4acTV BUHTOBOTO /I09POBCKOI0 COEANHEHNS:

[AunameTp (0XBaTbIBatOLLE YacTW BUHTOBOTO
NO3POBCKOr0 COEANHEHUST), MM:

HapyxHwuin 7,83 (+0/ -0,1); BHyTpeHHUA 4,315 (+0/
-0,005)

Technical parameters:

1. Outer diameter of the end of the clear body with
one-way valve and 3-mm blunt tip: 3 mm

2. Cannula total length: 6 cm
3. Cannula effective length: 38 mm

?f_. Connection dimension of the locking female luer
itting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
(+0/-0,1) mm

AvuiicibiC 1!M0O|1 rcutiess



Texuuvweckne XapaKkTepuCTHKA:

1.Hapyxupiii anameTp koHuuka kaHioNH ans
COCYAOB C NPO3PAUHLIM KOPITYCOM ¢ 3-
MHILIHMETPOBLIM TYTIBLIM HAKOHEUHHKOM: 3 MM

2.006man AnuHa KaHionK: 5,5 oM
3.O¢pexTrnnas anuna kaHonn: 31 MM

4. HpucoeannnTensueiii pasmep oxearsizaoweii
HaCTH BUHTOBOTO JIIO3POBCKOrO COSAMHEHHA:

Huametp (oxBaTbiBatOWteli YaCTH BUHTOBOFO
JIOIPOBCKOIO COCRHHEHMA), MM:

HapyXHbi#i 7,83 (+0/-0,1); BuyTpenuuii 4,315 (+0/
-0,005)

Technical parameters:

1. Outer diameter of the end of the vessel cannula
with clear body and 3-mm blunt tip: 3 mm

2, Cannula total length: 5.5 cm
3. Cannula effective length: 31 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
(+0/-0,1) mm
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30004
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TexHUuecKre XapakTepuUCTUKN:

1.Hapy>kHbli1 AuaMeTp KOHUMKA KaHoW Ans
COCY/I0B C NPO3payHbIM KOPMYyCoM C 2-
MUMMMETPOBLIM TYMbIM HAKOHEUHUKOM: 2 MM

2.06wWwas fnmHa KaHonm: 5,5 cm
3.0(h(heKTNBHAA 4/IMHA KaHIONW: 32 MM

4. MpycoeaMHUTENbHBIN pa3mep 0XBaTblBatOLLEl
4acTN BUHTOBOTO JIFO3POBCKOr0 COEANHEHMS:

[nameTp (0XBaTbIBalOLLE YacTy BUHTOBOIO
NO3POBCKOr0 COEAMHEHNS), MM:

Hapy>Hui1 7,83 (+0/ -0,1); BHyTpeHHWUIA 4,315 (+0/
-0,005)

In-' ofoci

Technical parameters:

1. Outer diameter of the end of the vessel cannula
with clear body and 2-mm blunt tip: 2 mm

2. Cannula total length: 5.5 cm
3. Cannula effective length: 32 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
(+0/-0,1) mm

Ne



30005

Texuuyeckne XapakTepucTHKH:

1. Hapyxubilt 1naMeTp koHwHKa KaHionH ang
COCYZI0B C MPOIPAUHBIM KOPIYCOM € 4-
MWITHMETPOBbIM KEAYACBHAHLIM HAKOHEYHHKOM:
4 MM

2.061was nnMHa Kakionw: 5,5 cm
3.93¢ddexTnHAs AnrHa KaROH: 33 MM

4. IpucoeanHKTENbHBI! pa3Mep OXBaThiBatoLleH
4aCTH BUHTOBOI'O JIIOIPOBCKOIC COCAMHEHMUA:

Huamerp (oxBsaThiBaroNEl YacTH BUHTOBOrO
AO3POBCKOTO COEMHEHAA), MM

Hapyxuuii 7,83 (+0/ -0,1); suyTpenunii 4,315 (+0/
-0,005)

Technical parameters:

1, Outer diameter of the end of the vessel cannula
with clear body and 4-mm acorn tip: 4 mm

2. Cannula total length: 5.5 cm
3. Cannula effective length: 33 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fiting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
(+0/-0,1) mm

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

1.HapyxHbiit AHaMeTP KOHYHKaA KAHIONK 1ng
COCYAOB C PEHTICHOKOHTPACTHBIM KOPITYCOM € 3-
MHLTHMETPOBBIM CKOLUIEHHBIM HAKOHEYHHKOM: 3
MM

2.06man annna xaHoONK: 5,4 cMm
3.9d¢exTuBHan gnuHa KauonK: 31 MM

4. IlpucoenrHuTeNbHEIH pa3Mep 0XBaThIBAKOIIECH
YaCTH BHHTOBOTO NOIPOBCKOTO COSHMHEHMS !

HAunametp (oxBaTbiBaloweH 9acTH BUHTOBOTO
JIIO3POBCKOrO COCHMHEHNA), MM:

Hapyxsmi 7,83 (+0/-0,1); suyTpennuit 4,315 (+0/
-0,005)

Technical parameters:

1. Outer diameter of the end of the vessel cannula
with radiopaque body and 3-mm beveled tip: 3 mm

2. Cannula total length: 5.4 cm
3. Cannula effective length: 31 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
{(+0/-0,1) mm

Lo i roees
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TeXHUYECKMEe XapaKTEPUCTUKMN:

1.Hapy>XHblin AnameTp KOHYMKA NPO3pavHOro
Kopnyca ¢ 3-MWIIMMETPOBbLIM CKOLLEHHbIM
HaKOHEYHUKOM;3 MM

2.001as onnHa KaHonm: 6,1 cm
3.2(htheKTUBHAA ANMHA KaHONW: 38 MM

4. MprcoeaNHUTENbHBIN pasmMep OXBaTbIBatOLLE
Y4acTW BUHTOBOTO /I03POBCKOIO COEANHEHNS:

[JvamveTtp (0xBaTbIBatOLLe YaCTX BUHTOBOIO
NIO3POBCKOTO COEAMHEHMS), MM:

Hapy>HbI 7,83 (+0/ -0,1); BHyTpeHHUA 4,315 (+0/
-0,005)

Technical parameters:

1. Outer diameter of the end of the clear body with
3-mm beveled tip: 3 mm

2. Cannula total length: 6.1 cm
3. Cannula effective length: 38 mm

4. Connection dimension of the locking female luer
fitting;

Inner diameter (locking female luer fitting): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
(+0/-0,1) mm

12
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30021

30022
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TexHUYecKne XxapakTePUCTUKN:

1.Hapy>XHbliA fnameTp KOHYMKA KaHNM 415
COCY/I0B C PEHTTeHOKOHTPACTHbLIM KOPMycoMm C
OAHOCTOPOHHMM KnanaHom ¥ 3-MUINIMMETPOBbLIM
TYNbIM HAKOHEYHUKOM: 3 MM

2.06was gnmHa: 6,4 cm
3.9(btheKTNBHAS ANMHA KaHIONW: 38 MM

4. TMprcoeamHUTENbHbIV pasMep 0XBaTbIBatOLLEl
4acTN BUHTOBOIO /IHO03POBCKOr0 COEAMHEHNS:

[OunaveTp (0XBaTbIBaKOLLEN YacTV BUHTOBOMO
NO3POBCKOr0 COEAVMHEHNS), MM:

Hapy>xHuii 7,83 (+0/ -0,1); BHyTpeHHwWI4 4,315 (+O/
-0,005)

Technical parameters:

1. Outer diameter of the end of the vessel cannula
with radiopaque body, one-way valve and 3-mm
blunt tip: 3 mm

2. Total length: 6,4 cm
3. Cannula effective length: 38 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+07-0,005) mm

Outer diameter ( locking female luer fitting): 7,83
(+0 7-0,1) mm

13
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TexuuvieckHe XapAKTEePHCTHKH;

1. HapyxHeiil IHaMeTp KOHYMKA KAHIONH A
COCYAIOB C NPO3PAYHBIM KOPITYCOM C
PEHTreHOKOHTPACTHBIM KOALLIOM H 3-
MHJUTMMETPOBBIM TYMBIM HAKOHEYHUKOM: 3 MM

2.06wan anvKa Kauonu: 5,4 oM
3.2¢PexTHBHAA ANMHA KamONH: 30 MM

4. TlpvcoeanHHTENbHBIN pasMep oXBaThiBaoLLeH
HaCTH BUHTOBOIO JIIO3POBCKOrO COAMHEHH:

Huametp (oxBaThiBalOLIeH aCTH BHHTOROrO
AO3POBCKOTO COEAUHEHHA), MM:

HapyxHeii 7,83 (+0/ -0,1); BHyTpennmii 4,315 (+0/
-0,005)

Technical parameters:

1, Quter diameter of the end of the vessel cannula
with clear body, radiopaque band and 3-mm blunt
tip: 3 mm

2, Cannula total length: 5.4 cm
3. Cannula effective length: 30 mm

4. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter { locking female luer fitting): 7,83
(+0/-0,1) mm

30023

TexAHYECKHE XAPAKTEPHCTHKH:

1. HapyxHeiit anaMeTp KOHYMKa KaHIONK Ans
COCYZIOB ¢ PEHTTEHOKOHTPACTHBIM KOPIYCOM C 3-
MWITHMETPOBLIM TYNBIM HAKOHEUHHKOM: 3 MM

2.06was nuHa Kanony 5,1 cm

Technical parameters:

1. Outer diameter of the end of the vessel cannuia
with radiopaque body and 3-mm blunt tip: 3 mm

2, Cannula total length 5.1 cm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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5.0nucaHne
OCHOBHbIX
MPUHAANEXHOCTE
M, MegULIMHCKMX
n3aenuia nnm
n3aenui, He
ABNSAIOLLMXCA
MeANLMHCKMY,
HO
MpefyCMOTPEHHbI
X ans
NCMONb30BaHMSA B
KOMOUHauMn ¢
3a5BNIEHHbLIM

MeAULUHCKUM
nsgenvem  (npu
Hannumn)/

Description of all
accessories,

3.9(hheKTMBHAA ANMHA KaHon: 31 MM 3. Cannula effective length: 31 mm

4. MpycoeuHNUTENbHBIN pa3Mep 0XBaTbIBaKOLLEN 4. Connection dimension of the locking female luer
4acTV BUHTOBOIO /IHO3POBCKOMO COEAMHEHUS: fitting;

[nameTp (oxBaTblBatOLLEN YacTW BUHTOBOIO Inner diameter (locking female luer fitting): 4,315
NO3POBCKOr0 COEAMHEHUS), MM: (+0/-0,005) mm

Hapy>Hbii 7,83 (+0/-0,1); BHyTpeHHwii 4,315 (+0/ - Quter diameter (locking female luer fitting): 7,83
0,005)
(+0/-0,1) mm

[Ona mogeneid 30000, 30001, 30003, 30004, 30005, 30006, 30007, 30021, 30022, 30023:

macca n3genusa (ananasoH), r/ Device weight, (diapason) g: (1,06-1,41)

KaHtonm ans nepgysnmn ycTbst KOPOHaPHbIX apTepuii pas/iMiHbIX BUAOB M PasMepoB MCMO/b3YOTCS B KOOMBUHALWN C
peTpaKTopaMu 151 3KCMO3NLMI KOPOHAPHOIA apTepuu.

Coronary Ostial Perfusion Cannulas are used in combination with retractors to expose the coronary artery.

>Ch-C
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medical devices
or non-medical
devices, intended
for use with the
medical device
submitted for
registration  (if
applicable)
6.Ycnosus
npumeHeHuns  /
Operating
conditions
7.YcnoBus
TPaHCMopTMpOBa
HUSt 1 XpaHeHus /
Conditions of
transportation

and storage

8.MNepeyeHb n
onucaHme
Martepuasion
MeANLNHCKOro
n3genns,
BCTynatowmx B
HernocpeacTBEHH
bllA nnm
onocpeoBaHHbII
KOHTaKT c
OpraHn3mMom
nauymeHTa (Tenom
yenoseka)/  List
and description
of medical device
materials  with
direct or indirect

MapameTp
Temnepatypa, °C
BnaxHocTtb, %

OTHocuTenbHOe AaeneHue, rfla

MapameTp

TemnepaTypa, He BbiLLe,

BnaxHocTtb, %

°C

OTHOCUTENbHOE AasneHue, Kila

3HayeHune
Ot +18 go +42
Jo 100
OT1 700 o 1060
3Ha4veHue
+ 40
Or580 95
OT1 70 po 106

Parameter Value
Temperature, °C from +18 to + 42
Humidity, % to 100
Relative Pressure, hPa from 700 to 1060

Parameter Value
Temperature, not more, °C + 40
Humidity, % from 5to 95

Relative pressure, kPa

from 70 to 106

Mogenun: 30000, 30001, 30003, 30004,30005, 30006,30007,30021,30022,30023

KOMMOHEHT

Mpo3payHbIii Kopnyc ¢
0JHOCTOPOHHUM
KnanaHom u 3-
MUIUMETPOBbIM
CKOLLEHHbIM
HaKOHEYHNKOM
30000

Mpo3pauHblii Kopnyc ¢
OAAHOCTOPOHHUM

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

Kopnyc KaHtonu
4N coCyfioB -
KOHUYeCKUIA
HaKOHeYHUK
Pa3bém - KaHon
4na cocynos
KOHTPObHbIN
O[JHOCTOPOHHWIA
KnanaH - Tuna
«YTUHBIA HOC»
Kopnyc KaHonu
ANns cocynoB

Matepwuan lMpoueHTHOE
KOMMOHEHTAa  COOTHOLUEHMWE
nBXx 100
Npo3payHbIii
Akpun 100
Npo3payHbIin
CunnKoH 100
MnBX- 100
Npo3payHbIin
JUT.bKT/Tc niui

Buj KOHTaKTa ¢ nalyueHTOM/4eN0BEKOM

KpaTkoBpemeHHbIi (< 24 4acoB), C
LMPKYNMpYoLLeli KPOBbHO

KpaTKoBpeMeHHbI (< 24 Yyacos), ¢
LMPKYMpYIoLLeli KPOBbHO
KpaTkoBpemeHHbIi (< 24 4acoB), C
LMPKYMpYIoLLeli KPOBbHO

KpaTkoBpeMeHHblIl (< 24 Yacos), ¢
LMPKYMpYytoLLeli KPOBbHO

16



contact with the knanaHom u 3-
patient's  body MUNNIMMETPOBLIM

(human body) TynbIM
HaKoHeYHUKOM

30001

Pa3bém - KaHn
Lna cocyaos
KOHTpPONbHbIN

O[JHOCTOPOHHWI
KnamaH - Tuna

KpaTkoBpeMmeHHbIit (< 24 4acoB), C
LMPKYNUPYIOLLER KPOBbLIO
KpaTkoBpeMmeHHbIi1 (< 24 4acoB), C
LMPKYMpYoLLEel KPOBbHO

«YTUHbI/A HOC»
Mpo3payHblii KOpPMyc ¢ 2-MUAIMMETPOBLIM
(30004) 1 3-MUNAMMETPOBLIM TYMbIM
HaKOHeYHnKom C30008)
Mpo3payHbIil KOpNyc ¢ 4-MUNMMETPOBLIM
XenynesuaHbIM HaKOHEYHUKOM
30005
PeHTreHOKOHTPACTHbIA kopnyc ¢ 3-
MWANIMMETPOBBIM CKOLLIEHHbIM

KpaTKoBpeMeHHbl (< 24 vacos), ¢
LIMPKYIMPYIOLLE KPOBbIO

KpaTKoBpeMeHHbIit (< 24 Yacos), ¢
LMPKYUPYIOLLERA KPOBbIO

KpaTkoBpeMeHHbI1 (< 24 Yacos), ¢
LMPKYMPYIOLLEN KPOBbHO

HaKOHEYHMKOM
30006
Mpo3spayHblii Kopnyc  Kopnyc KaHonu ans
C 3-MUNIMMETPOBLIM COCYy[i0B -
CKOLLIEHHbIM KOHUYeCKMI
HaKOHEYHNKOM HaKOHEYHUK
30007 Pa3bém - KaHonu
[Ns cocyioB
PeHTreHOKOHTpacTH Pa3bém - KaHn
bl KOpRYyC C [na cocyaoBs
OLLHOCTOPOHHUM KOHTPO/bHbIl

KnanaHom un 3-
MUIIMMETPOBbIM
TYMbIM
HAKOHEYHNKOM
30021

Mpo3pauHblii Kopnyc
c
PEHTrEHOKOHTPACTH
bIM KONbLOM U1 3-
MWUITMMETPOBbIM
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OJHOCTOPOHHWIA
KnanaH - Tuna
«YTUHbIW HOC»

Kopnyc kaHonm ans
COCYA0B -
PEHTreHOKOHTPACTH
bliA
Kneit

PacwunpuTtens -
HUcxoAdllaa gyra

Akpun 100
Npo3payHbIii
CunvkoH 100
MBX- 100
npo3payHbIii
MBX- 100
Npo3payHbIii
MBX - 6enbii 100
¢ BaS04
nBX 100
npo3payHblii
Akpur, 100
npo3payHbIii
Akpur, 100
Npo3payHblii
CunnkKoH 100
MBX - 6enbli 100
¢ BaS04
LinknorekcaH 100
OH. NMBX
Tekonekc, 100
40%
COflepXKaHue
BaS04

KpaTkoBpeMmeHHblIl (< 24 4yacoB), ¢
LMPKYMPYIOLLE KPOBbHO

KpaTkoBpeMeHHblIl (< 24 yacoB), €
LMPKYNUPYIOLLEA KPOBbIO
KpaTkoBpemeHHbIl (< 24 4acoB), €
LMPKYNUPYIOLLEiA KPOBbIO
KpaTkoBpemeHHbIl (< 24 4yacoB), €
LIMPKYNPYIOLLEA KPOBbIO

KpaTkoBpeMeHHbIi (< 24 yacoB), ¢
LUMPKYPYIOLLEN KPOBLHO

KpaTKOBpeMEHHbI (< 24 4acoB) KOHTaKT C
HEnoBPEeXAEHHON KOXeit
KpaTKoBpeMeHHblt (< 24 yacos), ¢
LIMPKYNPYIOLLEA KPOBbHO

"CiNiruiHVHV"* Avnilohi<' njini; ri;i.jucsi



TYNbIM Mpo3pauHblil kopnyc
HaKOHEYHVKOM c
30022 3-MUINUMETPOBbLIM
TYMbIM
HaKOHEYHNKOM

PeHTreHOKOHTPacTHbIW Kopnyc ¢ 3-
MWANIMMETPOBBIM TYMbIM HAKOHEYHUKOM
30023

Component

Vessel cannula
body - conical tip

Clear body with one-
way valve and 3-mm

be\égl(';got'p Vessel cannula
connector
One - way check
valve - "duck
nose"tvpe
Clear body with one- Vessel cannula
way valve and 3-rnm bodv
blunt Vessel cannula
tip connector
30001 One - way check
valve - "duck
nose"type

Clear body with 2-mm (30004) and 3-mm
blunt tip (30003)
Clear body with 4-mm acom tip

30005
Radiopaque body with 3-mm beveled tip
30006
Clear body with 3- Vessel cannula body
mm beveled tip - conical tip
30007 Vessel cannula
connector
Vessel cannula
connector
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nBX-

npo3payHblii

MBX - 6enblii

¢ BaS04

Component
material
PVC

transparent

Acryl
transparent
Silicone

PVC
transparent
Acryl
transparent
Silicone

PVC
transparent
PVvC
transparent
PVC - white
with BaS04
PVC
transparent
Acryl
transparent
Acryl
transparent

100

100

Percentage ratio

100

100

100

100
100

100

100
100
100
100
100

100

KpaTkoBpemeHHbI (< 24 4acoB), €
LMPKYAMpPYIOLLEei KPOBbIO

KpaTKOBpeMeHHbI (< 24 4acoB), €
LMPKYPYHOLLENA KPOBbIO

Type of contact with patient/person

Short-term (<24 hrs) with circulating blood

Short-term (<24 hrs) with circulating blood

Short-term (<24 hrs) with circulating blood

Short-term (<24 hrs) with circulating blood
Short-term (<24 hrs) with circulating blood

Short-term (<24 hrs) with circulating blood

Short-term (<24 hrs) with circulating blood
Short-term (<24 hrs) with circulating blood
Short-term (<24 hrs) with circulating blood
Short-term (<24 hrs) with circulating blood
Short-term (<24 hrs) with circulating blood

Short-term (<24 hrs) with circulating blood

ti;Min rfiilHs
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Radiopaque body One - way check Silicone 100 Short-term (<24 hrs) with circulating blood
with one-way valve valve - "duck nose"

and 3-mm blunt tip No
30021 Vessel cannula body  PVC - white 100 Short-term (<24 hrs) with circulating blood
- radiopaque with BaS04
Clear body with Glue Cyclohexano 100 Short-term (<24 hrs) contact with intact skin
radiopaque band and ne. PVC
3-mm blunt tip Expander-downward Tecoflex, 100 Short-term (<24 hrs) with circulating blood
30022 arc BaS04 40%
Clear body with PVC 100 Short-term (<24 hrs) with circulating blood
3-mm blunt tip transparent
Radiopaque body with 3-mm blunt tip PVC - white 100 Short-term {<24 hrs) with circulating blood
30023 with BaS04
9.[aHHble 0 MapkunpoBka nHgmeuayansHon ynakosku: Individual package labeling:
MapKupoBKe
MEAMLNHCKOTO [N KaHoNb ana Nepiysnn ycrss KOPOHApHOii apTepun: / For coronary ostial perfusion cannulas;
n3genua u  ero
ynakoske/

Labelling  and
Packaging of
medical device

m |
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MapKunpoBKa MHANBMAYa/IbHON YNaKoBKM Ha NpuMepe BapuaHTa ncnonHeHus mogenn 30010/ Example of individual package
labeling for model 30010

MapknpoBka Ha oTAenbHOI Kopobke; / Labeling on a separate box:

[na KaHonb ans nepdy3nn yctes KOPOHapHOW apTepun; / For coronary ostial perfusion cannulas

MapKunpoBKa 0TAeNbHOM KOPO6KK Ha nprMepe BapuaHTa ucnonHeHuns mogenn 30010/ Example of separate box labeling for model
30010

MapkupoBKa TpaHCNOPTHOW Tapbl (NpeacTaBfieHa cumBonamu); / Transport container labeling (presented bv symbols?;

20
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Norotun/logos

/1A

Caution, Consult

Accompanying Documents

Open Here

PVROGS5.N

Nonpyrogenic

Do Not Resterilize
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BHuMaHve! O3HaKOMbTeCh C CONPOBOAUTE/NbHOA
JokymeHTauumein/ Caution, Consult

Accompanying Documents

OTKpbIBaTh 34eck/ Open Here

AnuporeHHo/ Nonpyrogenic

He ctepunnsosatb nosTopHo/Do Not Resterilize

21
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Do Not Reuse

Quantity

I'USA

Rx Only

STERILE EO

Sterilized Using Ethylene Oxide

Lot Number

Use By

Manufacturer

He ncnonb3osatb nosTopHo/Do Not Reuse

Konnyectso/Quantity

Tonbko gna CLUA/for USA Only

BHUMAHWE: ®efepanbHbiM 3akoHoM (CLUA)
paspeLLeHa npogaxa aToro u3fenns Tonbko
Bpayam W no X npesnvcaHuio.

CrepvnunsosaHo C-)TI/I!'IEHOKCI/I,D,OM/

Sterilized Using Ethylene Oxide

Homep naptun/ Lot Number

WMcnonb3osats go/ Use By

MpownssoguTens/ Manufacturer
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REF

Catalog Number

10 Fr

'‘""MecUronic

Coronary Ostial Perfusion Cannula DLP

\pHy”

OEHP
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Conformite Europeenne (EBponeiickoe
COOTBETCTBWE). DTOT CMMBO/ 0603HAYAET, YTO
YCTPOWCTBO MO/IHOCTbIO COOTBETCTBYET
TpeboBaHWAM AnpeKTVBbI EBponelickoro CoseTa
93/42/EEC./

This symbol means that the device fully complies
with European Concil Directive 93/42/EEC

Howmep no karanory/ Catalog Number

10 ®peHY (3,3mm) (b COOTBETCTBUW C BapMaHTOM
ncrnoneHHus) /10 French (3,3 mm) (in accordance
with the execution version)

MegTpoHuk/Medtronic

KaHtons ana nepgysum ycTbs KOPOHapPHOM
apTepuun(B COOTBETCTBUN C BapyaHTOM
ncnoneHHus)/ObP Coronary Ostial Perfusion
Cannula DLP( in accordance with the execution
version)

Cogepxut dranat (43MP)(B cooTBETCTBUM C
BapuaHTom HcnonHeHHa)/Contains Phthalate
DEHP( in accordance with the execution version)
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Keep Dry

Informs about the possibility of recycling products
and packaging

Recycled Recycled

Maxiomni Storage temperature

?

S
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[Jepxatb cyxum/ Keep Dry

VHopmmpyeT 0 BO3MOXXHOCTW NMOBTOPHO
nepepaboTKN NPOAYKLMN 1 YNaKoBKK (B
COOTBETCTBMW C BapyaHTOM MCMOHeHUA)/
Informs about the possibility of recycling products
and packaging ( in accordance with the execution
version)

BTopuuHblili nepepaboTaHHbIli/ Recycled
Recycled

MakcuMasibHas Temnepatypa XpaHeHus( B
COOTBETCTBUW C BapnMaHTOM
ncnonHeHus)/Max1tuT Storage temperature(in
accordance with the execution version)

Xpynkoe, npu obpaLleHnn cobnogante
OCTOPOXHOCTb (B COOTBETCTBUM C BAPUAHTOM
ncnonHeHns) /Frangile, Handle with Care(in

accordance with the execution version)
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1MM/1TT(B COOTBETCTBUM C BapuaHTOM
1mm ncnonHeHma)/(1n accordance with the execution
version)

MuausunpgyansHaa ynakoska/lndividual package

OnucaHve NHAVMBUAYabHOW YNaKOBKM Description of the individual packing
Ons KaHoNb 4na nepdysnn ycTba KOPOHAPHO apTepum Individual package consists of the Package TPT-0260/TPF-

NHpaueupayanbHas ynakoska coctout w3 [lakeT TPT-  0524A - Nylon/ Film Tyvek 1073B coated/ Linear low density
0260/TPF-0524A - HeiinoH/MneHka Tyvek 1073B nokpbiThiid/  polyethylene, which is labeled.

JINHEeWHbIN  NONM3TUNEH HUM3KOW MIOTHOCTW, Ha KOTOpyl Dimensions of individual package for coronary ostial

HaHeceHa MapKMpOBKa. perfusion cannulas of the models; 30000, 30001, 30003,
Pa3mepbl MHANBMAYaANbHOM YNaKOBKMN NS KaHK/Mb A1s 30004, 30005, 30006, 30007, 30021, 30022, 30023:
nepysun ycTbs KOPOHapHOI apTepumn mogeneld : 30000, LxW: 13cm (£ 0.5 cm) x 7.5 cm (+ 0.5 cm)

30001, 30003, 30004, 30005, 30006, 30007, 30021, 30022,

30023:

OxL:13cm(x 0,5¢cm) X 7,5em(x 0,5¢m)

I
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Mpumvep navBuayanbHOM YnakoBKU(BIUE Criepeay, B C3aau) AN KaH/b Ans nepdy3un YCTbs KOPOHapHOU apTepum / Example
of individual packaging (front view, rear view) for coronary ostial perfusion cannulas

OTpenbHas Kopobka/ Secondary package

OnwucaHune oTAENbHON KOPOOKM Description of the secondary package

Vipcooc DKImsAc'les IK Aviiil;iMc lijiM! aliLicsi

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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ONs KaHoNb AN Nepdy3nn ycTbs KOPOHAPHOW apTepuu:

OTjaenbHas Kopobka 13roTossieHa 13 roprpoBaHHOIo
KapToHa. Ha oTAe/bHY0 KOPOOKY HaHeceHa MapKUpPOBKa U
NPUKeeHa 3TUKETKa C MapKNPOBKOWA.

PasMepbl OTAEbHON KOPO6KM A1 KaHtob 415 nepdy3um
YCIBA KopoHapHoii aoteomn. Mogenn:30000.30001. 30003.
30004, 30005, 30006, 30007, 30021, 30022. 30023:
OxLLxB:15,3cm(£ 0,5¢cm) x 7,5¢m(£ 0,5¢m) x 7,5cm(x 0,5¢m)
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For coronary ostial perfusion cannulas:

A separate box is made of corrugated cardboard. A separate
box is marked and labeled.

Dimensions of individual packaging for coronary ostial
perfusion cannulas. Models:30000, 30001, 30003. 30004.
30005, 30006, 30007. 30021, 30022, 30023: LxWxH: 15.3
cm (£ 05cm)x 7.5 cm (£0.5cm) x 7.5 cm (x 0.5 cm)
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Mpvimep O0TAEeNbHONM KOPOOKW (06LLMIA BIA) Zyin KaHOMb A1 Nepdy3nn yCTbsi KOPOHapHO apTepun (thacoska 10 wTyk)/
Example of a separate box (general view) for coronary ostial perfusion cannulas (10 pcs packing)

TpaHcnopTHaa Ttapa: / Shipping box:

OnuncaHne TPaHCNOPTHOIA Tapbl Description of the shipping box
TpaHcrnopTHas Tapa 13roTos/eHa 13 rapprpoBaHHOro The shipping box is made of corrugated cardboard. It's
KapToHa. Ha Heé HaHeceHa MapKmpoBka. PasMepsbl labeled. The shipping box dimensions vary depending on the

TPaHCMOPTHOIA Tapbl BapbyPYHOTCS B 3aBACKMOCTY OT 3aKasa.  order.

KomnnekTHocTb: / Completeness:

[nda KaHonb 4na nepdysnmn ycTbs KOpoHapHoOii apTepuu :/For coronary ostial perfusion cannulas:
28
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B MHAMBMAYa/bHOM ynakoBke cogepxmTcs: /An individual package contains:
» KaHtona gna nepdysum ycTbsi KopoHapHoii apTepuu/ Coronary ostial perfusion cannula

B oTgenbHoi Kopobke cogepxkartcs:/ A separate box contains:
» OtpgenbHas kopobka cogepxmT:/ A separate box contains:

40 nHauemayanbHbIX yn. ans moaeneii/40 individual packages for models: 30003, 30001, 30004, 30000, 30006, 30005,
30007.

20 nHaue. yn. ans mogeneid/20 individual packages for models: 30022, 30021, 30023
*  VIHCTpPYKMSA M0 NpUMEHeHNIO(BKIOYaeT NUCTOK-BKNaabIw)/Instruction for use (includes a leaflet)- 1 wt/1 pc.;
KonnyecTBo 0TAeMbHBIX KOPOOOK B TPAHCMOPTHON Tape BapbypyeTCcs B 3aBUCUMOCTU OT 3akasa./Tbe number of separate boxes in
the shipping box varies depending on the order.

NHdopmaumns Ha pycckossmiunom CTUKepe/ Information on the Russian-language sticker

MHpopMmayna Ha pycCcKoA3bIYHOM CTUKepe Information in Russian sticker

CnepytolLas MHpopmauma AomkKHa OblTb HaHeCeHa Ha L . ) ) )
PYCCKOSI3bIYHOM CTUKepe (MOPSAOK CMIOB W LWPUAT TeKCTa The following information should be applied on a Russian-languaj
MOTYT U3MEHSATLCS) (word order and text font may vary)

[lns npoflaxkn Ha TeppuTopumn Poccuiickoii deaepaLm The final packaging for the Russian market is accompanied with
(hnHaNbHasA ynakoBKa CONpoBOXAAeTCA AOMONHUTEIbHbIM sticker.

CTUKETPOM.

Devices supplied in packaging marked with the following

3aennsa nocTaBnstoTCA CO CTUKTEPOM, KOTOPbIA MOXET . .
information:

COAePXKaTb CNeayHLLyo MHOPMaLMIO:

« Name of medical device in Russian language;
* Name of the manufacturer;

» Country of origin;

e Code UPN (unigue product number);

»  HasBaHve MeauLMHCKOr0 U3AENNS Ha PYCCKOM
A3bIKE;

¢ HasBaHue 3aBofa NPOU3BOAUTENS;

e CTpaHa NPONCXOXAEHNS;

29
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* Kog UPN (yHVKaibHbIV KO NPOAYKTa);
* Kog CFN (Homep mogenu);
e [laTa v HOMep PermcTpaumoHHOro y40CTOBEPEeHNS;
*  3HaK cooTBeTCTBMA B Poccuu;
* TlpeaynpeauTenbHble U MHDOPMUPYIOLLME 3HAKUN U
HaanmcK (ecnm NPUMEHMMO).
Ob6paseL, cTUKepa

C |

HanmeHoBaHWe MeauLMHCKOro 13aenus

Mpowussogutens Kog UPN
Hetokcmuno - “MEATPOHNK

VIHK.»

CrtpaHa Kog CFN
PER? MPOVCXOXKAEHN

A

CLUA

MpeacTaBuTeNb NpousBoanTens B PP:
EC REP 000 «MefTpoHUK»

PerucTtpaunoHHoe Y aoctoeepeHue Ne

ot
Jata CM. NHCTpyKumio
n3rot./Cepus/log CM. CUMBO/bI Ha
eH [10: CM. YMaKoBKe
yNaKoBKy

10.0nucaHne

MeToaa

CTepuansaLnu, CTepunbHoe U3fene 0HOKPATHOrO NMPUMEHEHNS.

CBEACHNA O Metog cTepunmsaLmn: STuneH oKeug

MeToaax

RAMMAAMM B He 1cnonb3oBaTh, €C/IM YNakoBKa NOBPEXAeHa.

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

Code CFN (customer facing number);

Date and number of Registration Certificate;

Sign of conformity in Russia;

Warning and informing symbols and inscriptions (ifappl cable).

Sample of the sticker

Name of medical device

< D
Manufancturer; Code UPN
Non- Medtronic Inc.
toxic Country of origin: Code CFN
USA
Manufacturer's authorized representative:
PEr LLC «Medtronic»
Registration Certificate No oT
1EC iREP1
Date of See IFU
manuf../Lot/UBD: See See packaging symbols
on pack

Sterile medical device for single use
Sterilization method: EtO Sterilization
Do not use if packaging is damaged.

30



OTHOLLIEHUN
npotecca
cTepunusauymmn, o
Bamaaunmn
npovecca
yNaKoBbIBaHMSA
4NA  CTepUNbHbIX
n3gennii/
Sterilization
method,
Sterilization
Validation,
Packaging
Validation  for
Sterile devices
11.MopsAgoK u
yCoBus
yTUnn3auum nnm
YHUUTOXEHUS
MeAMLUHCKOro
nspenus/
Procedure and
conditions for
the disposal or
destruction ofa
medical device

YTunuampyiite NpoAyKTbl AOMKHbIM 06pa3oM B COOTBETCTBUM C
npoLeaypoii, YyCTaHOBNEHHON B MEANLIMHCKOM YUPEXAEeHNN,
BMECTE C OCTa/IbHbIMM 3arpsisHEHHbIMM KPOBbHO MpoAyKTaMn.Io
OKOHYaHWUW MPUMEHEHWS 3TOT NPOAYKT NpeacTaBnseT
NOTEHLMaNbHYI0 BMONOrMYecKyto onacHoCTb.ObpalleHne u
YTUN3aLMIO THOObLIX MOLOGHBIX YCTPONCTB CNefyeT BbIMOMHATH
B COOTBETCTBUW C NPUHATON MeANLIMHCKON NPaKTUKORA 1
[ENCTBYIOLMM MECTHbIM, PErMOHaNbHBIM W HaLMOHA/IbHBIM
3aKOHOAATeNbCTBOM ¥ HOPMaMu.

Knacc onacHOCTU MeAMLMHCKNX OTXOZ0B:
Knacc A - 6e3 B3aUMOAENCTBMA C NaLUeHTOM,;

Knacc b - nocne B3avMOAENCTBAA C NaLMEHTOM

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

Dispose of products properly according to hospital policy with
the other blood contaminated products. After use, this product
may be a potential biohazard. Handle and dispose of all such
devices in accordance with accepted medical practice and
applicable local, regional, and national laws and regulations.

Hazard class of medical waste:
Class A - without interaction with the patient;
Class B - after interaction with the patient

31
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12. Cpok 3 ropa 3 year
rogHoctn / Shelf y

life

13. TlepeyeHb MepeyeHb HaUMOHAIbHBIX M MeXAYHAPOAHbIX HOPMaTUBHbIX 1he list of national and international regulatory

:ﬂzl;"KMO:i”ZHﬂ);XM AOKYMEHTOB / CTaHAAPTOB, KOTOPbIE COOTBETCTBYIOT documents/standards, which matches medical device and their
AYHapoA MEAMLIMHCKOMY WU3AENNIO M €r0 NPUHAANEXHOCTAM (06upe accessories (general standards, packing, labeling, sterilization,

HOPMAaTUBHbIX CTaHAapThbl, YNaKoBKa, MapKUPOBKa, CTEPUIN3ALMS, biocompatibility)

AOKYMEHTOB/CTaH  610COBMECTUMOCTD)
[apToB, KOTOPbIM

COOTBeTCTByeT CTaHp'apT/ ro'q / OI'IVIC&HI/Ie D ..
escription

wopenve The sy Sandard Year p

of national and EN IS0 13485 2012/AC  Vi3penns meguupmHekie. Crctem Medical Devices - Quality Management

international 12012 MeHe/pKMeHTa KauecTsa. CUCTEMHbIE  Systems - Requirements for Regulatory

regulatory TPeGoBaHWs N5 Lie/Ieil PerysIMpoBaHns  Purposes

documents/stand

?nrgtséhes m\évdr}::car: ENISO 15223-1 2007/AC  V3penwst memLmHCKe. CUMBOMbI, Medical devices-Symbols to be used

device 20121 MPMMEHAEMbBIE NPU MapkupoBaHM Ha  with medical device labels, labeling and
MEANLINHCKAX U3AENNAX, STUKETKAX W B information to be supplied - Part 1;
COMPOBOANTENBHOV JOKYMEHTaLWN. General Requirements
Yactb 1. OCHOBHble TpeboBaHUs.

EN 1041 2008 W3penva meguunHckie. CUMBONBI, Information Supplied by the

NPUMEHAEMbIE NPU MapkNpPOBaHNA Ha Manufacturer with Medical Devices.
MEeAVNLMHCKUX U3AeNnaX, STUKETKaX 1 B

COMPOBOANTENbHO AOKYMEHTaLMN.

Yactb 1. OCHOBHble TpeboBaHMA.

EN IS0 14971 2012 3penua meanumHckye. MNpumeHeHve Medical Devices - Application of Risk
MEHEPKMEHTA pUCka K MEANLIMHCKM Management to Medical Devices.
U3genmsam.

EN 15986 2011 CnMBON K XapaKTepucTuke Symbol for use in the labeling of

MeAVLMHCKIX NPoAyKTOB. Tpe6oBaHNA  medical devices - Requirements for
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ISO 10555-1 2011

ENISO 10993-1 2009/AC

:2010

EN I1SO 10993-4 2009

EN ISO 10993-5 2009

EN I1SO 10993-7 2008/AC

:2009

ENISO 10993-10 2013

) lj>c."iOc:
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K XapakTepucTuke 6oratbIx rasaTtom
MeLULMHCKMX NPOAYKTOB.
KareTepbl BHYTpHCOCYANCTbIE
CTepW/bHbIe O4HOKPATHOro
npvmeHeHus. Yactb 1. Obume
TeXHUYEeCKMe TpeboBaHMs

W3penus meguumHckme. OueHka
61oNornyeckoro aencTema
MeAVLMHCKNX n3aenuid. YacTb 1
OueHKa 1 nccnegoBaHus.

M3penus megnumHckme. OueHka
610N0rMYeckoro aencTema
MeANLMHCKNX n3aenuid. YacTb 4.
VccnepoBaHus nsaenuia,
B3a/MOAENCTBYHOLLMX C KPOBbHO.
Wspennsa megnumHekme. OueHka
610N0rMYecKoro AeicTems
MeAULIMHCKUX n3aenuid. YacTs 5.
VccnefoBaHus Ha LUTOTOKCUYHOCTb:
MeTOZb! in Vvitro.

W3penna meguumHckme. OueHka
610N0rnYecKoro LeicTans
MeAULIMHCKUX n3aenuid. YacTb 7.
OcTtarouHoe cofepxaHue
3TUIEHOKCKA NOC/Ee CTEPUIN3ALNN.

W3penna meguumHckne. OueHka
6G10I0rNYECKOro JencTBus
MeauLMHCKUX usgenuid. Yacts 10.

(CIChH

labeling of medical devices containing
phthalates.
Sterile, single-use intravascular

catheters. Part 1. General requirements.

Biological Evaluation of Medical
Devices - Part 1. Evaluation and
testing.

Biological Evaluation of Medical
Devices - Part 4: Selection of tests for
interactions with blood.

Biological Evaluation of Medical
Devices - Part 5: Tests for in vitro
cytotoxicity.

Biological Evaluation of Medical
Devices - Part 7: Ethylene Oxide
Sterilization Residuals.

Biological Evaluation of Medical De
vices - Part 10: Tests for irritation and
delayed-type hypersensitivity.
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Hccnenosanus pasgpaxaiowero u
CeHCHOHUM3UPYIOLIEro AeHCTRUS,

EN ISO 10993-11 2009 Hsnenus meanumtekue. OueHxa Biological Evaluation of Medical
GHonoruueckoro neHcTeHs Devices — Part 11: Tests for systemic
MEAMUMHCKUX n3nennit. Yacts 11, toxicity.

Hcenenosanns obuIeTOKCHYECKOro
JeicTaHA,

EN ISO 10993-12 2012 Hanenvs mexmpanckue. Ouenka Biological evaluation of medical
6uonornueckoro ackcreua devices — Part 12: Sample preparation
MEIMIMHCKUX H3geauit. Yacrs 12. and reference materials.
TIpuroTopnenne npod H KOHTPONBHEBIE
ofpa3ub.

ENISO 11737-1 2006/AC | Crepunusaums MeaMUMHCKHX M3fenuii. | Sterilization of Medical Devices-

:2007 Mukpobnonoruueckne metoast. Yacts | Microbiological methods - Part 1:
1. OueHka momyasuuu Determination of the Population of
MUKPOOPraHH3MOB Ha NIPOXYKLIHA. Micro-organisms on Products.

EN ISO 14644-1 1999 Yucrbie noMelieHus H CBAAHHBIE C Cleanrooms and Associated Controlled
HHMH KOHTponHpyemsie cpexsl. Hacte | Environments — Part 1: Classification of
1. Knaccudukaumsa YNCTOThl BO3AYyXa. Air Cleanliness

EN ISO 11607-1 2009 VYnaxoBka fia MeHUMHCKHX n3aennit, { Packaging for Terminally Sterilized
NOUTENKALIMX (HHHILHOMA Medical Devices — Part 1: Requirements
crepwisaund. O61pe TpeGoBaHmA. for materials, sterile barrier systems and

packaging systems.

ENISO 11607-2 2006 Hakornenwue nns Hemsneyumo Packaging for Terminally Sterilized
CTEPHIH3OBABLIHX MEAHLIMHCKHX Medical Devices — Part 2: Validation
ycTpo#cts - Yacts 2: TpefoBanus Requirements for Forming, Sealing and
ITposepku ana popMupoBaHAs, Assembly Processes.

H30TPORAHHA M COOPOUHBIX
NpOLIECCOB.
34
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EN ISO 11135-1

EN ISO 11138-2

EN 556-1

EN 62366

ISTA/1 IA

MED DEV 2.7.1
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2007

2009

2001/AC
;2006

2008

2001

Decembe
2009

Crepunmnsauns npoLyKToB
3[paBooxpaHeHuns - OKcug aTueHa -
YacTb 1, TpeboBaHWs aNisi pasBuTms,
MPOBEPKM 1 0BbIYHOrO Yrpas/ieHns
cTepunmsalmein obpabatbiBatoT Ans
MeANLMHCKNX YCTPOMCTB.
Crepunmnsaums MeavLUMHCKON
npoayKumn. buonornyeckue
nHAMKaTopsbl. YacTb 2. bruonoruyeckue
NHAMKATOPbI ANf CTepunmsalmnm
OKCUAOM 3TWMEeHA.

Crepunusaums MeguLMHCKNX U3LeNuiA.
TpeboBaHWA K MeAVNLMHCKUM N3LeNAM
KaTeropuu "crtepunbHble”. YacTb 1
TpeboBaHWs K MeAVNLMHCKUM
U3AeNNAM, NOANEXALLMM (DUHULLIHOW
cTepunusaumm.

W3genua meguumHcKue.
MpoekTrpoBaHWe MeaNLMHCKNX
U34eNniA C y4eTOM 3KCyaTalMOHHOM
MPUroAHOCTY.

YnakoBaHHbIe MpoayKTbl Becom 150
(hyHTOB (68 Kr) um meHee.
PykoB0OACTBO MO MeAULIMHCKMM
npubopam, OLeHKa KIMHNYECKNX
[AaHHbIX: PYKOBOACTBO A1
NPOV3BOAUTENEN N YBEAOMNEHHbIX
OpraHos.

iro if

Av.iilnbk" [ijinn rciMJCSi

Sterilization of health care products -
Ethylene oxide - Part 1: Requirements
for development, validation and routine
control of a sterilization process for
medical devices.

Sterilization of health care products -
Biological indicators - Part 2:
Biological indicators for ethylene oxide
sterilization processes.

Sterilization of Medical Devices-
Requirements for Medical Devices to be
Designated “Sterile”-Part 1;
Requirements for Terminally Sterilized
Medical Devices.

Medical Devices - Application of
Usability Engineering to Medical
Devices.

Packaged-Products weighing 150 Ib
(68kg) or less.

Guidelines on Medical Devices,
Evaluation of Clinical Data: A Guide
for Manufacturers and Notified Bodies.
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14. Cnyx6a
paboThbl c
KIMeHTaMun /
Customer
Service

Mo BcemM BoMpocaM, BKIOYas Xanobbl Ha NPoLYyKLUMIO,
PEMOHT 1 TexobcnyXXmnBaHue, obpalatbcs K
YnonHomoueHHoMy lMpeacTaBuTeNnto B POCCUICKON
depepaunnu:

000 «MepaTpoHuIo)

123317, Poccuiickas depepaums, Mocksa,
MpecHeHcKas HabepexxHas, 10

Ten.: (495) 580-73-77, ®akc: (495) 580-73-78,
www.medtronic.ru

unjun:ic>i ii9 [‘peonBaiiiiuv’
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Contact for all gnestions, including complaints, repair
and service of medical devices the Authorized
Representative in Russia:

Medtronic, LLC,

123317, Moscow, Presnenskaya Naberezhnaya., 10
Tel: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru

unoi) r;'tji:v'.
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Medtronic

Medti’onic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

WWW.medtro nic.com

JononHeHne K MHCTPYKUMK no akcnnyatauumn (Bepcusa 2) / Appendix to Instruction for Use (version 2):

1 HaumeHoBaHW KaHtonu ans nepgysnn ycTbsa KopoHapHoli apTepunm DLP ¢ Coronary Ostial Perfusion Cannulas DLP with

e MPUHAANEXHOCTAMM,  BapuaHTbl  UCnofHeHuns:  (dasnee
MeANLMHCKOr  MeAuumHCKoe usgenvie, M)
0 nigenus/ 1 KaHiona aptepuotomuyeckad DLP ¢ rnafkum rpyLueBugHbIM

Name of HakoHeyHukom, mogens 31001, B cocTase:
medical - KaHtong
device - VIHCTpyKUMA MO NPpUMEHEHUIO

2. KaHtons aptepuotomudeckas DLP ¢ peHTreHOKOHTPacTHbIM
rpyLUesnaHbIM HakoHeYHKoOM, Mogenb 31002, B cocTase:

- KaHtonga

- WVHCTpyKums no npumeHeHuo

3. KaHtons apteprotomuyeckas DLP ¢ peHTreHOKOHTPACTHbIM
rpyLieBnaHbIM HaKOHeYHNKOM, mogenb 31003, B cocTase:

- KaHtons

- VIHCTpyKLMA MO NpYMEHeHno

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

accessories, versions: (Hereinafter - medical device, MD)
1 Arteriotomy cannula DLP with smooth bulb tip, model
31001, including:

- Cannula

- Instruction for use

2. Arteriotomy cannula DLP with radiopaque bulb tip, model
31002, including:

- Cannula

- Instruction for use

3. Arteriotomy cannula DLP with radiopaque bulb tip, model
31003, including:

- Cannula

- Instruction for use



4, Kanona aprepuoromuueckas DLP ¢ peHTFEHOKOHTPacTHBIM
FPYIIEBAIHEIM HAKOHEUHHKOM, mMoaens 31102, 31103, 31104,
311085, 31106, 8 cocTase:

~ KaHions

~ HHCTpYKUHMS 1O NPHMEHEHHI)

*HauMeHOBAHWA MEAHUHHCKHX W3AENHH MOTYyT ObITh YIIOMAHYTH
B TeKCTe B cokpatueHHo#f cgopMe ana ynobersa BocnpusThs
uHbOpPMaLIMH.

4. Arteriotomy cannula DLP with radiopaque bulb tip,
models 31102, 31103, 31104, 31105, 31106, including:
— Cannula

— Instruction for use

* The names of medical devices can be mentioned in the text
in abbreviated form for the convenience of perceiving
information.

2, Ceeaesn

| o | INpouseomurens/Manufacturer:

NpOU3BOANTENE (name, location address, mailing address, phone number)

MEQULMECKOTO «Mentpounuk Hux.», CLLIA

H3AEnua Medtronic Inc., USA 710 Medtronic Parkway, Minneapolis, MN 55432, USA
(Hanmenosanue, | Tel.; +1 763 514 4000; Fax: +1 763 514 4879

aapec www.medtronic.com

MECTOHAXOKACHN

1, TIOYTOBEIHN | YNonHoMoueHHnli npeacrasuTent npoussoantens / Authorized Representative of Manufacturer:
anpec, Ttenedon, | OO0 «Menrponni», 123317, Poccua, r. Mockea, IlpecHencras Ha6., o. 10/
anpec MecTa | “Medtronic” LLC, 123317, Russia, Moscow, Presnenskaya Naberezhnaya, 10
npoussoacrea) | Tel: (495) 580-73-77, Fax: (495) 580-73-78

Information oxana.sapunova@medtronic.com

about

manufacturer of
medical device
(name, location
address, mailing
address, phone
number, address

of place of

production)

3 Hasuwaue | Jlnd nosays KapRHOMJIETHUYECKHX pacTaopoa HenocpeacrsenHo B | These cannulae are intended for use in conjunction

HHe KOpOHapHbie apTepuH BO BpPEeMA oOnepauMH B YCIoBHAX | with cardiopulmonary bypass surgery up to six hours
MEAHLIMHCKOro HCKYCCTBEHHOIO KpoBooOpalueHHA R TeueHHe nepHoja Bpemenn | or less for delivery of cardioplegia solutions directly to the
manenna/ He foJsiee WeCTH YacoB. COronary arteries.
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Prescription of
medical device

4, OyHKLHO

HAaNbHbIE MoaenaHoMep | UepTéx whan GoTO, TEXHHYECKHE XaPAKTEPHCTHKA.
XapaKTePUCTHKH

U Texuuueckue | | OCHOBHBIE TeXHHIECKHE XAPAKTEPHCTHKA MEAHIIHHCKOTO H3AeANA (A0NYCTAMBIC OTKIOHEHHS TeXAMYECKHX
XApaKTEPHCTHKH XAPAKTEPHCTHR cOCTaABARIOT £ § %, ecnu He yraszano nuoe)/ The main technical characteristics of the medical device

MEAULIKHCKOTO (permissible deviations of technical characteristics are & 5%, unless otherwise specified)
uzzenus/

Functional _

characteristics 31001

alld technical 31002, 31003, 31102,
characteristics g::g. 31104, 31106,

of medical device

1. Radiopaque bulb tip/PeHTre HOKOHTPaCTHBIH IPyLIeBUIHbIH HAKOHEYHHK

2. Polyurethane tubing/TlonnyperaHosas TpySka

3. Winged female luer lock connector /OxsaThiBaioumit nwapo;cxuﬁ BHHTOBO# Pa3beM ¢ KPBUNLILIKAMH
4, Smooth bulb tip/I nanxuil rpymeBHANBIR HAKOHEYHUK

5. 26-gauge(0,45 mm) stainless steel tubing /Tpy6ka u3 nepxaseroweit cranu, xanubp 26 G (0,45 Mm)

6. Female slip fit connector /OXBaTHBAIOLMA KOHYCHBIH pazheM

IR LOTENEC 10 I it o Sy NG Gy e
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31001
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Texuuyeckue XapaKTCPHCTHKH:

1.HapyxHrii auaMeTp riiagkoro rpyLeBHiHoro
HakoHeuHuka: 0,9 Mmm

2.06an anuua (Ges konnauka): 4,4 oM
3.3¢PexTBRA ANMHA KaHIONN: 28 MM

4, MNMpucoenHuTeNbLHEIH pazMep OXBATLIBAIOLIErO
KOHYCHOTO paseéma:

JluameTp BEYTpEeHHHH (| OXBATHIBAIOWIETO KOHYCHORO
pasbéma): 4,315 (+0/-0,005) MM

Juamerp HapysKHbiii { OXBATBIBAIOWETO KOHYCHOIO
pasbéma): 5,7 MM

Technical parameters:

1. Smooth bulb tip outer diameter: 0.9 mm
2. Total length (without cap): 4.4 cm

3. Cannula effective length: 28 mm

4, Connection dimension of the female slip fit
connector:

Inner diameter ( female slip fit connector): 4,315 (+0
{ 0,005) mm

Outer diameter (female slip fit connector): 5.7 mm

31002

TexaauecKHe XapaKTepHCTEKH:

1.HapysxHbiil AHaMeTp pEeHTTeHOKOHTPACTHBIN
TPYMIEBMAHOTO HAKOHEHHHKA: 2MM

2.06uag annna: 5,8 cMm
3. 3¢dexrusnas pauHa KaHony 28 MM

4.IIpUCoeaHHUTNILHBIN pa3MeDp OXBATHIBAIOWETO
MO3POBCKOTO BHHTOBOTO Pa3béMa ¢ KPhLILITKAMM!

Technical parameters:

1. Radiopaque bulb tip outer diameter: 2 mm
2. Total length: 5.8 cm

3. Cannula effective length 28 mm

4. Connection dimension of the winged female luer
lock connector:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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HuameTp BHYTpeHHHH (OXBATHIBAIOLLEIO
AI03POBCKOro BKHTOBOMO pasbéMa C KPbUILILIKAME):
4,315 (+0/ -0,005) MM

Anamerp HapyxHRif (OXBaTLIBAIOLIETO NIO3POBCKOTO
BHHTOBOrO pa3b&Ma ¢ KPBINbILIKAMHE): 5,7MM

Inner diameter (winged female luer lock connector):
4,315 (+0/-0,005) mm

Outer diameter (winged female luer lock connector):
5,7 mm

Texunueckne XapAKTePpHCTHKH:

1.HapyxHblit sMamMeTp peHTreHOKOHTPACTHbI
rPYLUEBHAHOTO HAKOHEYHUKA: 3 MM

2.001naa anuHa; 5,7cM
3.2¢dexTrBHaA AnnHa Kamonn: 37 MM

4.1 IpucocAHHHTENbHBIN pasMep OXBATHIBAKILIETO
NIO3POBCKOTNO BUHTOBOIO PasbéMa ¢ KpbLALILIKAMHU:

JlnameTp BHyTpeHH#HIT (OXBATLIBAIOLLErO
NIO3POBCKOrO BUHTOBOIO pazbéMa ¢ KPhUTbILIKAMHK):
4,315 (+0/ -0,005) mm

JiHaMeTp HapyHbIH (OXBATHIBAIGUIETO JIO3POBCKOTO
BHHTOBOIO pasbeMa ¢ KPLINBIWKAMHKY): 5,7MM

Technical parameters:

1. Radiopaque bulb tip outer diameter: 3 mm
2, Total length: 5.7 cm

3. Cannula effective length: 37 mm

4. Connection dimension of the winged female luer
lock connector:

Inner diameter (winged female luer lock connector):
4,315 (+0/-0,005) mm

QOuter diameter (winged female luer lock connector):
5,7 mm
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31102
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TexHEYECKHE XaPAKTEPHCTHKH?

1.Hapy>xHbifi AHaMeTP PEHTrEeHOKOHTPACTHGIH
TPYLIEBHAHOTO HAKOHEYHHUKA, 2 MM

2.06wmas auHa: 8 oM
3.3¢dexriBHas ATHHA KasIOAK: 58 MM

4.[IpucoeIMHHTENEHEH pasMep OXBATLIBAIOLLIETrO
NO3POBCKOrC BHHTOBOTO pasbéMa C KPBUTHILIKAMM:

JlnameTp BHyTpeHHKH (OXBATHIBAIOLLETO

SII03POBCKON0 BHHTOBOIO paswua v KPNJIBII.IIK&MH)I

4,315 (+0/ -0,005) mm

JinameTp HapyxHbili (OXBaTHIBAIOWETO

AIO3POBCKOro BHHTOBOIO panéma c xpunumxamu):

5,7MM

Technical parameters:

1. Radiopaque bulb tip outer diameter, 2 mm
2, Total length: 8 cm

3. Cannula effective length: 58 mm

4. Connection dimension of the winged female luer
lock connector:

Inner diameter (winged female luer lock connector):
4,315 (+0/ -0,005) mm

Outer diameter (winged female luer lock connector):
5,7 mm

31103

=~

TexHHYCCKHE XAPAKTEPHCTHKH?

Technical parameters:
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1.Hapy»HEI AKAMETP PEHTTCHOKOHTPACTHBIH
rPYLIEBUAHOTO HAKOHSYHHKA, 3 MM

2.06mas anuua: 8,1 cM
3. 3¢dexTsHan AHHA Kakoan: 60 MM

4.[IpHcoeAMHHTETbHBIR Pa3sMEp OXBATHIBAIOLLENO
MO3POBCKOr0 BHHTOBOI'O Pa3béMa C KPeUILILIKAMHK:

JuameTp BHYTpeHHHIt (OXBATHIBAIOLLETO
NI03POBCKOrO BUHTOBOTO PasbéMa ¢ KPhUIblIKAMM):
4,315 (+0/-0,005) MM

JluameTp HapyKHbi# (OXRATLIBAIOILIENO JIIO3POBCKOTO
BHHTOBOTO pa3béMa C KpbiTbillKaMH): 5,7 MM

1. Radiopaque bulb tip outer diameter, 3 mm
2. Total length: 8,1 cm
3. Cannula effective length: 60 mm

4. Connection dimension of the winged female luer
lock connector:

Inner diameter (winged female luer lock connector):
4,315 (+0/ -0,005) mm

Outer diameter (winged female luer lock connector):
5,7 mm

31104

\
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Texnaveckne XAPAKTEPHCTHKHAS

1.Hapyxmblit A4aMeTp peHTreHOKOHTPACTHBIH
rPYLIEBKAHOTO HAKOHEUHHKA, 4 MM

2.00uwan anvna: 8,4 oM
3. 3ddextsHan AnuHa KaHIONH: 62 MM

4.TlpucoeaHHNTENbHBIH pasMep OXBATHIBAIOWIETO
NIO3POBCKOTO BUHTOBOIO Pa3béMa € KPbIbILUKAMMY:

JuameTp BHYTpeHHUNH (OXBaTHIBAIOILETO
AOIPOBCKOTO BUHTOBOIO Pa3beéMa € KPBIBILIKAMH):
4,315 (+0/-0,005) Mm

Hnamerp napyxHbi# (OXBaTbIBAIOWErO
MO3POBCKOr0 BUHTOBOTO PasbéMa © KPbLIbILKAMK):
5,7mMm

Technical parameters:

1. Radiopaque bulb tip outer diameter, 4 mm
2. Total length: 8,4 cm

3. Cannula effective length: 62 mm

4. Connection dimension of the winged female luer
lock connector:

Inner diameter (winged female luer lock connector):
4,315 (+0/ -0,005) mm

Outer diameter (winged female luer lock connector):
5,7mm

31105

[ o
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Texnnueckne XapaKTEePHCTHKH:

1.HapyxHblil AMaMETP PEHTIEHOKOHTPACTHLIH
TPYLIEBHAHOrO HAKOHEUHHKA, 5 MM

2.061u1an anuna: 8,3 cM
3. DdrpexTuBHAA ATHHA KaHIONH: 61 MM

4.TlpucoeauHuTeNbHbIH pasMep OXBATHIBAIOLIETO
AIO3POBCKOTO BHHTOBOTO PasbéMa ¢ KPbINbILLIKAMM:

IuameTtp BHYTpeHHHi (OXBaTBIBAIOLIETO
4,315 (+0/ -0,005) Mmm
JnameTp HapyuHii (OXBaTHIBAIOLLErO

5,7Mm

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

RIO3POBCKOrO BHHTOBOMO PashEMa ¢ KPLITBILLKAMH):

MO3IPOBCKONO BHHTOBOIO pasbéma ¢ KPBIALILIKAMH):

Technical parameters:

1. Radiopaque bulb tip outer diameter, 5 mm
2. Total length: 8.3 cm (from the catalogue)
3. Cannula effective length: 61 mm

4. Connection dimension of the winged female luer
lock connector:

Inner diameter (winged female luer lock connector):

4,315 (+0/ -0,005) mm

Outer diameter (winged female luer lock connector):

5, 7mm

10




Texuuueckue XapaKTePHCTHKH:

1.Hapy»xHbiil 1HaMeTp PEHTTeHOKOHTPACTHbIHA
FPYLUEBUAHOTO HAKOHEYHHKA: 6 MM

2.06wasn anvua: 8,1 cm
3.3¢¢exrm;aan ANKHA KaHionK: 60 MM

4.[IpucoeanHnTenbHbIA pasMep OXBATHIBAIOWErO
JIO3POBCKON0 BHHTOBOTO pasbeéMa ¢ KPhIILILKAMM:

HAnamerp BHYTpEeHHUH (OXBaTHIBAIOWErO

A103POBCKONO BHHTOBOTO pasbéma ¢ KpbinbiLlIKaMH):

4,315 (+0/ -0,005) MM

JuameTp HapyxHblHi (OXBaTbIBAIOWIETO

JI03POBCKOTO BUHTOBOTO pasbéma ¢ KPLIIbILKAMH):

5,7MMm

Technical parameters:

1. Radiopaque bulb tip outer diameter: 6 mm
2. Total length: 8.1 cm

3. Cannula effective length: 60 mm

4, Connection dimension of the winged female luer
lock connector:

Inner diameter (winged female luer lock connector):

4,315 (+0/ -0,005) mm

Outer diameter (winged female luer lock connector):

5,7mm

Ans moaenn 31001:

Ina mozene#i 31002, 31003, 31102, 31103, 31104, 31105, 31106:

macca mazeaws (awanaion), r/ Device weight,(diapason) g: (0,50-0,83)

obwan macea m3nenns (1ranalon), r/ Total device weight,(diapason) g: 1,12

5.0nucanue
OCHOBHBIX

Kanionn ans neppy3nn yCTh KOPOHAPHBIX apTepuii pasnHuHbIX BHAOB H PA3MEPOB HCNOL3YIOTCA B KOOMOHHALIHK C
PETPAKTOPaMK LTS IKCNOZHLMN KOPOHAPHOIH apTepuy.
npunannexsocre | Coronary Ostial Perfusion Cannulas are used in combination with retractors to expose the coronary artery.
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#, MEINMUHHCKHX
H3nenni Hnu
wiaenuii, He
ABNAIOWMXCH
MEINUNHCKHMH,
HO
NPpeayCMOTPEHHDI
X ans
UCIIONbL30BAHKA B
koMOWHaUMH ¢
3a9BIEHHBIM
MEAHLMHCKAM
winenuem  (npu
HanHuyK)/
Description of all
accessories,
medical devices
or mnon-medical
devices, intended
for use with the
medical device
submitted for
registration  (if
applicable)

6.Ycnosua
npumeHeHns  /
Operating
conditions

Hlapamerp

3nauenne

Parameter

Value

Temneparypa, °C

Or +18 no + 42

Temperature, °C

from +18 to + 42

Baaxuocts, %

Jio 100

Humidity, %

to 100

QTHOCHTENLHOE naBienue, rila

Ot 700 0 106

Relative Pressure, hPa

from 700 to 1060

7.¥Ycnosus
TpaHCnoOpTHpOBa
HHA W XpaHesus /
Conditions  of
transportation
and storage

Iapamerp

3nauenne

Parameter

Value

Temnepatypa, He Bbitie, °C

Ot 0o +40

Temperature, not more, °C

from 0 to + 40

Baaxuoctb, %

Ot 5 1095

Humidity, %

from 5 to 95

OrHocuTenbHOE AaBserue, kila

Or 70 no 106

Relative pressure, kPa

from 70 t0 106
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8.lMepeyeHb 7
onucaHune
matepunanos
MeANLUHCKOTO
n3genus,
BCTynawowmx B
HenocpeACTBEHH
bIin nnu
onocpeAoBaHHbIN
KOHTaKT c
OpraHn3mMom
nauveHta (Teniom
yenoseka)/ List
and description
ofmedical device
materials  with
directorindirect
contact with the
patient's body
(human body)

Mogenu: 31001,31002, 31003, 31102, 31103, 31104, 31105, 31106

Mogenu/Models: 31001, 31002, 31003, 31102, 31103, 31104, 31105, 31106

KomnoHeHT

PeHTreHOKOHTPaCTHbIN
rPyLeBUAHbIA HAKOHEYHUK
31002, 31003, 31102, 31103
,31104, 31105, 31106
MonuypeTaHoBasi TpyoOKa
31002,31003,31102,31103
.31104,3]105,31106
OxBaTblBaKLLUIA
NHO3POBCKMNI BUHTOBOWA
pasbeM C Kpbl/blLKaMM
31002, 31003, 31102, 31103
,31104, 31105, 31106
[NagKunin rpyLweBnaHbIi
HaKOHEeYHWK
31001
Tpy6Ka 13 HepXaBetoLLel
cTanun, kanmép 26 G
31001
OxBaTbIBaKOLLNIA KOHYCHBIi
pasbem
31001
Konnayok
31001

Component

Radiopaque bulb tip
31002, 31003, 31102, 31103
,31104, 31105, 31106

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

MaTtepnan KOMNoHeHTa

MonuypeTaH - Tekogekc
6esblin

MonunypeTaH -Tekodnekc
6enbIit

Akpun
(Npo3payHblin)

HepxxaBetowias cTab

HepxasetoLuast cTab

MonunponuneH
(cuHmni)

[MonuatnneH

Component material

Polyurethane - tecoflex
white

MpoueHTHOE
COOTHOLLEHUe

(%)
100

100

100

100

100

100

100

Percentage (%)

100

Bug KoHTakTa C
nayvMeHTOM/4Yen0BEKOM

KpaTkoBpeMeHHblIli (< 24 yacoB), C
LMPKYNUPYIOLLE KPOBbHO

KpaTkoBpeMeHHbIl (< 24 yacos), ¢
LMPKYMpYoLLeid KpOBbHO

KpaTkoBpeMeHHbI (< 24 yacos), ¢
LIMPKYUPYIOLLERA KPOBbIO

KpaTkoBpeMeHHbIl (< 24 4acos), ¢
LUMPKYNupytoLleli KpoBbto

KpaTkoBpemeHHbIt (< 24 yacoB), C
LMPKYMpYIOLLEel KPOBbHO

KpaTkoBpeMmeHHblIl (< 24 4acoB), ¢
LMPKYNMPYIOLLEN KPOBbHO

KOHTaKT ¢ HenpoBpeXKA&HHOM
KOXel (< 24 vyacoB)

Type of contact with
patient/person
Short-term (<24  hrs)  with

circulating blood

Aii
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Polyurethane tube Polyurethane  tecoflex 100 Short-term (<24  hrs)  with

31002,31003,31102,31103 white circulating blood
,31104,31105,31 106
Female luer lock connector Acryl 100 Short-term (<24 hrs) with
with wings (transparent) circulating blood

31002, 31003,31102, 31103
,31104, 31105, 31106

Smooth bulb tip Stainless steel 100 Short-term (<24 hrs) with
31001 circulating blood
Stainless steel tube, caliber Stainless steel 100 Short-term (<24 hrs) with
26 G circulating blood
31001
Female conical luer Polypropylene 100 Short-term (<24 hrs) with
connector (blue) circulating blood
31001
Cap Polyethylene 100 Contact with undamaged skin (< 24
31001 hours)
9.[JaHHble 0
MapKUpOBKe
MeAULMHCKOIO Mapkuposka uHgmenayanbHoin ynakosku: / Individual package labeling:
n3genua  u- ero [nda KaHonb ana nepdys3nn ycTbs KOPOHapHOit apTtepun: / For coronary ostial perfusion cannulas:
ynakoske/

Labelling  and
Packaging of
medical device

L..

MapKnpoBKa NHANBUAYabLHOW YNAKOBKI Ha NpuMepe BapnaHTa ucrnonHenus mogenn 30010/ Example of individual package
labeling for model 30010

14
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MapkupoBka Ha oTfenbHO Kopobke: / babelnr on a separate box;

[na kaHtonb gns nepdys3nmn ycTba KOpoHapHoi aptepumn: / For coronary ostial perfusion cannulas

O

DAL RuyT AR | " SR2AL

S chitoiniA’ o Ay
M -

T, T6T

MapKmnpoBKa 0TAe/bHO KOPOOKM Ha Npumepe BapunaHTa ncnonHeHns moaeny 30010/ Example of separate box labeling for model
30010

MapKkupoBKa TpaHCMOPTHON Tapbl (NpeactasneHa cumeonamul: / Transport container labeling (presented bv symbols);

P
‘
¢844

15
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Jlororun/logos

A\

BHumanune! O3HakOMbTECHh ¢ CONPOBOAUTENBHON
BokymenTauneit/ Caution, Consult

Caution, Consult Accompanying Documents
Accompanying Documents
E OrxpuiBaTh 30eck/ Open Here
Open Here
Anuporenno/ Non enic
P N Po! PYTOE
Nonpyrogenic

Do Not Resterilize

&

He crepinusosars nortopHo/Do Not Resterilize

=y

He vcnonb3orath nosTopHo/Do Not Reuse
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Do Not Reuge
ATA Konuuecteo/Quantity
Quantity
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T'USA

Rx Only

STERILE EO

Sterilized Using Ethylene Oxide
LOT

Lot Number

Use By

T

Manufacturer

CE

Tonbko ans CLLUA/for USA Only

BHUMAHWE: ®enepanbHbimM 3akoHoM (CLLA)
pa3peLUeHa npojaxa 3Toro U3nenns Tonbko
Bpayam Wan o ux NpeanucaHuio.

CTepunn3oBaHo aTUNEHOKCUAOM/

Sterilized Using Ethylene Oxide

Homep naptun/ Lot Number

Kcnonb3oBatb go/ Use By

Mpounssogutens/ Manufacturer

Conformite Europeenne (EBponelickoe
COOTBETCTBWE). ITOT CMMBOJT 0603HaYaET, YTO
YCTPOWCTBO MO/IHOCTBIO COOTBETCTBYET
TpeboBaHNAM AnpeKTMBbLI EBponeiickoro Coseta

0123 93/42/EEC./
This symbol means that the device fully complies
with European Concil Directive 93/42/EEC
! [pcaocTLii5.ii>ic[4,:>i tio Tpcotafunr m m --nnahie
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Homep no karanory/ Catalog Number

Catalog Number
10 Openu (3,3Mm) (B COOTBETCTBHM ¢ BAPHAHTOM
10 Fr uenionexrun) /10 French (3,3 mm) (in accordance
with the execution version)
@w Menrponux/Medtronic

Coronary Ostial Perfusion Cannula DLP

Kantons ans nephy3un ycTba KOpOoHapHO#H
apTepUH(B COOTBETCTBHY C BAPHAHTOM
ucnonenuus)/DLP Coronary Ostial Perfusion
Cannula DLP( in accordance with the execution
version)

Conepxut dranat (ADI'P)(B COOTBETCTBHU ¢
BapHaHTOM Mcnionrenns)/Contains Phthalate

ot DEHP( in accordance with the execution version)
Hepxars cyxum/ Keep Dry
Keep Dry
C- N

®
Informs about the possibility of recycling products
and packaging

Hudopmupyer 0 B0O3IMOKHOCTH NOBTOPHOH
nepepaboTky NPOAYKUMH H YNaKoBKH (B
COOTBETCTBHMU C BAPHAHTOM HCTIONHEHHA)
Informs about the possibility of recycling products

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

Recycled Recycled

Imm

and packaging ( in accordance with the execution

version)

BTopuuHbIli nepepaboTaHHbIi/ Recycled
Recycled

MakcumManbHas Temnepatypa XpaHeHusi( B
COOTBETCTBUW C BapMaHTOM
ncnonHeHus)/Max1tuT Storage temperature(in
accordance with the execution version)

Xpynkoe, npu o6paLleHnm cobntogainte
OCTOPOXXHOCTb (B COOTBETCTBUM C BapyaHTOM
ncnonHeHus) /Frangile, Handle with Care(in

accordance with the execution version)

1mwm/1raT(B COOTBETCTBUW C BapyaHTOM
HCnonHeHHa)/(in accordance with the execution
version)

19



MugmnenpgyansHas ynakoska/ Individual package

OnucaHne NHAMBUAYaIbHOW YNaKOBKU Description of the individual packing
[ns KaHNb gna nepdy3nmn ycTbs KOPOHapHON apTepuu For coronary ostial perfusion cannulas

NHamemgyanbHas ynakoBka coctout u3 [llakeT TPT- Individual package consists of the Package TPT-0260/TPF-
0260/TPF-0S24A -

MOKPbITbIA/ JINHENHbIA NONM3TUNEH HU3KOM NNMOTHOCTW, Ha polyethylene, which is labeled.
KOTOPYH HaHeceHa MapKMpOBKa.

HeiinoH/

Mnenka Tyvek 1073B 0524A - Nylon/ Film Tyvek 1073B coated/ Linear low density

Pasmepbl MHAMBMAYabHON YNAaKOBKX AN KaHHMb ANs Dimensions of individual package for coronary ostial
nepgy3nmn ycTbsi KOPOHapHOI apTepumn mogeneit: 31001, perfusion cannulas of the models: 31001,31002, 31003,
31002, 31003, 31102, 31103, 31104, 31105, 31106: 31102, 31103, 31104, 31105, 31106:

OxL:13cm(z 0,5¢cm) X 7,5¢cm(x 0,5¢m)

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

7~ StidilJdlil

LxW: 13cm (£ 0.5 cm) X 7.5 cm (£ 0.5 cm)
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Mpumep nanemayanbHOW yNakoBKU(BUL Criepeu, BUL C3aauM) ANA KaHoMb 4118 nepdysnm yCTbd KOpoHapHoi apTepuun/ Example
of individual packaging (front view, rear view) for coronary ostial perfusion cannulas

OTpenbHas Kooob6ka/ Secondary nackare

OnucaHne 0TAebHOV KOPOOKM Description of the secondary package

Lns KaHob Ansg nepdy3nn yCTbs KOPOHAPHOIA For coronary ostial perfusion cannulas:

apTepuu: A separate box is made of corrugated cardboard. A
OtaenbHas Kopobka 1U3roTos/ieHa 13 roprpoBaHHOIO separate box is marked and labeled.

KapToHa. Ha oTzenbHyt0 KopobKy HaHeceHa MapkupoBka — Dimensions of individual oackaeina for coronarv ostial

1 NPUKSeeHa 3TUKETKa C MapKUPOBKOIA. perfusion cannulas. Models: 31001.31002.31003. 31102.
Pa3mepbl OTZeNbHON KOPOOKM Ans KaHionb An1a nep(ovaHH  31103.31104.31105.31106: LxWxH: 153 cm (0.5
MCTbS KOpOHapHoiA aoTeomn. Mogenu: 31001. 31002. cm) X 7.5 ¢cm (£ 0.5 cm) X 7.5 cm (£ 0.5 cm)

31003. 31102. 31103. 31104. 31105. 31106:
OxLLxB:15,3cm(+ 0,5¢m) X 7,5cm(x 0,5¢m) X 7,5cMm(+
0,5¢cm)

i>c.nocini;!.4Hv;!ICM no i
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npumep OTAENbHOW KOPoOKU (00LLMIA B1A) ANS KaHHOMb ANnst Nepdy3nmn yCTbsl KOPOHapHOI apTepum (pacoska 10 WTyK)/
Example of a separate box (general view) for coronary ostial perfusion cannulas (10 pcs packing)

TpaHcnopTHas Tapa: / Shipping box:

OnucaHve TpaHCNOPTHOM Tapbl Description of the shipping box
TpaHcropTHas Tapa M3roTOB/EHA 13 FadippPOBAHHOTO The shipping box is made of corrugated cardboard. It's
KapToHa. Ha Heé HaHeceHa MapKMPoBKa. PasMepsl labeled. The shipping box dimensions vary depending on the

TpaHCﬂOpTHOVI Tapbl BapbUPYHOTCA B 3aBUCUMOCTU OT 3akKa3sa. order.

KomnnekTHocTh: / Completeness:

Ana KaHoNb 4ng nepdysmmn ycTba KOpoHapHou apTepun:/Por coronary ostial perfusion cannulas:
B nHauemayanbHoi ynakoske cogepxutces: /An individual package contains:
» KaHtonsa ana nepdy3unm ycTbst KOpoHapHoW apTepun/ Coronary ostial perfusion cannula

r a m SbkliT * Ul.soil j'L4iUCSI
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B OTAeNbHOW KOpobKe cogepxkatcs:/ A separate box contains:

e OtgenbHas Kopobka cogepxut:/ A separate box contains:

20 nHawmB. yn. ans mogeneii/20 individual packages for models: 31003, 31106, 31001, 31002, 31105, 31104, 31103,

31102

VHCTpyKMa no npumMeHeHnto(BKIOYaeT nMcTok-BKNaabiw)/1n8rmcllon for use (includes a leaflet)- 1w/l pc.;
Konnuectso oTAebHbIX KOPOOOK B TPAHCMOPTHO Tape BapbMPYEeTCS B 3aBUCMMOCTU OT 3akasa./The number of separate boxes in

the shipping box varies depending on the order.

MHdpopmauma Ha pycckosisbluHOM cTukepe/ Information on the Russian-language sticker

NHbopmayns Ha pyccKos3blYHOM CTUKepe
Cnepytolas MHpopMauus AoMKHa BbITb HaHeCeHa Ha
PYCCKOS3bIY4HOM CTUKepe (MOpSLOK CMOB U LIPUET TeKcTa
MOTYT U3MEHSTLCS)

[ns npogaxu Ha TeppuTopumn Poccuiickoin deaepauimn
(hMHanbHas ynakoBKa CONMPOBOXAAETCS AONONHUTENbHBIM
CTUKETPOM.

3aenvist NoCTaBNSItOTCS CO CTUKTEPOM, KOTOPbIA MOXeET
COZiePXXaTb CNefyHoLLy0 MH(OPMaLWHO:

» HasBaHWe MegULMHCKOrO U34eNns Ha PyCCKOM
A3bIKE;

» HasBaHue 3aBOAa NPOV3BOANTESS;

o CrTpaHa NpouCXoXaeHus;

e Kog UPN (YHMKa/bHbIN KOA NPOAYKTa);

* Kog CFN (Homep mogenw);

e Jlata v Homep PernctpaumoHHOro yAoCTOBEPEeHUS;

e 3HakK cooTBeTCcTBUS B Poccuu;

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

Information in Russian sticker

The following information should be applied on a Russian-langua”
(word order and text font may vary)

The final packaging for the Russian market is accompanied with a
sticker.

Devices supplied in packaging marked with the following
information:

Name of medical device in Russian language;
Name of the manufacturer;

Country of origin;

Code UPN (unique product number);

Code CFN (customer facing number);

Date and number of Registration Certificate;
Sign of conformity in Russia;

Warning and informing symbols and inscriptions
(ifapplicable).
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o [penynpeauTenbHble U MHHOPMUPYHOLLME 3HAKM 1

Hagnucu (ecnv NPUMEHNMO).

O6paseL, cTkepa

HeToKcn4yHO

\PH A

DEHP

EC REP

10.0nuncaHune
meToga
cTepunsaumm,
cBefleHus 0
MeToaax
BanMaaumnm B
OTHOLLUEHUN
npovecca
cTepunuzaumm, o
Basimgauunm
npouecca
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HanmeHoBaHMe MeAULMHCKOro U3aenus

MpownssoguTtens
: «MeaTPOoHNK
VIHK.»

CrpaHa
MPOUCXOXAEHN
i

CLWA
MpeacTaBuTeNb Npou3BoanTens B PP:
000 «MeaTPOHNK»
PeruncrpaumoHHoe Y octoBepeHne Ne
oT

Kog UPN

Kog CFN

Jata Cm. NHCTpyKumio
n3rot./Cepus/l'og Cm. CMMBO/bI Ha
eH [I0: CM. yraKoBke
yMakoBKY

CTepunbHOe U3Aenne OJHOKPATHOTO NMPUMEHEHN.
MeTOA cTepunmnsaummn: STUNeH OKCUA
He 1cnonb3oBaTh, EC/M YNAKOBKa MOBPEX/EHa.

MiviIC rdiirfCU.

Non-
toxic

VPHT,

DEHP

EC REP

Sample of the sticker

Name of medical device

Manufancturer: Code UPN
Medtronic Inc.
Country of origin: Code CFN

USA

Manufacturer's authorized representative:
LLC «Medtronic»

Registration Certificate No oT

Date of See IFU
manuf../Lot/UBD: See See packaging symbols
on pack

Sterile medical device for single use
Sterilization method: EtO Sterilization
Do not use if packaging is damaged.

1 tpcOfttunuiio.' Avaihibli.’
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yMnakoBbIBaHUA
ONA CTePUIbHBIX
n3nenuii/
Sterilization
method,
Sterilization
Validation,
Packaging
Validation
Sterile devices
11.MopAgoK u
yCNoBuSA
YTUIN3aLmMmn Unm
YHUYTOXEHWS
MeANLNHCKOro
n3penus/
Procedure and
conditions for
the disposal or
destruction of a
medical device

for

12, Cpok
rogHocTn / Shelf
life

13.IMepeyeHb
HaLMOHa/IbHbIX 1
MeXAYHapO4HbIX
HOPMaTMUBHbIX

YTUnusnpyiiTe NpoayKTbl AOMKHbIM 06Pa3oM B COOTBETCTBUN C
npoLesypoi, YyCTaHOBNEHHON B MEANLIMHCKOM YUPEXAEHUN,
BMECTe C OCTa/IbHbIMM 3arps3HeHHbIMW KPOBbIO NPoAyKTaMu.lMo
OKOHYaHMW NPUMEHEHMNSA 3TOT NPOAYKT NpeAcTaBnseT
NOTeHLMaNbHY 61MOI0rMYecKyro ornacHocTb.ObpalleHue 1
YTUAN3aLMI0 NH06bIX NOAO0BHBIX YCTPONCTB CNeayeT BbINOMHATL
B COOTBETCTBUM C NPUHATON MEANLNHCKOW MPaKTUKOA 1
AEeNCTBYIOLMM MECTHBIM, PErMOHaNbHBIM W HaLMOHANbHbIM
3aKOHO[aTeNbCTBOM M HOPMaMM.

Knacc onacHOCTV MeAULMHCKNX OTXOZ0B:
Knacc A - 6e3 B3aUMOZENCTBMA C NaLMEHTOM;

Knacc b - nocne B3auMogeiicTBums ¢ naumeHToM

3roga

MepeyeHb HaLMOHANBbHBIX U MEX/AyHapOAHbIX HOPMATUBHbIX
[IOKYMEHTOB / CTaHapTOB, KOTOPbIE COOTBETCTBYHOT
MEAMLIMHCKOMY M3AENNI0 U ero NpuHaaIeXHoCTaM (06LLye

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

Dispose of products properly according to hospital policy with
the other blood contaminated products.After use, this product
may be a potential biohazard. Handle and dispose of all such
devices in accordance with accepted medical practice and
applicable local, regional, and national laws and regulations.

Hazard class of medical waste:
Class A - without interaction with the patient;
Class B - after interaction with the patient

3 year

The list of national and international regulatory
documents/standards, which matches medical device and their
accessories (general standards, packing, labeling, sterilization,
biocompatibility)

25
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[NOKYMEHTOB/CTaH
[AapTOB, KOTOPbIM
COOTBETCTBYET
MeULIMHCKOoe
nspenve / The list
of national and
international
regulatory
documents/stand
ards, which
matches medical
device

CTaHAapTbl, YNakoBKa, MapKMUPOBKa, CTepum3aLms,
610COBMECTUMOCTb)

CraHpapt/
Standard
EN ISO 13485

EN ISO 15223-1

EN 1041

EN ISO 14971

EN 15986

ISO 10555-1
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MNoa/
Year
2012/AC
:2012

2007/AC

120121

2008

2012

2011

2011

OnucaHwne

M3penna meguumHcekme, CUCTEMBI
MeHeXMeHTa KayecTea. CUCTEMHble
TpeboBaHWsA ANs Leneli perynmpoBaHus

V3penns meamumHckune. CMMBOSIbI,
NPUMeHseMble NPU MapKUpPOBaHUW Ha
MeLMLMHCKUX U3LEeNUAX, 3TUKETKaX U B
COMNPOBOANTENBHOM JOKYMEHTaLMN.
YacTb 1. OCHOBHble TpeboBaHUs.
W3penna megmumHckme. CUMBONBI,
NPUMEHsIEMbIE NPU MapPKMPOBaHUW Ha
MEeNLIMHCKUX U3LeNUNAX, ITUKETKax U B
COMPOBOANTENBHOM JOKYMEHTaLMN.
Yactb 1 OcHOBHble TpeboBaHuS.
W3penna meauumHekue. MNprumeHeHne
MeHeIXXMeHTa prcKa K MeAULIMHCKUM
N30Eennam.

CrMBO/T K XapaKTepucTuke
MeMLIMHCKMUX MPoLyKTOB. TpeboBaHus
K XapakTepucTnke 60ratbix (hTasatom
MeULMHCKNX MPOLYKTOB.

Karetepbl BHyTpUCOCYAUCTbIE
CTepu/bHble OLHOKPATHOIO
npumMeHeHns. Yactb 1 O6Lyme
TexHW4ecKune TpeboBaHUA

Ovaihihlr vunn ri‘uii-.'

Description

Medical Devices - Quality Management
Systems - Requirements for Regulatory
Purposes

Medical devices-Symbols to be used
with medical device labels, labeling and
information to be supplied - Part L
General Requirements

Information Supplied by the
Manufacturer with Medical Devices.

Medical Devices - Application of Risk
Management to Medical Devices.

Symbol for use in the labeling of
medical devices - Requirements for
labeling of medical devices containing
phthalates.

Sterile, single-use intravascular
catheters. Part 1. General requirements.
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EN ISO 10993-1

2009/AC
:2010

Hzpenna meanunnckue. Ouerka
6HONOrNYecKoro AeHCTBHA
MeIHUMHCKHX u3aenuit. Yacts 1.
Ouenka u HccneaoBaHug.

Biological Evaluation of Medical
Devices - Part |: Evaluation and
testing.

EN ISO 10993-4

2009

H3nenus meanunuckue. Ouexka
Huonorueckoro aeicTauns
MEeANUMHCKHX w3gennii. Yacts 4.
Hcenenosanua usaenui,
B328HMOZCHCTBYIOWINX C KPOBBIO.

Biological Evaluation of Medical
Devices - Part 4: Selection of tests for
interactions with blood,

EN ISO 10993-5

2009

H3anenus meanunnckue. Ouenxa
Gnonoruueckoro aeicraun
MeABUMHCKHX m3nennil. Yacte §.
HccnenoBaHus Ha GHTOTOKCHUYHOCTD:
METOAR! in Vitro,

Biological Evaluation of Medical
Devices - Part 5: Tests for in vitro
cytotoxicity.

EN ISO 10993-7

2008/AC
:2009

Hageaus mennumnckne. Ouenka
Ononornveckoro aeiicTaus
MEAMLMHCKHX H3aennif. Yacts 7.
OcTtaTtounoe conepxKaHue
ITUNICHOKCHIA NOCAE CTEPHAN3ALINY.

Biological Evaluation of Medical
Devices — Part 7: Ethylene Oxide
Sterilization Residuals.

EN ISO 10993-10

2013

Hapenua meanunnckue. Ouerka
OHONOrHMeCKoro aeHcTBnA
MeAHUWHCKHX H3neanit. Yacts 10.
Hccneaosanns pazapaxaroLero s
CEHCMOMNU3NPYIOWIETO AEHCTBUA.

Biological Evaluation of Medical De
vices — Part 10: Tests for irritation and

delayed-type hypersensitivity.

EN ISO 10993-11

2009

Hanenus meanumtckue. OueHka
Ounonornyeckoro aelcrens
MEAHUMHCKHX H3aenwit, YacTts 11,
Hccnenosanng obmerokcHueckoro
neficTBuUA.

Biological Evaluation of Medical
Devices — Part 11: Tests for systemic
toxicity.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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EN ISO 10993-12

EN ISO 11737-1

ENISO 14644-1

ENISO 11607-1

ENISO 11607-2

ENISO 11135-1

EN ISO 11138-2
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2012

2006/AC
:2007

1999

2009

2006

2007

2009

ijKaovTLWjiHCi Kk i

W3penns megmumnHckme. OueHka
610N0rMYecKoro aencTams
MeANLMHCKMNX n3genunid. Yactb 12,
MpuroToBneHne NPob 1 KOHTPOJIbHbIE
06pasLibl.

CTepunmnsaums MeauLMHCKIX N3aenuid.

MwuKpoburonormyeckue Metofbl. Yactb
1. OueHKa nonynaumm
MVKPOOPraHn3MOoB Ha NPOAYKLMN.
YuncTble NOMELLEHNS 1 CBA3aHHbIE C
HUMW KOHTpO/IMpyemble cpepl. YacTb
1 Knaccugmkaums ynmcToTbl BO3ayxa.
YnakoBKa i1 MeEAVNLIMHCKNX U3AENNA,
NOANEXaLLMX (UHULLHOA
cTepunnsaymmn. O6Lme TpeboBaHmS.

HakonneHvie o1t Hen3nevnmo
CTEPU/IN30BaBLLNX MeANLMHCKMX
YCTPOWCTB - YacTb 2: TpeboBaHUA
MpoBepkn ons hopMUpoBaHKS,
130IMPOBaHMS 1 CO0POUHBIX
MpOLeCCoB.

Crepunmsaums NpoayKToB
3ApaBooxpaHeHmns - OKcup aTueHa -
YacTb 1 TpeboBaHWs aN1si pasBuTmS,
MPOBEPKM 1 06bIYHOIO Yrpas/ieHus
cTepunusaumeli obpabaTbIiBaroT ANs
MeANLMHCKNX YCTPOMCTB.
Crepunmsaums MeavLUMHCKOM
npoaykuun. bronormnyeckue

Biological evaluation of medical
devices - Part 12: Sample preparation
and reference materials.

Sterilization of Medical Devices-
Microbiological methods - Part 1:
Determination ofthe Population of
Micro-organisms on Products.
Cleanrooms and Associated Controlled
Environments - Part 1; Classification of
Air Cleanliness

Packaging for Terminally Sterilized
Medical Devices - Part 1. Requirements
for materials, sterile barrier systems and
packaging systems.

Packaging for Terminally Sterilized
Medical Devices - Part 2: Validation
Requirements for Forming, Sealing and
Assembly Processes.

Sterilization of health care products -
Ethylene oxide - Part 1. Requirements
for development, validation and routine
control of a sterilization process for
medical devices.

Sterilization of health care products -
Biological indicators - Part 2:

28
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VHAMKATOPbI. YacTb 2. Bronornyeckue
VHAMKATOPbI AN CTEPUN3ALN
OKCWIOM 3TWNEHa.

Biological indicators for ethylene oxide
sterilization processes.

Sterilization of Medical Devices-
Requirements for Medical Devices to be
Designated “Sterile”-Part 1
Requirements for Terminally Sterilized
Medical Devices.

Medical Devices - Application of
Usability Engineering to Medical
Devices.

Packaged-Products weighing 150 Ib
(68kg) or less.

Guidelines on Medical Devices,
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:

EN 556-1 2001/AC  Crepunmsaums MeauLMHCKUX U3AeNNIA.
:2006 TpeboBaHMA K MEAVULMHCKUM U3AENNAM
Kateropuu "crepusbHble”. Yacts 1
TpeboBaHMA K MEAULUHCKAM
N30ennaM, Nogsexalym UHULLHON
CTepUA3aLmn.
EN 62366 2008 3nenms MeauumHCKMe.
MpoeKT1poBaHWe MeSULIMHCKUX
N30e/NiA C YYeTOM 3KCNNyaTauMoHHO
NPUrogHOCTN.
ISTA/L IA 2001 YnakoBaHHble MPOAYKTbl Becom 150
(hyHTOB (68 KI) nmn MeHee.
MED DEV 2.7.1 Decembe  PykoBoACTBO MO MEANLMHCKAM
2009 npuéopam, OLEeHKa KIMHUYECKNX
[aHHbIX: PYKOBOACTBO AN
npov3BoAnTENEN 1 YBESOMEHHbIX
OpraHos.
14. Cnyx6a Mo Bcem Bonpocam, BK/IKOUas »anobbl Ha NPOAYKLMIO,
paboTh C  pemOHT 1 TexobecnyXmBaHue, obpawarbes K
KNMEHTamun ! YronnomouenHomy MpeacTasuTento 8 Poccuiickoii
Cust_omer depepaLm:
Service .
Medtronic, LLC,
000 «MeaTPOHUK»

123317, Poccuiickas depepaums, MockBsa,

MpecHeHcKaa HabepexHas, 10

ipc;iix. “tauiUK' IS my us
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123317, Moscow, Presnenskaya Naberezhnaya., 10

Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru

rcqiH.’L!
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Ten.; (495) 580-73-77, dakc: (495) 580-73-78,
www.medtronic.ru

!'lpc,aoctabn.ucrc51
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Tne6oc.aHnw/ AvailahJc upon request
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Medtronic

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604

USA

www.medtronic.com

Jonoanerne K NHCTPYKOAH NO IKCIayaTanuu (Bepcus 2) / Appendix to Instruction for Use (version 2):
PerpakTop s Ixcnosuuns koponapnoll aprepun DLP / Retractor for coronary artery exposure DLP

1. Hanmenosanu | ITpMHaanexxHOCTH: Accessories:
e 1. Perpaxkrop ans skcno3uumu kopoxapro aprepun DLP, 3y6um
meaunumtckor | anusod 3,0 MM, 8 cocTase: 1. Retractor for coronary artery exposure DLP, 3.0 mm
o  wngenus/ | — Perpakrop teeth, including:
Name of | - HUHCTpYKUHA MO NPpHMEHERUIO - Retractor
medical - Instruction for use
device 2. PeTpakTop &ns 3KCNO3UUHH KOPOHAPHO#H apTepuu DLP, 3y6um
anvuoit 5,0 MM, B cocTase: 2. Retractor for coronary artery exposure DLP, 5.0 mm
- Petpakrop teeth, including:
— HHcTpykuusa no npuMeHeHH:o ~ Retractor
- Instruction for use
*HanMeHOBAHUA MERMLIMHCKUX HIACNUI MOTYT ObITh YNOMAHYTH
B TeKcTe B cokpamenHodl Gopme ana ynobcrsa BOCTPHATHA
nudopMaumn, * The names of medical devices can be mentioned in the text
in abbreviated form for the convenience of perceiving
information.
2. Ceeznenu
] o { INpoussogurens/Manufacturer:
NPOM3BOANTENE (name, location address, mailing address, phone number)
MERHILIHHCKOro «Mearpotuk Kuk.», CLUA

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




n3penns
(HavmeHOBaHVe,
aapec
MeCTOHax0XaeHu
A, NMOYTOBbIi
agpec, TenedoH,
agpec MecTa
npownssogcTea)/
Information
about
manufacturer of
medical device
(name, location
address, mailing
address, phone
number, address
of  place of
production)

3. HasHaue
HuYe
MeLULMHCKOro
n3genus/
Prescription of
medical device

Medtronic Inc., USA 710 Medtronic Parkway, Minneapolis, MN 55432, USA

Tel.: +1 763 514 4000; Fax: +1 763 514 4879
www.medtronic.com

YNoNHOMOYEHHbIV NpefAcTaBuTeNb NpousBoanTens / Authorized Representative of Manufacturer:
000 «MeaTpoHnk», 123317, Poccms, 1. MockBa, MNMpecHeHckast Hab., 4. 10/
“Medtronic” LLC, 123317, Russia, Moscow, Presnenskaya Naberezhnaya, 10

Tel: (495) 580-73-77, Fax: (495) 580-73-78
oxana.sapunova@medtronic.com

PeTpakTop AN 3KCNO3uLuM KOPOHapHOW apTepun — 3TO U3genme
VHAVMBWAYaNbHOMO NO/Mb30BaHWS, NpejHasHavYeHHoe s
YNYYLUEHWS  3KCMO3WLMM  KOPOHApHOM apTepuM BO  BpeMS
onepauuMm B YCNOBUAX WCKYCCTBEHHOrO  KPOBOOOPALLEHNS.
PeTpakTop CNyXuUT 419 pPa3ABUraHUs XXMPOBOrO CNOS MUOKapAa,
pacroOXeHHOro Haj KOPOHapHOW apTepweid, YToObl Yy4llnTb
3KCNO3MLMIO cOocya BO BpeMs HaNOXKEHWSi  KOPOHapHOro
aHacTomo3a.

The clip serves to temporarily retract open the fatty surface
layer of the myocardium over the coronary artery to
improve exposure of the vessel during coronary
anastomosis.

Sterile, nonpyrogenic, single use.

no'[pc6or.aHuio” Av-iiln!)u: npiii; is;qu'.’s
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4. DyHKuHo
HabHbIE
XapaKTEPHCTHKH
A TexXHHYecKue
XApaKTepUCTHKH
MEAHUHHCKOrO
uanenus/
Functional
characteristics
and technical
characteristics
of medical device

1 IMpoBoaoka U3 Hepxkaseiollell crany 1 Stainless steel wire

2 Msrkoe, NONHMEPHOE NMOKPLITHE 2 Soft, polymer coating

3 3ybumt (noctynm B 3,0 1 5,0 MM AntHnbI) 3 Prongs (available in 3.0 and 5.0 mm lengths)
4 Tloanoxxa 4 Substrate

moaens/momep | Ueptéx n/nnu doto, TexHuueckue xapaxrepuctuky. / Drawing and / or photos, specifications.
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Model

16150

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

bnvHa petpaktopa: 45mMm ((+-0,01 Mm (+- 1.Retractor length: 45 mm ((+-0.01 mm (+-0.0004
0,0004 pgroimva)) inch))

2. LLInpuHa petpakTtopa: 29 MM ((+-0,01 Mm (+-2. Retractor width: 29 mm ((+-0.01 mm (+-0.0004
0,0004 ptoiima)) inch))

3. BHyTpeHHWi1 anameTp Tpyokn paseH 0,635mm; 3. The inner diameter of the tube is 0.635 mm;
0,025at0ima (+- 0,05mm (£ 0,002 aroiima)) 0.025 inch (+- 0.05 mm (£ 0.002 inch))

4. HapyxHblii guameTp - 1,2 mm; 0,043 gtoiima 4. The outer diameter is 1.2 mm; 0.043 inches (+-
((+- 0,05mMm (£0,0024t01iMa)) 0.05 mm (£0.002 inches))



16130

1.0nvHa peTpakTopa: 41 Mm ((+-0,0004 groiima( 1. Retractor length: 41 mm ((+-0.0004 in. (+-0.01

+-0,01 mm))

mm))

2.lLnpuHa petpakTopa: 29 mm ((+-0,0004 atoiima(  2.Retractor width: 29 mm (+-0.0004 in. ( +-0.01

+-0,01 Mm))

mm))

3. BHyTpeHHuii anameTp Tpy6ku paseH 0,635mm; 3. The inner diameter of the tube is 0.635 mm;
0,025g¢01ima (+- 0,05mMm( * 0,002 groiima)) 0.025 inch (+- 0.05 mm (£ 0.002 inch))

4. HapyxHblii anameTp - 1,2 mm; 0,043 aroiiva ((+- 4. The outer diameter is 1.2 mm; 0.043 inches (+-
0,05mm (+£0,002at01iMa))

[ns mogenein 16130, 16150:

0.05 mm (£0.002 inches))

macca nagenusa (ananasoH), r/ Device weight, (diapason) g:(1,54 - 1,55)(+-0,08)

5.0nucanue
OCHOBHBIX

M3nenui

APHHAEKHOCTE
#H, MEAMIIHHCKUX

HIIH

He npumenumo/Not applicable
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n3genuu, He
ABNAIOLLMXCA
MeAULMHCKAMN,
HO
NpesyCMOTPEHHbI
X ana
1CNOMb30BaHNA B
KOMOMHaumm ¢
3asB/IEHHbIM

MeLULMHCKNM
nsgenvem  (npu
Hannuun)/

Description of all
accessories,

medical devices
or non-medical
devices, intended
for use with the
medical device
submitted for
registration  (if

applicable)

6.Ycnosus MapameTtp 3HayeHwue Parameter Value
npumeHenns  /  Temnepatypa, °C Ot +18 f0 + 42 Temperature, °C from +18 to + 42
Operating BnaxHOCTb. % Jo 100 Humidity, % to 100
conditions OTHocUTeNbHOE AaBneHue, rfa Ot 700 go 1060 Relative Pressure, hPa from 700 to 1060
7.Ycnosus MapameTp 3HayeHue Parameter Value
TpaHCnopTMpoBa TemnepaTypa, He BbilLe, °C +40 Temperature, not more, °C +40

HUS 1 XpaHeHns /|  BnaxHocTb, % OT5p80 95 Humidity, % from 5to 95
Conditions  of  OTHocuTenbHoOe AaBneHue, Kla OT 70 no 106 Relative pressure, kPa from 70 to 106

transportation
and storage
8.MepeueHb "
ornucaHue
marTepvanos

ryii.MOQ: | K Lirell iV.-uesk
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MeMNLIMHCKOro Pornacrnn

BCTyMaloWmMx B KOMMOHEHT

HenocpeacTBeHH

0Mocpe/j0BaHHbII Mposonoka u3
c HepPXKaBEeHoLLei CTam

KOHTaKT

OpraHnM3Mom Msrkoe, nonvmepHoe
nauueHTa (Tenom NoKpbITHE
yenoseka)/  List

and description
of medical device
materials  with
direct or indirect
contact with the
patient's  body
(human body)

1 5,0 MM ANWHbI)
NoXLLoXKKa

3y6ubl (goctynHsbl B 3,0

MaTepuan KOMMNOHeHTa

HepxxasetoLLas ctanb

9KCTPYAMPOBaHHbI
PEHTreHOKOHTPACTHBIM
NoNUaMp-nNoINypeTaHOBbIi
anacTtomep
Hepxkasetowas ctasb

nonunponuaeHoBas
CUHTETNYECKAsA 6ymara

Retractor for coronary arterv exposure 16130. 16150

Component

Stainless steel wire

Soft, polymer coating

Teeth (available in 3.0

and 5.0 mm length)
Substrate

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

Component material

Stainless steel
extruded radiopaque polyester-
polyurethane elastomer
Stainless steel

polypropylene synthetic paper

i Ipc. uKitiaiiMCn. '~ u-* Ipd'i T

IMA 3K 1B KonoHaoHo aoTeonn 16130, 16150

[MpoueHTHOE
COOTHOLLEeHNe
(%)

100

100

100

100

Percentage
ratio

(%)
100
100
100

100

Bua KoHTaKTa
nayuMeHTOM/4el0BEKOM

KpaTkoBpemeHHbIi (- 24 4acoB), €
LIMPKYNUPYIOLLEN KPOBbIO
KpaTkoBpeMeHHbII (< 24 4aco), ¢
LMPKYNNPYHOLLEN KPOBbHO

KpaTkoBpemeHHbIN (< 24 yacos), C
LIMPKYNPYHOLLE KPOBbIO
KpaTkoBpeMmeHHbIli (< 24 yacoB), ¢
LIMPKYIMPYIOLLIEV KPOBbIO

Type of contact with
patient/person

Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood

"1 aHuhli," tipon !'ci.jucsi



9.[aHHble 0 MapkupoBKa nHausmuayanbHoii ynakosku: / Individual package labeling;

MapKMpOoBKe
MEAMLMHCKOro [na npuHagnexHocTeli; PeTpakTop 4N 3KCNO3MLMM KOpPOHapHOi apTepuu/ For accessories; Coronary Artery
n3genua  wn o ero Retraction Clip

ynakoBke/

Labelling and
Packaging  of
medical device

Medtronic

SHm

] o {
ol INOVEX &«
d
mmAOC‘G»'BEU“RTB”A eftAMPO Dg RfTRAC?t0 OAA R ~
coronAka
KFWrfrteLAeADCB RETRACTMSCLIP
RxO0nly SEFWUE-IE%HII .Ii A
. I CM«9n, ConcuM Atewtytftyfa™ ftK uaxmlit

fi'VingatBi S LI l3
Monpyr»9«nii 7

DoNoOtR«.u*» B«tehCe<l UwBY QWMKty
MnbeL\Ae Vi BO1 DK bw s<T\ee

{01) r 0081490 87MS s (17)EOiazeO (4 9i7orsei

MapKvpoBKa UHAMBWAYa/IbHOW YNakoBKM Ha NpUMepe BapuaHTa ucnonHeHns mogenu 16150/ Example of individual package
labeling for model 16150

MapknpoBka Ha oTfenbHol Kopobke: / Labeling on a separate box;

[nsa npuHagnexHocTeli: PeTpakTop 4158 3KCNO3WULMWM KOpOHapHoU apTepuun/ For accessories; Coronary Artery
Retraction Clip

Ni>cr>cran||M; (bniii riaiges
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MinuNsturtr:

MMUivnic IO it, LanTpbILe. MM LU MO, 3w
. e
N T
ce*w*wr«T8W RBTR«enON et»
uKun asTMacraMHuT«ar

iLCTieiA

2* Only leT in'|"i|'L a

um

N I @ Mcml Mb « mdl?mu_kmﬁvowcargan MVFéMﬂ»*Hl <

Meudyravmke DoNatA*4M BMCtC«d* Ownbr Ow uy

MandKBirad byO LU MM BLaM>»* M ~ce.«eriH»<lItrortc, |s4.

m(Glceones  UTB{I0EONL

MapKunpoBKa 0TAe/NbHON KOPOo6GKM Ha NpyMepe BapuaHTa UcnonHeHns mogenn 16150/ Example of separate box labeling for
model 16150

MapKunpoBKa TpaHCNOPTHOW Tapbl (MpeAcTaBneHa cumBonamn): / Transport container labeling (presented bv symbols);

‘
‘
4|‘44 I

Norotun/logos

i Ipcnoctapt-K'-n"( 19's M[IE6.(muyntO" Aviulnfic YHL

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



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

Caution, Consult

Accompanying Documents

PVRGOeN

Nonpyrogenic

Do Not Reuse

Quantity

Rx Only

Lot Number

Use By

BHumaHne! O3HaKOMbTECh C CONPOBOANTESbHOM
AoKymeHTauumein/ Caution, Consult

Accompanying Documents

AnuporeHHo/ Nonpyrogenic

He ncnonb3oeaTts NoBTopHO/DO Not Reuse

Konnyectso/Quantity

BHVMAHWE: ®egepanbHbiM 3akoHoM (CLUA)
paspeLLeHa NpoaXxka 3Toro N3Aenns TobKo
BpayaM Wan ro ux npeanmncaHuio.

Howmep naptuun/ Lot Number

Vcnonb3osats go/ Use By

nr-<r"efurann!0" Ny:alnr’ - '..-im' rl'ijua’-'
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Manufacturer

CE

0123J

REF

Catalog Number

™  M™Medtronic

CORONARY ARTERY RETRACTION CLIP
DLP

Keep Dry

MpowussoamnTens/ Manufacturer

Conformite Europeenne (EBponeiickoe
COOTBETCTBWE). ITOT CMMBO/T 0603HAYAET, YTO
YCTPOWCTBO MONHOCTLIO COOTBETCTBYET
TpeboBaHMAM AnpeKTMBLI EBponeiickoro CoseTa
93/42/EEC./

This symbol means that the device fully complies
with European Concil Directive 93/42/EEC

Homep no katanory/ Catalog Number

MegTpoHumk/Medtronic

PeTpakTop A/15 9KCMO3ULMM KOPOHAPHOIA aTpepun
DLP/ CORONARY ARTERY RETRACTION
CLIP DLP

[Jepxatb cyxum/ Keep Dry

Hpi.’."tocu'akuiieres noT|)e6bunannl0 <1 liiabio iiiu-rfi rcnucal
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Xpynkoe, npv obpaLleHnn cobnogaiiTe
OCTOPOXHOCTb (B COOTBETCTBMU C BapMaHTOM
ncnonHeHus) /Frangile, Handle with Care(in

? accordance with the execution version)
1MM/1TT(B COOTBETCTBUW C BAPUAHTOM
5.0 mm ucrionHeHua)/(1n accordance with the execution
version)
STERILE R i

CTepunmsaLms peHTreHOBCKUM 06/1y4eHNEM

[Sterilized Using Irradiation
Sterilized Using Irradiation

MHnuennyanbHasa ynakoska/ Individual nackase

OnwucaHne UHAVBUAYaIbHOW YNaKOBKM Description of the individual packing
Ans npuHagneXxxHocTeld: PeTpakTop A5 3KCNo3uuum For accessories: Retractor for coronary artery exposure

KOpOHapHoli apTepum Individual package consists of the Package TPT-0260/TPF-
NuauBuayansHas ynakoska cocTout u3 [MakeT TPT- 0524A - Nylon/ Film Tyvek 1073B coated/ Linear low density
0260/TPF-0524A - HeiinoH/ TneHka Tyvek 1073B polyethylene, on which the label is attached.

MOKPbITLIA/ JINHElHbI NOAMATUNEH HM3KOKA nnoTHocTh, Ha Dimensions of individual nackaee for accessories: Retractor
KOTOPYHO HaK/lemHa 3TUKETKa C MapKUPOBKOIA.

Pasmepbl MHAVBWAYaNbHON YNAKOBKW NS MPUHALNEXHOCTEN
: PeT0aKT00 NSt 3KCMO3MLMN KOOOHAOHOI a0TeouMu.

OxL:14cm(x 0,5¢m) X 7,5¢m(x 0,5¢cm)

for coronarv arterv exoosure. LxW; 14cm (£ 0.5 cm) X 7.5
cm (x 0.5 cm)

12
| Lj)tvioonifsit>iCic;! o u[cCurannl! v AvnihthUr
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Mpumep namBMayanbHON yNakoBKK (BUA Cnepeau, BUA C3aam) AN NPUHaANeXHOCTel : PeTpakTop 4/1 3KCMO3WLMN KOPOHapHO
aptepum / Example of individual packaging (front view, rear view) for accessories: Coronary Artery Retraction Clip

OTpgenbHas Kooobka/ Secondary oackase

OnucaHue oTAebHOV KOPOOKM Description of the secondary package
Ana npuHagneXxHocTen: PeTpakTop 45 3KCNo3nunm For accessories: Retractor for coronary artery exposure.
KOPOHapHOW apTepuu. A separate box is made of cardboard. A separate box is
OTaenbHas KopobKa U3roToe/ieHa U3 kapToHa. Ha otaenbHyto  labeled.
KOPOOKY MpUK/eeHa 3TUKETKa C MapK1POBKOIA. Dimensions of a separate box for accessories: Retractor for
Pa3meobl 0TAeNbHOW KOOOOKM [/151 MOVHAM/EXHOCTENR: coronary artery exposure. LxWxH: 15.3 cm (£ 0.5 cm) x 7.5
PeT0aKT00 An1s 3KCNO3uLMN KOOOHAOHO aoTeouu. cm (£ 0.5 cm) x 7.5 cm (£ 0.5 cm)
OxLxB:15,3cm(x 0,5¢cm) X 7,5¢cm(z 0,5cm) X 7,5em(:
0,5¢cm)

IMJi- mronkaunio-' . 'waibiim
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npumMmep oTAenbHOM Kopobku (o6wuin Bug) / Example of a separate box (general view)

e [nd npuHagnexHocTelr: PeTpakTop ANA 3KCNO3MLMM KOpoHapHOi apTepun (pacoBka 10 wTykK) / For accessories:

Coronary Artery Retraction Clip (10 pcs packing)
TpaHcnopTHas Tapa / Shipping box:

OnucaHue TpaHCNOPTHOW Tapbl Description of the shipping box
TpaHcnopTHaa Tapa U3rotosJieHa U3 ra)pMpoBaHHOTO The shipping box is made of corrugated cardboard. It's
KapToHa. Ha Heé HaHeceHa MapKupoBKa. Pasmepsl labeled. The shipping box dimensions vary depending on the

TPaHCMOPTHOI Tapbl BapbUpylOTCA B 3aBUCMMOCTYM OT 3aKasa.  order.

Ipcaocr;|.n1lve(cs i rcijuoss
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KomnnekTHocTb / Completeness:

[na npuHagnexHocTel: PeTpakTop AN 3KCNO3UL MK For accessories: Retractor for coronary artery exposure:
KOPOHapHOW apTepuun: An individual packace contains:
B vHAVBMAYa/IbHON YNaKOBKe COLEPXKUTCS: » Retractor for coronary artery exposure:

* PeTpakTop Ans 3KCMo3uLMN KOPOHAPHOM apTepuu:
A separate box contains:

B oTzenbHO KOopobKe cofepyatcs: e 10individual packages
* 10 nHAMBUAYaNbHbIX YNAaKOBOK » Instruction for use (includes a leaflet) - 1pc;
e VHCTpyKMs Mo npumeHeHUO{BKNIOYaET INCTOK- The number of separate boxes in the shipping box varies
BKNagblww)- 1wr,; depending on the order.

KonmuecTBo OTAeMbHbIX KOPOOOK B TPAHCMOPTHOM Tape
BapbMpyeTCcs B 3aBUCMMOCTU OT 3aKa3a.

NHdopmauns Ha pycckossbiuHoM cTukepe / Information on the Russian-language sticker

MH(popmauma Ha pycCcKOA3bIYHOM CTUKepe Information in Russian sticker
Cnepytolas MHGOPMaLMs JOMKHA GbITh HaHECEHA Ha
PYCCKOS3bIYHOM CTHKepe (MOPAAOK CMOB U WpUKT TeKcTa The following information should be applied on a Russian-language
MOTYT U3MEHATBLCSA) sticker (word order and text font may vary)
[na npogaxu Ha TeppuTopum Poccuiickoin degepauun The final packaging for the Russian market is accompanied with
(hMHanbHasa ynakoBKa CONPOBOXAAeTCsA 4ONOMHUTENbHbIM additional
CTUKETPOM. .
sticker.

134enva nocTaBnsaoTCca CO CTUKTEPOM, KOTOprVI MOXXET

COfIEPKATh CREAYIOLLYIO HHDOPMALMIO: Devices supplied in packaging marked with the following possible

information:
e HasBaHWe MeANLMHCKOr0o M3aenuns Ha pyCccKom
A3bIKE;
e Ha3sBaHue 3aBOga NPoM3BOANTENS;

e Name of medical device in Russian language;
« Name ofthe manufacturer;
e Country of origin;

N i\oi AvnihiWk ir,iO;

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



CTpaHa npoucxoxaeHus;

KoanPH (YHUKa/bHbIA KOA, MPOLYKTa);

Kog CFN (Homep mogenw);

[arta n Homep PermcrpaunmoHHOro y40CToBepeHNs;
3HakK cooTBeTCcTBUA B Poccuu,
MpesynpeanTenbHbIE U MHPOPMUPYHOLLME 3HAKM 1
Hagnucy (ecnu NPYMEHUMO).

O6paseL cTukepa

HavmeHOoBaHMe MeAWLIVMHCKOrO U3AeNNs

Mpounssogutens  Kog UPN

Code UPN (unique product number);

Code CFN (customer facing number);

Date and number of Registration Certificate;
Sign of conformity in Russia;

Warning and informing symbols and
applicable).

Sample of the sticker

O

Name of medical device

%0

inscriptions

) Manufancturer: Code UPN
: «MefTpOHUK .
HeTtokcuyHo Medtronic Inc.
NHK.» Non- .
JPHTY Crpava Ko CEN toxic Country of origin: Code CFN
USA
DEMP NponcxoXxaeHnAa i .
yPHTY Manufacturer’s authorized representative:
CLUA DEHP LLC_ «M(_edtronic>_> _
MpepcTtaButens npoussogutens 8 Pd: OO0 Registration Certificate No ot
«MeaTPOHUK»
PeruncrpavnoHHoe Y poctosepeHue Ne
ot Date of See IFU
[laTa CM. VIHCTpYKUMIO manuf./Lot/lUBD; See  See packaging symbols
n3rot./Cepusa/l'oge CM. CUMBOJIbI Ha on pack
H 4O:CM. yNakoBKe
yNakoBKy
10.0nwncaHue
METOoAa CTepI/IJ'IbHOE n3genne 0AHOKPaTHOro NpMMeHeHuA.
cTepunnsadunm, MeTog cTepununsaumn: ramma-o6s1ydeHvem, ¢ NpUMeHeHeM Ba/IMAMPOBAHHOTO (NMPY HEO6XOAMMOCTY - NOATBEPXKAEHHOIO
cBefeHns 0 ayAuTOoM) npolecca CTepunmnsaumm raMmma-061yyeHeMm.
METOoAaxX He vcnonb3oBath, ecnu YynNaKOoBKa MnoBpexxaeHa.
iCHOctmiJiMificM 1'pebr)l5anuH)/ Available upon reijLicsi
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Ba/mMgaunmn B
OTHOLLIEHUN
npotecca
cTepununsaumm, o
Ba/mMgaunmn
npotecca
YMNaKoBbIBaHWS
ONA CTEPUNbHBIX
nsgenwin/
Sterilization
method,
Sterilization
Validation,
Packaging
Validation  for
Sterile devices
11.Mopagok n
YC/I0BUSA
YTUAN3aLun nnm
YHUYTOXKEHNA
MeAMLMHCKOro
nsnenus/
Procedure and
conditions for
the disposal or
destruction ofa
medical device

Sterile medical device for single use

The products shall be sterilized using gamma radiation using a
validated (and when necessary an audited) gamma irradiation
sterilization process.

Do not use if packaging is damaged.

YTunuanpyiite NpoAyKTbl 4O/MKHbIM 06pa3oM B COOTBETCTBUM C
NpoLeAypoii, YyCTaHOBNEHHON B MEAULIMHCKOM YUPEXAEHNM,
BMECTe C OCTa/IbHbIMM 3arPsI3HEHHbIMI KPOBbIO NPOAYKTaMu.Mo
OKOHYaHUW MPUMEHEHUS 3TOT NPOAYKT NPeACTaBNSeT
NoTeHUMabHYHO B1ON0rMYECKYHO onacHOCTb.O6palleHme 1
YTUAN3ALMIO NF06bIX NMOAOGHBIX YCTPONCTB CNefyeT BbINOMHATL
B COOTBETCTBUM C NPUHATON MEANLIMHCKON NPaKTUKOIA 1
AEACTBYIOLMM MECTHBIM, PErMOHA/IbHBIM W HaLMOHa/IbHBIM
3aKOHOZATeNbCTBOM U HOPMaMK.

Knacc onacHOCTU MeAMLIMHCKNX OTXO/IOB:
Knacc A - 6e3 B3aMMOAECTBMSA C NaLMEHTOM;

Knacc b - nocne B3auMogeiicTBms ¢ nayneHTom

C1 kyca ul, 'mdidunt e
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Dispose of products properly according to hospital policy with
the other blood contaminated products. After use, this product
may be a potential biohazard. Handle and dispose of all such
devices in accordance with accepted medical practice and
applicable local, regional, and national laws and regulations.

Hazard class of medical waste:
Class A - without interaction with the patient;
Class B - after interaction with the patient
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12. Cpok 3ropa 3 year
rogHoctu [/ Shelf
life

13.TepeyeHb
HaUMOHa/IbHBIX U

MepeyeHb HaLMOHANbHBIX U MEXAYHapOAHbIX HOPMATVBHbIX
[OKYMEHTOB / CTaHapTOB, KOTOPblE COOTBETCTBYIOT

The list of national and international regulatory
documents/standards, which matches medical device and their

MEXAYHapOoAHbIX  MeAWLMHCKOMY W3LENNI0 1 ero npuHaLneXxxHocTam (o6Lume accessories (general standards, packing, labeling, sterilization,
HOPMaTUBHbIX cTaHAapTbl, yNakoBKa, MapK1poBKa, CTepuam3aLms, biocompatibility)
AOKYMEHTOB/CTaH  GMOCOBMECTMMOCTb)
[apTOB, KOTOPbIM
COOTBETCTBYET CraHpapt/ lop / OnucaHune Description
MEAMLIMHCKOE Standard Year
g?ﬂﬁ’;lgfoln l—lhealrllﬁ EN ISO 13485 2012/AC  Wzpenust meauumHcKme. CUCTEMbI Medical Devices - Quality Management
international 12012 MeHe[)XKMeHTa KayecTBa. CUCTEMHbIE Systems - Requirements for Regulatory
regulatory Tpe6OBaHWA 1A LieNieil perynmpoBaHna  Purposes
documents/stand
ards, which ENISO 15223-1 2007/AC  W3penvs meguumHekme. CUMBOSbI, Medical devices-Symbols to be used
(fﬂa%tiizes medical 120121 MpMMeHsieMble NPy MapkvpoBaHn Ha  with medical device labels, labeling and
MEAVLIMHCKNX U3/IENINAX, 3TUKETKAX U B information to be supplied - Part 1:
COMPOBOAMNTENbHON AOKYMEHTaLMN. General Requirements
YacTb 1 OcHOBHbIe Tpe6GoBaHMA.
EN 1041 2008 W3pennsa megmumHekme. CUMBOSbI, Information Supplied by the
NPUMEHsIEMbIe MPYU MapKMPOBaHUN Ha Manufacturer with Medical Devices.
MeANLMHCKMX U3LeNAX, ITUKETKAX 1 B
COMPOBOAMNTENbHON AOKYMEHTaLMN.
YacTb 1 OcHOBHble TpeboBaHMA.
ENISO 14971 2012 W3genua meguuuHcekme. MprMeHeHne Medical Devices - Application of Risk
MEHEePKMEHTA pUCKa K MeANLMHCKAM Management to Medical Devices.
U3aeunsM.
EN 15986 2011 CvMBO/T K XapaKTepucTuke Symbol for use in the labeling of
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MeANLIMHCKNX NPOAYKTOB. Tpe6oBaHus

medical devices - Requirements for
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ISO 10555-1 2011

ENISO 10993-1 2009/AC

:2010

EN ISO 10993-4 2009

EN ISO 10993-5 2009

ENISO 10993-7 2008/AC

:2009

ENISO 10993-10 2013
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K XapakTepucTrike 6oratbIx (hTasiatom
MeLMLIMHCKNX MPOLYKTOB.
Karetepbl BHyTpUcoCyaucTbIe
CTepunbHbIE OLHOKPATHOIO
npumeHeHus. Yactb 1 Obme
TeXHUYecKmne TpeboBaHUA

N3penna meamumHekme. OueHka
610N0rNYecKoro LencTema
MeANLUHCKUX n3aenuid. Yactb 1
OueHKa 1 uccnefosaHus.

W3penua meauupmHekme. OueHka
610NI0rMYecKoro AencTemns
MeANLMHCKUX 13aenmia. YacTb 4.
WccneposaHusa nsgenwia,
B3aMMOZENCTBYHOLLMX C KPOBbIO.
W3penns meguumHckune. OueHka
61on0rMyeckoro aencTema
MeAULIMHCKUX n3gennii. Yacts 5.
VccnenosaHus Ha LIMTOTOKCUYHOCTb:
MeTOAp!I in vitro.

M3penua megmumHekme. OueHka
610N0rMYecKoro LencTemns
MeAMLMHCKNX 13aenmia. YacTb 7.
OcTaTto4Hoe cogepxkaHue
3TUNEHOKCK A MOC/e CTEPUNM3ALIMMN.

3genusa meamumHckune. OueHka
610/10rNYEeCKOro AeicTBuS
MeANUMHCKNX n3genuid. YacTb 10.

labeling of medical devices containing
phthalates.
Sterile, single-use intravascular

catheters. Part 1. General requirements.

Biological Evaluation of Medical
Devices - Part 1: Evaluation and
testing.

Biological Evaluation of Medical
Devices - Part 4: Selection of tests for
interactions with blood.

Biological Evaluation of Medical
Devices - Part 5: Tests for in vitro
cytotoxicity.

Biological Evaluation of Medical
Devices - Part 7: Ethylene Oxide
Sterilization Residuals.

Biological Evaluation of Medical De
vices - Part 10: Tests for irritation and
delayed-type hypersensitivity.
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ENISO 10993-11

ENISO 10993-12

ENISO 11737-1

EN ISO 14644-1

EN I1SO 11607-1

ENISO 11607-2
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2009

2012

2006/AC
:2007

1999

2009

2006

ViccnepoBaHus pasfpaxaroLero u
CEHCMONNM3NPYIOLLETO AeVCTBUS.
3penvs megmumHekue. OueHka
610N0rMYecKoro AencTemns
MeANLMHCKNX n3aenuid. YacTtb 11
WccnepnoBaHns 06LLETOKCUYECKOTO
NelCTBIS.

3penua meguumHckue. OueHka
610N0rNYecKoro aencTems
MeJNLIMHCKUX u3gennid. Yacts 12,
MpuroToBneHne NPo6 1 KOHTPOSIbHbIE
06pa3sLibl.

Crepunmsaumns MeauLMHCKNX U3AeNnnii.
Mwukpo6bronormyeckme metogpl. Yactb
1. OueHka nonynauum
MWKPOOPraH1M3MOB Ha NMPOLYKLMN.
UuncTble NOMELLIEHNS U CBA3aHHbIE C
HUMU KOHTPOMMPYeMble cpefpl. Yactb
1 Knaccumkaums YmcToTbl BO3gyxa.
YnakoBka AN MeAULUHCKUX U3LeNnid,
noAnexawymx UHNULLHONM
cTepunusaumm. Obwme TpeboBaHums.

HakonneHne Ans Heusneunmo
CTEPUNN30BABLIMX MEANLIMHCKUX
YCTPOIACTB - YacTb 2: TpeGoBaH/s
MpoBepku Ans HopMUPOBaHMS,
30/IMPOBaHMS 1 CBOPOUHbIX
MPOLIECCOB.

Var

Biological Evaluation of Medical
Devices - Part 11: Tests for systemic
toxicity.

Biological evaluation of medical
devices - Part 12; Sample preparation
and reference materials.

Sterilization of Medical Devices-
Microbiological methods - Part 1
Determination of the Population of
Micro-organisms on Products.
Cleanrooms and Associated Controlled
Environments - Part 1: Classification of
Air Cleanliness

Packaging for Terminally Sterilized
Medical Devices - Part 1 Requirements
for materials, sterile barrier systems and
packaging systems.

Packaging for Terminally Sterilized
Medical Devices - Part 2: Validation
Requirements for Forming, Sealing and
Assembly Processes.
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EN ISO 11135-1

EN ISO 11138-2

EN 556-1

EN 62366

ISTA/1 IA

MED DEV 2.7.1
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2007

2009

2001/AC
:2006

2008

2001

Decembe
2009

IiK'tO 1 i ¢ :

Crepunusavms NnpojyKToB
34paBooxpaHeHmns - OKCuA sTUeHa -
YUacTb 1 TpeboBaHWs 4NS pa3BUTHS,
MPOBEPKM 1 0BbIYHOTO YrpaB/ieHns
cTepunmsaumeii obpabatbiBatoT Ans
MeANLMHCKNX YCTPOMCTB.
Crepunusaums MeguLMHCKONM
npoaykKummn. buonoruyeckue
NHAMKaTopsbl. YacTe 2. buonornyeckue
WNHAWKATOPbI 4N1 CTepUM3aumm
OKCU[OM 3TU/IEHA.

Crepunmsaums MeauLUHCKNX U3AENNIA.
TpeboBaHWS K MEAULMHCKUM W3LeNAM
KaTeropum "ctepunbHble”. Yactb 1
TpeboBaHMA K MeAVLMHCKIAM
U3aenuam, nogsexxawym GUHULLIHONM
CTepUnM3aLmu.

3penna meguUmMHCKMe.
MpoeKTnpoBaHne MeanNLMHCKNX
U3JeNNIA C y4eTOM 3KCryaTalVOHHOM
MpUro4HOCTY.

YnakoBaHHble NMPoAyKTbl Becom 150
(hyHTOB (68 Kr) 1nn meHee.
PykoB0OACTBO MO MeAMLMHCKUM
npubopam, OLEeHKa KIIMHUYECKMNX
[aHHbIX: PYKOBOACTBO A1
NPOun3BOAUTENEN U YBEAOM/IEHHbIX
OpraHos.

Sterilization of health care products -
Ethylene oxide - Part 1: Requirements
for development, validation and routine
control of a sterilization process for
medical devices.

Sterilization of health care products -
Biological indicators - Part 2:
Biological indicators for ethylene oxide
sterilization processes.

Sterilization of Medical Devices-
Requirements for Medical Devices to be
Designated *Sterile”-Part 1
Requirements for Terminally Sterilized
Medical Devices.

Medical Devices - Application of
Usability Engineering to Medical
Devices.

Packaged-Products weighing 150 Ib
(68kg) or less.

Guidelines on Medical Devices,
Evaluation of Clinical Data: A Guide
for Manufacturers and Notified Bodies.

i “iiue ulu>i "Vijiicsi
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14. Cnyxb6a Mo Bcem Bonpocam, BK/KOUas anobbl Ha NPOAYKLUMIO,
paboThl C pemoHT 1 TexobecnyXuBaHue, obpaliaTbcs K
K/INEHTamu ! YnonHomoueHHOMY MpecTaBUTENtO B POCCUIACKOIA
Customer

depepaymu:

000 «MeaTPOHUK

123317, Poccuiickaa ®epepaums, Mocksa,
MpecHeHcKas HabepexHas, 10

Ten.: (495) 580-73-77, dakc: (495) 580-73-78,
WWWmedlronic.ru

Contact for all questions, including complaints, repair
and service of medical devices the Authorized
Representative in Russia:

Medtronic, LLC,

123317, Moscow, Presnenskaya Naberezhnaya., 10
Tel: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru

illK',40"."iaa'iMiMc.H noupcooBaunwo’ /waiiahio upon ruqucr.(
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[ITepeeod ¢ anznuiickoz0 a3wixa na pycckuii a3uik]
(Ha Granxe xomnanuy « Medmponux, Hux. »)

OneparusHas rpynna

710 Mentponuk Iapky:it
Munneanonuc, MurHecoTa 55432
ClIA

(710 Medtronic Parkway
Minneapolis, MN 55432

USA)

www.medtronic.com

ten. 800.633.8766
IMucemo-3ausrenne

Komnanna «Mexrponux Mux» (Medtronic In¢c.), yupexncHHat B COOTBETCTBHH ¢
3axonoAaTenbcTBOM Coenuuennnix Illtatos Amepnxu, anpec ocHosHOro Mecta OCYLIECTRICHHA
Aesrenshocth: 710 Mentponuk INapkysi, Mummeanomsc, Munnecota 55432, CIIIA, racTosum
3aABIAET NOA MPHCATOH (MIIH MOATBEPXAAET), UTO MPHIAraeMBIi AOKYMEHT ABJISETCA BEPHOH H
HCH3MEHEHHOH KOIMEl OpHTHHANA.

Inodnuce! I8 dexabps 2019 >,
Paxya lllax HAara

[naBnbii CIeUMANNCT otTaena HOPMATHBHO-NPABOBOTO

PEryHPOBAHHA NOAPAINCACHHA CTPYKTYpHBIX 386onesanuii cepaia

{(CSH)

«Mearponax»

8200 Kopan Cu Crpur HE, MVS 83, Mayhac-Buio, Munnecota

35112, CIIA

(8200 Coral Sea Street NE, MVS 83 Mounds View, MN 55112, USA)

{nodmucy/ 18 Oexabps 2019 2.

(Limamn:

Yya Tao

Horapuyc

Munnecota

Mos nunensnn neffcTeutensna fo 31 supaps 2022 r.)

[danee credyem mexcm doxymenma «Jonosnenue x uHCmpyxyuu no xcnryamayuu (sepcus 2) 8
omuouwenuu usdenuit ,, Kanwons onz nepgysuu yemes Koponaprou apmepuu DLP*, , Kanions onz
cocyoos DLP*, ,Kamons apmepuomomuveckas DLP“, | Pempaxmop onr  sxcnosuyuu
KkopoHapnoi apmepuu DLP*'», npedcmasnennozo na pyccxom u auznusickom A3biKaAX]
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MNepesena Kosnosa lapbsa BraaymmpoBHa

Poccuinc™™ degepaumns
Nopos MockBa
[Bajuatb NATOro fekabps 4Be TbicAYN LeBATHAALATOrO roga

A, Koponb Bwuktopua AnekceeBHa, HoTapuyc ropoga MocCKLW, CBUAETENLCTBY!
NOA/IMHHOCTbL NoAgnucy nepesogyvmka Kosnosoi Oapbu BnaguMmpoBHBI.
Moanuck chenaHa B MOEM MPUCYTCTBUMN.

JINYHOCTb nognncaBllero AOKYMeHT YCTaHOBJIEHaA.

3aperunctpuposaHo B peectpe: Ne 08/82-1/77-2019- /)  -'J A"

B3bICKaHO rocyfapcTBeHHOW nownuHel (no Tapmdy): 100 py6. 00 kon.
YnnayeHo 3a OKaszaHue YCNnyr npaBoBOro 1 TexHu4eckoro xapakrepa: 200 py6. 00

H Fep6oBas neuaTb B.A. Kopoj
ATTYTIHIMPI® (v ) T T A HOTapunyca
MpOoLWHYPOBaHO, MPOHYMEPOBAHO U CKPEM/IEHO NeYaThbHo nnct(-a,-0B)
B.A. Koponb

fep6oBasa nevyaThb

HoTapuyca
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Poccuiickas deaepalma

loooaMcckea
osuge”Cctytol pocTb "
nnKkymenta. 08/82-H/77-20is
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KOIMNnM4

Medtronic

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, IMN 55432
USA

www.medtronic.com
tel 001-763-514-4000
fax 001-763-514-4879

Declaration Letter

Medtronic Inc., a corporation organized under the laws of the United States, having its principal place
of business at 710 Medtronic Parkway, Minneapolis, MN 55432, USA, hereby swear (or affirm) that the
attached documentation is true and unaltered copies of the original document.

_May 29, 2018
Name: Linda Julia DaviO Date
Title: Regulatory Affairs Specialist
KwMm
HUDA YUSUF
NOTARYPUBLIC-MINNESOTA hy/
MyCommission Expires rI_IV"VI 3 S:l ) 3 . O\A

Janu30'31,2020
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2009/0CT/02 at 2:01 pam. Doc aumber: MI38$32A001 Rev. A [NO17]

&5 Medironic

DLP®

Vessel Cannula

HUDA YUSUF

i NOTARY PUBLIC - MINNESOTA

Instructions for Usa » Mode d'empiol * Gebrauctmrm.m Instrucciones de uso

» Brugsanvisning + Muhuhdyﬂmﬁn
Instruglies de utikzacio * Kullamm Talimatian + Névod k pouZiti - Haszndistl Gimutatt

VAHCTPYIGIA NO IKCINTYSTBLNN

Cautlon: Fadersl law (USA) restricts this device 1o sals by or on the
order of 8 physician.
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demmm:ﬁﬂaﬂnthMm

Fesmballage / Erflutersng der Symbole auf dem Verpeckungsetiicett / Explicacién de los

Mwmnﬂnmdmﬂ“lVMmﬁMQ*
del simbolli sulls stichetis delia confesions / Foridaring av

A coomagolison Lithetd szimbSiumok jelentéss / OULACHIEN CHMBONDE, SPNERRSNHLIX HE
STHNSTER YTIOROGI

Redar 1o the outer paciags label (o 3ee which symbols apply 1o this product / 3o sfeer & Féliguelie sur fembaliege
edirisut peur savoir quels symboles s'appiiquent & o8 predult / Weiche Symbole fir disses Produld utralien,
aninehmen Sie bilke dem Evkett auf der AuSenverpackung / Consyiie in afiquets dal esvese axierier pare
comprobar gué slmboios son aplicables a esie producio / Controleer het inbal ap de bullsaverpakking am le Zien
walles symbolen op IRt preduct van oepsesing Zin / Viaders Felichelia sulle CONAZIONS SIS PET SRpere quall
wimboll o) applicans a quasio prodetio / Se pd etiatian utenpd palmningen for & festallh vilhe symboler som plelder
for detie produidiet 7 Kateo ulopaidauinesia, mithl sywbolt hoskevat thth Wuolele / Se etiwmiten ph

ApoyTY
Conformité Europbenne (Eusopenn Confesrally). This symbol teaass thal the davies fully
Contormilé Ewsopéenne,

dane 900 Gortt slian Vorachrien der anfepricht. /
Conformild Europes). Evte simbole inviice que el dispositve
cumple tetaimente Is Directiva del Eumpes SAMICEE. / Confonnil

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



20090CTA2 at 201 p.m. Ooc number. MIIS132A001 Rev. A fNOA7]

Nompyrogenic / Apyropine ! Nichipyrogen | Apisigeno { m:mm:
Pyrogeati / Pyrogeeniien /icke-pyrogen / Mn Tupeioyiwo / Non-pyvogen / Produlst
niepiroganny / Apirogénico / Pircjenik Dedidic / Nepyrogenal 7 Nem piroghi / Anmporsnne

[STERKETED] ~ 35 st evericnce mechotn okt G ol Gosaoeond et cbyiesnc
Athylencdd / Evteriizado mediants doddo de eSienc / Gesleriiseand mel ethylesncodde /
Sterlizzado con osaido di silans / Jlariisart suad adylenelkeid / Serfiofiu styleeniclmidile /
Stariioeradd mad stylenosdd / Amoomapeaysivo jx oleio vou cvwisviou / Sinriliserel mad
otylencudd / Produidt sterylizoweny Yenliem siyfern / Esterliizado com &ido de slleno /
E¥isn Okelile Siariiize Ediimiglr / Stariiimring slylenesidess / Ethén-oxiddal siuriiithive /
Cropmmmosanc STWIeHoIgEse

® Do Not Reuss / Ne pes niulllear / Micht wiederverwanden / No ssulilizsr / Voor édnmally
pebralk / Non dutiizzess / Skal e brukes flers genger 7 KeviaddiyliSinen / Fis inte
Heraevindes / My 10 cravapnonomarive / M Iun bruges én gang / Nis mqa
powiimego utycia / Nilo rewiiitzar / Yeniden Kullarmayen / Nepoulival opakiovand /
Kizdriiag egys2eri haszndlaira / He sONOnssossT ROSTOPWD

8 Use By / A ulioey Jusq'nu / Zu vevwenden bis sinachileliich / No ulligsr despuds de / Te
pebreloan 1ot an Mmet / Data i scadenzs / Sistes forbrukadag / Vimeinen RyuopEiG / Fir

arwvirdes i och rd 7 Xpfion fug / Kan-erwendes B og mwd / Tewwin watsodel 7 Nlo
uliizar depois de / Son Kullanma Tarhi / Ostum poutiieinosll / Lajéasl / Mosormasosets a0

@ Do Nat Reslaiitys 7 e pas restilrilionr / Micht reshadiisioran / o reastaritear / Nist
hersiwriiesren /-Non risteriizzare / Siel iv sterfiverss flore puwer / 5 soa sharfivide
wudelioon / Fiv inte omeleriiossns / WY T0 TRavansootopveTs 7 Nl ke m-etoriiserss /
Nie neledy retaryliconmé / Nie ressiurilizar / Yeniden Slarliize Eimeyin / Neproviait
sestariizach / New diraslertiioddhal / Hi CTApIMI0SETS NORTOPHO

Lot Number / Numéro de jot / Lossumnmar 7 Nomeso de iote / Pariiaummer / Numero di
fethe / Lotyummer / Ecinumero 7 Lolmmaer / TopriSag / Perimammer / Namer
pasti pradubcyine) / Mdmaro de lole 7 Lot Numarass 7 darie | Gyintdal a2demn / Howap
NEPTVR

g

Quenity 7 Quaniith / Mengs / Cantidad / Azstal / Guantith / Antall / Miiirl / Wangd /
Noodtpa 7 Aniel / Robé 7 Qasiiidade / Mikiar / Mnelatv 7 Mennyiedg / KonsacTeo

™
=

Caution, Consult Accompanying Docusmeats / Alleation, 8o nidérer anx documents jointe /
Begleiiolnsmenintion beachien / Precsucidn, consulter is dooumenteoién qus

For US Audiences Only / Ne s'spplique qu'swx Etate-Unis £ Gt nur 10r Leser in den USA /
Sdic eplicatin an EE. L), / Alesa van ioepassing voor de VS / Eschmivaments per §
mercato siuluniiense / Gislder bare USA / Koskes vein Yhdysvaliojs / Galler sndust | UBA /
Mdvs a8 WASNE cvIGS na HIA / Ganikdar lam § LSS iyiko odbiorodw w USA /
Apanw= aplioivel ace EUA / Yainceca ABDY deki Madismsodar Igin / Peute pro ulivelele 2

UBA / Caak egyeedit Shamokbell fethaszndiik szmdra / Tonbse ann CLIA
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" wmum Limbe masimate 90 la \empératurs  Obem
Madraale

tompershurgrense
tampatalwrgrine ! Avinaro 6pio Spuoxpactas / Hejeste Wiadie lempesaiur / Gome granics
MWIMMGWIMMSM!M [ ]
tploty / Lagmegesabd tirciéal himéradiiel / Tesmaparyps we Seaum

Caialog Number / Nurmiro de riieance / Kalaloghummer / HGmero de catilego /
Catalogusnumenes / Numero di antalingo / Artikieinummer / Lustielonemers /
Katalognummer / Apyds sareiiyoy 7 Kelslognusemes  Numer kalalogowy / NOmero de

caliiogo / Ketaleg Numeras / Katslogowd Siel / Ketalégubezdm / Howep 1o KeTencry

Manufacturer / Fabricant / Harateler / Febricante / Fabrikant / Pradutiors / Peodusent /
1 Thivasicare | Kavaowusuoomic / Fabrikant f Preducent / Fabricante / imeletgs /

Valmistaje
Virobos / Gyietd # Nposasoneten

E
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Figure 1 /Fure 17Abbidung 1 /Figura 1 7 Adbeeiding 1 / Figurs 1/ Figue 1 7Kuva 1 1 Figer 1 7 Ewbva 1/ Figur 17
Rycine 1/Figure 1/3eidl 1/Cbetrak 171, diva / Pucywo 1

1. Clear body with one-way vaive and 3-mm bevelad tip / Corpe Waneparent 4 vaive sati-miour

dmmt!mﬂ'mm und
# Cusrpo arapareste con vidvis unidmocional y punia
bigelnda de 3 s 7 Helder huis mat Sdrwagakiep su 3-vem sigeschuinds lip 7 Cope
mm*m.m-mimusm:m
hoveddel med anvelsventl og sirheljmt spiss pb 3 mm 7 Lapindkyvd sunko,
yinloyunigingn verailll ja 3 oo vilstoliy kishi mmﬂm
dmam:mm“nﬂaMmMu
depo 3 mm / Gennemeigtip hoveddel mm:v.s“nﬁilphlw
jodnokieruniowy § 3-milmeirowy

lorpus z zZeworem nfiotmika 2 shobnyen doigolem /
ranspasania com wikaia unidirscoloasl e ponia bissinds de 3 mm / Tek yonid vanah
v 3 e oy Ughi berrak govde 7 PriMadnd stioe 9 jedeoceshefos vaniion & 3eem hectem
o0 Singm Ghosorn/ ANilens Wiz ogyutes szeloppel 46 3 mm-es farcs heggyel / Npoapermiit
MOPAYO C ORNOCIROHINNG KASNEHDM i S-MURSTROGMM OROUMHLIE HEEDHEMIME0N
2 Ciaar body with ane-way vaive end 3-mm biust fip / Corpaicansparent & valve anvi-retowr o
wxrbenité sane biseais de 3 swm / Teansparenter Kanlienkiévper mil Einwegeventh und
siumpler 3-mm-Spitae / Cusrpo ranspasente con vivula unidiccionsl y punis rome de
Smm / Hohler huls el dinpageiiep ah 3-mm slampe Bp / Corpd Ssaepararte 0on yehola
unidirionale & punia sesss da 3 wam / Glewnomalkiip hoveddel mad ewvaloventil og bult
apios ph 3 mm 7 Lipingignad renkeo, jossa ykalauuniainen ventiil ja 3 mv:n tylpps kilid /
mmmmumawuﬁmm

Praszroczysty jednokisrunkowyw | 3-milmeirowy

Wpu odoGwia / Come iraneparents com vilvula unidescoionsl @ ponia plane de 3 mw / Tek
yini0 vanah ve 3 mm kirelimig ugh bermek gdvds / Pribedng stina 3
uﬁnammm#’lﬂﬁmwﬂ“hswﬁrw{
MPOaperstil NOPIYC © QINOCTOPOMHIN KTIANANOM 1 3-IMUTHIMETROBNM TYTRil— -
NS AR

A Coasr body wilh 2-Mm and S-mrw blunt tip / Corpe irasaparent & cdrimilh sans biswsu de
2 mm et S sm / Tranepasewtes KanotenkSwper mit und shumpler-2-sorrund 3-
mn-Spitzs  Cusipo Banepasenie con punta roms de 2 mwm 6 3 mumn 7 Helder hulsyret 2-mm
on S-aam slompe lip / Corpo Uaspaseaie con punis smuses da 2 mm ¢ 3 mm / Glennormalaly
hoveddel mvd bulte spisssr pd 2 mm og 3w 7 Liginlicywll runho, Joses 2 meen je 3 e
tyippd kikt / Genomehiniig kanyliropp med bubbip 2 mm- och 3 men-epela 7 Mapovic ouysa
pe ouAd epo 2 mm k3 e / Gennemaigiig hoveddel med 2 mm og Lmm shanp apide /
Praszroczyety korpus x 2-milbneirows | 3-milmeinowy igng kokodwioy / Conpo kaneparenis
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00m ponts plena de 2 mm-e 3-mm / 2 mm ve S mm kirellimig uphs berrek-gtvle  Prihisdni
siina 3 2mm 3 3mm Wpim ivotem / Alldtszd hiz 2 mmees 4 3 mm-es lompe heggyel/

MpoIptrsnil NOPAYC C 2-JNINEMSTRORLM M S-MA/VANMSTDOBMM TYTIAM
4. Cleer body with 4-mm scom tip / Corpe Sranaperent & embout sondl de 4 mm /
Transparenier KenOleakBrper mit veestiviier 4-mm-Bpitis / Cuspo trenspasenie con punts
ovolde de 4 mm / Heldas hisia mat 4-wem elikaivormige §ip / Corpo trasparenis 2on punts acom

4-milmeirowy frmeparerds
anguier de 4 rren /4 rom palawiit uglu berak gowde 7 PrOhisdng siing 00 4mwn alipitatbiim
twotem 7 Atz héz 4 men-as fadeit heggye! / Npcapewhlll KOPYC € 4-MUARNMETRONN

TRTR A HERCENNON
L 8 mmwmmmmt embout bissaulé de 3 mm /
Réntgenkoniseigsbender KanOiankrpar.mit abgeecheigier 3-mm-Spitzs / Cusrpo
radiopace con punts bisslada de 3 mm 7 Ronigenondooriesibeer hwie met 3-mm
oon pusta 8 beoos & fimdo de 3 mn / Renigenistt

kilrd / Romigeniiit kasyiisopp med avissed S  Acmocwmpt oduc
dwpo 3 van / Renigentast hoveddel med 3 mm skri spids / Praszsoczysly Ropes 2
S-miimeinowy hofcdwin 20 sholnym scigoiem 7 Corpo mdiopaco cem ponta bissiads de
Smm {9 wum ol ugle radyopek gdvde / Rediokonirasinl stine ¢ 3mm heolers se Siowim
Okonem 7 Sugirfopd hit 3 me-as fodell heggynl / PermasouTRACTIM IOPRYE &
JANTRANTPAIME CEAMIERAS WEKDN SO

8. Cleer body with 3-sam beveled #ip / Corps reneparent b embout bisseuld de 3 men /
Tranapareater KanolenkSrpes mit

z S milimatowy hododwloy

Carpo irarpasnts com ponks bissteds de 3 mm /3 we ol uglu berak govde /
Rediskortrasinl sthna 5 3eam heotem se Slionim Gkesem /. hiz 3 mm-as fedeit
m!m € J-IUUBRISTIOSMM CHOWINNDILING HENOHDRINON

7. Radispaque body wmmmmmnrmmomm
mlow st exirémilé sens bissau de 3 rmwn / Rinigeskonizasigebender KanDlenhdnper rwit
Ebvwwagevenil und stumpler 3 mm-Spitze / Carpe redicpacn con vivia unidirccionsd ¥
punia roma de 3 mm / Ronipenondoorinaibesr huls met ddewvegeliep en 3-mm stompe tip /
Compo radiopaco ton vaivols unidbazionals o punts smussa da S mm / Ravwigentait hoveddel

Jodwokiavunkowyry | 3-eailloaatrows Sgpa Rokodwic
cadiopace com vidnde usidissccionsl ¢ ponta plena 48 3 mm / Tek yini0 vanak ve 3 mm
uphu radyopek gOwde / Radiokonasind sthan s Jadaocesingms venilem & Swms
piwn hwolam 7 Sugingd hike agyuias azeleppal §6 3 mm-ae lompe haggyel /
PotTesmHTpatTIiRil FOPHYC & OAHOCTOPCHNIN KABNENOM ©® J-VANNMETHOBMM TYNRa
MOROMENHINEN

8. Cloar body with radiopaque band and 3-run biuat fip / Conps transpaient A baade radio-
opaque ot edrimith fane bissau de 3 n / Teanaparenter Kanienkirper mit
ronigankonimeigebendem Band und stempler 3-ww-Spites / Caerpo renspavents oon
bends radiopacs y punta rome de 3 wn / Helder iis met riaigenondooriastbens rend sn
S slompe ip / Corpo reaparents con banda radiopaca ¢ punta smusea ds S rmm /
mmmmmquwnamfw

Kkivki / Ganowwkiniig kanylropp
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TipOspar sl MOPINYC ¢ PANHTIHOKOHTPACTHANE HDALAON § S-LHAMAMSTROBLIN TYNME
AN
9. Radiopaque body with 3-mm blunt fip / Corps radic-opaque § extninvité sans bisseu de 3 mm/
Kanlsnkorper

)
MMpﬂmtSMISunmmef
shbng 8 3awn inpin vctem  Suginfogd hike 3 rm-as I0MpPa Keggyel/ PeHTTEHONDHTRECTI
£OPOYE € S-MNRUMETPORME TYFRS NEEDHINHROMN
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DLP®
Vassal Cannuin

PFroduct Descriplion

These vessel cannuins dave okt figs and locking femaie kuers. Several models festuse 3 ona-waty vaive thal
prevenis backfiow twough ihe connuds. Soms models offer u radiopadque body ¢r band {see Figure 1).
Derfle, NOAPyROgeNic, single use.

Indications for Use

Thass cannules ere ivended Jor use up 1o six Row's OF s i CORURCLon with cardiopuimonery bypass sugary
OF i vascuiar sumery 10 pesiuee & vain gralt or 10 help check K¢ leaks in 8 hervested vein which wil be usad for
agreft

Contraindications

This devics is aot Inlendad for use ewcepl 8s indicated above,

Wemings

Exirame coulien s needed whan Leing @ vesss! canaule to check kr isala In @ harmeted veln. The vein aculd
wphure under condliany of exireme pressue,

Precauiions

Niobe: Proper surgicsl proosdures s techniques are The repanalbiily of the madical prolsssionsl. The desceibed
procsdure ls fumished for Ioamation purposss only. Surgeors must evelusie the apprepriatenees of the
De00edure based on their cwa medical raining and sxparience, and the ype of surgioal procedwe being performed.
Whan infusing candioplegiu solulion, use tha lowest possible presswres consistent with sungics) tachnizues fo
minimize hemolysie, or damage 10 the vesssls.

Pusge all the air from the vassal cannule bafoss conneciion.

This devics was designed for single patiant Use only. Do Aot Feuss, reprocess, or melaritze this product Reves,
seprocassing. or resteriizelion mey compromsins the sinciural inkagrily of e devios andlor cresie & sisk of
Mdhmmaﬂﬂh#m liness, or death.

Adverse Effecs

This device. ae do sl siecorpomel blood sysiem devioss, has pessibis side sffachs which inckads, at are not
Kinited 10, infections, diood loas, thrambus formation, embolic svents, and sivlocalion. Vessel damage st
complications st the puncuse sie mey ooour ¥ e insbruciiens for Use are not followed.

instructions for Uss

1. inapact the package and preduct for demage snd sapiratien date. If undamaged and wnedired, open the
pochkage and Sansfer the cannids onto the starle feld willizing an swsplic techaique.

2. Nusing the vassel cannls to check for inaks b1 8 harvested vein, connect the casmuls ie & syrings Wlled with
sharfle saling sobuiion. Tis off ans and of Bhe vein and insart the S of e vessel cannule inio the apen end of
the vein. Tia a pisce of subew arcund the vein and The cannsls Lo kaap the cannda in the vein. Genlly 0l ke
voin with siacle saline solulion end check for any inale.

3. Nuaing the vestel casmuls 1 parhes A 8Ny, connect the vasss! canvids 4 ihe sdminisirmdion nat and prime
the carrwia ¥ pavge sy st Seet mey be in The cannula. Placa the canmis is the axtery or prosisnsl end of the:

. vain grakt ead Row 5t e lowast posalbie pressure St wilt sdecquately perkuss the artery.
4. A the compiution of he preceds, daconssct the consuls and dispose of i acoosding i hespitel policy.

The following dlecisimer of warranty appiies 10 United Siales customers onty:
Disclalmver of Warranty

ALTHOUGH THE YESSEL CAMNULA, NEREAFTER REFERRED TO AS "PRODUCT™ HAS REEN
MANUFACTURED UNDER CAREFULLY CONTROLLED CONDITIONS, MEDTROMCG HAS ND CONTROL
OVER YHE COMDITIONS UNDER WHICH THIS PROTUCT i USED. SEDTRONIC, THEREFORE DISCLANS
ALL WARRANTIES, BOTH EXPRESS AND INPLIED, WITH RESPECT TO THE PRODUCT, INCLUDING, BUT
NOT LIMITED TO, ANY BIPLED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICILAR
FURPOSE. MEDTROMC SHALL NOT BE LIABLE TO ANY PERSON OR ENTITY FOR ANY MEDICAL
EXPENBES OR ANY DIRECY, NCIDENTAL OR CONBEQUENTIAL DAMAGES CAUSED BY ANY USE,
DEFPECT, FALUNE OR MALFUNCTION OF THE PRODUCT, WHETHER A CLANM FOR SUCH DAMAGES 3
SASED UFON WARRANTY, CONTRACT, TORT OR OTHERWIBE. NO PERSON MASANY AUTHORITY TO
B0 MESTRONIC TO ANY REPAEMENTATION OR WARRANTY WITH RESPECT TO THE PROOUCT.

Metcions kortee  Engleh 7
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The anclusions and fsmiiations set ol above are not inksndad 10, and sheuld nat be consirued 8o 86 i, CONFRVEne
marietory provisions of applicable lew. If eny past or term of this Discisimer of Wisranty is hald (0 be ilegal,
wnenlorceshie e in confiict with applicabls law, by a cowrt of compatent juriediction, the validity of the remaining
portions of this Disclelmar of Wasmanty shall not be aflsciac, and ai rights and obligations shall be conatrued and
anforoed ws § this Disclaimer of Warranly did not contain T paricular pest or ferm held fo be irvelid.

The following disciaimer of warranty applies 10 customers outside the Unlled States:
Dinslnimer of Warmnty

ALTHOUOH THE YEISEL CANNULA, HEREAFTER REFERRED 70 AS “PRODUCT™ HAS BEEN
CAREFIRLY DESIGNED, MANUPACTURED AND TESTED PRIOR TO SALE, THE PRODUCT BAY FAL TO .
PERFORM ITS NTEIDED FUNCTION SATISFACTORLY FOR A VANETY OF REASONS. THE WARNINGD
CONTAINED M THE PRODUCT LABELING PROVIDE MORE DETALED SIFORMATION AND ARE

RY ANYUSE, DEFECT, OR FAILURE OF THE PRODUCT, WHETHER THE CLAIM IS BASED ON WARRANTY,
. CONTRACT, TORT OR OTHERWISE.

The axchisions and imitalions set out sbovs are not inlended 10, and should Aet be conetrusd 80 as 1o, CONTEVENS
mandatory provisions of applicable lew. If amy part or term of this Disclalmer of Wasranty ie heid by any court of
compebent juriediction o be Begel, unenforoasbie or In conliict with applicable law, the validily of tha remeining
partion of the Disclsimar of Wirranty shell ot be affectd, and fl righte and ebiigations shall be consirued and
enforoad as ¥ this Discinimer of Wasnly did not contein the periicular part or lerre heid 10 be vvalid.

8 inabuctions for Use  Engleh
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DLP*
Canule

Descripion du produit-

Ceos carnnies sont dodbes fambouts soupies ot da varrouliages uer fenveles. Plusisurs modbiss soat dquipls
dune vaive snii-relow smplchant le refiux de seng dens ke coniie. Cartsing modiies comporiant un corps oU une
bande radic-opequs {voir Figwre 1).

Bi6eie, apyroping, & mage imicue,

indications ¢"utiisation

Cas conuies sont Conpuss pour perkises un grefion veinawux ou pour viifier Fabsence de fulls apris une ponction
vaineuss an Ve duns greffe, lors des interveniions de Circulation exdacorpoiiie ou de chinigie vaaculpine dune
durde meximale de six heures.

Contre-indications
Ca dieposilif eut congu pous e ulified anciusivernest poer ks indicelions suementionnées.

Avertissomonts

Prendre ioulss lee prédosulions ndossasires lors de utiisation Tune camute pour wriier Febeence de Rle apris
une ponciion weineuss. L'sppliostion dune pression exisieme poursit snissiser is ruphure de is vaine.

e fintervention an forxtion de s propes formation ot de son expdrience médioals, alnel que du type de proaddus
chinxgicele alfactube.

Lors de Fadministration de la sohtion de cardiopiipia, uliiser dee prassions iee pius falblbe possiies compaiibies
svec les lachniques chinrgicales sl de minimise? e rleques dhimoiyse ou de ision dee veissseut.

Evacyer Mair de la canule avant de (& reccorder.

Ca diapositil ast desliné & un patient unigue. Ne pes sbutiiser; retralier ni resiériiosr oo prodult. La réutiiisaion, le
ralrallamant os ks restidination seque de compromelire Ninkbgié du dispesiif stlou de conteminer s dispositil,
o gl powrait snbaines des blsssures, v maledie ou le-dicks du petien].

Effets Indiisirsbive

Ca disposiif, commm iaus lee dinpositils ulileds an circuiation esfracomoniis, pent Provoquer dévaniuels affets
S00Ndaires, Nolamment : inflactions, perte de sang, formalion d'vs Theolnbus, ambolies of komton. Des Meions st
des complicalions vascuiaires su siie de ponclion peuvent 3¢ produire 3i Is mete Fampioi et pas Mepechs.

Mode d"emplel

1. inspecier Fembaiiogs st is produit sfin de $hiecier ieul domeage dventusl ol de wiriller ls dete de péremplion.
smm endommagé ot ol Ia date de pisemption est pas dépassde,. ouwwiy fembalinge ot

tranafirer ln carle sur ie chatvy shirlie en cacounant & was iachnigus seeplique.

2. Enows Suilliention de s canule pour wirilier Pabeence de fulle sprle uae penciion veinause, raocoeder I
canule & wad sedague emplie de saluion safine stdelie. Nouer Fune des extrinilée de le vaine ot inslmr
Fambout de e contie dans Feuiriemllé owvarie de (6 vaing. Nower une subse auiour de i veine ol de I canvie
pour maintenir io cosvle dens in veing. Remplit lentewent I veine de sohtion sellns sidelle of visiler fabeance

de .

. 3. Enons dwiiieation dune canuls peur perfuser une anire, saccomiar i canvle v Bystime dadminisiration ot
amovoer (n canule.pour évacust toule bulle @eir. Pincer i canuls dens Metire ou & Fexirémild proximale du
grefion veinewx ol administrer le liguide § i prasaien in plus falbis possitts pour swirer Ie pariusion comecle
de Marthen.

4. Une kis la prochdure lemsinde, dlbrancher i cansde ol 1 jeter conformibmant st directives do
Fitablosnmant.

Les clients en dehors des Emts-Unis peuvent svoir recsurs au présent dénl de gerantte :
Dinl do garantie

IO QUE LA CANULE, CLAPRES LE « PRODUNT o, AIT ETE SOIGNEUSERENT CONGUE, FASROUEE ET
TESTEEAVANT SA COMMERCIALIBATION, LE PRODUST PEUT, POUR DIVERSES RAISONS, CONMAITRE
DES DEFALLANCES. LES MSES B GARDE DECRITES DANG LA DOCUMENTATION DU PRODUIT
CONTIENNENT DES INPORMATIONS DETARLLEES ET DOWENT ATRE CONMDEREES COMENE FAANT
PARTIE MTEGRANTE DU PAESENT DEN DR GARANTIE. BN CONSEQUENCE, MEDTRONIC DECLING

Mode dempivl  Frangals &
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TOUTE GARANTIE, EXPLICIVE OU PLICITE, RELATIWE AU PRODINT. MEDTROMC HE SERA PAS TENU

RESPONSABLE DE TOUS DOMMAGES FORTUITS OU MOIRECTS QLN SERANINT PAR
TOUS USAGES, DEFECTUONTES OU DEFAILLANCES DU PRODUIT, ET CE, QUE LA PLAINTESOIT
FONDEE SUR UNE GARANTIE, UWE RESPONSADRITE MITRE.

Las anclusions ot lee Emilations mentionndes ci-desmm ne 30t pee, of ne dovant pas dre, interprities comme
—xdiraires mix Slopesiions cbiigaioires des lois applicablas. 51 urs pertie o wne dispoailan d: prieant disi de .-
gamantie devall Aire censisiérée commm iigein, non sppiicabia ax cosicaine & is {0l an viguew par wn frbuned
compidant, (s validiié dee avims diaposiions du prisent dénl de gurantie wen sera pas alleciée. Duns o8 cae,
fous sulres drolls o obiigadions seron! interpeiile of appliquie, sans lank comple de a partie ou de ia dispesition

congidiede comma igaie

10 Modedemplol Frangels
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Produkdbeschrelbung
Dises Gellikandien haban waiche Spitzan und weblichs Lusr-Lock-Anechilses. Einige Modelis aind mil sinem

Disss Kanbiwn sind fr sinen maximel sechesiDadigen Einastz im Rakunan von kandiopulmonsien
Sypaasoparaiohen oder gefaichirusgiachen Eingrifion bestimmt und disnen 2w Pasfistion sines
Vananiranepiantsis odec2ar UbevpeOieng von entrommansn, 1y aine Tranephintalion vorgesshanas Vanen auf

Konbraindiationan
Disses Prodult et susechiieitich fiv den chen gananaien Vierwendungsnescic beatmmt

Bei Verwendung siner GefikanOle 1 QoenpeOiung siner sninommensn Vene s Undichiighslinn ist Mdents
Vorsichl geboten. Die Vane kinnis reilien, wenn 2u groller Druck ausgelitt wind,

Vorsichismalaahemen

Finwels: Dis Veranhuoriung e dis Ansandung und Eishaliung geeigneter operstiver Kalinslemen wnd Techalion
obliegt dem Arzt. Die beschrisbans Vongshummming ist susachiialtich nsinformaionswscius arsbelist worden.
Dur Chinueg muss dis Eigaung der geasnains Viariskean anhend der siganen rzifichen Assbildung und Erfelwung
sewie dar Art des Eingeiis selbel bewinlen.

Varwanden Sie zur infesion der Kasdisphhgleiaung den gevingatmgiiches Druck snisprechend der chirgrglachen
Norgehenpwelss, :mn des Rialke siner Hinveiyss oder Gefbeschidigung T sinbaisren.

Vor dem Anachiiefien muss dis GefidtianOle vollshindig entibfel warden.

Das Produit lst sur Verwendung an nur ainem Pationtas bastimmt. Das Produld desf nicht wiederverwendet,
sulbemiiel oder resterilsiertwerden. Wisderverwendung, Asibasaliung oder Rastesiisstion hinwan die sirulduralie
Wiagritit des Gerdin besintrScivigen undioder snier UimetSaden eing Komtemninalion des Gerdis bawirkew, e
wisdierem ov Veristzung, Edoankung oder zum Tod des Pationton DA hewn.

Nebamwirkungen

Wie bei sllen Komponanian aines asrahomporaien Blutiveisioufoysivms besioht suth bei deserm Produki dis
Gafshs von Nebanwilemgen wie inhienen, Bivtvsiuat, Tirombaabiidung, smbolische Ersignises und
Distokation. Bel Missachiung dur Gebraucheswwisunyg besteht die Galahr von Gellivesistnmgen und
Kompilkationsn an dur Punidionesiele.

Gebrauchsanwelsung .

1. w&ﬁmuawuummﬁmhu
Verwendharhalindebem nicht Sbaracheitten lst. Wenn die Vewpraciung wabeschidigt und
mmum&hmmm&am
wwier seepliechen Bedingungen in das sturie Feld.

. 2. Wean Sis die Geliikaniie 2wt Oberprifung siner entmommensan VYens suf Undickiiginiten verwenadan,
schileflon Jie dis Kandlis an aine mil steriier KocheatziSeung gefifte Spitse an. Binden Sie oin Ende der Vene
ab, und Kibran Sie din Spitae der GetiSimalie is das offane Ende der Viene ein. Binden Sle oin S90ck Faden
uw Vne und Kissiie, damit dis Kengie in der Vane bisibt. Saftien Sis dis Vane vorsichiig mil sterlier
Kochaaiziieung. und Dberprfen Sie 9ie ewf Undichiginiles.

3. Wenn Sis die Gelifiandie 2ur . Arterse vacwanden, schiislion Sie dis Gelliikandle an dos
Versbreichungesst an, und f0hres Sie: oriiiung der Kanlte durch, damil diase vollstingig eniiGfiel wird.
Fohwen Sie die Kantis in @6 Afede oderdas proximate Ends des Venswirewsplontals ein, und spiien Sie mit
dem geringsimigiichen Druck, der aine summmichends Parission der Arterie oewlivisisiel.

4. Nelwrnn Sie die KenDie nech Abscihwss-deslseriahrans ab, und sstaongen Sie sie unier Gueachtung der
Richifinien des Kranheahautes,

Gobrauchosmmsiowng  Deuisch 11
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Dur foigende Heltungsausechives giit nur fiir Kunden aularhalb dor USA:
MuPngeausschiues

ONSTRUKTION,
TESTDURCHLAUFE BT EB D0LICH, DASS DIE GEFASSKANOLE - IS MACHFOLGENDEN ALS
SPRODUKT* BEZEICHNET — AUS VERSCHIDENSTEN GRONDEN MICHT ZUFNIEDENSTELLEND
FUNKTIONIERY. DIE WARNHDAVEISE I OBR PRODUKTINFORMATION ENTHALTEN WRITERE
DETARLLIERTE SEFORMATIONEN UND SIND ALS BESTANDTER DIESES HAFTUNGSAUSCHLUSSES
ANZUSEHEN. NEDTRONIC SCHLIESST DANER JEDE-AUSDRUCKLICHE ODER STRLICHWINOENDE

FEHLFUNKTIONEN DES PRODUKTS SNTSTEMEN, DAVON, OB SICH OER ANSPRUCH AUF
SCHADENSERSATZ AUF BINE GARANTIE, BINEN VERTRAQ, SNE UNERLAUSTE HANDLUNG ODER FINE

Die hior suipeiOhrien HalamgeausechiGens und -beacheinkungen sclien nicht gegen zwingends gusstifiche
Bastimmungen verstolien wnd sing nichi dehingahend auandegen. Soie ein Ieetirdiges Gesioht fasislalien_ duss
diaser Hafangsausechivee gan: cdes inlweiss Lawisiaan, nichl durchastzber oder im Widerapruch zu
. mmumnawammmu*mwm»
dissam Heftungeausachives sind 50 suszuingen und durchzusstten, als sei der Ror ungiiiig eriivts Tell oder die
ungliige Voreohrifl i dam Halwegaausachiue aioht enihallnn.

12 Gebrauchssnweleung Deutsch
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DLP*
Chnula vascular

Descripcién del producio

Eotas chnuins wasculares Sienes punias blandas ¥ cusnian con coneciores de blsgueo luer embma. Yarivs
wmodsios incluyen una viivuia unidiceccional que svita of lujo reirigrado en (e cinuls. Algancs modalos Guanian
0N wes banda O U CUSRC radiopecs (wer le figurs 1)

Estiel, apirdgeno ¥ vilido pars un solo use.

indicacionss de uso

Estas clirwsins 3¢ han disefiedo pers e uliizeciin en intsrvenciones de bypese cardiopuimonar © de cinegla
vasculer uranie L endiciwe de sais horms pam ia parkeién de un iNjerMo vanoso & pese syuder 8 locallzer uges
&N une vene exiraida pera ullizara como injerto.

Contesindicaciones
Esle dispositive ac-sstirdissfiado para wilkzacionss dislisies de i antasiorments indicade.

Asvortnncies
So debe wiener I Pracaucitn cuando 8e wie UAa Sinuls VEsoulr pars Jetecinr e 68 une Vens adeside.
En conliciones de presiSn asisema. B vena pedvia romparne.

Madides praventivas

Nota: Lo vilkmcidn de procadimienios y ticaicas quinirgions apeopiados as maponasbiided dal profesional
midicn. B gvocediminnio descilo s¢ prepovcions whmivisnants oen finew inferveiives. Les crujawos deben
ovaliar la conveniencia del procadimisnts sagin s« propie fosmeciin ¥ experiencis médion, y asgdn of tipo de
procedimients quisiegics,

M imlundiy soluckin de cardioplalia, wtiics e wanor prasidn posible sdecusds 8 les lhcnicas quinisgions pans reducis
2 winirne i harnéiinis @ ios dufios en los vsos senguiason.

Pusgue Wodorol sire de s claule vesouler antes de reslizer is conestén.

Bmﬁ\“ﬂ:m..“m No malllion, reprocess 0 mestesiics aels producio. Rauliitzar,

Efectos advenos

Esle diapositive, o igusl que lodos los.disposiiivos de sisknas de cntulaciin wdracorpémne, isnen slacios

secundarios posibles (alea como, enire olros, inlacciones, piecida de sangve, fonmacion de trombos, aplsodios

wnbdlicos y desplazamintc. Pusdenprodocires lesionss vasculams y complicaciones en ol Mgar de puncién s

no se siguen s

instrucciones de uso

1. inspsccions eof ernase y ol producio en busca de dafios ¥ comprusbe su facha de cadadided. St no presente
dufion né he caducado, sbea of envase ¥ iranefiera la cdnula al campo estérll madiants usa tlonios-sedplics.

2. 9 ik la conula vesculsr pavs vaciicar I ausencia de lugas on ana vens adnids, conects is cinuie & use
judinge con scluciin selv ssiivil. Anude un xieno de ln vene ¢ inboduzca ja punia de s cinuie vaeculer
por ol enbumo sbisrio de la vena, Ade un 020 de subas absdedor de la vena ¥ de la cénule pars menlenes—
::nh“bbmm.hhmmmmoﬂlyMGMM

3. Siuilize I cinuie vesculer para pevhendir una arteria, conects la ciruls el diaposiiivo de sdminisacién y
cube o chmdn pars purger cusiquier burbuje de aire qua 4ais pudiers contensr. Shde ls chnisle on (s srlerie
o an ol dramo proximal del injeric vanoed & Inicis of Ao a la menor presida posibie qus permits perkmdir
adecwndenvente la arteris,

4. Unavazconchuido ol precedimieato, desconscte i odnie y deséchels 3egdn L normathe hosplisiacie vigenta,

Laniguients Renuncia de responsabliided se aplica a clientes de fuera de los Estados Unidos:
Resuncis de reaponsabilided

AUNGUE LA CANULA VASCULAR, A LA QUE NOS REFERTCENOS DE ANORA EN ADBLANTE COMO
“PRODUCTO", HA SIDO DISERADA, FABRICADA Y PROBADA CUIDADOSAMIENTE ANTES DE PONERLA
A LA VENTA, EL. PRODUCTO FUEDE NO CUMPLIR SUS PUNCIONES SATIFACTORIAMENTE POR
VANAB RAZOMES. LAS ADVERTENCIAS QUE CONTIENE LA DOCUMENTACION DEL PRODUCTO
PROPORGIONAN INFORMACION MAS DETALLADA Y SE CONSIDERAN COMO PARTE INTEQRANTE DE
ESTA RENUNCIA OF RESPONSABILIDAD. POR TANTO, MEDTROMC RENUNCIA A COALOURER

insbucciones dessc  Espaicd 13
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AESPONEABILIDAD, TANTO EXPRESA COMO IMPLICITA, CON-REEPRECTO AL PRODUCTD. MEDTRONKC
gu.m nmul’.o.rmou % m:mmcu:ou

FUNCIONAMIENTO DL
m:zuleummmmmmm
UV OTRAS CAUSAS.

Les suciusionss y imilacionss anfbe sspresaden no rvisien ef propdello de contravenir las disposicionss
obligaiosias establecidas por la legisiacitn vigenis, mi deben inlerpretarse de diche losne. En of supussie de gus
ousiquier parie © Wrmino de lo presente Ranwncis de maponsabliided sea decianadn por cuainuies Wun
ocompatente como Segel, inepiicebls o contraris @ in luy, slio no afectark a la validex del resto de la Renuncie de
respenssbiided, interpratindose ¥ aplicindoss cusnies derechos y cbiigecionss 38 inciyyen en elia come o in
presanie Renundia de maponashiided as contuviens la parte 0 $iraino considerseo no willdo.

14 Mabuccionssdeuso  Espafiol
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oLpP*
Vasicanule
Productbeschrijving
Deze vasicunule bevet zachis fips sn sen wouselike uerock. Sommigs modalian bevalien sen Sémvegekien
waardoor backfiow vie de canule wordl voorkomen. Sommige modalion bevatian ass résigenondooriasibesr huis
of rand {Zie Afbeeiding 1)
Siniel, nint-pyrogesn, voor sanmaelig gebrulk.
Indication
Dage camvins inmnan maximast 2ee LUy wordes pebrulid in combinetie et candiopuimonaine bypessopanlies of
vasculsie-operaiies bj perfusis van sen aderiranepiantaat of conirole op leidage b extaciie van de aderen,
haigeen voor san fransplaniaat wordt gabnulic.
Conlea-indicatios
Dl appurent is nint bestemnd voor ander gebrulk dan onder indicalien is vertmeld.

. Waarschuwingen
Ga Zesr veorzichlig fe werk wie U ean vaalcanule gebrulkt ljdens conirole ap leidmn bij exiractis van esn ader. Ds
ader kan scheursn lidens de Winelening ven extrems druk,

Veorzorgsmasivegelon

Opmerting: Oa juiste chinsgieche ingrepen en tachnisken vellen onder de verantwoordeificheld van de sris. De
bescheven procedure wordt slechis ter informatie aengeboden. Bl chinay most de geechiktheid ven do
mﬂ_qhﬂmmdmmm.nunﬂm het aoort chinurglache prooaduss
Gebirwik bj het inkuseven van cansioplegiscplossingen de inaget mogellie SrUVEKIeR In OVEMenismMing met
de chirepiache technishen om ds kane op hemolyws of beschediging van de biosdvaten ie beparken.

Onuchi de vastcanule voordet u dene ssnsiult

Dit apparastis ulsiuliend bedoeld voor seamaiig gebruli. Niet opniauw gabrihen, mcyclen of harsterlesrsn. Door
het opnieuw gebrulien, recycien of hersteriiseren kan Aot appirast worden besmet anvol de struchar van hat
apperasl worden asngelast wet kin seeulitenn in letae), siakie of overljden van do palifnd.

Bijwerkingan

De mageliis bijwarkingan van deas an andess axtraterporaie bypastproducien, Zin cmder naer infectie,
blosdveriies, Ywombusvorming, embolische compiioaiies en dislecetie. Als de pebrulsinatruciies nist wordion
opotvolgd, kan dit isiden ot deschediging vam hel biosdvat en complicaties road de asnpripiesty.

Gebrulksasrnwijzing

1. Controlenr de verpahiking on hel product op beschadigingen en conruiner du verveidetun. Al o gean
beschadigingen zijn an de vervaidetusn nist is verstmken, opent u de verpaiding on brengt u de canule met
oan siarisle tachaiak ovar nasr het starfels vaid.

2 Al ude vasinasds gebrulki om op inidas te contmismn na suiraciis van aen ader, shall u de canule aen op
wen injaciisepull gevuid met sen siarele muloplossing. Bind hat ene ulsinds van de sder af en sieek de I
van do vasicanule in het apaw uilsinde van de ader. Bind een skt hachidraad om de ader an de carnde om
:wﬂ:“iﬁ&ﬂﬁﬂ*“ﬂ*““m“

C L

3. As v de vesicarwie gebruilt voor perfusie van aen artade, sivlt u de veatcanule asn op de teedieningsest en
Wit u de canule 20dal de canuie valladig wonll enlhecht. Plasis de canuls i e artaris of bet prosinale ullsinds
o het sdeirawplantat en zom dat et eew 2o laag mogelie druk de sriesrie adesquast 2ol gepaskandeand.

4. :umummuaMum-hwaﬁ-wmmw

uw Ziskenhule.

De hisrmavoigsnde ulisiviiing van garantie geldt voor kianiens bullen de Verenigds Staden:
Ulnlulling van gerantie

HOEWEL DE VAATCANULE, HIERNA HET “PRODUCT™ GENOEND, MET VEEL 20RG I8 ONTWORPEN,
VERVAARDIGD BN VOOR DE VERKOOP OETESY, KUMMEN 2Rt VERSCHELL ENDE REDENEN 210N
WAAROM MET PRODUCT NET YOLOENS DE SPECIFICATIES WERKT. DE WAARBCHUMINGEN IN DE
PRODUCTDOCUMENTATIE BIEDEN MEER GEDETALLEERDE SIFORMATEE G4 VORMEN EEN
INTEORAAL ONDERDEEL VAN DEZE WNTILINTING VAN GARANTIE. MEDTROINC VERLEENT DAAROM
OEEN ENKELE GARANTIE, NOCH EXIFLICIET NOCH IMPLICEET, MET AETREKIONG TOT NET PRODUCT.

Gobruksoswnfting Nededends 15
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NEDTRONIC IS NIET AANGPRANELLIK VOOR ENIGE INCIDENTELE OF GEVOLGSCHADE,
VEROORZAAKY DOOR 088 HET EVEN WIELX GEBRUIK, DEFECT OF FALEN VAN HET PRODUCT,
ONGEACHT OF DE VORDERING IS GEBASEERD OF BN GARANTIE, CONTRACT, ONRECHTMATICE
OAAD OF ANDERSZINS.

Ou uiskuingen en beperdngen dis hissbovan slisangezst zin, 2in nist badosld, sn mosien nisl gefnterpriassd
worden als sea inbeauk 0p dwingende bepaiingen vis de van tospansing Zinde wet. indien enig onderdest of anige
bapaiing ven duzs Ultsisling ven-garanils doar sen dasrios bavoagde rechibank als snsechimalig, onullvosrbeer
of in sl mot ¢ van lospassing sijnds wal beachouwd wordt, zad dil de gakdigheid van hit overige desl van deze
Unsluliing ven garantie nist aantesten en 2ulles a8s rechien en pichian worden UAgaegd on (98 ulivoer werden
gobnacht alnof dune Udsiting van garaniie hat deabeirefende ongeldig varkdaarde gadeais Alet hevatie.
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DLP®

Cannuia vascolere

Descrizions del prodotio

Quasts cannule vascolart sono dotnie @i punte mosbide & raccord! luar-lock fermming. Alcuni modell sono dolell
i vaivoie- uridivezionsls che impadiscs 3 vefluseo nella canovts. Alcunl sodell seno carallertzzall A WA COMPS O
a8 wns hands radicpacs (vedure iy Figura ).

Stoviin, non pirogenc, Secihisivamenis MoNoURs.

indicazion] per N'veo

Lo cannule sone destinate aifimo par uh Messimo o5 9ei o durasts gii IMarvans di bypass casiopomonase © &
chirergia vaecoluws per e periseions di us innasto venoeo o per il Wisvaments i fucciueciis i uke vens i prelievo
chw varrh wlilizzat par wh innasio.

Controlndicazionl

N dleposiiive pud aseere uiltzzato unicaments per gfl scopi sopre indicell.

Avvertorme

Ouando ol ulikzzs une canmule vascolars par § coalrolio delie Rusriuecite in una vena d prefievo, § necesears

prosters is messima allenzions. in condizienl o pressions eslreme, in vena pobubhe oaders.

Pracauzionl

Neta: § parsonals medico & reaponasbils delfadozions defle procedure @ delle teonichs chinupiche corvetie. Le

descsizionn delie procadure viens Sewalia swicaments 8 0opo informelive. | chinaghi deveno vahidere s coneiterzs

dalle procadure In beee alls propse seperienza & formazions o 8 ipo & precdurs Chinmgica Seeguils.

Ourante Mnissicne dells soluzions per cardioplegie, Uiikczare e prastions minime conpalibll con Ie fecniche

ohirurgicie adetiole per ridurre sl minimo Al rinchie di emolisi # o hesien) dei vesi.

Prima del colisgemantc, espeliare Maria pressnis nafln cannle vescolars.

1 dispaaitive & dustinelo sifullizzo su wn singoio pazisnis. Nom sulRzzase, fisattase © fsterizzass § prodolio per
NON COMPrometiems struhurals /o ganare riechi dl contawinazions che polsebbem provoosre alond,

inscrpenza i infezieni 0 decesso del pazients.

Elfotti indesiderati

Al parl di i | sistemi & croolazions sanguigne exiracorpomn, Il presents dispositive pud comporters elfeiti
collsbersll, comprandent irn Palivo inflaziont, pardiie o sangus, formazions di rombi, eventi smboliol  epostamento.
Se nan vengono iepetinie b isiruziow pev fusd, posscno vesiicarsi dennl & complicanze ai veel in corrispondenza
diel ol di ineerzions.

istruzionl per Puso

1. lepazionam la confezions od il prodoiin per veriicare i prasenzs @ eveniusll dennl © per controfue is dats
di scadenze. Se s cannui non prsents dannt @ non & scadula, apriee is confezions @ Wrferivie sul cangs
wiwrfle Wilizzando Uns lechica sestiics.

2. Se sl wiiizze ls canauls vascolire per § contrelio delle Fucvisecils in une Yens & prelievo, CONRN ja cannuls
@ U siringe rismpita con soluzione fisiclegicn sterle. Sulurarm un'suiremith delln vars & inserie ja punie
dalla canrite vascolars nelfestromilh aperte dells vens. Eseguire Une sulse INOmMO & Vens @ cunnuly per

. ﬁu';m*uuWMhmmhmmﬁ.mm
non vi sienc Aorumalle.

3. Sesiuiizzs e conmuis vascolars per ie parfusions o uw'arterie, collegars in aanrwia af set i sowewinistrazions
-~ prooademn al prima dells cannuls per eapelisss Maria eveniusimente presente. Collocars la cannule nelf ariurie
oppue nelfastremith pressimale delNnneslio vanoeo, quireli inscier Aulre la Soluzions 2llS PRSsons Mminime
Por geraniire una perfusions adeguels duifsrteris.

4. Al mine della procadurs, scolegers i cannuia ¢ smafirls in bese afle ines guids delie stnature senburis,

mﬂmmd“lmwmlﬂm residenti nogh

Eaciusions dalis garanvie

SEBSENE LA CANNIRA VARCOLARE, INDICATA D SEGINTO COME “PRODOTTO”, SIA STATA
ACCURATAMENTE PROOETTATA, REALIEZATA E TESTATA PRIMA DI EESERE COMMERCIALIZPATA,
POTREBSE NON FUNZIONARE N MODG SODDISFACENTE PER DVERSE RAGIONL LE AVVERTENIE
INOICATE NIELLA DOCUMENTAZIONE OfL. PRODOTTO FORNISCOND IMFORMAZION P DETTAGLIATE

feirngzioni par fiss  Kullsnc 17
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A TALE RIGUARDO E SOMO DA COMBIDERARST PARTE INTEGRANTE OELLA PREBEMTE ESCLUSIONE
DALLA GARANDA. Dt CONSEGUENZA, LA MEDTRONIC MON RILASCIA ALCUNA GARANDA, NE
ESPRESSANETACITA, I MERITOAL PRODOTTO. LA NEDTRONIC NON PUS I-ALCUN CASO ESSERE
RITEMUTA RESPONSABILE, NE 150 VIA CONTRATTUALE NE I VIA EXTRACONTRATTUALS, PER DANNI
OMETTI OO MOMETTI CAUSATI DALLIED, DA DIFETTI © DALLE MANCANZE DEL PRODOTTO,
NDIPENDENTEMENTE DAL FATTO CHEE LA RICHIESTA DI RESARCIIENTD DI TALI DANI SIA BASATA
SU GARANZIA, CONTRAYTO, FATTO RLECITO OD ALTRO.

L saciusioni & ls mekiriontdiaul sopra nen 30no infees, nd devono assee inlerpreisle in quanto tell, coms
contravvenenil alle norme inderegebil delin legisinzions vigenie. Nel caeo in tul une parls od un larmine dalla
prosends Eaciusions delle gemnzis vengs ghwlicalo Segels, ineficace o in coniitte con § dlio appiceble da un
omgano gludiziario, b validihh dutle vimanent pani delle presents Esciuniens ¢l IvanTia NON Varth COMPOMAsa
© Wl § el @ g obbiighi vercanno intagprelell ed applicall comns & in prevenis Esclusions delle gecwazie noa
conlmnanse la parts od | tarmind rilenuli non validl

18 letrwdiond per lisso  Mallano
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Yenskanyle

Beskrivelse av produiist

Disss vermkanylens her myke spiaass og hunn-usriock-koblingar. Flere modelier har an asvelsventil 2em hindrs

wmmmmunmmunummp
%

Starl-pyrogenit, kun for engangalek.

indiinsjoner for bruk

Dissa kanyiens er baregnet for brak § svekeimeR seks Simer | forbindeles mad kardiopuimonssr bypasekineg eller
ﬂmwmnn.QMﬁllWUuﬂl.*MimmMm“
boules. soem of

Kontreliikasjoner
Doltie preduiiet skal bass brukaa § hanhold t indikasjenans.

Adtvarehen
Vior svesrt Torsliig nde du briker an vanakenyle th A as sliar laldcasjar i an houtet vans. Venen kan aprekhe under
vt hoyt rykk.

Posholdaregler

Mork! Rdige Mrurgishe prosedyser og telnilhus er lagens snevir. Pressdyren som beeisrives, or bene bemgnet

for informeajon. Mummmmmqmmw
Mrurglak prosedyrs som brukas, ag o prosadyen of hermbiamaesio.

Vad inksjon ev kesdiopiagiipening wi du bndes det lovest mulige Sryket § hanhold 8 Masgisie fehniier for &

begrenss farma for hamolyes aller shade | vensns.

Fjorn afl luk s vanskasylan for lobiing.

Duts utsiyrst or kun bassgrat pll engangabnac. Dot skt Kke brulws, basrbaldes alier starlesres less ganger.

Hvis produkiet brules, bearteides eler stenlissres fiare ganger, kan det e Bl sinddurell skade pd enhelen

opielier vinelie anhaten (or kentnminering som luw fore i at pasienien stades, biir syk eller der.

Bivirkninger

Som alie ekatraiurporalie biodeyslsmenheter har deane snheten mulige bivirmninger som omistier, men iha er
begrenesi t infiskejones, badiep, boambedanneias, amboliie handelesr og dislokasion. Det kem oppeth skader pd
vener og hompilkasjoner ved pusiajonesindet ivis beslaamiingon e Ssiges.

Bewisanvisning

1. Konirolier st det ikhe ar siknder pi palvingen og produisiet. Konirolier eged aisle Sebruiadaln. Hyia palningen
ke o sicadiel aller isigidt, ke Ay Apae den op overfers knsybun i dut starde feltet ved Molp av senptisk Selmid.

2. Hvia du bruker vanskanyien 1 & se etier laidanjer | an hawiut vana, kobler dv kanyiea il en sprayie iy mad
shoril suibmmrmopploening. Kayt den ens anden pl vantn, of 508 apieass pb venekanylen iani den Sprs enden
av vanen. Kaylt on sutwr mindt vanen og knmylen kv & holde kaverlen pb plass i vanan. Fyll vanen foreldig med
sherll saftvanneoppisening, g se sller om del or noan lekicanjer.

3. Hvis vernkanpian budus B parfmsjon ov on ariaile, hobles venaiunylen ) adminisburingueeiiet, og karnten
primea, sk 2t ovaniuell it o of | Kanylen, Jermes. Seit kanyten | artasian aller dan prekaimale enden av
venegraliet, og syl mud tnvast sndip Fyhk sem gir an fisireldonlip perfesjon av arterian.

4. Niv proasdysan o foriig. hobier du ire karrylen o kimtasr dew | hashold th eyhehusats miningelinger.

Falgende garantifvashriveles glelder for kunder ulanfor USA:
Garanticashsivaing

SELY OM VENEXANVLEN;RERETTER MALT "PRODUKTET", £R CMNYOUELIG KONSTRUERY,
FRENSTLLY 0G TESTEVFIR SALG, AN DEV AV I MENKE GRUNNER LIKEVEL SIS AT PRODUKTET
WOE OPPEYLLER S0 TILVIRECTE PUNKSION. ADVARSLENE SOM FINNES ) PRODUKTMERIKINGEN,
MEHOLDER MER DETALIERT INFORMASION 00 SKAL BETRAKTES SOM B VATSIOLLELIG DB, AV
OUNNE GARANTIPRASKAINVEEIEN. MEDTROMC FRASIER SE0 DERFOR ALT SARANTIANEVAR, BADE

PRODUITET; ENTEN KRAVET ER BASERT PA GARANTL, KONTRAKT ELLER 0(KE-
WONTRAKTSMESSIOR FORHOLD ELLER PA NOEN ANNEN BATE.

Sruimernimning  Norsk 19
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Unntakens-og begeensningens som ar beskrevel avantor, kar idos ti hersikt, og skal Ade tolkes aom al de har il
honelt, & motatride ufravikelige bestemmeiser | gisidends jov. Hyis an kompeteed seltsinetans finner atan del sber
on betingeles | denne garaniirasirivelsen ar uiovil, like reltakenitig eller | konfikt med gjeidends lov, shal delie
e plvirdes gyidigheten ti meterav garaniiirasiaivelsen, og aile retier og pilkier skal 1oions og kindhaves som
om denns gamnifraskrivelaen Sdo innshoidt den bestervte delen efler telingeisen s0m bie funnet & vesrs ugykiig.
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oLp*

Verlsuonikanyyit

Tuotiesn kuvars

Varisuonikatyytaissa on pehmedt kiset jx nasraspuciiont ler-iiiimet. Useivas mafieisas on ykasuunininen
vanitil, joka sstad takelsiwitauiaen kanyylin. Jolssain malisises on ronigenposiiivines ruako iai mendddvive
Ouwtec Keve 1),

Sterill, pymgeeniion, Kertakilytisinen.

KiytiSalhest
Kanyytoka saa kKipiths anintiin wuden tunsin ajan ohiieikiomdsen yideydessd tai susnisiriesn parfissioon
1l siriosnsd kiytettivan sucnen vuololesievkessn veslauoniiirurgiases.

Vasta-athest
Toht-Jultwite oi ole tarkolletiy mundmn kuin edelil inratiuun kigtiotn.

Vaurat
. Kiylotiioosd vartsvonicanyyiin fallesn olwhm snonen vaciolestouktesn on noudateiiove srityins varevaisue.
Suonl easitan vausioliua, jos sifen kohdinhes suwris paineite.

Varolelmet

Huomeutus: Olwiden iingisten tebnenpiieiden Ju telnlioiden khilyis on thiliisin vestuube. Alln furatty
maneisimi on tarkoilelte vein ehjsaliasionl. Arvicidessasn iytaliivie menatiniyn sovelveuiie kinegin en
homicleve ome hoiduluksenss sakil kijurgisen Wiveapilesn Syppl.

Kardioplegiaat Nuckast on infmolirva sahdolfielmnen ahaisalia, Kirurginlin feknieihin sapivallis peineels, jolbe
ol slhaudy hemolyysia ailiks verisuonet veuslold.

Poieta kalki ime verisuonicgnyylishs srwen son Mkimists.

Lale on hertakiytidinen. Al kbyts, kiohiols tal stariici voinitn uudslionn. Lalteen swiatioardchyliminen,

fal -slerioin® santion vauiolias aiis \ai kontaminoida sen ju aiheulies polionlis vammojs, seirastunisan il

sitywinen pols palliolizsn. Jos kiyiGohjels & novdelsts, seucsvkasns vol olis vesisuoniveuriols tei
ovpiieatiofis puniiislhohdesss.

KRyttSohjest

1. Tavkists peiicans js Wwole vauwioidan varalia sekil vimeinen kiyliopaive. Jos paldaus en ahjs skl aen
Khytdaiks cle wapsubawt, aves peldcaus jo oliwl kanyyll asaplineatl slariilile aluselie.

2. Jos veriauonikanyylia kilytstisn talieen chetun suonen vuoioinstauknsen, iyl on Betiivd siertila
sualaiuckaelis tiyteltyyn niskusn. Sido suones 1oinemn pS jo seels veraUtAREnyYS SUORSN IVOIMESN
pldhin. KanyyS pytyy suoneses, kun sasiat sienen ompalesa niiden ympliriie. Tyt suont varovesl sterilils
suohelivokealia ja inrkiste veoudot.

3. Joe verieuonikanyy$a kBytethdn valimon pariuvesioon, It verisuonianyyll perkaminpakionsesen je polste

. v tRyttAmaRS kanyyll, Asela kunyyl vailimoon svonisiiiieen prokeimaaiissen pilhin jo kiis perkamiossa
mahdolisimman uihalets peinetts.
J 4, yots kanyyS toimenpilesn jlikesn ja hivith ae anisanier kiptiaiojern rudoiset,

Ssuraava takunta koakevs vastuuvapsusisusele koskee Yhdysvalicjen ulkopuciisle
asleidmita:

Takuuls Nosheva vastuapausiausehe

HUOLIMATTA SHTA, ETTA VERISUONIXANYYLL JALNSMPANA “TUOTE", ON SUUNNITRLTU,
VALMBSTETTU JA TESTATTY HUOLELLIOESTI ENNEN MYYNTIA, USESSTA EWI SYISTA SAATTAA
JOHTUA, ETTA TUOTE E TORE TARKINITETULLA TAVALLA, TUOTEPAKKAUNCSESSA OLEVAT
VAROITUKSET SISALTAVAT TARKEMPA LIBATIETOJA JA KUULUVAT OLENMNAISENA ORI TANAN
TAKUUTA ROSIEVAAN VASTUUVAPAUSLAUSERKEESEEN, MEDTROMIC B SITEN VASTAA WSTIRAN
SUORASTI TAI EPASUORASTI ILMAISTINETA TAKIRATA, JOTKA LTTYVAT TUOTTEESEEN,
MEDTRONIC Bt OLE VASTIRISEA ISSTAAN SATUNNAISESTA TAl VALLLIBESTAVAHINGOSTA, JOKA
ON AIMBUTUNUT TUGTTEEN KAYTORTA, TUOTTEESSA OLEVASTA VIASTA TAI TUOTTERN

Kaytisoljest  Suomi 21
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VIRHEELLSESTA TOWINNASTA RIPPUMATTA-SITA, PERLSTUUND VAADE TAKUUSEEN, —
-SOPRIUKIEEN, ONEVDENLOUKKALKSERN TA! MUUHUN SERGCAAN.

VI mainiiuja rajoliukele al ole taskollethy voinsssa oleven pekottevan lninsddinndn vastalslicsd, alih il pids
A twvoin fulkim. Mikall inimivaliaines fuosmicixiuin kateoo;-sith jokin thandn taluuta kosiarmn
veskiwvapsusisusekkess osa tal shic on inltow, iytanioSnpenckeivolon tal risiiiness tapaukssen sovelisitavan
Isinsifdinnda knness, takuuta koskeve veskanspauaiswsels sillyy kuliankin suslits osin voimasas ja kalikis
olnulnia ja veivolimadkels on tulliiteve ju pantave iytaniddn iein kuin el ieluuts oskem
veslwapsusinusein o siplitiisl 5kh erftyieth cean tai shiow, joka kuisotean pitemiiitrmiiol.
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Karticanyl .

Pyoduktbeskriveing

Kirbasyloms har mjuk speits ook lueriackioppling (hona). Flare modelier har on savigeventll som Rrebygoer
backhode genom iawylen. Vises modelier har en ronigental kanySeopp eller att 1Onipaniat heand (se bild 1).
Siwrd, idepyrogen, r englngebsulc.

indiiationer 3¢ sviinduing

Da hilr banyisma dr avaadda fir amviindning | higet sex immer | sambend mad aparation med axtmharporast
cilodintion aler kiviidrusgl ¢ parfusion ov vangreR eller som ilp vid licdageiontrell av en ineplentennd ven
20rA tkn aaviindas Som graft.

Kostreindikalioney

Prodiion & inke svesdd 105 annat bruk ds vad som anges ovan.

Varsingsy
Yiiorsla fiveldiphut ska lakitas nis kiikanylon arviings 8 ot kowbmllern Mckor | den Sanspioniarads vanen.
Vienan han ol s8nder om don ulsdils ¢ Sverdrivet Syck.

Finiitighohadigivder

Obosrvera: Lilman svovasns 10 oit ciil Kiningloka procechesr 0ch teioeiker arwiinds, Denna baiaanviening &
endest svesdd som inloersation. IGrurgen mibste ubviniem Wmplighetan | procecduren baserst pb don egns
madicinsks ulblideingen ech erfarenhalon, samt don Kixugioks caatod som swviinds.

Nilr knnSiaplaghitening Srs ska iigets mifigs Yyck Wlmpas so Ran anvandes 18 kinsgivie teleiar, for st
minska homolys elier iirislmdor,

Tam kivicarsyion pd all IR fire snshaning.

Enhatan &r andasi wiformas f3r sswiindning 8 en palient. Denne procdult il of Macasviiades, smerbeles sher
omsimSoanss. Adncarveliriining, oMartetaing siier cauleriivesing kan forsSwe den sirukhssiis iMegriisien hos
orhelen octveler skapa an risk fir konlamineing av anhetan, vt kan rasuliges § patiantekade, sjulsfom eliss

Biverkningar
Liksom alls extralomorseis blodbehandingseysters ken duras snhet-ha bivarkningar, diibiand infakdionar,

1. mnmmmuhmmnwmumm
i oskadade och uighngedaamat inks pessenis Sppnas Rmackningen och
mm-nmmmmm

2.  Om du anviinder Kiikanyten I sl konkollers Mckor | den renepleatscade vansn snshier s a0 Sputs fed
wierll saiiSening i kanylen. Siing av den ena Enden v vanen och Rir in kirianyiens spels § venans ppne
dal. Kyt 0n sl funt venen och kenylen 1o¢ ofl hilla inerylan ph plals | venen. Fyll frsikiipl venes med sterl
saliening och lervirolers svenhusis ickor.

3. Owe du sewiindes kiiicanyden 1 parfusion v en arills ansheinr du Kiviknsyten 1l adminisireringesetet och
peimar karylon fir ait idmmma den pd all luft sore kan finnas kaer. Placera kasyian § artiimn aller don provimale
Sncen av vengrafien ech skdy med ligeta mifiga iryok e en homekt puslission av ariiven.

4, Nir proceduren &r shatioed aviigenas kanylan och kesssms | snlighet mecd sjuiduasety rgler.

Nedanstiends frisicivaing frin ansvar ie tillenplig pd lamnder utanilie USA:

Priskrivaing irin ansver

UTGOR EN INTEGRERAD DEL AV DENNA FRISKAIENG FRAN ANIVAR. NEDTRONIC FRISKRIVER 3G
DARPOR HELT FRAN ANSVAR FOR ALLA FEL | PRODUKTEIL BIGA GARANTIER LAMMAS, VARE 310
UTTRYCHLIONN BLLER UNDERFORSTATT. SEDTRONMC SKALL DARFOR INTE VARA SKYLDIST ATY
ERBATTA MAGON SKADA, VARE $/0 DIREXY ELLER MIDIREKT, SOM UPPICOMNER MED AIREDNING

Bizarvisning  Svensks 23
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AV PRODUNTENS UTFORMMING ELLER DESS ANVANDNING, OAVEETT OM KRAVET GRUNDAR 510 PA
PASTAENDE Ob GARANTL, AVYALSBROTT, SKADEGORANDE HANDLING ELLER ANKAT.

Ovan angiven frinkriveing Frin snsver &¢ inte avasdd att wth | sirid wmad tingunde mgler | lllimpilg lag. och den
skall inde halier toias od. Sicalle denna Frisksivning fris ansvas il ndgon del sv bahirig dometol snees ogiig,
variningalte aller sividande mot SISmplly ing. siall Friskoiving frdn anaver piile | Owigt, varvid alis riliighsier ook
. siyidigheter skall besid, sem om avialet inte innehh dan del av garsniin aller Frisieiming faln endvar som
undeddinis.
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Kévouha ayysivv

Meprypogd wpolbvrog

Aurts o mivoukes ayyeieiv fxow polond depa wa Orpwed her eopdong. Aprxid poviiia dvoe cisTTOpiva e
1a PalBilo aowé M avappodic TTow aTFOTRAIT! 1V SVIoTPOR od oW TS KIVOWaS. Opioytva Hovwtha
Sacibérouss oxTvooRsps oy & wania [Beire Ty Eudva 1)

Evtipe, i Wuptioydve, pag pive kpiiong.

EvieRiug xpiiong

O1ouyexpyatves mivoulc rpoopiov v xpeion Sedpatsg Eus () wpiv f) jaxpdrepng Srdpxnag ov owbuood
HE XEpOUPYIRES E12PA0NG KIpEICUVCLIOVRS TTORAKINPAG | SYYOOXDPCUPWELS EXEUBATE; 110 Wi LVXwon

mmnwmnmmmm—hmmmm wou ba

Xonousowenie! wg pooxE.

Aveevising
To mpoidy aurd Sev mpoopilrrom vz GAAS XPACTIC EXMOC GG SUTES WOU CVBCRVUVTON MaPaTHV.

MNponSomroWiong

Awcrieha poydia) wpoooyr) kad m xpAon my xévoulas apyiur ws 00 eMyxou Bappeiv of coemauive
SAto. H pitpa praopsl v yroowS R v sounit! i 1iton oF aun).

Mpopukifax
Enpsieen: H xpAory nardAniuv xepoupyctey SreSuosmdy e Tixvenisr eorchel cuiw) Tou enayyeiuaria
wysiag. H mprypapdyevn Smbsncks maptyeva pive ya anowels whnpendenong. O xopowpyol matwe va

aficdoyioovy T saralipldmre Wi STiUBaong, |t oM TV MPOOWATAC TOUS KVpRCA Ex oo Mo epmaipll,
mcnmﬂnmmm WO HROKETION VO TPEYROCOwenB.

Kord wv yxvon Ssahdpaanog wopleawAyias, Roaowononiow 000 T0 Suwd XipmnASinte watc Witong wou v
oOppuvES Pe xopoummal TV Y wWiv cAGooToweingm g mSavirmag anadivang | madeiaong Bhging ore

Agaplore oy 1ov alpt and Ty xivouha ayysiwy Hpey amd ) alviieoh mg.
TOMWWNINMMSMWW
MY CRVOWSCTRPNVETS 10 Wapdy EWEEpnOwOInoR. f

o wltpyiiEon Ke
qnmm WHMWN‘M“WW
KvBuwts piiarong MG Suouhmic, ) SWola opti vo oMo 0¢ oMpcoyl, Whoo | SSvoro 10U GoBEvaeC.

Avewibbinyss ovipyong

H Tpotoa owoxsw], STreg Shax or tEmouWTIES OVONIUES TOW GOTIOMINKeS CuaTfigarog. & Wlews
Tropevipyis o owoisg Fepiapidvauy, akid Sov wepropilovice ox, Jogaing, owiivess olomag, oxRgETROMS
BpdpPerv, cuPaintt cntaddm xn wapcvtwen. T2 Weplrnaon) () Mipaong v OSnyea xpdons, svildyxwe va
poxh@ody Syyaais fadfies ke cMTIAOKEC OTO OTINEI0 TC KEVIRORS.

omh:m

. EAly{at W ouowtvaoia e 1o ROV W Tuyiv 9S0pic et K mv aucpoa NGRS Edv Sov wmdpyn
MMhmwAhqmmmmM—MmmMmm
weli XpROROWOKVIOL AoV WYXVEDA.

2. Edvpnonewonien wiv SSvouls syyciww e v cAbylene wv gwapls widv Sappoiy v sxwmmphen phipc,
mvauﬁ-MummmwmsnMMmm
K OOopiVER 10 4xpo g aivoulas; SYythuw Ty svonT depn T eifiec. Torolewion Vo pdipa yips
amd Wy gMPE Kl Wy KAVOUNE YT VIl CUWKATIACTIE WV &dvowla 09 tonmps Tne pABias. Mpofeie owy
wpooucnnl) WPwWon Mg PALPGC 1k oRipo TG guoroioyncd 0pet ate thiyCre v YapXOWY Smppols.

3. Ebv pnowenonin vy nivouha ye wa Mpoyeroneiiosss Crxwon Of 80 agwpia, euviiors my civoula
mummumum«mwmmmd—mm
VE P 010 SOWRERNG TTE RSVOMAGE. ToROBEMUTE WY Rivewha 070 Scaustpwd TC opmpleg 4 oo syyé
Gxpe vou Phcinod peoypipag ma GXALOTE Ty Syxvon ot yamMepn Suvarn witon 1t wv onoic 8o
ommeySe] oopsic tyuon omy apmaie.

4. Orav n Sadmaoio oAssANpwie, STOTVWEETIS Ty AiYONAG KEE GIOSOIPIE W) CLNPIVT (i gV TraleTavh You

Ofavieg xphos  Evpeed 25
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H gwihoul avomronyrms Hioor 115 svyinong loxbe) wa TeAdveg exvs Miv Hvplvery
Mokmesisy g Appmuic:

Awswosyrad} Efjhasey cyyinong
AN KAI HLXANOYAA ATTEION, EOETHZ ANAGEPETAI OX “NIPOION"® EXE) NPOEEKXTIKA

SETIMEE ‘H ANOSETIKES ZHMET NPOKAADVMENEE ANO KASE XPHIH, BAATTOMA H ALTOMIA TOY
NPOIONTOE, ANEEAPTHTA ANO TO AN H ABIOEN BAZZETAI T BI'TVHIN, EVIBALH, AMKOMNPATIA H

QMuuwﬂmMWth“-&hmwm
wvapolcotog. Edv cwesoliwore

umbanmg BAAMIONS TE SYYInome S6v B STMECOI kie G %6 Smaiyion KO8 & Swapewcs Sa
cpprpadovec K Ba pgapidTovis we siv 1) TpOSoR aRCWORMNA Sy WS Crynomg Sty Topixe v

26 Olnyles oloms  EAVvwed
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Venvkanyle

Produktbeskrivelss

Olese vonakasyiar har bisde apidaer og Meands ln-iuer. Flase af modelleme har en srvajoventd, dur forindrer
mmmm Nogle modelier her en restgeniast hovadiel eller ot rerigeniast bind (se
Siarll, non-pyrogen, mb lun bruges dn gang.

Indikationsr for brug

Disss kanyler or bavagnet 8 trug | op Wl sakn timer allar windse | forkindeles med kasdiopuimonae bypass-kinmgi
allor vastiver Wrurgl ¥ ot perhnden en venagrakt alier il at hjmipe mad st icnircliems for vissthader | on ot
vene, dur sial smvandes 8 on gralt.

Koniraindikationer

Udutyret or udehiktande heragnet il oveanmvele formilk

Advarsier

Der akal udvissa sior loriguighed vad biug af en venekanyls il at kostroliems for utstheder | on fernet vene. Venen
—kan brisks wider shabrame ryldomold.

Forhwiduregier

Senunvic Koneids oparsiitsprocedurer of -ekneiider or legens avever, Den beskrevne srocedure of kun
vajiadends. Kinwger mi eels vrdere indgrebeie relevans pl basie.al epen imgeuddnnasiss op erfesing, surnt det
plowidende kinrgiske ndgret, der sxiigwas,

Vied infusion of kanlicpiegiopisening sikal der anvandas dal lsvast mulige Syt | ovassasaierumeios med Kirurgiaske
fmimikicar for st minkmere hemolyss of besladigeies of biodior.

Luk ol ifton ud of vensimmylen for ilelutning.

Enhadan mb kun ssvendes pd én palieat. Delte produkt md ke ganbruges,. geabshandios eller rastasiioerss.
Ganbrug, genbatwrling sber resteriisering kan forvinge enhmduns strukiurelie Integritet egielier skabe ralle far
fonirening af enhacien, hvithet ken fere Wl personskads, sygtiom aller ded for palienien,

Biviskninger
Ounnse enhad her igesom andre ekatrakiomorele biodeystemanheder mulige bividminger, som omialier - men ki

1. ERerss embaiiagen og dens indhold for skader, 0g hosdrolle sidels avendeleseduin. Hvis amballagen &
ubssicadigat, og produidets sidets svwendelessdeto Biw er udisbet, $bnee embellagen, og kenylen overisves
1 det sheriiy ormride ved healp of en sespliek telmil

2. Hvis vanskanyien anvendes i at kontrofiere for vissthader | on flemet vene, sial kanylen Slsiuties on spveile.
dor o fyiR wnad sherll saltvandsopisening. Sner venens ene ands af og indamt vansianyleepidesn | dan dbne
snde of venen, Srer ot stylics subririd smicing dren og kavylen for ut halde kanylen inde § dsen. Fyld forsigligt
winen med sl selivendeoplasning og konkolide, 0m der or wissthader.

3. Fvis vanskenyien savandes Bl at perfendere en artare, lsikuties vanskanylan @ inkmionssaiiat 69 kanylen
primas, ob oveniusl kit i kanylen rkhes Ud. Anbring Xanylen | ariarien eller den prokaimale ende of
vensgrafien, inossfier den gennemairemmes med det lmvest madigs ik, s srtssien pesfunderes pd
Siredesiliende vis.

4. Niindgrebet er ateluliet, irshobles kanylen 00 boralalas | hashold i hoapitalels reisingalinjer.

Mmmmmmum

Ansversiinsarivelos

SELVOREMEXANYLEN, HEREFTER KALDET “PRODIMNCTET™ ER OMHYQGELIGT DESIGNET,

PRBARTLLER 00 AFPRINET FER SALG, KAN DER AF MANGE GRUNDE VAERE EN RISIOD FOR, AT

PRODUTETIRNE FUNGERER TILFREDSSTILLENDE EFTER HENDIGTEN. ADVARSLERNE, SOM
mmmmmmmm

MEDTROMIC KAN SKIGE HOLDES ANSVARLIG FOR TRLF/ELDIGE SKADER ELLER FSLOESKADER SOM
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FIRGEAF BRUG AF PRODUKYET ELLER DETS DEFEXT ELLER FEJLFUNKTION, UANSET OM KRAVET
BASERES PA-GARANTI, KONTRAXT, ERSTATINING UDEN FOR KONTRAKT ELLER ANDEY.

Ovennaswnissndiagelssr o begrmneninger har ke t heneigt at vsre og mi iice loriolkee siisses: a2 de kommer
| mcniatricd wed wiravigelige beslarmmeiner | geskiends lovpiviing. Hvie dale aff alter vilkils | danoe
m:-mm-mhwmﬂu‘*nihﬂmmnhﬂn
lovgivning, barares de sasterands dele af ansvarsiasivivatesn eliigheder og fomiigtelesr ekal lolee
nmmmmwhw;’w&%\ﬂ.hmh
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Kanlula neczyniows

Opia produlty

WMWMMWIMHWMMW
TaGe jadneiieruniiowy, iadry Zapoblagn prEaplywovd walacsnemu przaz anivig. Niskidre models posiadej

mmm:mmmwu

Produkt jalowy, niepirogenny, jednorazowego utybw,

Wakazania

To kanluln aq praarnacrons do sioaowanis praaz maksymainie szedé godzin podexas zablegdw chirugicanych 2

fnglanian pozaustrojswym lub w chinegl neczyniowe] w coly proepivkanie pomosti 2yinego b W oal ocany

ATAN0C pobrmnaj 2yty, kiden posiuly jaho parmost.

Prasciwwekazanie

Urzngicenie nis nadeje sig do iunych Testevowrt pogs wekazanyms powybel.

Ostzstunie

Korzystajag 2 kaniul naczyniownj do aceny ssrzeinedol pobran 2yly, nslety Zachownt szcaegiing eskroinodé.
Pod wplywem wysehisgo cidnisnia mate ol €0 roasrmala Sy,

Sr06M cetrenodol

chinmgicerego snazy byt ocenions praet chinsge w epaiciu © jego wiedey medycany | dodwissiceanie.

W sakcte inkus§ kardioplagiey nalaty WrTymywed najalinre modiwe clinianis, zgodnie 2 fechnicaml

chiswgkcrnysa, sby zminimalzowad ryzyteo hemoltzy b usziodasnis Neczyt.

Prnd podiqezaniem kanhdl naczyniows) nalety weungd z niej powistcas.

Urzacdunnis jest pancascsens wylgcTaia o Uyl ¢ jadrego pacjenis. MNie stosswat poncwnie, nie regensrowat
b restavylitowet. Ponowie wiycle, fageneracia Wb resleryiizacih MogR NIV Magminolé simidsraing

wzpdzenis Fub prewedeié do jage siatenis, 0o moly spowodownt war, chowsbey b 290N pacjents.

Dxislania slepoiadane
Siosowanie tego urzagzenis, tak jak wazyetiich systemdéw do pormusirojowago hrgtenia lkrwi, jesl sbarctone
cyzyviam wystepionia motiwych objawdw ubocznych, cbejmdaoych m.in. infekeje, uiraly ki,

1. Sprawdzié opaioswanie § produkt pod kapem weziodze# i iermine watwodol. Jedll opakowsnis nis jeet
uazkodzone i nie mingg tesmin wainodol, chworzyé opsiowanie | 2 2achowenierm jalowodcl przeniedé kaniuly

ne sleryine pole.

2 wmmwm-mmwmmmmw
sirzykmai wypsinions] jslewyva raxteorem soll Rgjologicane). Podwigaet jeden konlec 2yly | wprowedsié
Mwmammm Obriagairtylyrianiulg niclq chinsgiany w oske
:umuuum napeinii-tyiy ielowym soxtworem soll Rjelogiotne) i apawdsié

3. Wpreypadiy Z konivil do pramplukanie do 2estawy do
podawania pyndw i wypsinié jg phynem celem usuniecie Zaidujacego sig w Niej powietrza. Umiedols imniule
wiginicy Iub Aa prokeymainym kofce pomosii Zyinego, & nesigpnie pod sujmniejezym

cidaleniers 2apsvninjepya

4, nwmmwamuwzm PRI ™™ w dane) plecdwos.
Ponitsze céwindczenis guwamncyjne dotyczy kiientéw spoea terenu-8tandw Zjednoczomych:
Déwisdcasnle gwarancyine

MIEZALEZNIE OO FAKTU, 28 KAMIULA NAGZYNIOWA, ZWANA DALE) “PRODUICTEN", 208TALA PRZED
— w&mmwmnmz
NALEZYTA STARANNOSCIA, MOZE NIE SPELIMAL W ZADOWALASACY SPOROERANERZONYCH
FUNKCH Z WIELD POWOOOW, OBTRZEIENIA PODANE NA ETYIIETACH PRODUKTU ZAWIERALA
BARDZIES SZCZEQOL OWE INFORMACJIE | STANOWIA INTRGRALNA C22HC NINIESSZEGD
mﬂmmmmmmqm

insbuije idytkowania Folki 29
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70, CZ¥ ROSZCZIMIE 2OSTANIE WYSUNIKTE NA PODSTAMIE OWARANCI, tISOWY,
OCOPOWIEDDALMOSCI ZA STNODE WYRZADIOMA CTYNEM NEEDOZWOLOWYM LUB W BINY 820008,

Wytsj olewbione wylnczenia | egraniczenis nis majl na cel Aeruszanis sbowigzikowyoh URQMIOWEYT SI000WREQO....
prowa i nie natady ich tak intarpratownd. Jedl Kidtakolwiok coplé ivb wanmek ainisjszege ofwindcasnia
QuErENOyinege 2eslenis VZnany Prant witicivy-and 20 aprancavy X prowem, sismetivy do wyegesiosowenis ub
shojacy w konfikcle T obowiepijeoym prawem, fald fan nie wpiynie Aa watnobé potsstals) caphal olwisdcasnie
gearancyinago, & weselin prawe | sobowigzania byde inteqeuiseane | sgzsicecesns ek, jak odyby ninisjeae
obwiadczenie gusrancyjne nig ewienio dansj crpbol lub warunie UZNERERO 28 Newatny.

30 instwkcje utyliowenis  Poleié

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




2000/0CTR2 at 201 p.m. Doc mumber: MOIS1I2A00Y Rev. A INOC17)

oLP*
Cinuia de vasos

Deacrigho do produto

Esins chnuies de vascs thim pontes maledvels @ uere fimens de blogueln. Vilrios modeios possusns uma vibnia
mmmommammmmmmmmm
Estivl, nlio piraginico, pars uliizagio Onica.

indicagies doutitizacio

Esian cinuing destinam-ee & uliitagies de duragio midma de seis horas, juntamente com cirurpias de bypase
conflopuimonas, e dirurgias vencwierss para perkislic do emests de uma vele ov para ajuder a veriicsr a
ouishincia de-Mgas NUMS vela que 80 deatine & 8er Ulilizade COMS SRNENI0.

w
Esla dispositho 9b dove ser ublizade conforme Indicndo soime:—

Avieos
E necsesinic um culdedo exireme 80 uliitzer wme chauls de vesos pars veriionr & silibacis de AIDes Numa veis
PR SRMVID, A volt POS FRIMPEr-as G CONGIOTS b prsasic Sxirerma.

Precaugies

Neta: as licnices ¢ procedimentios cinirgloos sdequados sB50 da reeponaabiideds o profisalonsl médico.

O precedimanio descrito ¢ fornecidc spenes & tfiuks informetive, Oy cinergiSes devem svelier a adequegiio do
procadinvento, oem bese ne sva lomeglo @ experiingle mibdica, bem cemo no ipo de procediments cirdmico o

Ao splicer uma seiuglio de candioplegia, wiliae ae pressbes Mmais babxas possivels consisianies Com a8 ilonices
cindrgloas, de Moo & Miniaiasr © #eco du hamdlise o dENos ISS VEROS,

Purgus indo © ar da cinule de vescs antes de futws ligeglio.

Exia disposiive fsl concebido apenas pars wilitzaolio num Sniod dosnie, NEG reulikie, mpsmceses NAM rmestaritee
anls produln. Egles procsescs poderio compremelar s integridede seirviural B0 disposiive ajow 0dgines o reco
do conteminggle 40 GpONvO,  Que POdend CUNES Tertmastos, 4OSNpE Ou MENMO & Mmorke do paciente.
Efeltos adversos

Este diaposiiivo, tal como todes o8 dieposiivos sxdraoorpmsos do siviems saaguings, pode tar olslios secundirios
que incuem, enbe oulros, infacges, pards de sangus, formaciic de borrtios, emibolia ¢ deslocamenta. Em caso
de nllo chesrvintia des Ineirugies de uilanclio podesy vaslicer-ow leslerrner vae ¢ compiicapBes 0o looal de
punghio,

insrugdes de utiizagho

1. inapscdions » smbaingam & o pvoduin, vsiioando se @islam dance & canfirmando a dets de valideds. Se
nio wislivem dence ¢ 86 ¢ prazo de valideds nilo thver expicado, ates & embelagem ¢ eensfirn 5 oluln pars
© campo selariizado, wilizando ume idcnice asedptica.

2 Se willzar s chrade de vasos pars verificer & axistincia de fuges wems veis pars exwrnto, igus a clnule s
Ume serings com sore fisiokigion asidll, Ale ume des sulremiciades da vein @ introdiza o ponis e alwuie de
Yasos N8 outs extumidiede de vin. Ale vms parie da SURED S TOMO B Vel ¢ de CONIS POD Manier &
civuds na veis. Eacha suavements s veia com o soluciio de casdiopiegia & variique 99 edotesw quaisgeer
Rupes.

3. Sessiiver & ¢ilizar o claule de vascs pasa efectuer & perkuele de ume artivia, figue a chauls de vases no
conjusio de administraglio s PrEPEre-S PArE PUIREr 1040 © &r QU 56 SRCONIE Ne s erior, Coloque & clmuia
ne ardide ou s sxiremidede prasdmal 60 enuerio da veia ¢ lage & soluplo fulr A preasiio mals baba possivel
que he peruily afactuer s peiusiio adequade de aridrs

4. Quando ferminer 0 precedimenis, reise a cinude de vaeos ¢ elimine-e adequadananis, sm cenformideds
o o8 reguiamanios hesplaleres.

A soguinte rendncis de guraniia aplica-es a clientes fora dos EUA:
Renincia de genntle
mmmumammmww.mm
CUIDADOSAMENTE ORSENIADA, PABRICADA £ TESTADA ANTES DA

mmnﬁomummamnnﬂomum
VARIEDADE DE MOTIVOS. O AVEOS CONTIDOS NAS ETIQUETAS DO PAOOUTO PORNECEM

imbupies oo vilizaglo Porkigle 31
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NFORMACOES MAIS DETALMADAS § SAO CONSIDERADOS COMO PARTE INTEORANTE DESTA
RENGNCIA DF GARANTIA. POR CONSEOUANTE, A-MEDTRONIC RENUNCIA A TODAS AS GARANTIAS,
EXPRESSAS OU INPLICITAS, RELATIVAS AC PRODUTO. A NEDTROMC NAOSERA RESPOMSAVEL, POR.
QUAISOUER DANDS ACIDENTAIS OU INDIRECTOS CAUSADOS POR QUALOUER UTIZACAO, DEFEITO
wmawmmammﬂomm“amomm

As exiulies o imiagBes acime defiaides nlio se destinam & inkinglr sstipulsgtes sbrigetisins dn lei apliabvwl »
ko dovarm ser intarpratades como tal. Se siguma pavie ou terve dasts mrvincis de genniie for considerado legal,
sk anacativel o om confille com a lal agliodvel por paste de wm Wibunel de jyriadicho competanis. a valldada
e restents rentncie de geraniia nilo sech sfectads, devendo todes e Jinlios & obvigugles ser erprstades »
emcviados come 39 suia renincia de gareniia NS0 CoNtvesss 3 Party 0L $Ame particuler considerndn Imiiido.

32 inshwpies de uliizessc  Porkigule
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Ortin Tanwm

Bu hanOferin yurnugak uglnn va kil digl Suerier! varir. Cogiili moduliar, lmntidan geri akeg Salsyen fek yonit) bir
venays ashiplir. Beny modeliorde mdyopak govde veys bant sumulur ke, Seid 1),

Starl, non pirejenik, tek lslenwmik.

Kullanwn Engliasyonian

By kandfwr, kardipwpuimoner baypes carrahisl veya veskiier catehi swastds ven grefinds parfizyon
perpeideglimek veya greft igin kuflandacak (oplenwsg yende sizinkiann konming yahme olmess ammcryles on
fazin ol seate kader (voya dehe a7) KilisvimaiGrare endiwdir.

Kontrendikasyosler

Bu cihaz ywkends belikSien durumier dapnda iullanimak Gzase Deligiraanigtic.

Uynniar

Toplansmg bir vendek sziniier: kenirol simek ioin dames Kaniil lullaswiiian 80 derecs dikilll chuwwabdyr. Ag
besing hogullen slhade demar yirsiabilir,

Onlemier

Set: Uygun camahi prosedOrierin ve telciiderin seclimesi habimin sorusiulnjundueds. Aslablen prosedOr yelneca

Glighendirms amectyls verfimigtir. Corrahiar, prosediedn uygunisiune kendl bl aiimissine ve deneyimisrine ve

uygulnnms sl presedirln (rine Qs dedeslendimnelidyy.

Kerdiynpinjl chniiisinl iniize adeshen, hameliz veyn damar hasan riskinl en atn indinmek igin cerrahl teimiidarie

tulerh olarak mOmin eslan en diylk baswsplen iallanm.

Redlamadan dnce dames kan@iindeli l0m havey! \ahiiye ofin.

By cihax ek bir havieda Suullamdwak Qoo taasrisvaytyr. Bu Orond yeniden Sullenmeys!, u—-wm
chazn yapas!

Advers Elkiier

Su oihaz, lm ekatrahorporesl kan sislern chaziannda oldudiu gikl, anfakelyoniss, kas kuybe, trombila olugum,
arvbelik cleyier ve ywinden gicme gibl durvesian de ipame, anoulk bunierts sunrh olmryas sl yan olidiers sahiptis.
Kullanwn Tallvwiionns vywiraachi taidicdy, dumescie hasar ve ponhaiyon yesinds hompiikesyonier elugabillr.
Kullansm Taltmatian

1. Asbalej ve 8e8ad haoer ve son ulitawne tarihi balomendan kontrel adin. Hasernzes ve 308 kufiosus terik
Qepmamiges, ambaiaj spm ve aseptik Iainid klanarak kanGi0 stevd slens akiune,

2.  Damar kanDil toplenrmag bir vendeld sezmisian konind edmek amacryls inliantyoms, kaniil shirl aalin conaiilel
colduirng bir gnngeye badisyn. Venia bir ucuns A000miuyin ve damer lirsiiinin Ut venin Boi ucene
tolon. ICanliGn demarda Knkaewn Sedamek ipia damunn ve KandiDn covresing bir parpe s0M0r bajinywn.
Daman yovages stovit salin poasiiaiyie dolurun ve sk ohip clmadhn honisol edin,

3. Dawvar kan0it artere pariRzyen knfarviryorsa, danar Kaniind wyguiama seline badinys ve
kendide buvnabiecel havay! Wahiiye stmelk icin kandih hazwisyws. XenOil artere vaye van gralflinia yalonasl
uouns yerdegtiih vo arterde pefBZyOnun safiayacak olan en dhgOK hasnch slop salieywn.

4. Pyossdir temaminashkinn soncs an0iin bedlanhsum kesin ve hastans poliikasms uygun olasak ehien Ghann.
Agajudeid gersall feragat beyannames! ABD Deganciald iiGpieriiar icin Gogariidir:

Qarentl Feragel Boyannamens
mrﬁ‘r’“aﬂ SEREPLARDEM DOLAYI GEREXL)
mumm UYARILAR DAMA

Kiflonew Taliwoton  Tovige 33
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bu Gasasll Facaget Beysanarmnesi geceniz bukman 38y konusu bOKGMD ya da meddeyi igemiyormugcasine
YOumians ve wygalens.

34 Kollewm Tolimelen Torige
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Céni karvyin

Popis produldu

Tyts obval ianyly majl miite hroty & willind bickovecs lkancovity heer. NEidens modely majl jedaccesing vendl,
dary sabealije Zphindma tolas kanylou. NN modely nebleelf reciohontrasinl siine aebo prun (viz Obriank 1).
Stariini, napyrogenal, pre jadnorkzové poulil.

ndikacs pro poulil

Tyte kanyly (oo powlfvet ovaninaiind St hodin mabo mind bitvam chinepicelio skl s simotiinim oblkam
nebo vasiosdémiho chinpichibo z6iouin pm propidchnutl Zileio Sillpu vebo kanirols netlencelf v odebrané ofv,

kinch bude pouliia pro #lp.

Kontraindikace
Yoo zalizeni nend urbeno & findaw na vile wadensme pouliil.

Varovini

2vaiend pazemont jo Bahe vinaval pA poulivied céwnd kanyly peo kontroh netienosti v adebrant cive. Za
odminek rabnioniho hale mids olve praskeout

Driditnl upozormiol

Paxndanicr: Pouiill sprivsjoh chinsgicidoh vilond = technk pallf k povissostew odbowgch iikalti. Wie
wvadany postup sleudi pouae k inforsatnimn Gleibm. Chinug mus! zhodnolit vhednest viliosu na ziidedl viestnie
Micalakiiho vaifidnl o Zudenceli o podie typu providindho chinrgichiho zhiwoln.

Pllinhuzrie podivind hardioplegicielive rozieky poulivelie fan rajalZil ek we ahowl & ahirusgichou ischaliou,
atyynie minkmelirovsll iz hamoifzy nebo poliazend obv.

Piad plpcjenim advedie x clvei kamyly viechen vaduch,

Tolo zaftzen jo utBens pre peudil pouze ne jadnohs pacients. Tants vivobel aapoutivalie ani nestaviingie
opsimvand. Opalovens pouli, titsial nebe siariizace rechou porulit strldurdind indegeilu produkiu enebo
Zpimobil riziko kostaminece produikiy, cof by mohie mit 2 adeledek vanini; onemacnial nebo smet pacienla.

Natidouct OEinky

Tole zafizeni mils podobnd jelo ostainl soudteti wystimll pre minobiind keevel 0bSh vyvolet plipaded
naksdowal Ddinky, mesi Kiank paill miseo finé infakcs, 2irits leve, tvavbe trombd, asbolle a disloksos. Pfi
nededeiani ndvodu k pouditl wekks dojit k polikozent obvy & ke hompiacies v misth asvedent,

Nivod k poutit!
1. Zxontrolyie, zxin nenf obal nebo produikt polisozen, & mmuﬁpmm-m
prodid, cteviele obal & plensste ji sseptickou echnikou do sterindho pole.
2 mmlmumwwowm plipelie kunylu e siffcados nepindnéd
sterlinien fyziclogicicien soziolesm. Ocvadie jadan kenec cvy & vialie ot ol kenyly do clevieného konce
oy Kamyba v obwvi plipaniibe pomock siehu. Opatm napiite odw lnsdiophegickim roziokem & zhonohfie

3. Poultvide-§ cldeni karylu k promgvin tapny, plipojie olwni kenyiu k scuprav pro peddviel & nephils knryhy,
abysie odveds viechen vaxiuch, Ker} mile v kanyle bjt. Limisibie kenylu do lepny nebo pradisiiniho konce
2B Mipu a proplachuite co nejet2iim molwjm takam, Marjen jo modno plishdleim spiecben pront

4. Po dokontieni postupu odpajie kanyks & 25cvidube i podie prishulirich poatupd zdvavolrnichého zafizen,
Néslodulici odmitnall zhruk 38 vzishaje na zikazniky mhno LSA:
Ottt abrak

Mumnmmﬂmgmaum
:mmmmm m‘rm SYIICicH VYROSKU
PosxyYTU PODROBNE S

Néwodkpoutt  Cosky 38
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Vijiemky & omazen] 208 uvedend nejeow zanilena & semejl bt v razpos) 3 plaingm ustanovenim razkodného
pritva. Polani-bude ieesiikoli 3det nebe padminka tohaks adwimsf 2isuk shisddna phelulngen soudam jeko
peokipesvnl, nevymuilieing nebo v razpor a plishulimjws prinimi padpisy, nemd  vily ae plarnost zivvajici 2ael
toholo odmitnull 28nuk & viechns prine a ivarky budou chépény a upleiniey tak, jehe by loto omitnul zivuk
necbeshovelo leto koniedinl St nebo posminias, kiarl byle shiadina neplainou.

36 Névod kpouti  Cesky

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




2000/0CTI02 st 201 p.m Doc sumber: MBI 132A001 Rev. A INOTT]

DLP*

A tormik loirisa

A vinakan0idk puhs heggyel és 2iwidd amyaleer-caatiakondvel vannek elliive. Tobb medaiben is magtaldivtd
a viszndrarmibet gd) egyuins 2eiep. Egyes Spusck sugiriogd hiczel iieive musiwrrel elldiotink (Med a2 1.
beit).

Az eazktz sherl, nom pogin de agystwr-haxandinire azoigll

Joevallatok
A Kcam(i0K swssdamen hadiess vagy rovidetb ideig 15ritnd henzndéain valdk sxfv- b Kxi0ij bypass Setve
drvandazer mlitakhez, vinds graft StiramoliatSedts vagy a2 arve KjeiOR, befogett wine axtwirgiednek

ENonjuvalintok
Az anyiiz u foniiakiSl alidefl odire e hoszniihald.

—Figyoimesistiook
KtSndie ktetukinthonsl kel alidmi, ha & winalantil Delogolt vine sxivivpiseslienirzéedm heaznijdk. A vias
orls myernds hatbednn kiszalndhut,

Ovintimipdipek

Magjogyais: A magfelels ssbiszell eféninck ée méduzursk sfcaimazies s szakiorvos-elsiissdge. A bemulatolt
oisfie cook Wjdinxtald jafingd. A mbiax fuliianigs axis, hogy hipestiniginek és inpasateistinek, Setve 8
miliéll megokiisnak englieiSen mivegele as ofitie afiabasshalfadglt

KaeSiophigide cidet sdagoides eeedin a sebdaz! technindiical Seszhenghan & inhatl Inghissbt wyorniet sficeimezza
2 hamolizie és az dvkirsacddack minimaliztidsa driohiben.

MiolGtl behding & virukaniRt, &ree az Sesaes lovaght

Az esxhbet agyeiion belegen vald heszndioira tervezidic Thes 8 termik imndinl fulhaszndiing, Girafeldoigonian
4 Ojranteriizidion. Ax dpufelhaczndide, Grufelivigonts és QrasieriRziiis sonin a2 eaziic azedkeanie
magronghiddhel deviagy ax aszidiz sxarvyaailé withat, ami a belag sirSidebhaz, meghetegediéedhes vegy

Baividmények

Az sazhix slipimarian mis exirsinpertls vishernguls rendemsrsihas hessniien jirkat s2ividabinyeihel, gy

19bbek kOzhi: fertiole, virveutieety, wWirrdghipzidie, smbilide ssembnyek ds siszinichoid hockionts Mphet fel

A haazndiati Gmutat) figysimen kival hagydea sestin & punhcite helyen deiclsosodis 66 lompliaholG

kSvelicazhetnek be.

Heszndlalh dbwutedd

1. Elenletzze a coomagoliecn de » iermdiien  lejirall ddtumat, &a vizegilie mag a caamagoiiet, Betve s termik
dpadgét. Hu nince sdrtida, 4 ner jirt is-a aravalossigi id8, bontan fol & caonmagot, és aspapiia hisrGmiayek
KOzt helyegas & kanGite-sterd mlle lnrOiolve.

2. Ha m winskanOR belogotl wing axivirgie-eliendeiedes haszadiie, ks b a kan0l agy sherdl stokistie!
megioliit fecelvenitvs. Kdsss ol & vinw egylk vigit bsTessze be 3 kondl hagyit o wWina aylistt vigibe.
Gaomézzon ey dered sabészilonalst o vine és & kandl Wirk, hagy & tumill 5 windben ivise. Ovetessn e
Jol & véndt sterl s6oidettal, de sleniirizze, nincs-e sxivingls.

3. He sntivie parindithadra hasandlie » kandt, koese ré a kaniit agy segicdhiazinire, 4 Sitse & beidie ax
Senpes loveglt, Helyarze a fantll az artididba vagy a vinds graft preximilie vigive, és at aviicia maglelels
porkmdiidodhoz u luhetl leghinebb nyomdesel inditss of a2 dramidet.

4. Ax oljinks vigaziival kicss io & knnlt, d¢ a kirhix gyakoriatneic megivieiion selajiexae lo.

Az 0idibbi feleiSeséghtzirss ax Egyestit Alemok terBiigsty kvl viedriokra vonatiuoxii:
Fololfapdghinizia

HOHA A KANOL (A TOVARBIAKBAN: TERVEZERE, QARTASA &8 EnTiESITES ELOTT

m&mumom , ELGPORSULIAY, HOGY A Yanmix xOLOed23

ONOKBOL ESETLED NEM LATJA EL IGELEGITOEN A FELADATAYE A TERMEK CHAKEN FELTONTETETT
- FIGYELMEITETESEK INFORMACIOKIAL BZOLOALINICL ES FELRLOSSEGIIZARAS

Hexndlall Givwislé  Magysr 37
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SEMMN YEMJARLINDS VAGY ICOVETKEIMENYES HGARENT, LEGVEN ANARIOENY ALAPJA
SZAVATOSSAG, S2ERZNOES, SERDODEIEN KIVOLI KARCKOZABVADY EQVES-108NY,

A fornti Nztrsecinak és koriiieziscinak nem az a chija, hogy o vonsikond jogutubdiyok kdlelez hetliyo
rendefceziesivel-ellentitbe karfifon, gy Syes inimpd értsknaztensk nincs helye. He & jeien felaiSestphizivia
bérmely részit vagy poriiit Muidins birdedg jogaiisnsenel & hethiytalennai. vagy a vonetioad Wevinysidel
allontiteanek mondja &, & eieiSendghizirts fervmanadd rbaait az nam drintl, s mindan jog sa iilsiesetiedg 40V
Sriolmezendd és tartends ba, minihe & jeles falnifesdohizieds new tertalmaznd oz drvisyteloniioll rGaxt vy
pomiet.

35 Heszndiel Sbwutetd  AMegyer
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Kauonn oan COCYAOS

ORecRme 1aNanun

SHontien REIDSIM AR COCYAOS NMNICT SUATTIID HONRHIMHAND! & CHTITRBNISLING DINTORMD FSORORCINE RASLSML
Hecutmam mosaatl OCHENSHL GRNOCTOPONIN MASNON, IOTORMA APOACTIReNSSY olipamash sotes

FUPEDCTY & SRS, Y MINOTOPMS BRSNSl NSITOR DeITTRROINTHACTH A SOPAYE NN VTUO (Cas. Pucynox 1)
CUuCTomms CTOPINRNG, SAVDURSHNG ) NPARNSINENENG ATV ORMOADETNOI NCHIMINRRA.

MIOKASRNNN K NPNMISIIINNGD
m“mnmnmwmpmmn”
5O EPEEN SPYPNMa0nd ORSRELIN § PNCRORIID! MAKYCCTRONMOPD IPABOOERRININ, NGO NPV OREDELEN 18
COCYIVN IR POy SRHITHON WYHES AN AR RPOSSPUN 1 YTy SIITORO AN WNIMPARMSIA GParnienTs
8

NEOTHRONOKEISINN
Aaencds yeTPOACTEO MONNC HORG/AIODETE TERMID RO MEIIGMNE, YREANHOMY BULUS.

MpeAcCTapMNINN

B0 Epeam APEDAGIN HD YT SISO PN WYITHPORRMAR PErMSNTS SOkl G NOMSUNS RO A7 SROYRON
onesyeT CatiuaaTy (palinncmd OCTIPOIMOETY. (PN ADNNENHENNS iGLIICIOND ARRAEHAR SONHE MOMPT AOPBETICR.

TPOPSCCNOHMMNNS ORLITE N MEMPNLESR ROJFTTOREN, S TRND C YHETON TNS BUnONeUed Jpypnemcend
amepaLpnL

Fips S e SAQAMSNASNEIIIID DECTEORS MCROMIYTE MINNNIEANG SOMICTINDS ARENEHIS § COOTRITGTRNN
€ RPIMSIRASAILIN XTYDIVNSCIANN MOTRABIN, TO00 CHNTIITL SEPEATHOCTE MOMOMEID SAM SORPRINEN
COLEALS.

Topa RORCOMPIISHASEE NG EMNANN 3R SOOPROS MEoypmes FIRmmrs Buch SR,

Aeion YEIPOACTIO PECCHHTENG TORLAD HB QUFORPETHOD HENDRLIOMINIE. J0NPILINETON NONONLIONETS,
OSpABATMIATE AN CTEPNNMICEETE ARINOS NARSANE IOFTOPHG. FIMNTOPIMIE NCROALIOEEHAD, SOPHTOTI e
CTOPNANRIBLIN SINYT MAPYLIMTS CTRYKTYPNYTO USNOCTHOCTS YOTPORCIE WIN CORBTS YTROTY 470 Wl MPOMIN,
TO MORIST RPUIBCTH K TDARE, J050NEOMHN KMt TRISTY NOLPISHTS.

W ZpITnOKBLN, TIPN HECOGMAQNEHS ABHION MHCTRYILIN NO JECARYETALIN SOIMONNAS RORPEMANNA COCYAR B
OCTICHSIBINN B MECTR TyVIRI

HCTPYRILDIN PG JRCHNYRTALRN

1. OCMOTPIHTE YREROSEY W KNI/ HR RPEZRIST ROSPWIRSHM M NCTEUSMIEN CHONE FOAMOCRE. ECinl Roapannems
OTCYTCTION, § GPOK FORMNECTH HE NETRE, SIRPORTE YRENOEKY ¥ NOMCTHTE KRHIGIAIC B CTERISLIOS AONS C
oolmonnnet TROSOBRNWE SCRITIWIL

2. Mpw NaNOARICREHIN NINRENN AN COCKAOE B LI ADOBEMNS! MR YTRULY RAATONS AN WHTHPOBENA
GPArMOKTE BSHL RORCONPISFIS ERHIORC K ANPWLY, HERDRHAHHOMY CHEMALNWN SIIpacTROpol. OTpesate
NONIK BOKL 1 BCTEEOTS MAMEHIRE ERMNOAN AAR COUYANE B OTRPAITMA KOKSL 88t OfammTe OTPEI0K HTH
BOWAT SBNbl W B0, YTODM KRHIGRR XASPASEARCE & BaHE. OCTOPOND HENCRMITS BINY CTORNLIGM
SUIPACTIOROM N NPORSPLTS HE YTEHY.

3. (Ipe NCROMBMICEEMNN KNI QA DOCYRDE SV REPHYIING SPTEOMA NGACONUNMTE KRGO AT GOOYADS K
whyaucHiol CHCTONS 1 HEROIMIITS 64, olias i) CRHIOI BLNEAN BICH SONTYX, NOTOPMA TEM MOMST
MDOTLGN. BCTASSTS KINO/MNS § SPTURNES NS NPORAMEMEHL HOHBL REKOSNOD WHHTE # Nofaselive
PECTROP ADH MNHIMEILHE BESMONNOM AMSREIN, NOOTROOMMOLS A% HARNSINSS NEPGYIN ApTepIn.

HNOMpYRAS 10 SRCRAYSMINEY  Hib pyocHos Rame 8
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HacTonugmil OTIRS OF FApaNTHE PACAPOCTPENASTCR TONLED HE KRNSWTOR: HEXORNEPCR S8

npemanamn CHiA.

OTRE OTTRPANTIN

XOTA KAHIONA AR COCYAOR, JANEE VAIEHYEMAN 0 TEALHO CNPOEKTHFOBAHA,
TWPONIBERQEHA W FIFORIRA MCTIITAHMA, TER HE MEHEE, CYWECTRYEY
MHOXECTBO AFFasH S03MOKHOND CEON B PABOTE WFDWOL WHMEIIRNECA § BAFKRPOBKAX
MINENMA NPEROCTEPEXENHNA CONEPKAT GOREE CRERENMA ¥ ABNNIOTCA
HEOTHENEMOR AAINOID OTKAIA OT FAPANTIIN. NOITOMY KOPTIOPALIMA MEDTRONIC
OTRASMBAEYCA OF BCEX FAPAHTHANEIX AK NPAMBIX, TAK W
NOAPATYMEBAEMMIX, B OTHOWEAI SAHNOD MEDTRONIC HE HECET
OTRETCTRENHOCTI Hit 3A KAKME DPAMLIE, WM ONOCPERDBANHLIE
NOBMNDKAENNA, BONNGEME B FESYILTATE KAKODIOIME0 NCNONLIORAHMA, JESEKTA WIN

[BORLIMM/ICHIBHND HOSAMPIGMIN It OFPIIGMOHINE HE MOMYT NONNEATLCA NI NCTOMOBLBETCA TN 0Spalon,
YTobi NPOTHEOPENAITS GORIATEMRANLIES AOMOMSMIEIN RPNMSMASMLE! NPABOSSI MIpe. Ecrat Eaan-smiio wacTs Wil
YCAOBNS NANMONG OTVEES OT FEDEKTIM FRIGMNEICH CIRDN HOMNETENTHON IICAMRPE HAMMEDIHMRN, W
SMDIOUIIAIN HENDBOR ST W POTHEODSVAMIIN ASACTEYIOWINSY SARNIIETNLCTUY, OCTANLIER YT OTHEID
OF FRPOHTIN SHRST CHITFETION MStmlsh ENDNS0 CINY, o 008 NPAAS R SEANTAMCTES ST TOMOBECA #
APIERTTRIRHG OOSCNIMmETL, Kix 6w ot el OTERE OF PARESTIN WS CORERNAN OTRIIRMLX Yorell wme
YEROR, NOTOPRE GulAn ADNIHEHL! HE MEAMSUPINS S0NDHMOR DN,

40  HnCIRpYIKN 1D NCARYRMSU  He PyCtios: Ruee
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HUDA YUSUF

Inatructions for Use + Mode d’emploi + Gebrauchsanweisung - Instucciones de uso
Gebrulkssanwijzing - Istruzioni per 'uso * Bruksanvisning - KiiytiSohjeet
Bruksanvisning » OBnyleg Xpdong « Brugsanvisning - Instrukcja udytkowania
InstrugSes de ulilizaclio » Kullanim Talimatian « Névod k pou2itl » Haszndlati Gmutats
VIHCTDYILIMA NO ST RTaLIN

@ Coution: Federat lew (L'SA) restricis this device 1o sele by or on the [ '
order of a physician.
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1 Enciymon nav o snxkra g ovonzvaoiog /
af symbolar pl emballagens maricalar / najdujecych sig ns elyidetach
opakowania / doa simboios nas stiquetes de embalagem / otikstindeid

Mithetd sximbdhmnok jelentdes / OGLACINNNG CHUBOROE HE MEPIIPOGIEX YRENORN
Aol o the outer paciage label (0 sue which symbole apply 1o this product / S elbeer & Filquelte sur Fembainge
wtiriour pour sevois-quels symboles vappliquent & oe predull / Weiche Symbols for diassa Prodiie zadrelian,
oninshman Sl bithe dem EVhelt saf dur Vespackung / Coneulle Ia eliguels del emvane wxlerion pets
qué simboles 500 AplCIbNS & 6600 Droducto / Contreleer het abed op de bulerverpakidng om e 2ien welke
symbalan op di product van toepassing ziin / Vadue l'stichatia sulls confezions ssteme por sapere quall simboll
uwum:uﬂm“wuammmmmhﬂ
produkiet / Kateo uthopakiauieests, mithl sywboll oshevat it hunisiin / Se atieiien pi yiedOrpackningen 1o
de wymbeler som piiler detns produlit / Avrpdac o crmlta ¢ ciamepuols ouoreasios Y vo Suis Trod...
oopfeia agopady aued w wpoldy / Sa mesrkatan pd dan ydine embalinge for de syrbioler, der guider for dethe
prochid / Nalaty sapoaneé iy 2 alytdelq na 2ewngteznym opalioweniu, aby vkrediie, kides symbole dolycy
WM,W&MM‘.W”-"M.‘”.“
Hengs eembolienin ambale) elfiwiine Podie $8:0 ne
produto e nhp::lmw h bagvurun ’
oeomagoiiscn Ildattl / Cus. 4O YNENOMND, HENMS CHEIBOMNL) APMMARNIMAES £ SANNIMTY HIAANIND

Condormitdé Ewropdenne (Eurcpuaw Confarmiy). This sywibel mesns vt the device ully
oomples Confermilk Ewropéenne.

YREGE Noapyrogania W!MIWIWIMMIM
pyvogent/ Pyrogeeniion / Icke-pyrogen / M wwpstovdvo / Noa-pytogen / Produid
niapirogenny / Niic plroginico / Non Pirojenik / Nepyrogannt / Nam Firogin / Asporeso
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Starfiend Using Ellvylene Oxide 7 Siielisation par wiyte d'dthytine 7 Wit Elivylencedd
shriiolert 7 Esteriizado mediente Guddo de stlanc / Gesterlisnerd met elirylesncoids /

Starlisarad wed stytensedd 7 AROSIEIEVO it Yyuhon atulsvolubiou / Steriiserel med
atytensodd / Prodult slerylizownny tardiem stylenu / Estarizaco com Suido de efilano /
Eilan Okait Do Sinviitze Edimiglr / Sharllzovins stylencsidem / Bthin-cedddnl sindiiziiva /

CropunmaossnD STRASHONOMIOS

Do Nat Reuse / N pes rduliliser 7 Nickt wisderverwenden /-No-reuliitzer / Voor ddamalig
pobrulk / Non riulitzzare / Gave for angangabruk / KertakiiyliSinen 7 Fi inte dlecanviindes /
M srrvcemowcrrondne /i Bde genbruges / Prodult 4o jednorazoweg zastoscwania /
N0 reuilitzer / Yaniden Kulanmaywm / Nepoulfvat opsimvend / Kinleding agyazed
hagendieing / He #ondnbhIONSTS NOFTORMS

Do Not Resterftoe / Ne pes restidiisar / Nicht resieiioloren 7 No sessteritanr / Nist
horsiadiisaran/ Non reledizeare / Sicad idcs sterfiosres pi nyit ! El sos sadelinemainciivide /
il inte omeinriisarss / My twavawooTpGren / M Siw ro-sleriiosrss / Nie nalety
senteryitzowad / Nio reesteriiizar / Yenidon Sieritas Easyin / Meprovwidiit restaritzac! /
Norn deanteriiztMeth / Ho CTRDMWRAIORETS NOETORIY

Use By / A ulliner juscps'ss / 20 varwanden bis einechiisSiich 7 No ullizar deepuids de / Te

fut on mat / Duta df scadenza 7 Siste fachrukndain / Vilmainen kiy80paive / Fiv
arvendas I och med? Huspopmvia Mgt / Kan anvendss il og med / Data wainogd /
NEO ulhizer depois de / Son Kullsrame Tarthi/ Daten pouliteinosit/ Lejéeal / Micnorsossas
|

Lot Number 7 Numdro de ot 7 Champennemmer / Ndmaro de iols / Parijnummer / Numsno
@ lolio [ Lolnummer 7 ErSnumeso / Lotmumer / ApilBiyts rapiiag / Periaummer / Numer
partS 7 Nidensoo de loks £ Lot Nusatast / Clalo Sarde / Télelszim / Houap naptwe

Quantily-; Quanité / Mengs { Canticiad / Aantel 7 Quandith / Antall / Ml / Miingd /
Tioodwpa / Actal 1 Nedt / Quaniidede / Midar / MnoZstvi £ Menmyistyg ! Kornwescrso

Caulion, Cansult Acoompanying Decuments / Alention, 58 siliesr sus documanis joints /
Achiung: BagieRdolamentaiion baschien / Precaucién, consulls Is documentacién que se
wiunﬁwm:m wader i document allegell /
Obel Se-medisipends dokumentar / Huamio, Kknteo cheiset selakidet / OB61 S
medifands dokument / NMpoceyxs, cupBoulsuwin ma awoltvnnd tyypoga/ Forigtpl Se
z

Far LI Audiences Only / Ne s'applique qu'aux Ewte-\Unis / Gilt nur Rir Leser In den UBA /
S84k mplicable en EE. UL, 7 Aesn van lospasaing voor de V8 / Esclusivamante pes ¥
mercalo slalunionss / Glelder hare | UBA / Koulme vain Yiiyevalioje ! Giller andaat |
UBA / Mévo 1o Treidres sveig T HILA, 7 Gaider lan § USA / ks Mierkde’ w
UBA / Apenes aplicivel nos E.U.A. / Yainizes ABDrdeld Kuflsroder igin / Peuzs peo
uiveiels Z USA / Cank agyestlt dlurmeibell folvasandidhnak / Tomuo ana CHIA

dopuszcaaing]
toploty / Lagrnagaashsh tdraliei hmiredidet / Toamepatypa e Ml
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mm:mam:m:mamt
w:mam Katalegnummaer / Lusislonuman /
Kutmlognummer / AgBubs ualdyos / Ketalognumener / Numer kntelogewy / Namere de
ontiings { Katalog Numerns / Katalegove Sisiv / Kataligusezim / Howep no xaranory

Mamdaciuser 7 Fabricant / Hereteller / Falwicants / Fabdkamt / Produlters / Produsent /
Valwiatajs / Tlivartuse / Kovaowsvacs 7 Febrant 7 Producsnt 7 Fatricants / lmaleips /
Vincbos / Gyind / Fponssammans

L

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




| 2000/APR/21 of 4:34 p.m. Doc number: MB34622A001 Rev. A [NO17]

31002, 31003, 31102,
31108, 31104, 31106,

Figurs 17 igure 17 Abbidung 17 Figure 1/ Aveelsiog 1/ Figure 1/ Figur 17 Kuve 1/ Figur 1 / Ecdva 1/ Figur 1/
Rycina 1 /Figura 1/ $eid 1/ Obrkzek 171, Abre / Pucyson 1

1. Radiopasue buld fip / Embout bulbe, mdie-opaque / Ronigenkoniasipsbends Spitze i
Rosgenondoorisetbens

mrwwq:mw hrot / Sughriogd kitbitedds hegy/
PONTTOHONONTRECTHM TRYUISOIIHIA HONNINMNK
2. Polyurethane hubing 7 Tubs en polyurdthans / m:mam:

MomypeTakosan TpyGice

3. Wingud famale lver lock connector / Connediaur lusr fameile & slteties / Luer-Lock-
Konnalkior, weiblich, mit FiOgein f Conactor 36 blogued luer hembre ton sleine / Vwouwsiike

met visugels / Connagiors luer lack femmine con elelie / Lusrdock-

huaniscbiing med vinger / Sivalinen Nearsspucings luer-uidcolilin / Lustockionneidor
{hone) med vingar / Bn\vsic oivBcopog acpdiaons luer e FTEpia 7 Hun-luarkoanakinr
med vinger 7 2eieid iczrak Lanr 20 skrzydelicomi/ Coneclor uer lack Times com ales.LKaneth
digl loer kilidi konekirG 7 onekior 5 Kiidéiky s valiinim zévitemn typu Luer / Szimyes
anyslusr-cestiakord / Oxatmmaoupl ospoRcnid Sertosoll PRTVEN C RDNNMILARN

4. Smocth el fip 7 Embout bulbe, souple / Weichs Bpitze mit VerSidang / Penia de bulbo
suve / Gladde boivormige punt/ Punta s bulbo kacia / Glait eidermat spiee / Sled paliokiid /
Mjuk apets med buld / Acio SoifloaiBic dxpo / Blad pmreformet apide / Giadia koficbwia w
Ieaxkaicie allwki / Ponts mole em forna de bolbo / Yumugek ampOl ug / Hiadi) hiavihowy
hrot 7 Sime kidbitesdd hegy / Mnagmell rpywessgynill HEmue s

5. 20-gauge slainisss steel tubing / Tube an acier incrydeble 26 gauges / EdeletahirOhrchen,
26 Geuge / Tubo de acsrv inoxidubie de 26 geuges / Rosstwijstaten fubing 26 geuge / Tubo
in accislo inossidebile da 25 Paugs 1 28 oauge-e¢ | RustirRt skl 7 20 gaugen puthl,
ruoelumatonts lerkets / 26 gauge-1ir av resiit skl # Tuakiwicy) Sayatvpou 26 gauge awb
avolziSuwro yahuPe 7 28 geugs rev of rusthit skl / Dven 2o stall nisrdzewne) 28 G / Tubos e |

Conactor hembre a presion / Veouwelce 1Connetiors famming 3
scorimento / Huankontekt med akileate / # Konnehior (hona) /
Sapumic SPOpUOYAS Ptcxo oAloBnon (ellp ) / Hun-slipkonneidor / Weswany

Uvicopog follp
2afeki lncznik lver / Consctor fimea de ajusie dealicants 7 Digl gegmell honeleor /
Nasunoveo objimejici konekior / Ricateztathalt cestiekozd (anya) / Comawmaoupd
wonycrasl praaa
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Artaricbemy Carmwuln

Preduct Description

The MA Jinternsl Masemitvy Artary) Caanuis cansists of s plastic females sip 1t connacior and 25-gauge stainiess
sinel Wubing thet erxis is 2 1.9 bull. The Astaviclomy Cannulas consist of 8 plaslic winged famale luar foak
connecier with 8 leagth of polywrsthane fubing that ends in & rdiopague bul tip.

Sterfie, nonpyvoganic, single uss.

Indisstions fer Uss

Thees canmdes are intended for e pesiusion of cerdiopiegie sohulien divectly inte & cardiac bypass grall or anary,
ww%ﬂhhwmmﬂ & vasodiisior. Theee devices are intended v ues
w hours or

Contrindicefions
Thia dovice la Aot ivended for ves emcepl as ndiceled shove,

Wemnings

Thase saanudas may act be delactable on Xx-5ay i S0me cases dus 10 e variaaces in anatomicel densilies and
Ry inchniques.

Precaulions

Natec Proper swpiosl procedures snd SoRIQUas 298 the rapansbiity of the mesical professions). The descrbed
procedure le Asminhad for infornalion purposes only. Surpeens wust sveiaie e spproprsiances of e
procedus besed on thelr swn medicel ieining snd ssperianas, md the ype of segiosl procedure.

These cannules 0o denigned and intandad for singls wee only. DO NOT REURSE.

Adverse Effects

This devioe, as do all sutmcorperadl biood system dovioss, has peseibie slle affects which include, butl 2 not

Similed ¥, infaclions, hivod loss, Brombus fosmetion, embolic svants, and dislocation. Viessal damage and

conploations ol he punciuss site mey coour f the Inslruciions for Use ve net Rllowed.

instructions for Use

1. Wepect the package end product for demege and piration date. If undameged swd unepised, open e
package and transfer the cannuis onte $he sherfle fiekd Ullzing an espiic Ischnigue.

Connact the canmia i e oardiopiagia solulion delivery kibing or & prossurs sensing mrings.

Prisws the cannuis 10 remove avy air befove perkusing the typess grakt or arlery.

Camlully Invart the canniia inlo the tegel vesssl using cowtion 1o avold any trmama b the inlnal Iima.

Slowly incresss the flew ie the desined cate of he MuSmum kns prossurs prescribed by the Swpson. When

z.;:.mmmmuw”nmbmp“ww“n

or
6. When the surgioal procedurs is compisied, diepose of the cannuls scconiing 10 hospitel policy, DO NOT

PN

The following declainmer of warranty applies 10 Unlied Siates cusiomers anly:
Disclabmer of Warranly

ALTHOUGH THE ARTERIOTOMY CANNULA, HEREAFTER REFERRED TO AS “FRODUCT” HAS BEEN
MANUFPACTURED UNDER CAREFULLY CONTROLLED CONDITIONS, MEDTRONIC HAS NO CONTROL
OVER THE CONDITIONS UNDER WHICH THIS PRODUCT 16 USED. MEDTRONIC, THEREFORE DISCLAIME
ALL WARRANTIES, BOTH EXPRESS AND INPLIED, WITH RESPECT TO THE PRODUCT, INCLUDING, BUT
NOT LSTED Y0, ANY BIFLIED WARRANTY OF MERCHANTAINLITY OR FTTNESS FOR A PARTICULAR
PURPOSE. MEDTRONIC SHALL NOT BE LIABLE TO ANY PERSON OR ENTITY FOR AMY MEDICAL
EXPENSED OR ANY DIRECT, INCIDENTAL OR CONSEQUENTIAL DAMABES CAUSED BY ANY USE,
DEFECT, FAILURE OR MALPUNCTION OF THE PRODUCT, WHETHER A CLAIM FOR SUCGH DAMAGES &
BABED UPON WARRANTY, CONTRACT, TORT OR GTHERWIBE. NO PERSON HAS ANY AUTHORITY TO
BIND MEDTRONIC TO ANY REPRESENTATION OR WARRANTY WITH RESPECT TO THE PRODUCT.

The enciusions and imitations set cut sbeve sre nol inleexied $9, and sheuld act be consirued 20 88 i, Contrmvens
mandsiory proviioss of applicable lew. I any part or term of this Disclsinver of Warranly is haid & be legal,
unenforosshie o In confiict wih spplicabla law, by & 0ouR of oempelent jurledicion, tha validily of the remaining

Mobvolone fortise  Engleh 5
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poriens of this Disciaimer of Warrenly shell ot be aflacied, and all righia and ebiigations shall be construsd snd
enforoed as It this Diacieimes of Wasraniy did-not ceninin the pariicular past of ke beid 1o be invalid.

The following disciaimer of warranty applies fo customers oulside the United States:
Olsslaimer of Wesranty

ALTHOUSH THE ARTERIOTOMY CANNULA, HEREAFTER RIEFERRED TO AS “PRODUCT™ HAS BEEM
CARBPULLY DESIGNED, MANUFACTURED AND TESTED PRIOR TO SALE. THE PRODUCT MAY FAL TO
PERFORM WS INTENDED FUNCTION SATISFACTORILY POR A VARIETY OF REASONE. THE WARMNGS
CONTARELD M THE PRODUCT LABELING PROVIDE MORE DETAILED IMPORIMATION AND ARE
COMMDERED AN MITESRAL PART OF THIS DISCLANMER OF WAARAMTY. MEDTROMIC, THEREFORE,
DISCLAINE ALL WARRANTIES, BOTH DIPRESS AND WPLIED, WITH RESPECT TO THE PRODUCY,
MEDTRONIC SHALL NOT it LIABLE POR ANY INCIDENTAL OR COMBEQUENTIAL DAAGES CAURED
@Y ANY USE, DEFECT, OR FAILURE OF THE PRODUCT, WHETHER THE CLATM IS BASED ON WARRANTY,
OCONTRACY, TORY OR OTHERVABE.

The enchesions and fmiationn net tut abeve o not inlanded ta, and should not be censirved $o a8 10, conlrevens
menziaiony provisione of appicable low, If amy part or fem of this Disclalmar of Wirsanty Is heid by any court of
compatant jusiediction 10 ba Magel, unesforcesble or i confict with appliasble lew, the velidily of the ramaining
posion of s Discluimer of Wsvanty shall net be affecied, and ol righis and cbiigations shall be snsinmd end
anforosd 80-§ this Dinciaimer of Warrsaty didl not contsin s pariiculnr part or term hekd is be invaild.

8 ineiructions for Lise  English
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Canuls Tartiviciomie

Description du prodult

La oanuie AMI (arthre mammaire ieme) 90 companss dhun connecteur femelis & glesamant an pisstique o Fun
fube en acier ineuydable 20 Daupes ou teaminant par i bulbe de 1 mm. La aamuls d'aridviclomie se compose dun
cennacieur luer famelie & slletivs on plosligue o FUR MO0 an PolyUrEiens #e SerMiInant per une aninimilé de type
Indbe radio-opacue.

Sticlin, npyrogine, & UsEge Wniqua.

indiculions Juliiisation

Cos camius sont sengues peur le perkmisn ¢ sehution de cardiopligie direclemant dens un geaiion canlieque sy
e wibre, sy poue I fnpege rrograde de Marties maswmaiss intarme Eire & Pelde Sun vesodiiatatewr. Coe
disposiils 3ont SONGUS PO une durde Culllestion muinmle de sl hewres.

Contre-indicaliens

Co dinposliif eat congy xhusivement pour ibs indicsions susrmenBermbes.

Avedissamenis

Dans corlaing 008, 008 canuias pewvent N6 pas S diteckien i fayons X on reison des varisiions e peramibires
anatarniques st des achnigues de radiographie.

Précaulions

Ramargus t fuilisation de prockdues i da tschnigues chinngicutss appropvides relive de le responsabiilé du
midecia, La precédure déaris sst uniquement deanis 4 Yire indiclll, Le chinsgien dokt dveluer fadibquation de
Twtarvantion an fonclion de sa progen fasmalinn ot de son spdviance méidicale. sinel que du type de prockdure
chinsgicale.

Cas canuins sont dealindes & un veegs wiique anchusiament. NE PAS REUTIISER,

Effets ascondeires

Ce diaposiif, comma fous low diepseiife wiilade en circeiation extrecomersiie, peut pravacuer J'iveniusls elfel
sscondaires, nolevwnent : infections, perie de sang, formalion dun Swombus, amboles ot kevation. Das isions ot
des complicaiions vesculnires su it Finjeciion pauvent se produire i ip meds d'ampiol #'est pas mepach.

1. inepacter fembaliage afin de diacier tout dormmage dventuel st de Wisifias a date de péremptien. 5§
PFembuflage ast pas endemunagd ot ol s duie de péremption rest pas dépaseds, ouwrir Fambaliage et
franslirur in cande sur e champ stirile an recourant & whe tachniqua sseplique.

Wbmth”maumu%ulmmtm
Amaroer la canule pour dvecus toule dulls d'air svant la periusion du greflen ou de Nedive.

2

t )

4. Inedrer pricaviionnevsament ks sanuie dene Is velssanw cible en prenent soin dviter lout Iraumetieme de

finiims Intame.

S, Augmanier pregreashvement ia dibit jusqu'au nivess souhellé ou junqu'd is pression mivimale de s Risulue
peuaceite par e chirugien, En cas d'uliiestien dune ssringue A capieur de pression, veiler & ne pas celer une
awpression ov & ne pas gonfler sumesaivament fertisw ou e grefion.

8. Uns fois ln procidure chinergicals terminds, jster i conuls confonniment su riglement hoapliaier. NE PAS

Las clienis on dehorsdedEtate-Unles peuvent avolr recours au présant dénl de garantle :

Dést do goranile

BIEN QUE LA CAMULETERNIMOTOME, CHAPRES LE & PRODUIT », AIT ETE SONEUSERENT
CONCUR, PABRIQUEE 2T TESTEE AVANT SA COMMENCIALISATION, LE PRODINT PEUT, POUR

Mode demplol  Frngais 7
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. PRODUNT, T CE, GUE LA PLANTE SOIT FONDER SUR UWE CARANTIE, (NIt RESPONSABLLITE
CONTRACTUELLE, DELICTURUSE OU AUTRE.

Las asciusions ot les Emiintions de garantie mentionnieschcisssus ne sont pas, stne dolvent pas, Sire iMarprities
cowme conmaires sua disposiiions obiigatebes des lols applicables. S5 une parie ou une disposiion du préesmt
dénl do guraniie devall Mre coneidirés igale, non epplionble su cortnaine & ks 1ol en viguais par un ibunal
compitont, i vaiiditi des aures disposiions du présent dini de geraatie r'en sevsil pes alfectde. Dens o ons,
tous alires drolis ot cbilgations seront inlerpritie ot applube, Sars lealr compie de la parle ou de In disposiiion
considdeie comme Sdgele.

8 Mode demplol  Frangais
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oLP*

Prodhikibsachroibung

Dle MA-Kantils (Artaria masynasia iniema) besteit ous ¢inem Kuneistof-Elip-F-Konnekior (waiblich) und sinem
I olvvar-3-aun-Vardickung ausiaufenden Edelviahhhvchen (28 Gauge). Oie Astariciomisiantien besishen aus
oo Kunstalol-Lusr-Look-Konmalior mit Fidgein fwelbfich] wnd einem In elser idnigenionirasipebendan Spikte
il Verdichmg susisufenden Polywethentiirohes.

Starll, pyrogenirel, zar sinrealigen-Verwendung.

Indiationen

Olnas Kaniies sind v dia direkis Zafde von Kaxleplegistioung v Bypase-Gralls adir Aftarien sowis Rr s
retvogsete Spohung der Inkeseligen Arteris mammasis intnens silhille sines Vimodiniators vorgasshen. Disss
Gorsie divion mastwal sache Shinden verwendet wenfen.

Koatraindikalionen
Diseas Garsit int ausachilefitich fir dis sben genannts Verwendung bestimmt.

Warahiowaise
mmmmmmm-mu—u
Kanliiun 1Snigenciogiach nicht 22 arisennen sind.

Versiohtemalnahmen

Miawels: Dis Verantwortung 10t dis Acwandung wad Elnhaliung gesigasier cparativer Manshwmen und Verfahven
cidiegt dum Arzt_ Dis beschrisbune Vorgeharmweins st ausschiiefilich 2u inkemuiionaswacian emsbaliat worien.

Disas Kantien sind sur i den sismaligen Gebrauch bestvmt. MICHT WIEDERVERWENDEN.

Essignisss und Disichation. Bei Missechiung der Gebrawohasrwweisung besteht dis Gelshr von Gelivasitaungan
und Kermpilalionen-en-der Puniciensstells.

Gebmutheanweisung

1. Oberpriion Sie die Verpacking und das Protid auf Schilden, und kondvolieren Sie des
Verwandbarkeadatum. Wean die Vrpacioung wnbaachiidigt und das Verwendbasalindatum noch aichl

UOberachitiien iet, finen Sie dis Vierpacining, und tbevfivan Sie die KanOle unber-Arwandung seaplisches

Tochalen s dus steriie Fold.

Schifstion Sin die KanDie an dis Zufuhriaiivng fir dis Kardioplagieloswng oder an sine Spuites mit

Oruckauineloner an.

Beliion Sis die KenOle, bevor Ste den Bypese-Grakt oder dis Arteris pariundiaren, wm eleuige Lkt sus der

Kaniis 2u antfarnes.

Fohwan 3o @i KanGle behutsam i dos Zislgeili3 sin. Achian Sie dabsi sorghilig darsut; jegiiche Verietoung

Oor Intions 2u vermelden.

Eshdnan Sie den Flues isngsam bis 2um gewOnechien Wil ixtw. 210 vom Chinsgen fesigslegiens mmimalan

Lelungadruck. Bei Verwendung sinar Sgritze mit Deucioaiasionss muss scrpNiig derauf geechisl werden,

dass (s der Acterie baw. dem Bypase-Gualt fuin Chursiiliger Dreck maiigebaut wird,

8. Nach Abachiuss des Eingrifs wuse die Kandle orimmgagemiil antaongt warden, NICHT
WIMEDERVERWENDEN.

Der folgende HaRungeausschiues gilt mur fllr Kunden aulierhelb der USA:

a s e N

TROTZ SOROFALTIER HERSTELLUNG UND VOR VERKAUF DURCHGEFDHRTER
TESTDURCHLAUPE 18T £3 MOGLICH, DASS DIt - 1M MACHFOLGENDEN ALS
~PRODUNT™ BETRICHNET - AU GROMDEN MICHT ZUPRIEDENSTELLEND

MEDTRONC SCHLIESST DANER JEDE AUSORDCILICHE ODER STILLOCHWIDGENDS
OENAHRLESTUNG HINSICHTLICH DES PRODUKTS AUS. MECTRONIC HAFTET WEROER FOR

Geobrsucheamweisung Destsch @
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- Heflungeausschiues
muwuﬁmammmmﬁhﬂmm»m

oind 00 usuiegen und durchousstzen, sls sslder fOr ungOiig sridivie Tell der die ungliige ~ -

Vorschi n dem eRumgasechiuss richt erholen.
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DLt
Cénula de arteriotornia

Owecripcitn del producto

Lu chmte AN (Arterie Mamaria Intema) ests consiihidn por un cenuctor de plisiico hewmibes 2 presidn ¥ un o

du noure inceddable de 20 gauges que lnsmina o% U Sulbo 49 1 M. Lae cinulasde artesiciomia asldn formmdes

POF WA GONSOIOS e DIGUIC Kanr hemben Con siplng do pléation ¥ UN LbD 46 PORNEIEN0 GUE IrMINE SN URE PNt

o bubo radiopacs.

Entiel, apirégeno y viliido pasa un solo use.

indicaciones de ueco ... .

Estas cinuias sl concebisies pasa i parkunit de sclucidn-de cardioplajie dirsctarmenis on us injerto o arterie

tmm © para of lvaxde retrigrado con Wn vesodiistedor de is srerie memaris IMeme una vez
. dissceionads. Esios diepasiivos esdin dissfiados pars um une minimo de sels horse.

Contraindicaciones
Esle Slaposiivo no estd dlesfhedo pare ulliencionss dislinies de s anlerioimeenis indicedee.

Advertencias

En'elgunos cancs, 98 posibie que Ao pysdan delecinne esins chauing on lee ediografies, dubikio a vaseciones
an lu densidad de las esbuchiras anelifmicas ¥ & las ticnicss radicligicas.

Modides proventhies

Noiz: Ls wiikzacién de procadimisatos ¥ thonices quickepicos apropiados es reponesbiided del profesions)
midion. E prooadimianin descrito 88 proporions excissivesnasts ook finss infarmativos. Cada dryjens debe
owhnr s covveniendia del procsdimiants segin su propia fosmadite y wperiancia médices ¥ a Tipo de
procadismiento quirdmico,

Estas conuise aslkdn concebiting y previsiss para un 200 Ueo. NO LAS REUTILCE.

Efecios adversos

Este Jiapoaliivo, & igusl que Todos les disposiivos de sistamas de circutaciia asiracomnérea, Senen slecios
seoundarics posibies tains como, ante. obos, infsccionas, pivdida o sangre, Tormucidn de ormbon, spinodion
emboiicos y desplaxamisnis. Puacen praduciess issisnes veeculerse y complicacionss an of ger de puncidn al
NO 80 siguen lae instruccienss de uso.

Instrucciones de weo

1. inspaccions ol amase ¥ ol producis an buscede dulios y comprusbe aw fecha de taducided. i Ao presenta

dafios Nl ha cadunedo, shea ol ermas y transllary s clssde ai-cainps astill madiants une ticaice saliplics.

Conscin is oinuia gl iubo de aplicacién de in aolucidn de candiopisjie 0 a una jarings semibie 8 ls presicn,

?m“h“m“dhwﬂmm.”dm.hm

inssrie cukindoassmants in ofauls an of vaso comsspendiants niendo auldado de eviler cusipuier aume on

& (ol indoma de |0 vane 0 ortrie.

Aumania leniamenis of fuje hants alcanzar of coudal dessado 0 i praaién misdma de ines que haya prescic

of cingano. Cuando uilics uns jerings senaibie 8 s presitn, lenge cuided de RO Sjercer wAS Praaibn el

© inflar desmnaalecs ol inferia © I srterie.

6. Una vax conchukio ol procedimiento quisirgico, dessche ia cinuls de acuerdo con le nommetive hosphelaria
aplicahls. NO LA REUTILICE.

Lasiguients Renuncis de responsshilided se aplien a clienies de fuera de los Estados Unidos:
Rammeln da reoponsabiiided

AMMIQUE LA CANULA DE ARTENIOTOMIA, A LA QUE HOS REPERIREMOS DE AHORA EN ADELANTE
COMO “PRODUCTO”, HA SIDO DIRERADA, FABRICADA ¥ PROBADA CLUIDADOSAMENTE ANTES DE
PONERLA A LA VENTA, EL PRODUCTO PURDE NO CUNPLIR SUS FUNCIONES SATHFACTORAMENTE
POR VANIAS RAZONES. LAS ADVERTENCIAS OUE CONTIRNE LA OOCUMENTACION DIEL. PRODUCTO
PROPORCIONAN MFORMACION MAS DETALLADA Y 3E CONBDERAN COMD PARTE INTBORANTE DE
ESTA AENUMCIA DE RESPOMSABILIDAD, POR TANTO, MEDTROMC REMUNCIA A CUALOAURR
RESPONSAILIDAD, TANTO EXFRESA COMO BIFLICITA, CON ARSPRCTO AL PRODUCTO. MEDTROMC
MO RESPONDERA FOR LOS DAROS INOSEICTOS O DIRECTOS CAUSADOS O DINUVADOS D8
CUALOGINER USO, DEFECTO, FALLD O MAL FUNCIORAMIENTO DEL. PRODUCTO, AUN CUANDO LA

oA ompN

imbrwockne o weo  Espaliel 11
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RECLAMACION BF BASE EN UNA GARANTIA, CONTRATO, RESPONSABILIDAD EXTRACONTRACTUAL
UOTRAS CAUSAS,

Lo woiciubiones ¥ imtaciones aniba expresadas na revisien ol prepdell de condyavenir las daposicionss
eutablecides por la leglelacion vigents, M deban inkerpralane de dicha forma. Ea al supussto de que
ousiquier parts o thrmino de la presests Renuncis de reaponsabiided sea daciarado por cusiquies trinal

Interpretindose ¥ aplichndose cuanios derechos y cbiigecionss se incluyen an alla como sl is
presents Aununcia de responsabilidad no contkuviara la pare o tening comiderado no villdo.

12 inslructionss de ieo  Espatiol
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DLP®

Arterictemiscenuie

Preductheschnijving

Do MiA-canule (Wiams Asiaria Mesenarin) bestasl sit oo plesiic weunstijin sipuansioling on son rosetvrijsialon
ubing van 26 gavge Met een boonRigs punt vars 1 mm. De arteriotomiecasule bestast Ul sen plastio viouwsiijie
Reniackasashviing on 6o polyarsihans Gbing mel sen rinigenandoonsaibare bolvommige punt

Simsinl, nist-pyreguen, vour sanmalig gebrelk.

Indicaties

Dere canuies Z4n bedosid voor mokisbeskes perhaie van caxtiopiegisopisesing In sen candiale bypusegralt of -
alagader, of voor mirograde sposiing van de wile inteme atuis mammars thet een vastvensijder, Deze
neinsmenien mogen wonien gebiulit voor operalies van mssimesl 208 Uut of minder.

Conlsn-indicatios

Dt sppuraat is wieluliond bedosid voor gebrelk 308k hisbevan is aengegeven.

Wasrschuwingen
Als gwoly vam verschilen in de dichthwid van Echsamastruchumn on in J6nigentachniaies it kel magali dal daxs
canuios in sommige pevmiien nist op rintgentolo’s wasmemnhaer zin.

Yoorzorgamastregelon
Opmarking: Da juiste chinsginche procadures an iachainima valles onder & wan de arls.
Do beaclhvwmn woit $heciig fer infernatie aangeboden. Ele chirung most de geschitheid ven de

procadus eveleeren op basis van zia of haar medieche apleiding an ervasing, on het 300rt chirurgieche procadwe.
Daze convies zin ulishaient onisorpen en budoshl voor ewanallg gabwulk. NIET OPMNIEUW GEIFUAKEN.

Bijwarkingen
hmmmﬁmﬂmm*&mm
biosdverfies, hrembusvomning, smbolische complicaties ex disiocaiie. Al de gebrulisingtruciios nivt worden
apgevolgd, ien @i leiden tot beschadiging van het blosdvat en complicatios rowd de sanprikplests.
Gebiulkusanwijzing

1. Controdesr de verpakiing an hat product op beschadigingen sn consolent de vervaidatum. Als of goen

bunchedigingsn zin en de vervehistium alet lo vantminn, spent v de verpaiiing on breagt u da canuls met
son shuriels inchniek over naar het stavisle vehl.

Siul de cwwie aan op de evesrtubing voor de camlioplegiecpionsing of ep een drulonelingespult.
VUl do canie om svenisels luchi 1 varwidassn vooniat « de geal of alagader parussernl.

Breng de aanule voorzichiig In hat hasogde bloedvat an let evop dat w de INma lst beschesigL
Verhoog de flow lengzaam 10t de gowensts sneieid of de mesimale ijndnik dis door de chinwg is
voosgeschwavan. BY gebrulk van aen druisnelingeapult moet vosrzichilg 1 werk worden gegesn om e
voorkomen dat ds druk in de slagader of grait 1o heog of hat voluns ervas i 9Rool WoNiL

8. Nadal de chinupische ingreep vollookd Is, GOl ¥ de canule wag volgens de duer het xiehenhwis
voorpaechrsver procedure. NIET OPNIEUW GEBRUNEN.

De hisrmavoigende ulisiulting ven gerantis gelit voor kiantsn bullen de Versnigde Staten:
Unluiting van gerentie

HOEWEL DE WIERNA HET *PRODUGY" GENOEMD, MET VEEL ZORG 18
ONTWORPEN, VERVAARDIGD BN OF VERKXOOP GETEST, IUNMNEN ER VERSCHILLENDE
REDEMIN T.0N WAAROM HEY PRODUCT SNET VOLOSNS DE SPECIFCATIES WERKT. OF

papN

De ulsiulingew en bapeskingan dis hisboven ulisengeasl Zin, e niet bedosid, en mosien niet geinierprelasd
warden aie sen inbreuk ep dwingende bepetingen ven és van tespassing aljuis wet. indien snig anderdast of snige
bepaiing van dezs Utiaiulling van gocantie d00r 6oh d0ertos bvougde rechibenk ale onsechimelly, oauvosdbess

Gebrulkasermfting  Mededands 13
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of in siljd med de van lospaseing zinds wal beschousnd word, zal dit dw geldfigheld van het overige deel van date
Lisshailing van on Duilon slie sechinn an plichinn worden uligelegd en ten uitvoer worden
gabmacht aivof daxe Ullislulling ven gensnBe ket deabeirsffands ongeldig verkiearie gedealie nist buvatie.

16 Gedrikseawsiting Nederiende
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oLp*
—Cannuls per erteriotomie

Dascrizions-dal prodolso

La connuie IMA (arferia Soricion inlerna) & coatiulia da un connetiors femming s scamvimants in plestios ¢ de un
fubo in socklo inomidublie de 26 guugs cun pints @ bulbo da T MM, Le cannule per ereriotomis sono costiulle
S N CONNONOMR et ook Svewing con alelle & di un fube in poliumiano che iewing con una punis & bulbo

Blarle, nen pircgenc, aschmlvammnis ANOUSO.
Indicazion] per Fuss
La canaute sono Likzzete par ls perfusions dirslia dells sciuzions eaxtioplegica in wn'areria o in uwn innesio o

bypess candiace oppure per Nrosxtions reirograda deiferteria tormcion interma Ebesa framile Fuso df un
. vesodistatons. Quiell disposivl devond saeers utiitzzall per meseimo eei ore.

Coniroladicazion]
N diapoaiiive pud aasere uizzalo unicamanie per gl scopl Seprs indic.

Avvertone

s alcwnd 0aal, lo connule pobIbeo AON sanere rilevists da LR SeRMS PHTIOAACO & Causa delle diverss densith
m-ﬂmmm

Precauzion

Mata: B personals rvedios & responssbile delf sdoalons delle procechies & delle fecniche chirurgiche corretie. La
descrizions delle procedise vieas formite unicuments & scopa Informeiivo. | chinaphl devans vahitare
fadegustezzn-dulie procedurs (n bese sl proprie lormezions ed asparienza madion, nonché sl tipo & procedwe
Cuesis cannule sone esclusiamenis Mmonouso. NON RIVTILIZZARE.

Effett! indesidorati

Al pari i iwitl § sishumi di ciroslazione paaguigne exiracorporea, il preseels disposiiive pubd comporiare alfell

oeliterel, comprandentl, irs Faliro, infezionk, perdite di xangus, formeionms di frevbi, sventi embolici ¢

apoatamenio del diapositivo sineso, in Caso df MancIt 08eervexions defle lstruzioni per 'uso, possons veriicars

dansi & complicanze 8 vasl In corispondenza del alio di inserzions delfago.

lstnuzionl per "uso

1. mpaziormse la confexions a il prodatio par veriicers is pressaza o eventusll dannd & per controlians ls det &
smdenza. Se non s rievane dannd @ la dele & sondenza Aon § stais suparsta, apribe ia confazione @ tresfardre

s cannuia aul campo sterile svvalendosl di isoniche wesltiche.

Callagare i cannula ol hibd di erogazions dells sokaions canfioplegion © 8 uUna sirings Jil risvemenio delle

prassions.
mlmumnmmummﬂmMo
deltinnesie 3 bypaes.

inoerire lentamenis ls canvwia nel vaso desidersio facendo alievzions 8 aon ¥sumetizzasn is pessie inliwe
Aumentare progressivaments  fused fino & reggiungesw irveiochil desidersia © ia pressions in Inee massine
provista del chinugo. e o uliizzs wne sidngs & rlovanento defle PRestiens, pRstrs stienzions 8 non
presmuizzass o gorfiare sccesshvaments fwiaris © Minnesio.

8. Altenine dela prooshure chinagios, smeliire ks carwwls in conformid alle precadure dells shuihse
ospedgyien. NON RIVTILIZZARE.

La-seguenis esclusions deits garanzis & valida solo per | client al di fuor] degll Stat] Uniti:
Eecieslons-dalie geranale

SEBRENELA CANNULA PER ARTERIOTOMA, IMDICATA Df SEOUITO COME "PRODOTTO”, SIA STATA
ACCURATAMENTE PROGETTATA, REALOZATA E TESTATA PRIMA DI BRSERE COMMERCIALIZZATA,
POTRESSE NON FUNDIONARS B¢ MODO SOODISFACENTE PER DIVERSE RAGIONI. LE AVWERTENDE
NDICATE SULLE ETICHETTE DEL PRODOTTO FORMNSCOND INFORMATION Pi DETTAGLIATE A TALE
RIGUARDO E SONO 0A CONNDERARS! PARTE INTEGRANTE DELLA FABIENTE ESCLUSIONE DALLA
SARANZIA. DI CONUEGUIERTA, LA MEDTRONIC NON RILASCIA ALCUNA GARANDIA, NE SOPREDEA NE
TACITA, 4 MERITO AL PRODOTTO, LA MEDTROMC NON PUD BN ALCUN CASO ESSRRE RITENUTA
RESPONSABILE, NE I VA CONTRATTUALE N 1 VIA EXTRACONTRATTUALE, FER DANN DINETT OD

Y SN

fairwzioni perfoss  felans 15
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DIRETT) CAUSATI DALLUSO, DA DIFETTI O DALLE IMPERFETION! DR PRODOTTO,
IMDIPENDENTEMENTE DAL FATTU CHE LA RICHIESTA DI RISARCIMENTO DI TAL) DANNI-SIA BASATA
SU GARANZTIA, CONTRATYO, FATTO IELECITO OO0 ALTRO.

Lo seciusions ¢ o reatitzionl di cul vopre non sonG inlees, né devono eseers inlafpratain, come contranvanant &
nerna diants inderogablli dalls legisiazions vigede. Nel ©aso In owl una parte ad un inemine delis preseris
Esciuaione dalia garanzia vengs giudiosto Megais, ineficaace od in confiio con i dritio applikmbile de un OO
gludiziarie, s veliiid delle rimanend pavil delle presenis Exchusione dalla garentia non verh complomanta ¢ bl
| ciritil @ gl obbiight verranno inlapretall 00 appicall come ae le prasenie Exciusisns defla garanzia non conansess
' pacte od | fermint silenull non welidk.

18  fsbzieni partueo  Nellano
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Arteriotornikanyle

Basivivelse av produliiet

MA-anylon (A = intarnal Marunary Antasy) bastis av e hunnkobfing § plest med skillasle Og ot 25 gaUQS-fer
i muslirit ol med en inkiormet spies pb 1 rem. Artwioiomilanylen bestilr v an Merlock-iwmniobiing med vinger
i piust mad an lang palyusinnsiangs med on renigenioll isldommet epies.

Sterl, pyegenivi, lun for engangebag.

ndikasjoner for bruk

Disse kanylans o havagnet il parfinfon av kanfiopleghuseics dirslds I ot hjeviabypuse-graft aller on arterie, eflar
ﬂmnuumwmm. Disss aahelens or baragnat ph bruk |

Kontraindikasjoner
Delle prochuidat skal bare brakes | henhold 3 indihasjonens.

Advarsier
Disss kanylons vl Sdw allid vesrs 3yniige ved restgan pl grunn-av forskjelians | anatomiaks teliheter op
ronigesteieilkier.

Forheldaregier

Slerkd Rildige kinspieks prosadyrer og isknikher or pins anmer. Pyoasdesn som beslvivas, & bare beregeet
m‘lﬂ- wMﬁmnMumuhq-nMMQM
oy

Disne imwylone or inm besgnet for engangahnd. SIKAL IXKE BRUKES FLERE GANGERL

Bivirkninger

Sorn sl skstrineporaie bioduysiemenhatar har denne enhelon mulige bivirkninger som omiistior, man ikke of

WIW mmmmqmuuwﬁu
og homplicasjener ved punksjonastedel hwis brulcsamvieningen ilw fsiges.

f

1. Konimler st del ks ar sinder pd pelmingen og produlkiet. Kontrolier oged slsie forbryicadinin. Hvis embeliasjen
iden or elicadint sfler wightt, ken du dpne den og sverieve kenylen 8 del stesie faltet ved Nelp wv speplisk ekl
Kobis kanylan ii-siangan for kasdioplaghmsaius alier W an Fyldapmyie.

Karwien wkal primes for & Jerne eventusll lukt fv ypass-grafiel ellr ssierien parfarsiarss.

Salt kasyylon Soraidig Innt | mivenen, og eavg for sl dut i opputis skader pi intine,

2 flowvardian saiie il den anskads hastighaten allar i det mekaimale slangeiryidest som farasionwat av
:?uﬁﬁmhnmﬂmhﬂﬂﬂﬂﬂ&uﬁMﬁhnﬂ#dn-ﬂuﬁn

8. Kast knrylen | enhold t syhehusets retningaiinjar ndr operesjonen e Asliert. SIKAL ROGE BRUKES FLERE

Feigende garantiiraskriveles gjelder for kunder utantor USA:
Oeraniiiasivivnive

SELY OM ARTERIOTOMIKANYLID, HERETTER KALT "PRODUKTET™, ER OMHYGGELIG KOMSTRUERT,
Hn.nnnnmnunummmunwuunuunumﬁﬂnulnnumnn
WOKE OPPFYLLER 53 TILTENKTE FUMKBJON. ADVARSLENE SOM FRINES 1
PRODANTDOKLWMENTASJONEN, INNEHOLDER MER DETALJERT INPORMASJION 00 SKAL BETRAXTES
SOM BN UATHIGLLIELIG DL AV DENNE GARANTIFRASKNVEL SBM. MEDTRONR: FRASER $EQ OERFOR
ALY GARANTIANIVAR, BADE DIREXCTE 0C INDIREXTE, FOR DETTE PRODINTET. MEDTROMC PATAR
SEG IKKE ANSYAR FOR INMDINEICTE SKADER ELLER FOLGESKADER FORARBAKET AV BIRUK ELLER
DEFEKT ELLER FEIL PA PROOUKVET, ENTEN KRAVET ER RASERT PA GARRNTT, KONTRAXY ELLER
WKE-ONTRAKTEMESSION PORHOLD FLLEFR PA NOEN ANNEN MATE.

o begremeningens som sv angiil ovenfor, ar K snant i, og okl Bike tolkes som, brusld pil
mmlmu Hyis on ansvariiy mitsinetans inner acen del aller nean belingeies i
denne garaniiirasiriveioen uiovilg. umullp 4 hilndheve siler & vesm | ionfiit mad gjeidende lov, skl gyidigheien
v de ewige delane sv gamnliesivivelaen dos barsses, o0 alls rellighaler o9 piikier skal fothes og hiadaves
som om demne garastifrasiciveizen e nnsholdl den besternie delen elier belingeinen som ble Runnet ugyidig.

Pawp
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Arteriotorniakanyyl
Tuclieen kuvaus
Rintnhohin sicdvallimon (IMA) kanyylioss oh mucvines nasssepusiisen plslofiin jo rvoshimatiorwssia iertimeutl

Kooyt on tariceliintiu kasdioplegiaiiuoksen perivusiscn suoman chihwaiivtsssssn ial vallimoon tal inislehin
wmwmw-mmmm
Vasta-alheet

Tuoletin oi ole iarkolieths muLhun kuin edelil Ivvaihun REyESSH.

Vaasat
Joissakin iapackaisss kanyyli ai ndy sinigeniavacas aasiomiass theydan jo rowigeniasmumtelanilissidun
walivishsiden vuoksl,
Varolelmet
Huomeutus: Olksiden kinurgletlen toimenpiisiden je tekallaicen kiylls o Mdkiris vasheule. Alls knrvaths
. menetaind on tarknlisiiy vein cijesiieskel. Arviciiesssen kiiytetiSviin menstiehm sowaikanite krurgien on
huomicheve ome kouluukeenss ja kohemulsenss sekl idnmglsen folmerplinen tyyppl.
Karyylit on sutinniieliu ja tarkolelh kertakiytisialos. ALA KAYTA LAITETYA TLAIELLEEN,

Halitavallcutukast

Tahin laitissssen, lasten kaliddin hehonulkolnin vassnideriojicjesinimiia, lityy makdoisia hallevalodukeis, jole

ovet musyTeuases infakiiol, verenhukka, frombisn mucdostusninen, ssebolingt tapehtumet sekd leiteen

poikoitaan, Jos kiyiitoneits o} ncudetets, Sewaulasns voi Ohe verdswonhewiolts tel

kowplicastiolls punkiiohohdases.

Kiytiiohjest

1. Toddstn pakkaus ja fuote veuriciden varalin sekll vismsinen kByiSpiive. Jos pakkaus on ahjs eiki sen
koyusalka cle Umpauiunat, svas pakkaus ja sl kanyy® seespiinesl steriilie sluselle.

2. KySw keryy) kardiopiegisiivoinan sanosinhdatinem fol geinsaniusinisiamn,

3. Taylh anyytt ja poistn 58 e erwen ohilussiiriosn tal vallmon perkasists.

4. Assts kanyy® susnsan virovasil, jolia suonen sislieive of vessiold,

§. Swsema viiswin hiinast habitvun nopsuless i rupia midelémbia lethus ssimmbiepainessesn. Jop
kiiytit palveaninriruisiom, tolmi varovesll vaiiwon tai siivieen ylipaineen ful yileyvn viiliiraiesksl.

6.

Kan Kinwpinen foimenpide on pliRynyt, kvl kanyyl seintaian kiyinnOn makaisess. ALA KAYTA
LAITETTA UUDELLEEN.

Seurnava takuuts koskevs vastrvapausinusehe oskes valn Yhdysvaliojen ulhopuelisia
asleidalie:

Tolouts hoskeva vashesvipesstsuscin

WUOUEATYA 38TA, EVTA ARTERIOTORMANAMNYYLY, AKLIREFANA “TUOTE", O SUUMNITELTU,

VALMISTETTU JA TESTATTU HUOLELLISESTE ENNEN MYYWTIA, USEISTA 650 SYISTA BAATTAA

JOMTUA, ETTA TUQTE £ TOWS TARKOITETULLA TAVALLA. TUOTEPAIKAUKSESSA OLEVAT

VAROITUKSET SIMALTAVAT TARKEMMA LISAYIEVOIA JA IUULUVAT OLENNAISENA OBAMA TANAN
VASTIRWVAPAUSLAUGEXKERSEIN.

mmwdammmmmmnmm
1A evoin tulkite. AN foimivaliainen eomisishin kaleno, sl johin tlein Mkuyls Soskeven
veshunvapsusisusaldonn 0oe tal shio on lalen, MyttniSiapanclivoln tal detbidmen tapuyikosen sovalistinvan
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ininatidonnin kaness, tuluta keslkev vashanmpauaisueshs alllyy inlisnkin mullls osin-volmessa, ja knlidia
olkeulaie jo veivoliniois on tulditove o pentave WylfenSon Kasn kuln (me ekuuts kosheve
vastiwvapsusissnelos ai sinffiilis) sl erlyists ossa tai alion, jolca kalpotaan HEaEBRSeAK.
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DLP*
Arterictombiany!

Produldibesirivning

MA-kamylen Onlemel Mammary Asiacy) bestis av en Konsekior (hena) av plast ech sit 28 gauge-ror wv rosthi
oA som suahAne Mmed en 1-millimeltars bulb. Arterictomikasmden bestir av en lusriochimnnehior fhovm) iy plast
mad vingar och en polyuretansiang som aveiutes med en rinigentit spets med buldx

St icle-pyregen, o7 snplingabvuk.

indikationer

Desss kanyler i svaedds for kardiopiegiiiitewsl dirakt in | oit bypase-grait elier oo anils | Ndrint, ollsr 10 relrogred
penomapciniag av den kia a. maswweris ivieme med vasodietor. Prochdderna irsveadde I0r arvindning | wpp
l oex inma.

Koniraindiicaiioner
Produiden & inke sveadd fir aneat bruk S0 vad 50M GNGHE OVAN

Varninger
1 vioow fall kan kanylema inte sas med (Grigan, pd Orund av varistisner | analomisk ilihet och ronigantaiowk.

Fareitighatsitpiieder

Obesrvess: Likaren sasvess 10r sl il kinungiska procadurer och iakniker aaviinds. Denna brukesnviening &
andast avesd:d acn informustion. Kirugen sk wed wiglngepunid faln sin-mediciosks vibildning eoch eefarenhet
vornt typon av kirurgiekt ingrepp bedéma om sit Krfsrmnds S impligl

Desns kanyter 8¢ konsiruerads och svesdda snbart for angingubrek. FAR EJ ATERANVANDAS.

Biverkningar

Liksom sils exieaicarporasie blodbehandingesysiem kan denna anhet he biveriwingar, didblend Infokdiones,
smboliska hindelesr nch disiokation. Oat kn uppath kislekador och kompiicationsr vid

Diocitriust, tombbidaing,
injelfionustiifiet om bruisanvieningen inte e,
Bruksanvisaing

Konivollers ait frpackningen och produkien inte S vimdude och sit uipingedeiumet e her paseevats. Oppre
mmuum ooh o) vighngen. Fiyita Sver knsylen B det sterite orarédet med seepliek

mmumww*nmm

Prima karyion o8 sii all svantushl hh sviigenes 13es partsion e bypase-graftet sller sridren.

St mealkig In kanyian | dat svesdda lsiet ob att det inte uppetir skader pd liriats Sime.

Oka thngearst B0det il Snakad hastighet aller I det rmdmain slangiryck som freeisivile av Neuwgen. Nilc en

Fyckeensingspnits envilnds misle men vars (Grsikiig, s all inte ertfiran eler grafiel st uncier Svarivyck sller

bilass upp.

8. Nir dut kinewgleka Ingrappel 3¢ sveiviat ske kenylen kasseras enfigt siuiiwests glinges tiner. FAR £
ATERANVANDAS.

Nedanstiende frisirivning frin anwver i t1Bimplig pd kumder utanile UBA:

Frisksivaing frin sssver

murmmg&mmm lg_trll‘l'hnm noo:'wu
KONTROLLERAD, KAN DET AV GLICA SICAL INTRAFFA
mwmnmmmmmm
VARNINGSTEXTER PA PRODUKTETIXETTEN INNEHALLER SIER DETALJERADE UPSLYSNINGAR OCH

b
3

ppun

Ovan angiven irisioiwning frin anevar 8 inle sveedd ait st | sirid med tvingande regier | INMplig-iag. ooh den
okal Inte tuller lolkias ol. Siuille denne Rslvivning frin snevar B ndgen dal av bahlrig domelol anses cpitlp,
variningeiSe siter sisidends mot illimplly lag, akall friskrfvningan frka anwr gita | SWAGR, Vervid alle /Riighiier
ooh siyiighutar sicall Destd, eom om Hslrhvningen Riis anever ints iNasholl den del som underkinks.
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DLP®

Kévowha opmproropic

Ncpeypapd wpolbvrag

H wivoulis IMA (fntarmnad Artary, tow poonml apmapia) W0 Rhcxra Bywxd odvicopo
SHOPUOVS phw (olip §0) xx aemé Geipancn Sapstvpey 20 geupe b cwitiBuro ou
wcmaliye: of PoiBonlec dxpc T wm. O ndvowies apmprtogic orchelvin omé wADORKS Sndund otviene
munWSMMQiMmMQMM
:-b-.mmu-:mm

EvBaling xphong

Ausig o kivouhes WpoepKevice we T Sehopscmog aneviking o pooXsus xapBaic
Trapdunipng 4 ot apanpla § Yo avdBpop SXrALGN WG ehedfinpng fow peTaelc apemplag 1t XPAOR
ayyeoSaoalin. A o oucuted; speopiloven wa Xpdon pévor fug w 6 g § Jerdepo.
Avievlailsg

H outxtw] suvi Sov wpeopilerss yim oo txwic ond ¢ avunipes cviieBoypiwg.

MponSoworions

Aurds o1 sivouheg IvBEETE va petv oveiTVIe o arowoypapia, ox apepiver mETRGoN:, Ady
TeupdvOtIY CR; GVITSLMEC TRACVGMLG W01 OTIC axcwvoypaguiis TOQANES.

Npoguiiteg

Enpaheen: H XpAon cevdiMaiuy xnpoupyealy Galiseowsr aoy waniy cwomthd culivyg Tow cwoypyAparia
wysiac. H wepeypapéycvry Sralwucia Maptyrs Hove via owowolds Kipeedonang. O yopouyel wptna v
abokovoly my mErGAMN T WS eniifiasng Pacrvor ST IROOLIMES I0US IIAPIC) CXVTISEUCH, KX8 tyapiE,
Ralig xn o SReg TS NOEOUPYNTIC CRipfiaons.

Auzis.on mivesieg fyoww oyprlond uoe mpospilevcs vz (s pivo gpdon. MHN ENANAXPHIMONOINTE.

Avembtpnreg svipynsg

H owonaud auTh. e Sheg B ouoRIUES ETREIUTE KWADQOPISS 10u Gltnos, CVENEYTE Ya EpIDASOR
weprvipyEng, & Swdils Spapfdvory, ot Ay, Aasitos. Mg sivenog, oxnwaropd Bpdupos,
apfakmk coucdBa K Jtrobmon. muMMMMnMnM

1. Ewliewpdiow wy ouowzwanio s te wpoiiv wa tudv sy xa ehlyRre Tav apspoumvio MG, Giv Sev uedpe—
Ound e Sov St Ao ) nptpopnvie MRS, cvolbs W) cuoxtuooic B perpdpe wiv ivoula o oitipo
Tiio YROTONIVIO; GETIVIT TEXVWKA.

2. DBtz v ivoula o Cuiiiwaon Topois Seog naplioninyias 4 o jaa oOssyya afolinong wicong.

3. Acvepyion apzel RApMON WS chvewias Sow va apapeidd GAog o alpag Npovod syr$aER Wpd ow
bo)ctapo Wapdimpyng A oV epImpla.

4. Esopiyot Tpootwmd my civowa (Eoa 010 Syyiie-or&no TRootyowas O YO awogeuxiel tuxdy
WPOITNOpSS SOV Lo X W Sons RUOWIC apTRpior.

S Auffor e Yov exuprd pulish A ke T PHRCT Tieon YROUIAS TIOW OWINUWIgAOS O

“'":‘“M cOpiyya alofnons Wikons. Wpte vo HoTe mpooexol SO v v
aowzive warpPole) i ff va Sovsaw VepBiokal wiv apmple f) e ot
manmmwmwwwmm

VOGOmOpion, EANACPHIMONOIEITE.

H wapondme snotroinog syybnows speppélem ot melines exvc Tuy Hywpivery ek
Amoweinow syyineng

AN KA H KANOYAR APTHPIOTOMME, ROEEHE AMAGEPETAI OF “NFOION" EXIN NPOIENTIXA
TXEAMISE, KATATHEVAZOE! KAI AOKIMATOR NIPIN ANO THN NDANIN THE, 1O AFCION MIOPEI MA

mmummmxmmmmn
PHTES, OL0 NAS TIE EMMETET, $5 DXEXH ME TO NPOION. H MEDTRONIC ARN SA BINAI YIIEYOVIH A
ONOMIANTIONE NEMETATMIGEL H EMAKOAOVOEE DHIEE NPOKAACYMENEE. ANO KADE XIPHIM,
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EAATYOMA H ATVOXIA TOY NPOIONTOE, BIT H AEKANHEH ANOZHMIOERON BATIIETAL I8 IFTYHIN,
EYURASH, AMNONFAEIA ITTE IR OTIAHNOTE AAND.

O slaiplong mepapioyol opKoveos avwsripes-Scv Sxouv we oworrd e Scv Su MpdWH va CopVEdovIe
mm;r:'wnnmxmmwmm"mw
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Artariotomikanyle

—Produltbesiriveiss
INA-kanyion (arteria iheracics inkeme) bastis of en hun-slipkonnekior of plastik og o228 gaugs matiit sthirer, der
onder| en 1 mm pmiomel spids. Artesiolomikanyien beeslds of en hun-uerkonnekior af plasil med vinger med
ot polyussianr, der ander | on renigeniat, peredormet spiis.

-Starl, noa-pyrogen, mé Kun bruges 4n gang.
lndiiontioner for brug
Dises knnylar ar busgnet l pesfusion afkardioplegh-oplesning dirsida | ot hjertebypassimnepilentat eller an arterle,
ollor setvograd skyining of den irie arteria thoracion inlame med en vascdlisiator. Disse prociulder or beragnet t
aswendelse | op il § mer sller mindre.
Kontraindikationer
Ucistyvet ar udahidunds baregnet ) ovennmwnie formil,

Advarsier
Disne icanyler ke | noghe Wesida S ses pd remigenbiieder pd grmd af varistioname | snatomishe vemsistheder
og runigenisiulides.

Forbolduregier

Bemmeic Kovelds cperalioraprocedurer og -lsknikher ar leagens anevr, Den besknewne proosdhs oF kun
vajiedends. Lmgeme méi selv vuriers procsdurens sgnwihed pé bagorumd of agun uddeansies og egne srleringer
og ud e det piguidende Kirurglele Mdgred,

Disen kanyler or ln udformet og besegnel ¥ sngangebrug, MA KUN BRUGES EN GANG.

Bivirkninger

Denne onhd har figesom-ansire skairsiuporale biodeysiamenheder mulige bivirininger, aom omiatinr - men e
or begrmnest B - infeldioner, mmrqﬁwqmﬂ

|

Efecee smbelingen og dene indheld for simder, og konirolide sicuie smvandelesdato. His wbesladiget, og

amvendelasadstoen e ar evarsivedet, Snes embaliagen og kesylen overfiyties 1 det stwlle owrbde Under

srvendules of aseplivk felavk.

Fortind ianyten il slangen, dar isveser kardiaplegi-oplsuningem, sfier em irylengisirerands sprelie.

Oplyid Sanyiom kv ut feme of wkt, inden der favsinges perfusion | bypumtraneploniatet aller srterien.

MMMIMQwMMIWﬂ*MIMM

Foreg lengeomt gennessstremningen @ des seslede hastighed siler det maksimals slangeiryk, som

mamwmdmmwﬂnmwumnpﬁn

for haft ryk ollar wivide artedian afier ranaplantaiel tr meget.

8. Efer nfohdning of don kinurgiske procesure skl ryler inwmires | ovessnsiaynaion max hosplalals ragier.
MA KUN BRUGES BN GANG.

Feigends snsvarsiraskrivelee guiderfor kunder uden for USA:

Assvarsiresizivelos

SELVOM ARTERIOTOMICANYLEN, | DET PRLOENDE KALDET "PRODUKTET”, ER OMHYGORIGT

DEMONET, FRENSTRLET OG AFPRIVET FER SALG, KAN DER AF MANGE ORUNDE V/ERE EN RISKOD
POR, AT PRODSACTET HOUE FUNDERER TILFREDSSTILLENDE EF TER HENSIGTEN. ADVARBLERNE, 20M

™ hwN

MEDTROMIC KAN BUKE HOLDES AXSVANLIG FOR TILARLDIGE SKADER BLLER FSLORIKADER 308
PBLOE AF BRUG AF PRODUKTET, BLLER DETS DEPEKT BLLER FEJLFUNKTION, UANEET O KRAVETY
BASERES PA GARANTL, KONTRAKT, ERSTATHING UDEW FOR KONTRAKT ELLER ANDEY.

Det or Sdce homsighen ot ovennsmwaie undiageiser og begrasneninger skal vae | medairid med wiravigelige
basammeless | gmitanda lov, og de mil e fertoies adiedes. Hvis dele of elles vills | denne snsvarsiasisivelos
of on soluinetans | on Jempatent judadidien snses for wioviige, uwien selslreft alier | honiilid med den relevanis
lovgiwing. bersres de restersinde dele of snsvarsimsirhaisen Sike, op alle miligheder og forpligheiaer sical folkes

Owgeenwening Danek 23
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Kaniula do kardioplegll

Ople produkte

Kamiula do kaedioplegii 40 igtnicy plersiswe) sewnelrznej sldads sig 2 plasiiowago wewwanego nczniks Sefekiego
0SS e 20 stall alerieawne] 26 G sukaficaonago 1 i obwiy, Kanhda do karfioplegi shiade sig 2 plasiiowego
safaiiegs inczniks er 20 Mrzydolumi 0z poluwretancwegs drany 2akioicaonege silwiny wylomeny 3 maleriely

Praduidt jiowy, nispirogenny. jednorazowego ulytes

Welarania do slosowanla

Ninleojsze kuwiule 94 praazaaczons de bagpolmdnio pedewsnis Keniioplegil do gormesiu winfioseego kub tyininy,
uhmmwmm OESDIFTARCY™ NncRynia, Kawivle W
~rragn byd ulywane preex sasknymainis axedé

Praschwwekuzanis

Nininjs iaaiule sy pranesscacns wylgcznie do asslosswast wywisalonych powyls).

Ovtrzedunia

W powryoh praypediach kvinls megy 20eied nlowyicyle w besdank nigencwekim 2 pewor riine)
prastiemabel radiclogicane) otsczajaoych ikanek | sé2nis w inchalionth beduwie saniganowskisgo.

Srodid cetrodnodet

Uwagn: Za sheeowanio winkchnch 1 wwohalk chinagiczrych odpowiadzisiny jest personel mudycawy.
Oplsana procaduse zestala pedana iyike w celech infomecyingch. Calowedt zablegy musl byt baswagiednie
sosniens kadsiorazewo-przex chirwph W aparcii o jago winene wykaztalcenis | debwindczonie omz po
wwigipdnionis.sedaju sebisgy

Kaniule an PrENTRCIONS wylaoTie 00 Jednerazomego uiyline: PO U2YCIU WYRZUCIK.

Dzislania nlspotadene

Sosowanis tago wasgirenia, tak jok weryelkich kred, jost oberczone
ryZykiom wysiapienis motiwych ubocenydh, taidch jak m.in. infeluje, vicsla kowi, powstanie sivzepliny,
aderzenis aiorows oxy prEsmistzcoenis. W preypedics nestosowenia sip 9o nsiukol ubylikowanis w misjeos
widucie mode dojié do uazkedzenis 2yly | powlidei.

instrukeje utythowanis

1. Sprawdnié opakowanie | produit pod hatem ustkodae | eminu witnodcl. Jedd opukowanis nis jest
m&:mmmwmummmm
ne sheryine

Podinpryd ianiuly do demncrzestesy do podawenis kardiopiegi iub sirzylawhl cilnisniewej.

Proed podaniem kanlioplegll do pomosiu wisdcowego hub iginicy prosphkas kaniulg calem usunigols

Delicpinis weungé kasiuly do winiolwege neczynie, vwatejec, aby nis usziodzié jago wewngirzne] blony.
Powoll twighuzné prydiodl prosplywa de 2adenege poziomu ub meksymsinago clinienia linll Zeleconego
praag chinupa. W przypadia) uiywania stirzykowid-cilnianions] asledy 2achowsé osrotnobd, sby nie

waksymainago ciinienis w igthicy b pomodde.
6. Po zakeAczanis zablege chinurgicenega aniulg zgodeis x rassdami cbowinzulnoyml w dene)
plecdwes medycznel. PO UZYCR)

Ponidaze odwisdczenls gwarancyjne dotyczy KientSwaplion terenu Standw Zjsdnoczonych:
Obwiadcasnie gearancyjes

MIEZALEDNE O FAKTU, 28 KANULA DO KARDIOPLEGE MAZYIWMNA DALES “PRODUKTEN,
ZOSTALA PRZED WPROWADZENEM DO SFRZEDATY 2APSCORCTOWANA, WYTWORZONA §

99- “wn

BPOWODOWAME DOWOLNVM ZASTOSOWAMEIN, VWADA LUB AWANA PROOUKTU, BEZ W2OLEDU NA

Inobrvine itytiowanie FPolki 25
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Cimula de arteriotomle

Deacrigo do produlo
A chnuls IMA {Artdrin maniria interve) & conaiiivide por um Cenecior Tmes de ajusts deslicanie ent plteioo o
por hubos am apo incuddivel de calltwe 25 cont e axbramidada de 1 M am forma 98 balo. A chwia de

6 congiiinidy per um conecior feea lusr lock am pidelios com e extenelic de Wubo em polluretano
quo ferming Com U ponts radiopecs com 8 farme de um bolbo.

Estiel, B piropinico, pars ema (nics ulizaclio.

indioagbes de utiizagio

Estns clradas desiicam-os-4-parfeslio da seluglio de cantioplegie drectamenia 1o srsris de bypass ou artive
oardiacs oy A lsvagem mirégrade da syl mamérin inkerms fvwe oo um vasodiisiador, Esles prodeios farem
concabides pas wna ulitzaolic de sl seis horas ou Menos.

A Contra-indicagies
Este dispoaliivo o4 dove ser wliizado conforme indicadd ackme.
Avisos

As chnulas daste lipo podem allc ser detectivaie em mdiografies devide ds varilackes nes dencidedes snetimices
» du dicoices de rediografie.

PrecmiRdes

Nota: &3 Skonices s.procedimentos dirdegicos sdequados atie da reaponaahiidade do profissional médico. O
prooadimnenio descii $ formeckio apenes » theic de inkoanagie. Os cirwgiSes devem aveller 8 sdequeglio do
procadianento, Com buee N sus-foamecho o aperiincie midics, bam cemo no fipo ds procedimants cirdegios.
Eslas cinulas foram cancebides ¢ Sasinam-eb apenas a uma dnics wilizagSio. NAO-REUTILIZAR.

Eate diaposiive, tal coma 10d0s 0¢ dispoaliivos exdracorpérens do aistama sanguineo, pods lne oflailos secundirios
que inckusm, enive culros, infecgtes, pasda de sangus, farmaclio de Fombos, embolin @ desiooamanis. Em ceso
de nlio obeervincia des inelrugtes de uilizaclio poden variioer-as lssBas #o vase @ complicagies no local de
punplio,

inatrucSes de wtilzaghio

1. inapeccions a embelagem ¢ # Produio, varifioando se wxdsiam denos © confirnando o de valiidede. 3o
mﬂ-.nouo;mhmm;wm-m.&l“m
© oampoeehirl; ulikizando wma Sicnica sssdplicn.

Ligus a chauia 20 ubo de adminisireclio de sciupho de candiopiagianu b Lrws seringa de delscplio da presslio.
Purgus a ciinula pem st todo © o, antes de (nicier @ perfuslic do anenio de bypass o de artide.
Iniroduzs & chnule ouidedosaments no Nepeciive VN0 Para eviler qualquer irsumatismo na tanica e,

Aumente lentamenie o o aid & taxs pretendida ou sé A preselio miaima prestsiia pelo cinergiiin. Ao ulixar
wme secings de detecolio da presalio, dove fer-e8 o cuidedo de nllo aplicar UMa presslio wicessiva ou de nlo
Insufier smasivarasie & srtirla eu aneio.

8. Mo fingl dis pronedimenin dinirgion, allmine  clswin segunds o8 reges 40 hospital. NAD REUTILIZAR.
A ssguinie sendncias de gerantia splica-ee apenss a clieniss fora dos Estados Unidos:
Rondneils de gematia

APESAR DA CANMULA ARTERSAL, A PARTIR DAGLA REFERIDA COMO "PRODUTO”, TER SIDO
GUIDADOSANMENTE FABRICADA E TESTADA ANTES OA COMERCILIZAGAO, O

L

o DEFEITO
wmwmwammmuamommm

As axclusties o imiiagSes scime definides allo ss desiinam & inkinglr estipulacies ebrigaidrias du el splivivel, ¢
ndo devemn ser inlerprelades como tl. 8o sigume parts ou iermo desl sendacis de gamnils for consierado Rege!,

Rstuptes de ulitzaglo  Porkguée 27
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nllo ssastivel ou am conliio oom a lel aplisivel por parte de um tHibunsel de Juriedicho competents, a valideds -
du rastants renUnoie de gamantia nilo seed afeciada, devendo lodos os diselics-e-oteigagtes 3ev Inlerpretadios &
anecuticios tomo se eell fendncie de pamniia A contiveste & parts ou lemme pasticuler considerado inliido.
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- Artartyctomi Kaniie
Ortin Tamem
A (g Mdavs Artarl) KanGio, plestik bir digl gageresil koneldor ve 1 Bk sl aghe sonlenan bir 26 gauge
Polanmak Dol boneden ohegu. WMM&M*&HMMM
ug e sonianan bir pofitreian boruden
Siaell, aon plrojenk, tok lndianeviic
Kuflanew Endiasyonian
By kanOiler, kardiyopiefl ghasiisinin kardiyek baypes goafime veyersriers dofirudan pariizyoay veya bir vasodistle
e serbesl iz meme arterine mirograd phskiirine icie endimdly. Bu cihazier en (xxie s sest veye dehe-isse sOrl
Kouliaswin ipindiy.
Koatrendikasyonier
By alel yuanciahiier degnde bir durum igin peligirirmamigthe.
Uyarlar
Assternik yojuniuc ve rinigen Selcvikierindels deligidere bagh clerak bu kentlier heD durumisnie rinigen
smwhipyis teepk edlismeysbil.
Onlemier
Net: Uygun osrrehi prosedicerin ve telwikisrin seolwent hekinin sorviviuGundashe.
biigi armagh konulmupiur. Cenuier, proved0min wyguwiadarvs lends Mebi adiin ve denyimine.vs comahl
prosedaron inine deyanassk dagedendiemalidr.
Bu knniiller ysinuma tek kullsrasm igis insesiarsreghr ve bk kuflerem igin endBud. YENIDEN IQELANMAYIN,”
Advers Etkiler
Bu clhaz, #im ekafrakomeresl kan slsisenl oheiarnda cideis gii, swlekaiyosier, han luyiw, iremisis fowmseyone,

1. Ambelaj ve Orind heser v 508 Kullenma arih bekevunden Roatrol adin. Hesarszes ve kullaram slresl
igindeyee, smbaial epm ve ssapilk taimik indianarsk KanOl0 sierl biv sinna tagran,

. Kanbio kendiynpiall 00eiio] thiems Serasung vays Dasng Oicme sInngemns badieyn,
Bypess gralens voys $70M pariizyon Liyguiamazden Snce S0WA heveys bogalmak ipin kantis primes

2

3

4, Teovweys voya 0 iftimoys asden oimamak igin Ran@i) hade? demmes dildatics sokun,

8. Ao yevaees islenes hiza vaya carrsh tarsAndan baliriiien makaissun het basncins yokeeltin, Basing Sicme
prngem kulanerien, Srters voys grafta 5o beeing wygelanvaruk vepe cok fxzis gigimmamek icin @idoall

6. Comuhi prosediv temamiendinas, kensi hestene polikasns Lygun olarak abe. YENIDEN KULLANMAYIN,

Agaduiaid garant] Seraget beyannemesi ABD dhgendald miigtertier icin geseriidir:
Garantl Farngat Beysanames!

mmmfmmeﬁ KANOLO, OzEMLE
uwl.mmﬂu AN mtlnull eﬂm
wmmmummmu OARANTS PRRAGATHAMESRN
Amnnn MEDTRONIC, BU NEDEWLE, OndNLe
mmammmmnnmmm
KUSUR VEVA MEORMIYLE OLUGAN HERHANGI BIR KAZA VIEVA DOLAYLE HARARDAN,
i0ola GamANTl SOZLEPME VEYA HAKSIZ MUANELE YA DA BENZER DR NEDENE
DAYANIYOR OLSA DA SORUMLY DRGILDIR.

Yukands balisilan islisnainr vo sinviamaine tathil kanununin Lyulmass sorunks hikismlednl hini slme niystiyle
olaglsruimasuglr ve bu sniaswde da yorumisnmemahde. Bu Garantl Feragat Boyannamesinin bir e veye
maddesi herhangl bir yeltill mahinme iarehndan yasade, uyguiansmez bulisersn veye vypulenscek kenunleris
Maief hatindoyss, Garantl Faragat Seyannamesinin ger kalan loem bunden sé@enmyacek, b0 hek ve

Kulocum Tolmaton  Torge 29

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



2000/APR/21 at 4:34 p.m. Doc number; MG34822A001 Rev, A [INO17]

YOKOmIOINder, gepersiz bulinen inswm Sy Garanl Feraget Bayannamesinds bukamwnuyormeg git! seyvemk
yorumnianacsk v Uygulanecaidr

30 Kulwnm Telmolon Torige
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Kawyls pro srterietomt]
Popis vimhios
Kanyin MA imamimi tapns) s sididl 2 nesowmoihe ohjimacihor konekion: & rubilky z nesacows ooall & Milrkow

28, Kiord jo zubondens 1mm hiavihou. Kanyis pro ariericiomii se shiddd z plasieie Roaskions s Kfidiiky
S valinim sivitem typy Lusr 5 dIouhou polawtencvo hadidiau, ks jo zekontens cediokenirastrim Muvithowns

Binefinl, apyrogennt, jednockeeve.
indikaos k poudii
Tyto kanyly Jeos wieny pro perival kavdioplegichiho rozioics MO do srielniho bypassoviho Sy nebo wile

nabo peo xpltné oplachovin! volad masnisd lapey pomocs vazodiistiions. Tyto vivobity iee poslivet medmiing
el hodin nebo mind.

Kenisaindikace

Pristraj nenl uren k findaw pouliil, ned jo esvedeno vile.

Vislrahy

Vnlidargoh pipadech tylo iamyly newwel bjt ped rewigensn 2obratiey 2 divodu odciviek v armtemicks hustold
& maigenovich lechnolegh,

Upozornini

Pexntenia: Poull sprivmyich chisspicigich viiond e iechnik patfl k povisnosiem odbemgich likelS. Popsssy
postup 20Ul poude K informateim GialOm, Chinrgevd musi 2hodnolit vihodnost vikons na zékieds vissinio
Nikafakihe vacdSiinl o 2aulencel » podie typu chinsgichiho siieoh.

Kasnyly joou urany pouge k jednorizowineu poufill. NEPOUNVEITE OPAKOVANE,

Nedidouc! GEinky

Tentd phisive], podobnd julo viechny ovieind plisioje miswiBinioh sbihevich syskimd, mite vyvolst pRpedeé
nelddoucl Gbinky, mes iierd M. peilt infelkoe, Zirita love, Svorbe omby, embols s disiokace plistroje. P
nadodrient ndvodu k poulitl mi2s dojit k podhozeni cdvy & ks kompiikacim v mishl wichue
Névod k pouliti

1. Zxontrohiie delum axapiruce 3 2xe beleri & prosuit nejaeu polikozany. Pokud delum mapimos dosud
nevypriele o kanyls neni peliozena, otevints cbal 8 plenesis kanylu seaptickou techniuu do sterinthe pole.
PRpoie kaswyiu k haditios pro vide) kardioplegichiho razik nebo he siffialon snimajicl el

Napie kanylu, sbyste odeiranil vixkich pled periuzt do bypessovshe Silipu nabo do artirte.

Opsimé savedie kanylu 4o cliové clwy 8 budie pfiom cpeim|, ahyeie axpischill Zixing wilfnf perndnl.
Pomais zvylue priick af ne podadovenou fychiost Aebo masimaial ek v irubitos pledepeang chirungen.
PR poulid slfficadicy snimajict Sak musiie bit opatmi, sbysls hezvilili nadmimé tak nebo piiS nenafoull

oawwn

andel nabo Sllp.
8  Podolondeni ahiwols ivicite podia pladpied Zdravoinickino zellzen!,
o T
Misladujic] odmitnull-zéruk se vziahuje na xikazaficy mimeo UBA:
Odwitnl Zbruk
‘““"“"“"ml”‘“"""’""ia ooty e s ey
POZORNOST VE FAZ JEX viROBY JE v
VIROBNY 2 mmkﬁmdm

JEWO ZANTILINA FUNKCE, VISTRARY
Mwwmammm NEDILNOU SOUCASY
TOHOTD COMITHUTI ZARUK. SPOLECNOST MEDTRONIC PROTO ODMITA 0OPOVIEDNOST ZA

mmmummmumﬂomm
Mnmuuo -1 MMKMMMW!M
BALOUVY, OBOBNOSTNICH PRAV, £1Z JEHO DOVODU.

Vifimicy & omadeni 236 Uvadend nemall Ui v razposn) se Zivazrvivei usiancvenimi rozhodndho prive & najecu tak
Tengliana. Pokud buge Weriiell Sdet nabo podminka toholo odmilnul! éiuk shisdine pRalelniwm soudem jelx
protiprivl, nevynutieing nebo vrazpory s plisiuingmi privnimi pledpisy, plainost zbfvajic! Saell ioholo odmitnuts

Nodkpouthl  Cosky 31
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2ok nebude ovitwbne s vischas prive 8 2ivaziy budou chipdny » eplatning tek, ko by 160 Zemibwt! zknk
necbeahovelo Lo Roniodint Sdet nedo podminias, kierd byle shisdéna

22 Nevodkpouttt  Cosky
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Arteriotomids Sanil

A torwmbk lofriss

AZ arieria muummmeria inlemdhoz sandisios kandl sgy miamyag malistoadhil 4 sgy 26 G-¢ roradamenins
achicebbS] 4k, arnely o0y T muw-os KIODISSOAE sfaiban vigetdik. Az arderiotomite kandl sgy méeeyag, aximmyes
Mescoaliaknadhl ds ogy poluriin colbll 41, amely agy supirfogd KSbisedds hegyben wigabdic.

Az esthiz vindll, nom-piugin ds-egyenes haaandision.

Felhasznidlfal javaliatok

Exaiioel & kanDitiice! inediopiégiie okist julinthatd kzveliandl 8 karxddfe bypess grathe vagy- ertividbe, Bebve
agy vazndiatiiorrsl selregnid mbdon d0bitheld a szabad artede mammavie inteme. Ezek 42 eezi0eik leglefebd

hat Srdn kereaztOd hasandihatoh
@ Exjorstuot
Az eaxkhz a fantinkdiN ohieG cibm nom hasanéiall.
Figyoimazistiook
Eidlorcuitut, hagya kanditic-nem dbaizsifdnek o rénigeniipen a xxtveislrfedgbeli L0 izledgek, Satve az
ol sonigentechnilik hivetheritben.
Eisirisck
NMegiogynéa: A megfeielS ssbéazetl elfirteck éa midexerek sikaimaztes o szaicwvon faliiesige. A bawdalion
ofjdrde conk thidkoxiald jolegl. A sebéaz foleiGenige az i, hegy hipmitsdginek, iapuaziainidnak, iistve 8 mOy
magoldienak megfelaifien midegale ax afirds alaimazhattedgit
A hanliok agyspar hanpnbinin kisziink. TILOB AZOKAT ISMETELTEN FELHASZMALNL
SxivSimények

Ennek 5 ehexlifinek ax aliaimexion ~ minden eniralaxporiiis vivimdinguil randeashex hasoriden -

sxovidméryeidonl jehat. armelyek 10bbek h3z0N & kivelinzSk ishetnek: infehcis, wirveartoniy, wiwigiipzidle,

ambiiide esembnyek ds diaxiokicié. A Haaendlasl sasitis figyaiman kivel hagyées sssiin 8 punkeits helyen

dcuvosodde & agylb kompikioisk kvellacheinek be.

Haszndiat! Simutats

1. Eleniinizzs a coormgoliecn &8 o termilen a ljlcall ddtumot, o visegdiie meg » ceomagotiel, Sletve &
Jermidhat, hogy azok nem alsliisk-g. He nincs sie0ide, ds nem jén is s sxaveiceadgi 8, bonles fel 8 cosmagat,

6 sasapiiam hOlmények oeit helyacas 8 knndit o slonl MBS terOlaire.

Caatialnztasas & kandll ¢ kandiophighis oldainl inrtabaard vassidichaz vagy gy momielrzéionld

A ligteianite drdeiiben ¢ bypass gret, Betve andeis perfundédiden sifit 10Mne fol o knnal

Ovalonan vasasse & Sanill ¢ kivint dsbe, Ogyaive s, NOgY Ne adetse mag az Inimit {ax ér belnd aliegd).
Lassan nivelje x2 Sramitel ssbnsstget 2 ivwint misiiben, vagy smig o nem drl o sobdaz dlind it
. madmifie nyombet. Ha ayemtetratheil facehendit heszndd, Ogyeljen swa, nehogy 2l ragy nyasis vagy

marw

tizoit tiguide aluiagon N az artidiben vagy » grafben,
6. A mB belejeades wiin o lantit o hivhisl elictecionaic magiuisilan debje al, Meive Sstaimaliorise. TR.OG
ISMETELTEN FELHASZNALML

Az shibbl felelfeséghizicia sx Egyeadit Alamok-turSlotin kivall visiviéire vonatiozik:
Fololiwméghinirts

BAR AZ ARTERIOTOMMS KANOL (A TOVABBIASGRAN “TERMEK™) m
o o] KOaOCTEONTO 8ODON TORTENT, , HORY A

TeRasix KOLONBATS OKONBOL ESETLASHER L AT 51 KIELOGITOEN A FELADATAT. A

vt imoixan LIV RSVEMEZTETENECTOVAS INFONMACIOIIAL (W T ]
mnhhgm Wﬁtamﬁ% N
e T P T —_—
MOKODESKAPTELENGEOEDIL INEDO SRMMILYEN vAQY xOvETKEZiNVES KARERT,
LEGYEN A KARIGENY ALAPJA SZAVATOSSAG, SZERZ0DES, S2ER200ESEN KIVDLI KAROKOZAS

Hoazndiot Ginstald  Megysr 33
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sllenbitesrek
Jog ée kokelazstiedg Ogy drteimezenitd e tartands be, minfka a falsiasdghizinie new: terisimznd o2
frvbrwialoniioh riaxt vagy poriot.

3¢ Howzntiel Gimuteld  Megyer
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APTOpNOTOMNSTIRN EINONR
Owucaine aemm
Kasuonn ans evyTpernel apTepsst Monc el SINESL QOCTONT MY IRECTVEDSOIT ONBSTLMBSRIAD EDHYTHOTD
-Parans # TpySme 1 NeprEReoniel TR RmGpe 26 G S rpyLLIteMONGY POCLPUNNSY MIDIMYPon | ans e
HONLIS. APTORHOTOMMBOLIA ERIIORA GRCTONT W) AMICINIONON CHATABANALIND MIOKORCHIND ANITOROND
PEMIMS C AEAURAEES W RORYRETENAROR YN © PORITOHIREHTHOCTIANS SIS SN0 10

CHOTOME CTOPIIMHR, ANNPOFIINS 1 NPECHRIUIFSNE /I ORMORRINTHAN MCROMMIOBAHIR,

ORKIIR & NPHNINSIIND

Sinonas umunin NpapatEp R A SERQNE IERANORRINFICENS PACTROPE HINOCPNACTIRNG 8 IR DR

. COTYMCTI T NN PTpIND, ANGC AW pewporpagnell nepdnrawns caolioniol exyvpessal spTapu monousoll
FRARY COTYROPACLIIBNRES SPEACTOON. MBIV TIIA RPOACATITSLIOCIS NINONLIMENGS Akt
YTPORCYS COTTREIAST (LBCT YA00R.

MPoTHEOROKEISNNN
mmmmmummm

NMpagoorepeein
Ha-28 poesnll 8 ANOTHOCTI SNETOMINSOINNG CTDWTYP # SODBENNOCTRN PATTRMNORNISES MSTOROD & MENITORMK
ITPARE- SV KINOM 0ryY Mg olnupymeendn perrmeaecasl arnseperypol.

Mopt! PPaRUCTOPORMOCTN
Mpuaeumme:-CTRETCTIMSIONTS M NRSETALIOOTE: NPIMISMNMMDT JNPFEF IR NPCLNYP A ST WBOST
WAQILIHOIN NIPCONRA, NGNS RPOLINIG NPUBIRND NEIAIMITRNLHO B CNPABCUNA AR
UanecodlpaaecTi NRUHEHR ASeol RPONRPL SOMRING OLSHIBETLEN JPYPIEIN HE SCHODRIRRI JRFSION0
RPOHACONONARLMORD ONMITE N NEIIAHMOIE NARrOTONEL, & THOND C YASTOM TWIR SamonHRecl mpypnewceol

ampaLsm.
i ko PRIPEGOTENME N NDRMEIMENEN TORMAD SRR QRHOIEETHOIO Nonomasosaa. SATTPERAETCA
NOSTORHO.,

0 ANCROKN. TipN HOCOBMOMEIN ASHHOR HHCTDYILING RO SXCRAYETELING SOMIRENL DOBDIMIINNS COUNS ¥
OCTIORHEHINA B MOCTD SLNOITHENWN (LI,

WNCTRYMIA MO IRCANYETRNNN

1. OcuoTPHTS YISOy 1§ RAAEANE HE APGANST RESPERTSN 1 NCTEHSMIEE TPONE FOAHOCTN, ECAN NOUpERen
CTOYTCTENON, & GPOL MORNSGIN NS NCT, Gcupalite yNanoasy i ROMSCTINIS HMEGRIS § CIPINLHOS ROAD ¢
osGmagerme Tpalossssl scwsrmem.

Topoeanarrs KBNOAN | THYSis NOASM CIPAMAASANEIIND PRCTEORE WK WABMLY., \YECTRITONLNOMY &
AARNNND.

Nepag; NepPy3usll COOYANCTONS RIYWTE SN SPYSPIN IENO/IEITS KINIOMD, Wwolss WRRANTS S8CH SORMPRL
OCT0pONSIO BCTERLTE KINIOMD B HyNenill COCKA, CTAPERCH MO TRRMMPOBETS SrD MTREaND olenvay.
MR/ HN0 YRAMRINATE SOASNY PACTRODE A0 MYSMON FROM AN A0 MEIENEALHIIT AREASKAR B BV,
TPARANCENIONG pyRront. [Ipn BENOALECINNN WECTENENFIAKNG & AUSNNRS LIPS heoluapmo
COl/NOMATE CCTOPONMHOCTY, ‘TDlit) NS AORYCTIL HIAMIAMENO ROSMLLINHIN QERRNW ralle ERNPMOT
PANYERINN SPTEONN W BN

8. mww-umum-mnmem
YCTRHORANSION B MBASHCIN ypepeant. SATIPELAETCA HCNOMLI0BATE MOBTOPHO.

Hacroaupll OTERS OF FRPSNTINNG PACRPOCTRPANRETCA TOMLED N8 TTWISRTOR, MEXOMPNCS 30
npagansam ClllA.

Mwm

NOTR APTEPHOTONMRMECKAN KANIOIR, QAREE NMEHYEMAN “KNIERNE", THATERMNO

CIPOEKTHPORAMA, IMPOMIBEIEHA ¥ TTFOMMA NPEIPORANHLE MCTTRTANIR, TEM HE MEHEE,
CYIECTRYET SHOERCTEO (IMEHH BUSMTIKHOTD CEON B PABOTE SALSANA. MESIONMECN B

mAp N

HNCRDYNEN N0 MNCARYERMBIEN  HE pYOTIDN Raee 35
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DRAUSHIACIRINIIG WORAONSION ¥ OTPBHIMENIGT HO MOTYT NOMIMETLEN N NCTUAROBMBETYCN YRS 0BRBIOM,
NTOB RPOTHUSOPENITS CUAIETOMLHLIM RONCIMIBIIN NEINSSNARMLES APASOBEE NOPUL FCR RMERA-TNGO YECTS WM
YONSOTS AR CTERNE OF AEPBNTYSN FPMBHINSTON CHAOM EDMNSTIHTMDE IGPROAPELII HRREEIMNMMN, MY
SNRIOLLINIIN HONOBOM O HAN APOTWEOPINELSWN ASACTINIOUINY JMOHORFTEALOTRY, OCTILHEN NECTS DTER
OF FEPRHTVN SYRST CHTRTLCR NAMOLINA JAE0HNMNO0 Cly, B B0S PSS N SSAIEANLLTES BT TFMOBETHIN N
FOMEARTONLHO OESONVHBETLN, Kkt 0CAN Bhl Ainbill STHES OF FApENTIN HO COQUPIIEN ST YacTell NAM
yonoel, RrTopsa SLre NP S SRAMOLETNE SEROHHOR CHI.

30 Hnompymliin 20 JCTIBMSUN  He pyotuon sume
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HUDA Yy
MOTARY PUBLIC - SUF

MINNESOTA

My Comiesion
Mm.zg?'

Instrucions for Use + Mode d'emploi » Gebrauchsanweisang - instruccionss de uso

Gebrulcsaanwijzing + kstruzioni per l'uso » Bruksanvianing »

utylicowania
instrucias de utiizacho » Kullanem Talimatian « Navod k pouiti « Haszndlati (mutetd

MHCTOYRLBAN O SNCTUTYRTEMNN

@ Caurion: Federal v (USA) restricts this device to sale by or on the
order of » physiclan.
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Explanation of symbols on package labeling / Explication des symboles des etiquettes sur
I'embailage / Eriauterung der Symbole auf dem Verpackungsetlkett / Explicacibn de los
simbolos que aparecen en el etlquetado del envase /Verklaring van de symbolen op de
verpakkingsiabels / Spiegazione del simboll sulle etichette della confezione /Forklaring av
symboler pd emballasjen / Pakkauksen symbolien selitykset / Fbrklaring av symboler pb
fdrpackningsetiketten/ Etre/YMT¥ Mtcuv oup”/*bAuiv arnv CTixtra rg” ouoKeuaoia”™y-Forkiaring
af symboler pb emballagens msrkater /Objabnienie symboli znajdujqcych si”* na etykietach
opakowanla / Explica”~o dos simbolos nas etiquetas da embalagem /Ambalaj etiketindekl
sembollerin agiklamalan /Vysvbtlenisymbolu uvedenych naititcich balenilA csomagolbson
lethatb szimbblumok jelentbse /O6bsicHeHe CMMBO/TOB Ha MapKMPOBKaXxX ynakoBKun

Referto the outer package label to see which symbols apply to this product/ Se rérérer a retiquette sur I'embailage
extbrieur pour savoir quels symboles s'appliquentd ce produit/ Welche Symbole fCir dieses Produkt getten,
entnehmen Sie bitte dem Etikett auf der Verpackung / Consultar la etiqueta del envase exterior para comprobar
qu4 simbolos son aplicables a este producto /Controleer het label op de buitenverpakking om te zien welke
symbolen op dit product van toepassing zyn /Vedere letichetta sulla confeziorw estema per sapere quali simboli
si appiicano a questo prodotto / Se p i etiketten utenpl pakningen for | fastsll hvilke symboler som gjelder for
dette produktet/ Katso utkopakkauksesta. mitka symbolitkoskevattIti tuotetta/Se etiketten p i ytterfdrpackningen
Mr de symboler som gaiier denna produkt / Avorpt™*"TE orqv ctHceTa T, cNiiTEpPIKN” ouoKEuaaio” yio va Seirc TTor0
oup” Ao ocopoiiy ant6 To Trpofov/ Se markaten  den ydre emballage for de symboler. der geelder for dette
produkt / Nale”y zapoznad sig z etykiet”~nazewn”* tiznym opakowaniu, aby okreslic. ktére symbole dotyczq
niniejszego produktu | Consultar as etiquetas extenores da embalagem para ver que simbolos se aplicam a este
produto / Hangi sembollerin bu urun igin gegerli okfu”unu gdrrtrek igin ambalaj etiketirte ba”*vurun / Podie ititku na
v n ijii strani baleni zjistite, kterl symboly se tykaji tohoto produktu /A termekre vonatkozd szimbolumok a kuls6é
csomagollson talalhatdak / Cm. Ha ynakoBke, Kakue cuMaosibl MPUMEHUMbI KAaHHOMY U3AeNnio

Conformitl Europlenne (European Conformity). This symbol means that the device fully
&ﬁ complies with European Council Directive 93/42/EEC. / Conformifo Europeenne. Ce
symbole signifie que I'appareil est entierement confonne a la Directive 93/42/CEE du
Conseil de I'Union Europlenne. lconformitl Europeenne (Europiische KorTformitat).
Dieses Symbol besagt, dass das Gerat alien Vorschriften der Richtlinie 93/42/EWG des
EuropAischen Rates entsprichl / Conformite Europeenne (Conformidad Europea). Este
simboio indica que el dispositivo cum ple totalmente la Directiva del Cons” Europeo
93/42/CEE. / Conformite Europlenr>e (Europese Conformiteit). Dit symbool betekent dat
het apparaat voUedig voldoet aan de Europese Richtlijn 93/42/EEG. / Conformiitl
Europeenne (Contormita Europea). Questo simboio significa che Tapparecchio | conforme
alia Oiretliva del Consiglio Europeo 93/42/CEE. / Conformitl Europlenne (samsvar med
europeisk norm). Dette symbolet betyr at utstyret er fuUstendig i samsvar med EU4lirektiv
93/42/EQF. / Conformitl Europletme (eutooppalainen vaatimustenmukaisuus) TIm |
symboli tarkorttaa. etta laite on kokortaan Euroopan unionin neuvoston direktiivin
93/42/ETY mukainen. / Conformitl Europlenne (EU-standard). Denna symbol betyder att
utrustningen belt fotjer ridets direktiv 93/42/EEG. / Conformitl Europle nne (EupuinoiKt™
Evpp6pdmxTr)). To 0OppoAo out! arfparvci 6n ii ovokeunr) onppopchbrycTil TTADpLIN pe iqVv
06rlyla Toii EupwTTOKOU lupPouAiou 93/42/EOK. / Conformitl Europlenne (Europaeisk
Standard).-Dette-symbol betyder, at enheden fuldt ud overhoWer det Europeeiske R id s
-Direktiv 93/42/EOF. /Conformitl Europlenne (Zgodnosc z normami Unii Europejskiej)
Symbol ten oznacza, ze produkt spelnia wszystkie wyrrrogi dyrektywy Unii Europejskiej
93/42/EWG. / Conformitl Europleorre (Conformidade Europeta). Este simboio significa
que O disposttivo esta em total corrformidade com a Directiva do Conselho-Europeu
93/42/CEE. / Conformitl Europle nrte (Avrupa Normtanna Uygunluk). Bu sembol. ahazin
Avrupa Konseyi Drektifi 93/42/EEC He tamamen uyumlu oldu§u aniamina gelir. /
Conformitl EuroplenrteT™ K FU). Tento symbol znamena. 2e toto zanzeni zcela
spliuje pozadavky evropskdho nafizeni 93/42/EEC. / Conformitl Europlenne (Eurlpai
Megfeleldsig). Ez a szimboium azt jelenti, hogy az eszkoz teljes mirtikben megfelel az
Eurbpai Tanacs 93/42/EGK iilnyelve kovetelmInyeinek. / Conformitl Europlenne
(EBponeiickoe cooTBETCTBKE* ITOT CMMBOM 0603HAYaeT, YTO YCTPONCTBO NOMHOCTLIO
COOTBETCTBYeT TpeGoBaHuUAM 4MpeKTuBLI EBponelickoro CoseTta 93/42/EEC.

Nonpyrogenic/Apyrogine / Pyrogenfrei / Apirdgeno / Niet-pyrogeen / Non pirogeno /
pyn9(5/\ pyroq pyrog yrog pirag pyrog pirog

Pyrogenfri / Pyregeeniton / Icke-pyrogen / Mg TTupnoylvo / Non-pyrogen / Produkt
niepirogenny / Apiroginico / Non Pirojenik / Nepyrogenni/ Nem pirogin / AnuporeHHo
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Steriiizec Using Ethylens Oxide 7 Stirilisation par oxyds d'éttwidne / Sterilisien misels
Ethylenoxid / Esteriizedo mediante dxido de atilenc / Gesterliseon! met ethyleencoxide /

elylenaxid  ATOOTERWAEVO XPNTRIOTTONNTES
Steriiseret med etylencxid / Produkt steryiizowany Senkion stylenu / Esterilizedo com
doddo de elleno / Efen Okeile Siaclize Edimigiie / Sterliizovino atylencxidem / EWén.
oxiddal starlizitva / CTORIMIOBRNG STRNSHONCWAOM

Do Not Reuse / Ne pas réutiliser / Nicht wiaderverwenden / No reuliizar / Voor édnmalig
gebruik / Non riutiizzece / Base for engangebruk / KerlekSywtinen / Fir inie Steranviindas /
umwfﬁmmhmrmum
aaiosowania { NBG reutiiizar / Yeniden Kullenmaywn / Nepoutivejée opakovand / Nem
Gjrafolhasznbihats / He MONOMI0OETL NOETOPHY

Use Sy 7 A utiieer jusqu'su / Zu varwenden bis sinechiiefiich / No ubizar despuis de / Te
mmumu:mdm:mmrmmrﬁr
anvindes il och med / Hjcpopnwia Aiéng 7 Kan snvendes il 0g med / Dets wetnodci /
Nio vilizer depois de 7 Son Kullanmma Tarihi / Poulit do / Lejivat / McnomaoeaTs A0

&

Do Not Resteriize / Ne pas sestdaiiser 7 Nicht resteriisionsn / No ressterlizar / Nist
hersieriiesren / Non rstariiizzare / Skal ikie storfieares pd ayit/ €6 saa siedicida uudelieen /
Fhe inta ometarSiserse- My cvaTrooTspuvete / Mh ikke re-aiesiisares / Nie nalety
resteryiizowat / N&o resstariizar/ Yeniden Steciize Etmeyin / Neprovedit resienlizacs /
Nem Gjicasiariicdihall / He CTOpIRINIORETS NOSTOPHO

Lot Number / Numéro de lot / Chargennummaer / HGmaro de lote / Partinummer / Numeso
di loito / Lotmummes / Eniinurmero / Lolnummer / Apiiydc TopriBac / Parfinuswmey 7 Nunmer
partii / Nimero de lote 7 Lot Numaras: / Claio Sarte / Sorozatazém / Homep naprws

@IX]

g

Quantity / Quantish / Menge / Cantidad / Asntal / Quantith 7 Antall /- MAArS f Méngd /
Noobrw / Amal 7 Roéé / Quantidade 7 Miktar / Mookstvi / Mennyisdg / KonwiecTeo

MMMMJWHMmMMM!

B> B

mollikoll dokumentumokat / Biswmetme!-ONauounTaE) € CONPORGANTRNNON
AOKYMOHTILNEGS

ForUS Audiances Only / Ne 5'spphque qu'aux £tats-Unes / Gilt nur Kir Laser in den USA /
Sdio aplicabls en EE. UL, / Aleon-van tpepassing voor de VS / Esclusivements per il
Wercalo statuniisnss  Gialder Daee § LSA / Koskes vain Yhdysvaloie / Géller endast i
USA 7 Mévo yia wehdneg evitg mov H.NLA. / Gaaldder ioun § USA / Dotyczy tylo iienibw w
USA / Aganes splichvel 208 E U_A. / Vaimaca ABD'deki Kultlmwotar lgin / Pouze pro
uiveriele Z USA / Caak agyesiit Slamokbedl fethaszndioknek / Tonsso aym CLLUA

‘ Ugpes Lins of Tamparature / Limite masimale de b lempéraus:* / Obere

famperstury
tepioty / Lagmagasabb throlisl hSmérsilie! / TemnepaTypa He-tarue
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Catalog Number / Numieo de référence / Katalogmenmer / NGmers.de catilogo /
Catalogusnurames / Numero ¢ catalogo / Katalognumener # Lustisionumero 7-
Katalognummes / ApEipés kavaidyou 7 Keialognummar / Numarkalsingowy / Nimero-de

catilogo / Ketalog Numaeras: 7 Katalogove Sislo / Katatbguaszdm / Howep no xaranory

Manutachwer / Fabricant / Hersteller / Fabricante / Fabrikant 7 Produtiors / Produsent /
Valmistaje / Tilverkare / Karooxeuaonic / Fabrikant / Producent / Fabricante 7 imalatg: /
Viroboe / Gydeid / Nposasoaeriane

E

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



2000/MAR/27 at 4:20 p.m. Doc number: M334620A001 Rev. A NO17)

30010, 30012, 30014

30110, 30112,
30114, 30412

A212

() — —q
¥, 20155

:sms

0315, 0317, H0320

Figurs 1/ Figure 17 Abbildung 1 / Figura 1/ Afowalding 1 /Figeas 1/ Figur 1 /Xuve 1/ Figur 1 /Exciva 1 /Figur 1 7
Rysunok 1/Figewa 1/ ekl 1 / Qbrdzek 17 1. 4brs / Pucywox 1
1. Baskettip/ Embout panier/ Basket-Spitze / Punta an forma de cesta / Korvormige fip / Punts
& costollo / Basketiupp / Kuppimaliinen kil / Korgformed #nde / Axpo Timou kakahod /
1 Kodctwia koszyhows / Ponts lipo cesta / Sapet ug / Hrot s kolitikem / Koedr
ataki bogy / Haxons:nww Twha “wopswea”™
2. Spherical tip / Embout sphivique / Kugetspitre 7 Punta esinios / Bolvormige tip / Punta
sforica 1 Kuleformet tupp / Pallokiirid 7 Stiisk nde / Tpopwb dxpo / Kugleformat spide /
KoActwia kulisie / Ponts osiirica / Kisesel ug / Siiricky hwot / GGmbbel elbiott hegy /
CTOepretanii NN N
3. Softcomex lip/ Embout convexe soupie / Weiche, konvex Zulmrdende Spitze / Punia blsnda
conveoa [ Zachie, convexs tip 7 Punte morbida convessa / Myk konveks fupg / Pehmed
hupara kirki / Mjul konvex dnde / Moioms cupré Grpo 7 Bled konveks spids / Migkka
imficiwka wypulde / Ponts moke convena / Yumugak koaveks ug / MBIy lkonveomd ot /
Ligy kormeax hagy / Marael Resysil HONCHINHN
4. Softconcavedip! Emboutconcave souple / Weiche, konkey zulsulende Spitze / Punta blende
cincava { Zachie, concave $p 7 Punia morbida concava / kiyk koakav upp / Pehmed hovers
Klieki / Mjuk konkav Snde / Mokaxd xoiho depo 7 Blad konkey spids / Migika kofodwia
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widgsia / Ponta mole cincava / Yumugak konkav ug / Makic: lkonkivni heot 7 Lbgy konkév
hegy / Mancsi Bomny ol Hohewmx

5. 45" angie basket ¥ip / Embout panier & 45° / Baskel-Spitze mit 45°-Winkel / Punta en Torma
de costn 90 dinguic de 45° 7 45° hosk van Xorvormmige tip 7 Punia a cestelio con angalo di
45" 1 48" vinkiet baskathupy 7 45° 0 kuppimalinen kiirki / 45° vinkiad kosgformad Snde / Axpo
#aratoe, Of wavia 45° / 45 vinkiet iurvespids / KoAcdwka koszyhows zaiczywions pod
kagtem 45" 7 45* ponts tipo ceste dngular 7 45° agrk sopet ug 7 45° uhlowy twot s kodickem /
45"-ban moghaliitolt kosdr steki hegy / 45-rPAgYCHANR YTNOROK HAEDHIVHIN THOE "ROPINEE"

6. 90" anglw basket ¥ / EMbout panier & 90° / Basket-Spitze mit 50"-Winkel / Punia en forma
de cests en dngulo de 90° 7 90° hoek van karfvonmige e 7 Punta 3 cesiello con angolo ¢
90° 7 90° vinkiel baskatingp / 90°:n kuppimallinen Kirki / 90° vinkiad korglormad dnde / Axpo
xaratiod, of yunia 90° / 90° vinkdet kurvespids / Kodcdwks koszykows zalrzywiona pod
kagem 80" 7 90" ponta §po cesta nguler / 90 &gk sepat ug / 90° Ghiovy iwot s koditkem /
90°-ban meghaiiiiott hosdr sleki hegy / Q0-YPARYCHASS YIIONOH HAMOHEWME THNE “WOPMHKS"

7. 90" angia sait fip / Embout souple & $0° / Weiche Spitze wit 80°-Winks! / Punia blands on
angulo de 90° / 90 hoek van zachis tip / Punts morbida con angolo di $0* / S0° vinklet myk
tupp 7 90°:n pehmad kil 7 90° vinkiad mjuk Snde / Maioxs dpn, or wavia §0* /90° vinkiet
bled spids / Migkka kododwia zakrzywiona pod kiem 90” 7 90° ponta mole-Sngular / 90°
a0k yurnugak ug / 90° hlovi miiidey hrot 7 90°-ben meghafion (igy hegy / 90-cpasycHmi
yrrouoh ey MEEDHOWK

8. wmmmmmnwmwuwm:mmﬁ
dnguio de 45° / 45° hosk van zachie tip / Punia morbida con angalo di 45° 7 45° vinkiet myk
Supp 7 45%:n pahased kiletd 7 45° vinkiad mjuk Snde / MaAOKS Gxpo, Oe yuvia 45° 745° vinkiet
bied apids / Migika kofcdwha zakizywiona pod kalem 45° / 45° ponts mole dagular 7 45
aGsh yurmugak ug 7 45° Whiovy miikky hrot 7 45°-ban maghajBiton ligy hagy / 45-rpagyciuil
YINOBOR MANIR HIKOMONHIK

9. Soft buid beveled ip / Embout bissmné souple en forme de polm / Weiche, kolbenidnmips

. Spitze / Punta blande biselads en lomaa de pere / Schuine ip met zachie ballon / Punia &
bulbo smussata & morbida / Myk svrendet skrinet upp / Pehmal visiolu pySred idkrk / juk -
atormad Snde / Aoonnitvo Sxpo Pt paAoKd prraiiv / Bled, kugleformet skrh spids /
Migkic, skoénie Scigta kaiodwia z belonens / Ponda bisslada mole em forme de bolbo /
vmmmmmmmammmumm
VgD hogy / Mansd rpyLUsewaHMD Canisee sl HEROHEUHWE

10. Sdicone body / Corpe an sllicons / Sikonkirper / Cuerpo de slicona / Sliconengedestie /
Corpo in silicone / Skikonhoveddet / Silkonirunko / Sillkonioopp ! Zipa armd ckecdvr) /
Siikona-hovaddal / Slikonowy kospus / Conpo am silicons f Silikon gbvde / Slikonovd Zist /
Szilikon kandiest / Curmuoxonwdl nopRyc

11. Malloable siminions siool Wbe / Tube en acier inoxydabie malidabie / Formbarea
Edeistahirdhechan/ Tubo malesble de acero incuddable / Buighasm, rosstvijstalen buls /Tubo
Tessidie i accisio nossidebile / Beyelig rer | restivitt st / Taipuva pulk,

W3 NORURBRIOLLION CTINW

12. Locking femala luer fitting / Verrouliags luer femelie / Lusr-Lock-Anschiuee {weiblich) /
Adaptador de bioguao luar hembea / Afsiulibare wouwelhe luerfitling / Recoordo fues lock
farwwing / Lisbar hunn-luar-kobling 7 Lusr-nearsslitin / Koppling med honluerils / Owiuxd
ebipenn copdhomc Mer 7 Luss-tock fitling, hun 7 Zeviski canik typu keer / Encaine de
bioqueio ipo luer fimea / KEN digi luer badiants: / Uzamykac pfipoja 8 vilini koncovkou
Wior/ Zrb anysaluer ileszifs / OXBETHEMOUIN YECTE SINTOROI NICIPOBCIKIFG CORIMMHIR

13. Piastic hendie / Poignbe en piastique / Kunsisioffgrll / Mango de pidetico / Plastic
heandgreep / Manigiia in plastica / Piasthindiak / Muovikiidensija / Plasthendieg / MAacm]
Ao/ Prasthindtag / Plssikowy uchwyt / Punho em piiistico / Piasi kol 7 Plasiovd rukojet /
Mianyag il / NARCTWEOSAN PYNDRTER
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Figume 2/ Figure 27 Abbildung 2 / Figura 2/ Albesiding 2/ Fignirs 27 Figur 2/ Kuve 2 /Figur 2/ Eadva 2/ Bvgoe 27
Rysunek 2 7 Figurs 27 Sekit 2/ Obrézek 2/ 2. 8re 7 Pucymox 2
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DLP*

Coronary Ostial Perfusion Cannula

Product Description

These coronary cannulae consist of a basket-style bp. $c” (sdicorte) bp. or spherical tip which is attached to a
malleable stainless steel tube, ora soft bulb beveled tip with an integral silicone body The cannulae terminate with
a lockir>g female luer fitting. The French diameter is measured at the base ofthe tip adjacent to the sealing flange
or across the diameter of the soft bulb beveled tip style.

Sterile, nonpyrogenic, single use.

Indications for Use

These cannulae are intended for use in conjunction with cardiopulmonary bypass surgery up to six hours or less
for delivery of cardioplegia solutions directly to the coronary arteries

Contraindications
This device Is notintended for use except as indicated above. Ifthe ostium is calcified, the basket tip cannula, the
soft bulb beveled tip cannula, and spherical tip cannula models should not be used

Warnings

Utilization of this cannula may not result in adequate perfusion of the heart if the coronary arteries have extensive
disease and/or ocdusions

Infusion pressures must be carefully rrwnitored and controlled so they do not exceed the maximum level
specified by the surgeon. Ifthe pressue level is exceeded, the coronary arteries may be damaged.

Do not use a basket tip cannula, a soft bulb beveled tip cannula, or a spherical tip cannula that is larger in size
than the coronary ostium Compression of the tip could restrict flow

Do notinsert the flange of the basket tip cannula, the bulb of the beveled tip cannula, or the large diameter bulb
of the spherical tip cannula Into the ostium as this may block the lateral branches neer the ostium resultirtg in
ir>adequate perfusion of these branches.

Precautions

Note: Proper surgical procedures and techniques are the responsibility ofthe medical professional. The described
procedure is furnished for information purposes only. Surgeons must evaluate the appropriateness of the
procedure based on their own medical trainirtg and experience, and the type bkurgical procedure being performed.
When infusing cardioplegia solution use the lowest possible pressures consistent with the surgical techniques to
minimize hemolysis, or damage to the vessels.

These cannulae are destgrwd a>d intended for single use only. DO NOT REUSE

Adverse Effects

This device, as do all extracorporeal blood system devices, has possible side effects which indude, but are rtot
limited to. infections, blood loss, thrombus formation, embolic events and dislocation Vessel damage and
complications atthe purrcture site may occur if the Instructions for Use are notfollowed.

Instructions for Use

1. Inspectthe package ar>d productfor damage and expiration date. If undamaged and unexpired, open the
package and transfer the cannula onto the sterile field utilizing an aseptic technique.

2. Selectthe correctsize and style of cannula. Connect the cannula to a cardioplegia delivery system which has
an integral means of monitormg the line pressure.

3. Prime me cannula and flush to remove any air before cannulation.
The cannula shaft may be bentinto the desired shape. Avoid any sharp kinks.

5. With the cardioplegia solution flowing ata very low rate, fill cup of cannula outlet (basket tip model only) and
place over the coronary ostium being careful rtot to entrap air. With the soft bulb beveled tip cannula, forceps
may be applied proximal to the bulb to aid in placement/retention of the cannula tip into the coronary ostium.
Increase the flow rate to the desired rate or the maximum line pressure prescribed by the surgeon. Infuse the
prescribed amount of cardioplegia solution (Figure 2).

6. Remove the cannula.
The following disclaimer of warranty applies to United States customers only:

Disclaimer of Warranty

ALTTOUGH THE CORONARY OSTIAL PEPPY3IOM CANNULA. HEREAFTER REFERRED TO AS
“PRODUCT' HAS BEEN MANUFACTURED UNDER CAREFULLY CONTROLLED CONDITIONS.

InsttiorsforUke Engvh 7
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MEDTRONMC HAS NO CONTROL OVER THE CONDITIONS UNDER WHICH THIS PRODUCT 1S USED.
MEDTROMIC, THEREFORE

TO ANY PERSON OR ENTITY FOR ANY MEDICAL EXPENSES OR ANY DIRECT, IMCIDENTAL OR
CONSEQUENTIAL DAMAGES CAUSED 8Y ANY USE, DEFECT, FAILURE OR MALFUNCTION OF THE
PRODUCT, WHETHER A CLAM FOR SUCHDAMAGES (8 BASED UPON WARRANTY, CONTRACT, TORT
OR OTHERWISE. NO PERSON HAB ANY AUTHORITY TO BIND MEDTRONIC TO ANY. REPRESENTATION
OR WARRANTY YWATH RESPECT TO THE PRODUCT.

The sxclusions and liitations set out above are not iIntended 10, and should not be construed so 8 10, conlFavens
mandatory provisions of applicabla law. If any part of e of his Discisimes of Warranly is heid 10 be ilegel,
unanforceable of in conftict with applicable law, by a court of compelent juriediction, the validity of the remeining
paviions of this Disclaimer of Wamanty shall not be affected, and all rights and obligations shall be conetrued and
anforcad a3 i this Disciaimar of Wananty did not contain the particular part or term heid 10 be invelid.

The following disciaimer of warranly sppiies to customers outside (he United States:
Disciaimer of Wasranty

ALTHOUGH THE CORONARY OSTIAL PERFUSION CANNULA, MEREAFTRR REFERRED TO AS
“PRODUCT" HAS BEEN CARECFULLY DESIGMED, MANUFACTURED AND TESTED PRIOR TO SALE, THE
PRODUCT MAY FAR TO PERFORM ITS INTENDED FUNCTION SATHFACTORILY FOR A VARIETY OF
REASONS. THE WARNINGS.COMTAINED ¥ THE PRODUCT LASELING PROVIDE MORE OETALED
INEORMATION AMD ARE CONSIDERED AN IMTEGRAL PART OF THIS ISCLAIMER OF WARRANMTY.
MEOTRONIC, THEREFORE, DISCLANES ALL WARRANTILS, BOTH EXPRESS AMD IMPLIED, WITH
RESPECT TO THE PRODUCT. MEDTRONIC SHALL NOT BE LIABLE FOR ANY INCIDENTAL OR
CONSEDUENTIAL DAMAGES.CAUSED BY ANY USE, DEFECY, OR FAILURE OF THE PRODUCT,
WHETHER THE CLAIM 1S BASED ON WARRANTY, CONTRACT, TORT OR OTHERWASE-

The axciosions and imitalions set out above are aol inlended 1, and should not be constiruad 30 28 10, COMPvane
mandmory provisions of spplicabie law. If any part or termn of his Disclaienar of YWarranly is haid by any cowt of

jurtsdiciion 1o be Megal, uneniorcasble or in confict with applicable taw, the validlly of the remaning
portion of the Disciaimer of Wirrasty shell not be affected. and all rights and obligelions shall be construed and
anforced ss ¥ this Disclaimer of Wananty did aot contain the paricular part or term held 10 De invalid.

& insirucions for Use  English
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Canute de perfusion coronaire ostiale

Description du produit

Ces canules coronaires se coniposentd'un embout de type panier. d'un embout souple (en silicone), (fun embout
spherique J1xé a un tube en acier inoxyciable malleable ou d’'un embout biseaute souple en forme de poire dote
d'un (xxps Tonobloc en sSicone. Les canules se terminent par un verrouiNage luerfemeUe. Le diametre French
est mesure a la base de I'embout. a proximite inmediate de la garde d'etancheit”. ou au niveau du diametre de
I'embout biseaute souple en forme de poire.

Sterile, apyrogene, | usage unique.

Indications d'utilisation

Ces canules sont congues pour I'administation de solutkxis de canjioplegie directement aux arteres coronaires
lore des-interventions de drctiation extracorporelle ifune duree maximaie de six heures.

Contre-indications

Ce dispositif estcongu exdusivement pour les indications susmenbonnees. Si I'ostium est calcifie. la canule a
embout panier, la (tenule a em txxit biseaute srxjple en forme de poire et la Canute a embout spherique ne doivent
pas £tre utilisees.

Avertissements

L'utilisation de cette canule risque d'entralner une perfusion inadequate du coeuren cas de graves affections et/ou
ocdusions des arteres coronaires.

Le (tebitde perfusion doit #tre soigneusementsurveilte eteontrole afin de ne pas depasserle niveau maximum
fix6 par le chirurgien. Sile niveau <te pression est superieorau seui fote, les arteres coronaires risquentd’etre
enilommagees.

Ne pas utiliserde canule a embout panier, (te canule a embout biseaute srxiple en forme de poire ou de canule a
embout spherique dontla taile est superieure a Tostium coronaire. Une compression de I'embout peut entraver
I'ecoulement. A

Ne pas insererla garde de la canule a emboutpanier, la poire de la canule | embout biseaute ou la poire de grand
diametre de la canule a embout spherique dans I'osbum, sous peine de bloquer les brancdies laterales srtuees a
proximite de Tostium et d'entrair>er une perfusion ittedequate de ceUes-ci

Precautions

Remarque : Tutiisation de procedures et de teriiniques chirurgicales appropriees releve de la responsabiltte du

ntededn La procedure (tecnte estuniquementdorutee a ttre irxlicattf. Chaque chinirgien doitevaluer radequation
de rintervention en foncbon de sa propre formation etde son experience medicale. ainsi que du type de procedure
chirurgicaie effectuee.

Lore de I'administration de la solution de cardroptegie, utiliser le debit le plus faible possible (xxnpabble avec les

techniques rdnirurgicales afin de minimisef les risques dttemolyse ou de lesion des vaisseaux.

Ces (tenules sont destinees | un usage unique exdusivefnenL NE PAS REUTILISER.

EfTets secondaires

Ce disposrtrf. comme tous les dispositifs utiises en circulation extrarxxporele. peut provoquer d'eventuels effets
secoridaires. rwtamment: infections, perte de sar>g. formation d'un thrombus, embolies et luxation Destesionset
des complications vasoiares au site d'injection peuvent se produire si le mode d'emploi nest pas respecte.

Mode d’emploi

1. Inspecter I'embaUage afin de detecter tout dommage eventuel et de verifier la date de péretp6on. Si
I'emballage n'est pas endommage et si la <iate de peremption n'est pas depassee, ouvrir 'embaUage et
transferer la canule surle’chemp sterile en recourant a une technique aseptique.

2. Cholsir la taile etle type de omule appropries. Ccxmecter la canule a un systeme d'administration de
cardioplegie equipe d'un dispositif integre de eontrole de la pression dans la tubulure.

3. Amorcer la canule puis la hnear pour evacuerles bulles d'air avant sa mise en placte.

La tige de la canule peut-itre-incurvee pourlui donner la forme souhaitee. Eviter de former un angle trop aigu.

5. Lorsque la solution de cardioptegie s'ecoule tres lentemenL remplir le receptacle situe a I'extremite (sortie) de
la canule (mocteie | embout panier uniqguement) et le placer au-dessus de fostium coronaire en prenant soin
de ne pas piegerde buUesd’air. En cas cfutltsation de la canule a embout biseaute souple en forme de poire,
des pinces peuventM e appl>qudesa proximitede la poire pourfadrter le placementou la retention de I'embout
de la canule dans l'ostium coronaire. Augmenter le debitjusqu'au niveau souhatte ou jusqu'a la pression

&
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mecimele de le lubuluss Prescrile parie chinurgion. Adminisirer la quaniith prescrite de ackution de cardioplégie
{Figure 2).
6. Reliser i conule.

198 clients en dohors dos Etats-Unis peuvent avoir recours au prisent déni de garentie :
Déni do gerantie

Los xchusions at les inviations de garantis mentioandes ci-desss ne soni pas, st ne doivent pes, dve inlarprities
comme coniraines aux dispositions obligaicirss des iois applicables. Si une partie ou une disposiion du présent
déni de garaniie devalt Sire considénie idgale, non applicabls ou coniraive 4 I8 10l Bn vigueur par un iribunel
comphient, la velidith des sutres disposiions du prisest-dbai-do permntie n'en serm pes allectbe,. Dans ce cas,
ous sulres deolle ot obligations savont intevprétie ol appliiquis, Aans inir comple de la parlie ou de lerdisposilion
considénbe comme Hégale.

10 Mode demphi  Frangels
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PerfusionskanOle fur KoronarosUen
Produktbeschreibung

Die KoronarVaniiten besteben aus einer Basket-Spitze, einer weichen (Silikon-) Oder Kugeispitze. die an ein
formbares EdelstaNrohrchen angeschlossen ist Oder aus eir>er weichen, kolbenfdrmigen Spitze-mit integnertem
eiltkonkOrper. Sie schliellen mil eir>em Luer-Lock-Anschluss (weiblich) ab. Oer Durchmesser in GH wird an der
Spittenbasis rreben dem Versiegeiungsflansch Oder fiber den Durchmesser der weichen, kolbenfdfmigen Spitee
gemessen.

Steri. pyrogenfrei. zur einmaligen Verwendung.

Indikationen
Die KanCrten siod fur den Gebrauch bei kardiopulmonalen Bypassoperatiooen von maximal sechs Stunden fvir
Kardioplegieinfusionen in die Koronararterien vorgesehen

Kontraindikationen
Dieses Produktistausschlie&lich furden oben genannten Verwendungszweck bestimmt 1stdas Ostium kalziftziert,
soltendie Kanulen mit Basket-Spitze, weicher, kolbenformiger Spitze und Kugelspitze nichl verwendet werden

Wamhinweise

Die Verwendung dieser-Kaniile erzielt u. U. keine ausreichende Perfusion des Herzens, wenn die Koronararterien
eine ausgedehnte Erkrankung und/oder Okidusionen aufweisen.

Der Infusionsdruck muss sorg”ttig Gberwacht und kontroliiert werden, s00ass der vom Chirurgen
vorgegebene MaximaMruck nicht uberschriRen wird. Bei Oberschreitung des Maximaldrucks kdnr>en die
Koronararterien u. U. beschadigt werden.

Verwenden Sie keine Kanute mit Basket-Spitze. weicher. kolbenformiger Spitze Oder Kugelspitze verwendet
werden. die gr6Ger ist als die Koronarofhiung. Eine Kompression der Spitze kann den Durchfluss behindem
Fuhren Sie den Flansch der Kaniile mit Basket-Spitze. den Kolben der Kanule mit kolbenKrmiger Spitze bzw den
Kolben mit gro&em Durchmesser der Kanule mit Kugelspitze nicht in das Koronarostium ein. da dies durch eine
Blockierung der tateralen GetaOSste in der Nahe des Ostiums zu einer nicht ausreichenden Perfusion der Aste
fuhren kann.

Vorsichtsma&nahmen

Hinwela: Die Verantwortung fur die Amwendung und Einhaltung geeigneter operativer MaSnahmen und Techniken
obliegtdem Arzt Die beschnebene Vorgehensweise istausschlieeiich zu Informationszwecken erarbeitet worden
Der Chirurg muss die Eignung jeglicher Verfahren auf der Grundlage der eigenen arztiichen Ausbildung und
Erfahrung sowie der Art des Eingriffs selbst beurteilen.

Verwenden Sie zur Infusion von Kardioplegieldsungen den geringstmdglichen Druck entsprechend der
chirurgischen Vorgehensweise, um das Risiko einer Hdmolyse Oder GefiSbeschadigung zu minimieren

Die Kanulen sind nur zum einmaligen Gebrauch bestimmt. NICHT VNAEDERVERWENDEN.

Nebenwirkungen

bei alien Komponenten eines extrakorporalen Blutkieislaufeystems besteht auch bei diesem Produkt die
Gefahr des Auftretens verschiedener Nebenwirkungen wie Infektionen, Blutveriust, Thrombenbildung,
embollscher Ereignisse und Dislokation. Bei Missachtung der Gebrauchsanweisung besteht die Gefahr von
Gefadveitetzungen und Komplikationen an der Punktionsstelle.

Gebrauchsanweisung

1. Uberprufen Sie die Verpackung urtd das Produkt auf Schaden, und kontroltieren Sie das
Verwendbarkeitsdatum Wenn die Verpackung unbeschadigt und das Veiwendbarkeitsdatum noch nicht
iiberschritten ist, flffnen Sie die Verpackung, und uberfCihren Sie die Kanule unter aseptischen’Bav'ngungen
in das sterile Feld.

2 Wahlen Sie die richtige KanulengroGe und -form. SchlieBen Sie die Kanule an ein Kardioplegie-
Infusionssystem an, das fiber eine Funktion zur Uberwachung des Leitungsdrucks veifiigt.

3. Endfiften Sie die Kanule vor dem KanGlieren.
Biegen Sie den Kanutenschaft in die gewiinschte Form. Vermeiden Sie scharfes Abknicken

5. Fiillen Sie das GefSB der Kanulenauslassoffnung (nur beim Modetl mit Basket-Spitze) lartgsam mit
Kardioplegietosung. und posltionieren Sie es fiber dem Koronarostium. Vergewissem Sie sich, dass dabei
keine Lufl eingeschlossen wird. Bei der Kaniile mitweicher. kolbenformiger Spitze kann eine Zar>ge proximal
zum Kolben zur Unterstutzung der Positionierung/Fixierung der Kaniilenspitze im Koronarostium verwer>det
werden Erhdhen Sie die Durchflussrate auf den gewiinschten Wert Oder sdange. bis der vom Chirurgen

GebfBuchsanweisung Deutsch 11
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vorgegebens maximale Leitungsdruck srmeicht ist. Nehmen Sia sine infusion-der vorgegebanen Menge an
Kerdioplogieidsung vor (Abbidung 2).
6. Entfemen Sie die Kanlte.

Der foigends Haftungaausschiuss giit nur fir Kunden aullerhalb der USA:
Garsatiesrkiivung

TROTZ SURGFALTIGER KONSTRUKTION, HERSTELLUNG UND VOR VERKAUF DURCHGEFUHRTER
TESTOURCHLAURE 15T €3 MOGLICH, DASS DIE PERFUSIONSKANILE FOR KORONARCSTIEN - I
MACHFOLGENDEN ALS ,PRODUKT™ BEZEIGHNET = AUS VERSCHIEDENS TEN GRONDEN NICHT

ZUFRIEDENSTELLEND FUNKTIONIERT. DIE MINWESSE N DER PRODUKTINPORMATION ENTHALTEN

QDER STILLSCHWEIGENDE GARANTIE IN BE2UG AUF DAS PRODUKT ALS. MEDTRONIC HAFYET
WEDER FOR UNMITTELBARE NOCH MITTELBARE FOLGESCHADEN, DIE DURCH DEN GEBRAUCH,
DEFENT ODER AUSFALL DES PRODUKTS ENTSTEHEN; UNABHANGIG DAVON, OB SICH DER
ANSPRUCH AUF EINE GARANTIE, EINEN VERTRAG, EINE UNERLAUBTE HANOLUNG ODER EME
AMDERE ANSPRUCHSGRUNDLAGE STUTZT.

Hefungsausachiuss gang

Recht ist, bevGivl dies die GhNigheit der estichen iGeussin nicit, und alle Rockie und Plichien aus Sesem
Hafumgsausschiuse sind 20 austulagen und durchzusetzen, sls 0ai der R ungilhig avidiints Tell oder die ungliige
Vorschrift in dem Haflungsausschiuss nicht enthalten.

12 Gebrauchsarweisung Oevtech
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Cdnula de perfusidn para ostium coronarlo

Oescripcibn del producto

Estas canulas coronarias constan de una punta tipo cesta, una punta blanda (de siticona) o una punta esf4nca
unida a un tube maleable de Bcero inoxkJable. o de una punta btanda biselada en forma de pera con un cuerpo’
de silicona integrado. Las cinulas terminan en unadaptadordebloqueoluer hembra. B didtr>etro French se rnkJe
en la base de la punta junto a la pestafta de sellado oa lo largo del didmetro de la punta blanda biselada tipo pera.

Estoril. apirOgenoy vdMo para un solo uso.

Indicaciones de uso

Estas canulas se han disehado para su utilizacidn en intervenck>r>es de bypass cardiopulmonar durante un maximo
de seis horas para la administracidn de soluciortes de cardioplejia directamente a las arterias coronarias.

Contraindlceciones

Este dtspositivo no estii diserSado para utilizaciones distintas de las anieriormente irxticadas. Si el ostium estd
calcificado. no deben utHizarse k» modelos de cAnuta con punta tipo cesta. la canula con punta blanda biselada
tipo pera ni la c4nula con punta esferica.

Advertencies

El empleo de estas c4nulas puede dar lugar a una perfusidn inadecuada del corazdn si las arterias coronarias
muestran un grade elevado de afectacidn u oclusiortes

Las presiones de infusibn deben supervisarsa y monNorizarse de forma meticulosa para que no superen el
nivel mbximo especificado por el cirujano. Si se supera el nivel de prestbn, las arterias coronarias pueden sufnr
dahoB.

No utilice una cbnula con punta en forma de cesta, punta blandabiselada en forma de pera o punta esferica cuyo
tamarSo supera el del ostium coronario. La compresidn de.la purtta podria lintitir el flujo.

No inserte la pestaha de la cbnula con punta en forma de cesta, la pera de la cSnula de punta biselada o la pera
de gran dibmetro de la canula de punta esfbrica en el ostium, ya que podrian bioquearse las ramas laterales
cercanas al ostium y provocar una perfusibn insuficiente de estas ramas

Medidas preventivas

Nota: La utilizacibn de procedimientos y thcnicas quirurgicos apropiados es responsabilidad del profesionai
medico. El procedimiento descrito se proporciorta exdusrvamente con fines informativos Los dnjjanos deben
evaluarla conveniencia del procedimiento segun su propia formacibn y experienda medica, y segOn el tipo de
procedimiento quiriitgico.

Durante la Infusion de la sdudbn de cardioplejia. utilice las presiones mas bajas posibles oue sean compatibles
con las thcnicas quirvirgicas para redudr al mintmo la hemblisis o los dabos en los vasos

Estas canulas estan correebidas y previstas para un solo uso. NO LAS REUTILICE.

Efectos adversos

Este dispositivo, al igual que todos los dispositrvos de sistemas de dmladbn extracorpbrea. berten efedos
secundark» posibles tales coTo, entre otros, infecdones. pbrdida de sangre. formadbn de trombos, episodios
embblicos y desplazamiento. Pueden produdrse lesiones vascularesy complicadones en el lugar de pundbn si
rmose siguen las instrtKdones de uso.

Instnicciones de uso

1. Inspecdone el envase y el producto en busca de danos y compruebe su fecha de caduddad. Si no presenta
danos ni ha caducado, abra el envase y transfiera la canula al campo estbril mediante urta tbcnica asbptoca.

2. Selecdone el tamabo y tipo de canula adecuado. Conecte la cbnula a un sistema de administracibn para
cardioplejia que integre un modo de monitorizacibn de la presibn de la via.

3. Cebe lacanula y Nbnela a presibn para eliminar el aire antes de la canuladbn

B cuerpo de la canula puede doblarse para adoptar la forma deseada. Evite dobleces muy marcados.

5. Con la soludbn de cardioplejia drculando a un flujo muy bajo. rdlene la copa de la salida de la cbnula (sblo
en el rrxxlelo de punta tipo cesta) y colbquela sobre el ostium coronario con cuidado de que no entre aire En
el caso de la cbnula con punta blanda biselada en forma de pera, pueden utiizarse fbreeps cerca de Lapera
parafaditar la colocacibn/retendbn de la punta de la canula en el ostium coronario Aumente el flujo al caudal
deseado o a la presibn maxima de la via conforme a la prescripcibn del cirujano. Infundala cenMad prescrita
de solucibn de cardioplejia (Figura 2).

6. Retire la canula.

IS
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La siguiente Renuncia de respongabilidad se aplica 8 los clientes fuera de los-Estados
Unidos:
Reauwncia de responsabiidad

AUMOUE LA CANULA DE PERFUSION DEL. OSTIUM CORONARIO, A LA QUE NOS REFERIREMOS DE
AHORA EM ADELANTE COMO “PRODUCTO®, HA SID00 DISERADA, FABRICADA ¥ PROBADA
CUIDADOSAMENTE ANTES DE PONERLA A LA VENTA, EL. PRODUCTO PUEDE NO CUMPLIR SUS
FUNCIONES SATISFACTORIAMENTE POR VARIAS RAZONES. LAS ADVERTENCIAS QUE CONTIENE LA
DOCUMENTACION DEL PRODUCTO PROPORGIONAN IMFORMACION MAS OETALLADA ¥ SE

DERIVADOS DE U UTILIZACION, DEFECTO O MAL FUNCIONASIGNTO DEL PRODUCTO, AUNGUE LA
RECLAMACION S8 BASE EN LA GARANTIA, CONTRATO, RESPONSABILIDAD CONTRACTUAL U OTRAS

Las miciusiones ¥ Emitacionss amibe axprasadas RO revisten ¢l propdsio de coniravenir las disposicionss
obligatories establecidas por (a lngislacion vigents, ni duben interpretarse de diche forme. En & supuaeto de que
cuaikpiey parte ¢ Whimino de la presenie Renuncia de reaponsabilidad see declerado por cueiquier riunal
compeients como legal, ineplicable 0 contrario @ la ley, slio no afectard a la validez del vesto de ke Renuncia de
responsabiided, interpratindoss y apicindoss cusntos derschas ¥ obiigaciones se inchuyen on ¢lla Como sile
pressnte Renuncia de Mmmumommn“

14 insbucciones de uso  Espalfiol
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Perfusiecanule voor coronaire ostia

Productbeschrijving

Deze coronaire canuie bestaat uit een korfvormige tip, een zachte (silicor>en) tip of een bolvormige tip die is
bevestigd op een buigbare. roestvhjstalenbuis. ofuiteenschuine tip metzachte ballon meteen geheel uitsiliconen
vervaardigd deel. De canules eindigen in een afsluitbare. vrouwelijke luerfitting. De buitendiameterwordt gemeten
aan het begin van de bp bij de afdichtflens of aan de hand van de diameter van de schuine bp met zachte ballon.

Steriel. niet-pyrogeen. vooreenmalig gebruik.

Indicaties

Deze canules zijn bedoeld voor gebruik bij cardiopulmonaire bypassoperabes gedurende maximeal zes uur of
minder voor rechtstreekse toediening van cardioplegieoplossingen naar de kranssiagaders

Contra-indicaties

Ditapparaat is uitsluitend bedoeld voor gebruik zoals hierboven is aangegeven. Als hetosbum it verkalkt mogen
de Canute met de korfvormige bp, de canule metde schuine bp en zachte ballon en de canule met de bolvormige
bp niet worden gebruikL

Waarschuwtngen

Met gebruik van deze canule leidt mogelijk niet tot adequate perfusie van het hart als de kranssiagaders
vergevorderde aandoeningen en/of ocdusies vertonen.

De infusiedruk moet zorgvutdig worden bewaakt en geregeld zodat deze niet het door de chirurg opgegeven
maximum overschrijdt. Als het drukniveau wordt overschreden, kan dit leiden tot schade aan de kranssiagaders.
Gebruik geen canule met een korfvormige bp. een canule meteen schuine bp en zachte ballon, of een canule met
een bolvormige bp als deze groter zijn dan het coronaire osbum. Het samendrukken van de bp kan de doorstroom
verminderen.

Breng nooit de fiens van de canule met de korfvormige tip. de ballon van de canule metschuine bp. of de grote
bol van de canule met de bolvormige bp in het osbum. omdat dH de aftakkii>gen bij het osbum kan blokkeren
waardoor de perfusie van deze aftakkingen mogelijk onvoldoende is.

Voorzorgsmaatregelen

Oprrwrking: De juiste chirurgische ingrepen en lechnieken vallen onder de verantvroordelijkheid van de arts. De
beschreven procedure wordt slechts ter informabe aar>geboden Elke chirurg moel de geschiktheid van de
procedure evalueren op basis van zijn of haar medische opieiding en ervaring en het soort chirurgische procedure
dat wordt verhcht.

Gebruik bijde infusie van decardioplegieopk>ssir>gdelaagstedruk die mogelijk it voor de chirurgische technieken
om hemolyse of beschadiging van de vaten tot een minimum te beperken

Deze canules zijn ontworpen en bedoeld voor eenmalig gebruik. NIET OPNIEUW GEBRUIKEN.

Bijwerkingen

De mogelijke bijwerkingen van deze en andere extracorporale bypasspioducten, zi|n onder meer infecbe,
bloedverlies, thrombusvormir>g. embolische complicaties en dislocabe. Als de gebruiksmstrucbes niet worden
opgevolgd, kan dit leiden tot beschadiging van het bloedvat en complicaties rood de aanprikpleats.

Gebruiksaanwijzing

1. Controleer de verpakking en het product op beschadigingen en controleer de vervaMatum Als er geen
beschadigingen zijn en de vervaldatum niet is verstreken. opent u de verpakking en brengt n de canule met
een sterieie techniek over naar het steriele veld.

2. Selecteerdejuiste meaten hetjuiste model canule. Sluitde canule aan op een cardioplegietoedieningssyteem
dat is uitgerust met een algemene voorziening voor het bewaken van de lijndruk.

3. Voordat u gaat canuleren dient de canule te worden gevuld en doorgespoeld om eventueel aanwezige lucht
te verwijderen.

4. De schachtvan de canule kan in de gewenste vorm worden gebogen Scherpe knikken moeten worden
voorkomen.

5. Laat de cardioplegieoplossing zeer langzaam sbomen, laat het kopje van de canule-uibaat (aDeen bij canule
met korfvormige bp) vollopen en plaats ditop hetcoronaire ostium. Zorg dat er geen luchtin komt Bijde canule
met de zachte ballon en de schuine bp kan een tang proximaal van de baPon worden geplaatst voor het
plaatsen/vasthouden van de canuletip in het coronaire osbum. Verhoog de stroomsnelheid naar het gewenste
niveau of de maximale lijndruk die wordtvoorgeschreven doorde chirurg. Dien de voorgeschreven hoeveelheid
cardioplegieoplossing toe (Figuur 2).

Gluiksennijzing Nedertands 1S
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8. Varwider de canule.
De voigends vitsiuiting op de garantie geldt alleen voor kianten bulten de Verenigde Staten:
Uitshulting van garaniie

HOEWEL DE CANULE VOOR CORONAIRE OSTIA, HIERNA HET “PRODUCT™ GENOEMD, MET VEEL 20RG
12 ONTWORPEN, VERVARRDIGD EN VOOR DE VERKOOP GETEST, KUNNEN ER VERSCHILLENDE
REDENEN ZLIN WAARCM HET PRODUCT NIET VOLGENS DE SPECIFICATIES WERKT. DE
WAARSCHUWINGEN N DE DOCUMENTATIE BIEDEN MEER GEDETAILLEERDE INFORMATIE EN
MOETEM WORBEN BESCHOUWD ALS EEN WEZENLISK ONDERDESL VAN DEZE UITSLNTING VAN
GARANTIE. MEDTRONIC VERLEENT DAAROM GEEN ENXELE GARANTIE, NOCH EXPLICIET NOCH
IPLICIET, MET BETREKKING TOT HET PRODUCT. NEDTRONIC I8 MIET AAMSPRAKELLIK VOOR ENIGE
INCIDENTELE OF GEVOLGSCHADE, VEROORZAAKT DOOR OM HET EVEM WELK GEBRINK, DEFECT OF
FALEN VAN HET PRODUCT, ONGEACHT OF DE VORDERING I8 GEBASEERD OF EEN GARANTIE,
CONTRACT, OMRECHTMATIGE DAAD OF ANDERSZING.

mmmwamwmwuum‘mmm

dmwﬁnﬂhmm:ﬁﬂ'ﬂwm:dﬂﬁﬁﬂﬁ\ﬂl“mwmdm
Uitsiuling van garantie niet saniasien en zullen alle rechian on plichien wordes uilgelegd en 180 LItvOS worden
gebracht alsof deze Ulsiuiing van garanis het desbabeliends ongekiiy veidesrds gedestie niet bevatie.

18 Gebruikssanwizing Nedertands
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Cannuia per perfusione coronarica ostiale

Descrizione del prodotto

Le cannule coronariche sono compoate da una punta a cestello, una punta morbida in silicone o una punta sferica
cdlegata-a un tubo flessibile in acciaio inossidabile. oppure da una punta a bulbo smussata con corpo in silicone
integratorLa parte finale delle cannule & composta da un raccordo luer lock femmina. Il diametro Frertch viene
misurato alia base della punta situate in prossimita della flangia di tenuta o lungo il diametro della punta a bulbo
morbida e smussata.

Sterile, rton pirogeno. esdusivamente monouso

Indicazioni per 1'uso
Le cannule sono destinate all'erogazione delle soluzioni cardioplegiche direttamente alle arterie coronarie durante
gli intervene chirurgici di bypass cardiopolmonare della durata massima di sei ore.

Controindicazioni
Il dispositivo pu6 essere ublizzato unicamente per gli scopi sopra indicati. In caso di calcificazione deH'ostia, non
utlizzare le cannule con punta a cestello, con punta a bulbo morbida e smussata e con punta sferica.

Aweitenze

L'uso di questa cannula potrebbe comportare una perfusk>r>e cardiaca non adeguata in caso di patologia e/o
oedusioni estese delle arterie coronarie.

Le pressionidtinfuskme devono essere controllate e monitorate attentamente per accertarsi che non superino
il IK/ello massimo specificato dal chirurgo. Se tale tivello viene superato, le arterie coronarie potrebbero essere
danneggiate.

Non utilizzare cannule con punta a cestello, con punta a bulbo morbida e smussata o con punta sferica di
dimension! superiori all'ostio coronarico. La compressione della punta potrebbe limitare il flusso

Non inserire la flangia della cannula con punta a cestello, il bulbo della cannula smussata o | bulbo grande della
cannuia a punta sferica neH'ostio, poichd cid potrebbe bloccare le ramificazioni lateral! in prossirrWta delfostio,
rendendo inadeguata la perfusione delle ramiTcazioni.

Precauzioni

Nota: il personale medico é responsabile dell'adozione deile procedure e delle tecniche chirurgiche corretle. La
descrizione delle procedure viene fornita unicamente a scope informativo Ichirurghi devono valutare la corretlezza
della procedure in base alia propria esperienza e formaziorre e al bpo di procedura cbirurgica utilizzata.

Durante la somministrazione della sduzione catdioplegica. utilizzare la pressione piu bassa possible (in base alle
tecniche chirurgiche utilizzate) per ridurre al minimo I'emolisi e gli eventual! danni ai vasi.

Queste cannule sono esdusivamente monouso. NON RIUTILIZZARE

Effetti indesiderati

Al pari di tutti i sistemi di circotazione sanguigna extracorporea. | presente disposibvo pud comportare effetti

collaterali. comprendenti tra I'altro mfezioni. perdrta di sangue, fdrmazione ditrombi, event! embobd e spostamento

Se non vertgorto rispettate le istnizioni per I'uso. possono verificarsi danni e complicanze ai vasi in corrisponderua

del siio di inserzk>r>e.

Istruzioni per Tuso

1. Ispezionare la confezione ed | prodotto per verificare la presenza di eventual! danni e per controHare la data
di scadenza. Se la cannula non presenta danni e non & scaduta, aprire la confezione e trasferirla sui campo
stenie utitizzando una tecnica asetbea

2 selezionare le dimensioni e il tipo di cannula corretli. Colegare la cannula a un sistema di erogazione di
soluzion! lurdioplegiche dotato di fuitzioni interne di monitoraggio della pressk>r>e deNe linee.

3. Eseguire "iming della cannula e lavarta per hmuovere Taria prime dell'incannulazione

4. E possible modellare | corpo della cannula r>ellaforma desiderata, facendo atteruione a non piegailo
eccessivamente.

5. Duranteia-somministrazione della soluzione cardioplegica a bassa velocitd. riempire la coppetta dela cannula
(solo Mmodetlo con punta a cestello) e posizionare quesfuitirTta suHostio coronarico facendo attenzione a r>on
far penetrare iaria. Con la cannula con punta a bulbo morbida e smussata. & possible applicare delle pinze
in prossimita del bulbo per favorite il posizionamento/fissaggio delta punta delta cannula neirosbo coronarico
Aumentare la velociti del flusso accertandosi di non superare la pressione massima indicata dal ebirurgo.
Somministrare la quantiti prescritta di soluzione cardioplegica (Figura 2).

6. Rimuovere la cannula.

[strvzioniperfuso  Itetano 17
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La seguanie ceclusions dalia garanzia ¢ valida s0lo per | clisnti che non risiedono negh Stath
Uniti;

Esclusione dalis-garanzia

SEBBENE LA CANMULA PER PERFUSIONE COROMARICA OBTIALE, NDICATA DI SEGINTO COME
*PRODOTTO", SIA STATA ACCURATAMENTE PROGETTATA, REALIZZATA E TESTATA PRIMA-DI
ESSERE COMMERCMLIZZATA, POTREBSE NON FUNZIONARE ¥ MODD SODDISFACENTE PER
DIVERDSE RAGIONI. LE AVVERTENZE WDICATE NELLA DOCUMENTAZIONE DEL PRODOTTO
FORNMSCONO INFORMAZION! PR) DETTAGLIATE A TALE RIGUARDO € SONO DA CONSIDERARSI COME

PARTE INTEGRANTE DELLA PRESENTE ESCLUSIONE DALLA GARANZIA. DI CONBEGUENZA, LA
MEDTRONIC NON RILASCIA ALCUNA GARANZIA, ME ESPRESSA NE TACITA, IN MERITO AL PRODOTTO.
LA MEDTRONIC NON PUO 1N ALCUN CASO ESSERE RITENUTA RESPONSABILE, NE 1M VIA

CONTRATTUALE NE 1N VIA EXTRACONTRATTUALE, PER DANNI DIRETTI OO INDIRETT) CAUSATI
DALLYSO, DA) DIFETTI O DALLE MANGANZE DEL PRODOTTO, NDIPENDENTEMENTE DAL FATTO CHE
LA RICHIESTA Dt RISARCHIENTO DI TALI DANNI 31A BABATA BSU GARANZIA, CONTRATTO, FATTO
ILLECITO OD ALTRO.

Le esciusioni & le resirizion| di cul 5opra NON SONO Mses, N devONno essare interpredale in quanio tali, come
conrmwanen$ a norme Tienuts inderogabili dalia legisiazions vigants. Nat Ce0 in cul Une parte od un tamine

omano gixdiziario,
compeomessa ¢ Nl § disitti @ Ol cbbghi verranno interpreieti ad applicall come se la presenie Esckusions dulia
garanzia non contenesas s parie od | iermini rienud non velidi.

18 isinioni par fuso  Kelianc
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Kanyle for koronal-ostial perfusjon

Beskrivelse av produktet

Disse toronerkanylene bestar av en baskettupp. myk (silikon)tupp etrer kutefonnet tupp som er festet ti et beydig
[Ori rustfntt stil, dieren myk avrundet skrinet tupp med en integrert skikonhoveddd. Kanyten avsiuttes med en
iSsbar hunn-luer-kobling. Diameteren i French mdes ved enden av tuppen-ved siden av forsegiingsflensen dier
ved diameteren pi den rrtyke avrundede skriinede tuppen.

Sted, pyrogenfri. kun forengangsbruk

Indikasjoner for bruk
Oisse kanyteneer beregnet pa bruk ved kardiopuimortai bypasskirurgi pa maksimalt seks timer, for a tifere
kardioplegivseskef direkte til kransarterieoe

Kontraindikasjoner

Dette produktet skal bare brukesj henhold tl irKlikasjonene Hvis osbum er fbrkalket skal ikke kanylen med
baskettupp, kanylen med myk avrundet skranet tupp eUer kanylen med kuteformettupp brukes.

Advarsler

Bruk av denne kanylen gir ikke tilstrekkelig perfusjon av hjertet hvis kransarteriene er skadede og/dter tilstoppede
Infusjonstrykk m i overvakee og kontrolleres rwye slik at de ikke overskrider det maksimale nivaet som er angitt
av kirurgen. Hvis trykknhradoverskrides, kan-kransarteriene skades

Ikke bruk en kanyle med baskettupp, en kanyle med myk avnjndd skranet tupp dier en kanyle med kuleformd
tupp som er stene enn kransapnirtgen. Kompresjon av tuppen kan redusere gjennomstremningen.

Ikke settinnflensen pS kanylen med baskettupp, den avrundede dden p i kanylen med avrundet sk.riReUuppdler
den kuldefbrmede dden med stor diameter pa kanylen med kuleformet tupp i apningen siden dette kan blokkere
de laterale grerrene ner apningen, og det kan fere tt4.'tilstrekkdig perfusjon av disse grenene.

Fortioidsregler

Merkl Riktige kirurgiske prosedyrer og teknikker er legens ansvar. Prosedyren som beskrives, er bare beregnet
for informasjon. Kirurger m i vurdere om prosedyren er hensiktsmessig ut fra medisinsk opplaerirrg og erfaring, og
typen kirurgisk prosedyre som brukes.

Nir det brakes infusjon av kaidioplegivseske, m i det brukes lavest mulig trykk som samsvarer med de kirurgiske
teknikkene fori minimere hemdyse eller skade pi irene

Disse kanylene er kun beregnet p i errgangsbrak. SKAL IKKE BRUKES FLERE GANGER.

Bivirkninger

Denne enheten har, som aile ekstrakorpordle biodsystemenhder, mulige bivirkninger som omfatter, men ikke er
begrensd til, infeksjoner, blodtap, trombedanndse, emboliske hendelser og dislokasjon. Det kan oppsti skader
p i kar og komplikasioner ved punksjonsstedet hvis braksanvisningen ikke fdges.

Bruksanvisning

1. KontroUerat det ikke er skader p i pakningen og produktet Kontroller ogsi siste forbraksdato Hvis pakningen
ikke er skaddeller utgatt, kan du ipne derrog overfere kanylen til detstartie fettet ved hjelp av aseptisk teknikk.

2 Veig kanyle med rikbg sterrelse og type. Koble kanylen-til-et kardioplegisystem som har en integrert metode
for overvikir>g av slangetrykket
Prime kanylen, og skyMden fori fjeme eventuell luftfer kanylering.

4. Kanyleskaftet kan beyes i ensket form. Unngi skarp krtekk.

5. Nir kardioplegivsesken har svaert lav flowhastighet. fyNer du koppen for kanyteutgangen (kun modeller med
baskettupp) og plasserer den over kransipnir>gen Veer forsiktig slik at lufi ikke fanjjt™ 1 tPe Med kanylen med
myk avrundet skranet tupp kan det brakes pinsett proksimalt i forhoM til den avrat:di<de delen for i hjelpe til
med piasseriftgAibakehoiding av kanyletuppen i kransipningen. Ok fimrhastighetei” til ensket hastighet eller
det maksimale slangetrykket som er angitt av kirurgen. Infuser foreskrevet mertgde4rardioplegivseske (figur 2).

6. Fjem kanylen.
Den felgende garantifraskrivelsen gjetderfor kunder utenfor USA:

Garantrfraskrrvelse

SELV OM KANYLEN FOR KORONAROSTIAL PERFUSJON. HERETTER KALT “PRODUKTET. ER
UTFORMET, PRODUSERT OG TESTET UNDER NOYE KONTROLLERTE FORHOLD FOR SALG, KAN DET
AV EN REKKE GRUNNER UKEVEL SKJE AT PRODUKTET IKKE OPPFYLLER SIN TILTENKTE FUNK5JON.

Bfvksanvisning Norsk 19
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ADVARSLENE S0M FINNES | PRODUKTMERIINGEN, INNEHOLDER MER DETALJERT INFORMASJON
OG SKAL BETRAKTES SOM EN UATSKILLELIG DEL AV DENNE GARANTIFRASKRIVELSEN. MEDTRONKC
FRASIER SEG DERFOR ALT GARANTIANSVAR, BADE DIREXTE OG INDIREKTE, FOR DETTE
PRODUKTET. MEDTRONIC PATAR SEG INKE ANGVAR FOR INDIREKTE SKADER ELLER FOLGESKADER
FORARSAKET AV BRUK, DEFEXT ELLER PEIL PA PRODUKTET, ENTEN KRAVET ER BASERT PA
GARANTI, KONTRAKT ELLER IKKE-XONTRAKTIMESSIGE FORHOLD ELLER PA NOEN ANMNEM WATE.

Unniskene og bagroneningene som er angilt oventor, or idke ment som, g skal ikke tolices som, brudd pé
obligalorieke busienunelest i pjaidends iov. Hyis en ansvariig reisinetans finner acen del efler noe vilkir | denne
garantiicesiotvaleen wloviig, ugiennomienio efier & vears | lnnfiikt mud gisidends lov, skal gykighoten av de swige
delang ev geramtifrasirivelsen ke bersres, og alle reliighetar o pilder skal toikes og hindhaves som om denne
gaantilcasiufvalsen i innahoidi den bastamte dulen slierbetingeisan som bie funnet ugykiig.
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SydSmerrostiaalinen-perfuusiokanyyli

Tuotteen kuvaus

Naissa sydankanyyieissa on kuppimallinen karki. pehmed silikonH"arki. taipuvaan ruostumanomaan terdsputkeen
kiinnitetty pallokatki tai pehtnea viistottu py6reg karki silikonirungossa Kanyyiien paissi on luer-naarasliitin.
French-halkaisija mitataan karjen tyvesta ulkonevan sirtettireunan vieresta tai pehmedn viistotun pyprean kar)en
halkaisijasta.

Steriii, pyrogeeniton. kertakayttPinen

Kayttdaiheet

Kanyyiit on tarkoitettu kardioplegisten liuosten antamiseen sepelvaltimoihin ohitusleikkauksen aikana enintaan
kuuden tunnin ajan.

Vasta-aiheet

Tuotetta ei ole tarkoitettu muuhun kuin edelia kuvattuun kayttoon. Jos ostium on kaikkeutunut ei saa kayttaa
kanyyteita, joissa on kuppimallinen karki, pehmei viistottu pyorea karki tai pallokarki

Vaarat

Kanyyiia kaytettaessa perfuusio ei ehka ole riittava, Jos sepelvaltimotaub on edennyt prtkaile ja tukoksia on paljon.
Infuusiopaineitaon valvottava huolelliaeeti, jotta ne eivat ylita kirurgin maarittamia enimirtaisrajota- Jos maaritetty
painetaso ylittyy, sepelvattimot saattavat vauriortua.

Aia kayta kanyyteita, joissa on sydamen ostiumia suurempi kuppimallirren karki. pehmea viistottu pydrea karki tai
pallokarki. Karjen puristus saattaa hidastaa virtausta.

Ala typnna kuppimallisen karjen ulkonevaa reunaa. pehmean viistotun katjen pyOreaa osaa tai pallokarjen suurta
palloa ostiumiin, silia se voi tukkia ostiumin lahella-olevat lateraaliset haaratja heikentaa rtakten osten perfuusiota.

Varotoimet

Huomaiitus: Oikeiden kinjrgisten toimenpiteiden ja tekniikoiden kaytto on laakarin vastuuHa. Kuvattu menetelma
on tarkoitettu vain ohjeelliseksi. Arwoidessaan kaytettavan menettetyn soveltuvuutta kirurgin on huomioitava oma
koulutuksensa seka kkurgisen toimenpiteen tyyppi.

Kardioplegiset liuokset on infusoitava mahdollisimman alhaisella. kirurgtsiin tekniikoihin sopivalla paineella, jotta
ei aiheudu ttemolyysia eivatka verisuonet vaurioidu

Kanyyiit on suunniteitu ja tarkoitettu kertakiyttPisiksi. ALA KAYTA UUOELLEEN.

Harttavaikutukset

Tahan laitteeseen, kuten kaikkiin kehonulkoisiin verenkiertojarjestelmiin liittyy mahdollisia haittavaikutuksia. joita
ovat muun muassa infektiot, verenhukka, trombien muodostuminen, embolisel tspahtumat seka laltteen
siirtyminen pois palkoittaan. Jos kayttPohjeita ei noudateta. seurauksena voi olla verisuonivaurioita tai
komplikaatioita punkttokohdassa.

Kdyttoohjeet

1. Tarkista pakkaus ja tuote vaurioiden varalta seka viimeirren kayttoparva. Jos pakkaus on ehji eikP sen
kayttoaika ole umpeutunut, avaa pakkaus ja siirrd kanyyii aseptisesti sterillie alueeRe.

2. Valitse oikeanlainen ja -kokoinen kanyyii. LiitP kanyyh kardioplegiseen antojdrjestelmaan, jossa on integroitu
paineenvalvontajarjestelmtt.
TayU kanyyii ja poista siita ilma huutitelemalla ennen kanytoinnin aloittamista.

4. Kanyyltn varren voi taivuttaa sopivan muotoiseksi. VPIta teravia taitoksia.

Kun kardiopleginen liuos virtaa hitaasti, tdytd kanyylin aukon kuppi (vain kuppimalli) ja aseta se sydiimen
ostiumin paalle. Varo, ettei siihen joudu ilmaa. Pehmedan viistottuun. pyoredkirkiseen kanyytiin voi asettaa
pihdrt proksimaalisesti pallomaiseen kohtaan nphden, joMoin kanyytin karjen asettaminen ostiumiin helpottuu
ja kanyyii pysyy paremmin paikoillaan. Lisba vtrtaus soprvaksi kirurgin maarittaman letkun enimmaispaineen
mukaisesti. Anna kardioplegista liuosta ennalta maaritetty maara (Kuva 2).

6. Poista kanyyii.

Seuraava takuuta koskeva vastuuvapausiauseke koskee vain Yhdysvaltojen ulkopuolisia
asiakkaita:

Takuuta koskeva vastuuvapausiauseke

HUOLIMATTA SirrA, ETTA SYDAMEN OST1AALINEN PERFUUSIOKANYYLI, JAUEMPANA fTUOTE”. ON
SUUNNITELTU, VALMISTETTU JA TESTATTU HUOLELUSESTI ENNEN MYYNTIA. USEISTA ERI SYISTA

KStiCohjeet Swomi 2L
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SAATTAA JOHTUA, ETTA TUOTE EI TOMI TARKOITETULLA TAVALLA. TUOTEPAKKAUNSEBSA OLEVAT
VAROITUKSET SISALTAVAT TARKEMPIA LISATIETOUA JA KUULUVAT OLENMNAISENA OSANA TAMAN

Y mainitiuje rajoiulis 6f ole tarkoilstiu voimesse olevan peloottavan lsinsiidiant vastaiticsi, sild nilth pids
veshuwvapausiauseikesn osa tal ahio on lsilon, thytimdSnpanckelvolon tai deliridesss tapaukesen sovellettevan
lainekidBnnin kenssa, takuuta kosheva vastuuvepausiaussie siillyy kellenkin mulita osin voimassa, ju kalkioa
olsuksis ja velvolisuuksia on Wikiiiave js paniava tiytinio0n Bdilia kuin thod Wakuuts hoskeve
vashunapaussinseks ol sialitiisi sith aritylats osas tai shtos, joks kateolen pllomitomikel.
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oL
Kanyl fir koronal-ostial perfusion—

Produktbeskrivning

De hir koronarkenylema hes an korgiommad dnde, miuk (siikon)inde elier siidsk dnde som ir st vid sit formbert
#5¢ | ros¥iitt stil, eller en miuk Kikformad finde med tihirands sikonkropp. | kanylers dnde finna on koppling mad
honiuerids. French-Slametamn milts vid basen pd dnden, som griinser il den forsegiande filnsen, sller tviss Sver
den mijuka ibkformade dnden.

Sierh, icke-pyrogen, ¢ engingsbruk_

Indikationer

De hiic kanylerra i wvsadkda sit snviindes | upp til sex Smmar eller mindse fr tHidras! av kardioplaginkaningar
direkt | koronarstirerna i samband med karsiopulmonal bypass-rungi.

Kontraindkationer
Produkion #r inls avesdd f5r annat bruk Sn vad SOm enges ovan. Om ostiet iir fSrialat b isvie kasryimodalier
mad koegiomuad #inda, mjuk Isidormed Snde elier sfriek dnde snviindes.

Vamningar

Orn koronerarnirema har omiattande skador och/siler ocklusioner, kan snwindningen sv kenylen resulien i icke-
adekvat periusion av hirtat

nfusionsirycken mbste snonlioreras och komirolierss si ol de inde Sverstiger den maxdmala nivin som angivits
av Kirurgon. Om trycknivin biir e hig kam koronarertinens skadas.

ArwEodd inte on kanyl med kangformad Snde, miuk kformad Anda eller sfilriek inde som ir s\ Sn koronameliat
Kompraszion av Anden ken begrinsa fidet.

Fie il in Rinsen pl kenylen med korgformad Snde, kutan pd kanylen med iSidormad nde sler den siora
mﬂmmmmcmummmawwmoum
och rosullera i icke-adekvet parfusion av dassa Orgreningar.

Fiesiktighetaiglirder

Obeervery: Likacon snsvarar fioe ait rid kirwrgisks procedurer och telniker amvinds. Denna bruksamisning
andnst awsodd som information. Kinrgen méele utvirders lmpligheten i proceduren bessrat pd den egna
medicineka uibidningen och erfarenheten, asmt den kirurgiska metod som anwinds.

Vid infundering av kartioplegilianing ska ligsts mifiigs Fyck acvindms tiisammens med kirurpisk takoalk 13e alt
minska risken for hamolys och kilnskador.

Produlien 3 sndast avasdd §5¢ engdngsivuk: FAR EJ ATERANVANDAS.

Biverkningar
Den hilr enheten har liknom aie exwakorporeals biodeysismenhelsr miiga bivarkningar, vilke snelaiter, men
ints fir bagrisnaade 1, infektonar, biodidriust, trombbildning, embokska hindeiser och dislokation. Del kan uppst

Bruksanvisaing

1. Konroliera att firpackaingen och produkien inke Br siedade och ait uigingsdahsmet inte har pesserats. Om

firpackningen ock produkian i oskadads och wighngsdetumet inle passersis Sppnas RSrpaciningen och

kanylen Svadtrs il ait stariit omviide mad antisaplisk teknik,

Viilj vt storiek och model pl kanyles. Koppis kanylen i it kardioplegisysiem med inMageerad monilaresing

aw ycket | kanalen.

Prime kanyles och spola v st aviligsne eventusll lull i5re kenyleringan.

. Karylen ikea bijes W dnsiad form. Undvlk skarpe b3jer.

. Fyll behditeren vid kanylens uiopp (ondest modelien med korglrmad dinde) nilv kardioplegisieninges finner
mycket ibagsamt och placera den forsikigt Sver koronarostiot Lian ait ta i it Nir kewylen med den mjuka
Kidommade Snden anwvinds ken peanpema appliveras proodmait Sl den iSkioemade delon som it s18d vid
piacaring/eiention av kanyiens finde | koronarostiel. Oks S3deshastigheien tH Snskad hastighel eller th det
maxinels kanalvychk som angivits av kirurgen. infunders fireakriven mingd kardioplegisidening (Figer 2).

6. Axtigess kanylen.

»aw
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Faijands snsvarsiriskriving glller kunder utanfr USA:
Anavarsfriskevning
AVEN OM KANYLEN FOR KORONAL-OSTIAL PERFUSION , HADANEFTER KALLAD “PRODUKTEN", HAR

NOGGRANT KONSTRUERATS, TILLVERKATS OCH KONTROLLERATS INMAN FORSALINING, KAN DET
AV OLIKA SIAL INTRAFFA ATY PRODUKTEN AR BEHAFTAD MED FEL ELLER INTE FUNGERAR
TULALFREDSSTALLANOE

ORSAKATS AV ANVANDNING, FELAKTIG ELLER FUNKTIONSQDUGLIG PRODUKT, OAVSETT OM
ANSPRAK GORS BASERAT PA GARANT!, KONTRAKY, ATALBAR HANDLING ELLER ANNAT.

Oven angiven friskiivning Sim snever 3¢ inte svesdd atl sth i sid mad twingande regier | INlmplig lag, och den
skall inde haller tolkas sd. Skulls denns friskriwning irikn anever ¥ nigon del iv bekdrip domsiol anees ogitip,
verkningsite eller atridande mot Bismtig leg. skull frisksivriingen fclin ansvar gilie | Swigt, vervid sita ritigheler
och skyidigheter skall beatd, som om Kisksmingen ickn anevar inte innehdh den del som underdints,
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DLP®

Kévoulha apdTwarK oTopRIY OTEQaVIRIN apPTRpIGV

Neprypagh mpolévrog
AUt O KEVOUAES TTEREWIOIWY APTIDRIV CWOTEACOVTON aTPé Eva Gkpo 1ROV KaAB00, Eva paand (awd ckdivn)

Lohprpa e,
TrpauEvic aopdhiong & enii 1¢ BopéTpou MK xEvouhag TOWOoU ASEOTININVOU Grpou X PaADKG pmaiiw.
Ertipa, N TTupETOYOwOC, ok v xpdong.

EvBeiiag xpdong

Atz o kdvoults TRoopilavics yia XpAoT: of cuvBuaopd e xépoupyed wipfioon xaplowveuoni;
Tpducpeng Siiprens g xm €8 wps 4 ppdrepng, o T xepdynan Salupdry mplioriyiog aweuBeing
0T OTEPAVINES aPITPIES.

AvrevBzilag

H ovontux ovr Sev wpoopilewa v xpiong txrég amd 15 aviuripw cvBomvudyseves. Ev 10 owiyno the
awoTmavysivo, 1 HOVIEAD EVOUAS 16 GRPO TEROU KEAGBIO0, REVOUADS E AOLOTNMEVD RO JE Pahad PTraAGv
X0 RIVOUADE e OpaPs Sxpo Detv O WpRETE: vo XPEOTIIOUVTON.

NponBoroiong
Hmmwmmwmmummmmwuw
aprapics txouw exterajdvn Voo Kav aroepitex.

O miéoesg Eyxuong Trpdwts va wapexoloulodvial ko va SAEYXoVIoI WPootENR WOTK va pv UTrepioivouy
0 piysoTo cwitedo Tou xolopilesa awd 10 xtpoupyd. Edv &xu vive uwéppaon Tou cwwilow wicomg, evBéxorar
¥0 wporAnBel PAGEN ong orepaviaie; apmple.

Moy prowIomoi i wdvoua ¢ GRpo TOROU KaAGENG, Kivoula (¢ AcSonnuive Gxpo ue oA Jrraidw A sdvouha
¢ OPmpms Axpo jryEH0NE PEYAGTEPOV T TO OO0 T STEPIVIORIY GPTPNIY. H CUERILON 1ou dupow pnopts

v wTpopiet m por.
My DoayGyeTs 10 mmummnnawummu;m..mm
ammmmmmmmwummammmm cvddyern va

aWoPPGEn TOUG TATUPIUS KAGBOLS KOVIG OT0 Crigma OBNYUVTOK 02 OVETIORK ONaRIoN awin Twv KAGBG.

Npopurdtag
Enpekaon: mmwmmwan«mﬁ
uysiog. H wepypopdutwn SaBxooia TapExeror pive yia oxomods EAnpogépnong. O xepoupyol pime va

T RN TS eiBoong, P BAON TNV TTROoWMKT 10U WDTPI CXWAISEUCT K3) SPREDIa,
emtpfacmg wou WROKINTS va TpayyaToTroNndei.

Karvd 1 Syxuon Saiiporog xaplominyiod, xprowonomors 600 10 Suvard xopmaidecae Tl Ricow, wou w
Civan CrigTUVES I8 XBIPOUPYIRES TEXvViKES Y10 TV cAGXOTORGIG0N TS TBAWETINOS onsdManC f BAGENG v

mn'mwmnmmwmm.mmnmmm

Avernbipnres svipyeng

H ouoweu au, STTwS Ko Ghts o1 ouoktuls CEwowpaTIS KNAOPODIOE 10U Giaros. EvBEXETO VG WOPOUTMIcH
' NopEvipytieg O OTIOKS TEpROMBGVOUY, ETaL) GhMwY, Aogiten, TR aisumog, SXVpmOps 8ptyPov.

eyPokacl ewnotling Ko perandmon. va-porhnBel ayyoans PAGHN nos eiTAoris oo onsio

mapadvinong sbv Sev oxolouinBouv o obyics xpdong.

OBayieg xphong

.. EmBewpAatE Tn OUORLUOTIE %01 10 WPoKiv yia Tuxdv (ks wem eyt mv nyicpoprpia MiGng. Edv Scv umbpye:
MuhﬁuuﬂhnWWmﬁumMuMwam
meio ypnenpotreriveag 4oTT Texwed

2 mmmmummmmdnm“mmm

x0pSiowranyiog mou SoBirn svonaTIive R0 ROPOKDMUSNDNS TNS THESAE TG YPEANC.

Mo amd rov 0STTNEaopRd, TANPLIOTE WY ASVOUNG KO EXAGVETE WY 1tpoxeystvow va opmpboers wxdy aipa.

© éovag g Kivauag Kopei vo Kapebel avo rMBumS oxia. ATopiysTe TuYty aTdRapts OTRERAIoN.

5. FANeeoTe 10 simero T e{6Bou s mivoukas pe Sekhupa Wu-&‘nmﬁ”(vﬁnm

POVTEAD [k GO TOTIOU KGACERNOD) K¢ TOTIOBETTETE Y0 Whviu OTIS 10 0TGN0 MUV OTEREWIKY OETEIIN
pociyoviag va pav TavSevres widy atpag. Me v sivouha pe Aofomstvo drpo s pokaxd Tk,

>

Olnyies xpdons  EAdpwmas 25
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srogsi va epappoaTel Aafiita krvipad 1ou RaAVIO? 1 TV UTToRoABnoY TS remoBmangiauyxpdTnons
10U GOV TNS KEVOLAGE TT0 OTOND TV CTTRGVIIUN GRTNERDY, WWWWMW
ﬁmmn'hnmmmmmmwwwmtwmm
Sakiporag xopSomtyios Tov Exst ouvrayoypoendel (Txfua 2).

8. -AQopdOTE THY KSVOUMS.

H wapantme cronoknon syySnong epapudlere: o weA&Tes exvdg Tuv-Hvioputvwy MoAreiiv:

Amemcinos cyyénons

AN KAI H KANOYAA AMATOIHE ZTOMION ZTEGANAION APTHPION, EOESHE AMAGEPETAI L

ENEHMANIH TOYTIPOIONTOE RAPEXCYN MIO AENTOMEPEIE NAHPOSOPIEL KAl SEQPOYNTA)
AKEPAIO TMHMA THI NAPOYZAY ANONOMINE ErTYHINZ. H MEDTRONMC, ETOMENOE, AMONOMITA!
OARE TIEEFTYHIELL, TOZO TIE PHTEX, OE0 KAl TIZ EMMELEE, T8 EXETH ME TO NPOION. i MEDTRONIC

ANCZHIMOEEDN BASZETYA) EE EIrTYMIH, IYMBATH, AAOINPAS EITE IE OTIAHNOTE AAMO.
amumnndmmwmwwumnﬂwnm

Topdvopos. daupog
GUYAPOUHTVOG ¢ TV I0RVOLON VOROBEOD, 1) ITXHG TI UIMNTTUY TEIETUY TFK GWOTIOIONK SN 3cv 8a
STMpe0Bi woe Shs 70 SwonoRaTa Kh o1 UToXPEDonG Ba tppnveulol ko Ba 1wy ioouy oav vo jnv epile avrd
 awomoinan &yyGnovy 10 Sialrtpo TR A rov 400 Tou Bewpeim dxupag.

20 Olinylec xprior  EAMvwt
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Perfusionskanyle til det koronare ostlum
Produktbeskrivelse
mwmamMM{mmwwmm«wpﬁu

fting. French-diametersn spidsens
forseglingefiangen siler pb tvasrs af diameteren for den bisde, kugleformeda skrl apids.
Shecl, non-pyrogen, end lum bruges én gang.

Brugssrwisning

Disse kanyler or baragnet il bnag i forhindalse mad kardiopuimonass bypasskinugi | op ti 8 Sover eller mindre 8
adminisiring af kardiopieploplesninger disekts il koronacanadems.

Kontraindikationer
Udsiyrat o udatukkenda bersgnet til ovennasvnia formill. Hvis ostiet er forkallwet, md kanylems med kurvespideen,
den blade, runde sird spids og den kugieformede spids ik snvendes.
Advarsier
Anvendolesn af danne kanyle modisrar muligvis ikke fistrasidoiiy perhesion af hertet, slirenst der er sygdom
ogleller okkiugionar | Koronarariarieme.
Infusionstrykkene akal omiryggeligt overviges og kontrolieress, sb de ikke ovarstiger dal meksimale nvesu,
som ar angivet af kinwgen. Hvis sylmivesust oversivides, kan koronararteriems bive baskadiget.
Dar mi ikke srvandes kanyier mad on kurvespids, en tisd, suad skrl apids eller en kugieformet apids, 3om o
siamme end det koronase ostium. Kompression af spidean ken begranase Sowet.

Flangen il kanylen med kurvespidsan, kugien i kanylen mod des skrb spids eBer kughen med sior dismelns 8l
kanylen med den kugleformede spids-md ike indsastins | ostham, de detie kan madiace hajre- sller vensinosidigt
prenblok nasr ostum og som faige havefl utistrasidotig perfusion af disse grene.

Fm

Korrelde operationsprocedunes oy -teknikker or lgens ansvav. Don baskravne procsdurs e kua
m Kirurger mé selv vurders indgrebetsvelevens pl besis af agen imgeuddannelss og erfaring, samt det
phgeidende kirurgiske indgreb, der udieres.
Vad infusion af kardioplegiopiesning sial der anvandes det lavest mulige Fyk | overensalammaise med de
Kirurgiske teknikker for st mindske haamolyse og lorhindes beskadigeles of karrene.
Diesa kanyler ar udelukkends konsiruerst og baregnet & sngangsbrug. MA IKKE GENBRUGES.

Bivirkninger

Denne enhod hae som alle sndre skairakorporale biostysiamaenhadar mukips bivickninger som omistins, men ikke
or bagrmnsel Y, infektioner, blodiab, rombedanneise, emboliske hesndelser og luksation. Karskader og
xomplikationar ved puniiursiadel kan forekomme, hvis brugsamisningen ke felges.

Brugsanwvisning

1. Eferse smballegen op dens indhald for skader, 0gkonrolir sidsie anvendelsasdatn. Hvie embaliagen ar
ubeskadiget, og produkiet ikke or udisbed, #bnes ambeliagen, og kenylen overfares th det sterile omnide ved
hjselp af en aseptisk Mknik.

Vinig en kanyle med den kormekie stemeies o of den koreikie type. Forbiad kanylen t et kardioplegs-
administreringssysiem, som hat o integrevet anordning t overvligning af ryklost i siangen.

Fyld kanyhen og skyl den or st flarns evantusl lulkt far kanylerng.

Kavleskafat kan bejes t den snskede lomm, Undgd unadiga akerpe beininger.

Med kardicplegiopisaingen sitrammaends ved #n meget lev hestigtZd fyldes skilen ved kenyleudgangen (kun
modelier mod Kurvespids) 0f SnDrnges oW dal kornare ostium. Savp for ixke at 6 lult med. Maed kanyien
med bied, rund sknb spids kan der anvendes tenger proksimelt for-tugien med henblik pd
snimpgelsatesigaruies of karmylespidsen i del koronere ostium, 29 Sowhastigheden i don snskede hastighed
eller 1l dat of kirurgen angivne maksimale slangelryk. indglv denvforsskewie mesngde kardioplogioplesning
{Figur 2).

6. Fjom karvylen.

AW N
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Ansvarsfraskrivelee -

SELVOM PERFUSIONEKANYLEN TIL DET NORONARE OSTIUM, HEREFYER KALDET “PRODUKTET” ER
OMNYGGELIGT DEBIGNET, FREMSTILLET OG AFPREVET FER-SALG, KAN DER AF MANGE GRUNDE
V/ERE EN RISIO FOIG AT PRODUKTET IKKE FUNGERER TILFREDSSTILLENDE EFTER NENSIGTEN.
ADVARSLERNE, S0M FREMGAR AF PRODUNTETS MERKATER, GVER MERE DETALJEREDE
OPLYSNINGER OG BETRAGTES SOM EM INTEGRERET DEL AF DENNE ANSVARSFRASKIIVELSE.
MEDTRONIC FRASIGER SIG DERFOR ALLE GARANTIER, UDTRYKKELIGE SAVEL S0M STILTIENDE, MED
HENSYH TIL PRODUKTET, MEDTRONIC ER IKKE ANSVARLIG FOR HWENDELIGE SKADER ELLER
FILGESKADER SOM FOLGE AF BRUG AF PRODUKTEY, DETS DEFEKT ELLER FEJLFUNKTION, UANSET
OM KRAVET ER BASERET PA GARANTI, KONTRAKT, ERETATMNING UDEN FOR KONTRAKT ELLER
ANDET.

Ovannetwiie undiagelesrog begrananinger har ikhe 8l hessigt at vesne § Moderikd med ukavigelige bestammaliser
i gmidende lov, og de md ikke forciins sliedes. Hwis dale af alier vikily | denns ansvarsicasksiveios af on
reminatans | on Kompetent juriadidion anees for uloviige, uden retskeait eller | konfiikt med den relevants lovgivning,
baveres de meinrande dele of arvarsirasicivelsan ikke, op alle ntiigheder og forplighniaser skal W0ikas of
hindhmves, som om denns snsvarsiraskiiveles ike indeholkit de pdgmidends deie atler vikis, der anesos for
ugyidige.
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Kaoiula do kardioplegii dowiehcowej
Opis produktu

Kaniula do kardioplegii dowiei'icowej skiada si™z kotkowki koszykowej, mi~kkiej (silikonowej) kortcéwki lub
kortc6wki kulistej goLicronycbh do elastycznego drenu ze stall nierdzewnej, lub mi~kkie), skosnie ici”*tej kotScéwki
z balonem pol”*czonej z silikonowym korpusem. Kaniule zakorSczone s 2ehskim [ cznikiem typu luer. srednica w
jedrwstce French mierzona jest na podstawie kohcdwki przylegaj~cej do kolnierza uszczelniaja”cego lub wzdlu2
irednicy mifkkiej, skosnie ici” j koncéwkiz balonem.

Produkt jalowy. niepiiogenny, jednorazowego uzytku.

Wskazania

Kaniule sa przeznaczone do bezpo&redniego podawania kardloplegin do t/*tnic wiehcowych podczas zabiegdw
chirurgicznych z kr*eniem pozaustrojowym tnvajagrch nie duiej niZ sze&d godzin.

Przeciwvvskazania

Niniejszy produkt przeznaczony jest wyl”*cznle do zastosowai) wymienionych powyiej. Jeill w ujiciu t"tnic
wiehcowych obecne s” zwapnienia, nie nalezy stosowac kaniuli z mi~*kk”, skoinie ici”*Ui kohcdwk” z balonem
oraz z koiicowk” kullst”™.,

Ostrzezenia

Stosowanie tych kaniul w przypadku powaznej choroby i/lub zwfzenia ttnic wiehcowych moteakutkowad
nieodpowiednia perfuzja serca.

Naleiy iciile monitorowad i kontrolowad cisnienia infuzji, tak aby nie przekraczaly one poziomu okreilonego
przez chirurga. Ptzekroczenie poziomu ciinienia stwarza ryzyko uszkodzenia t/tnic wiehcowych.

Rozmiar kaniul z korScowkakoszykowa, mi~kka, ici”ta kor~*cdwkaz balonem lub kohcdwka kulista musi
odpowiadac wielkoici-ujscia t"tnic wieiScowych. Ucisk kotScdwki mole ograniczyd przeplyw.

Nie umieszczad w ujiciu kolnierza kaniuli z koncdwka koszykowa, balonu kaniuli ze ici™takoiScdwka lub balonu
o dulej irednicy kaniuli z koricowka kulista, gdyl moze to spowodowad zablokowanie odgal*ieft bocznych
znajdujacych si”* przy ujickj, a w konsekwencjl nieodpowiednia perfuzjf w tych odgal~zieniach.

Srodki ostroznoici

Uwaga: Za stosowanie wlaiciwych zabiegdw i techr>ik chirurgicznych odpowiedzialny jest personel medyczny.
Opisana procedure zostala podana tylko w celach irrfbrmacyjnych. Celowosc i rodzaj zabiegu chirurgicznego
musza bye ocenione przez chirurga w oparciu o jego wiedzf medyezrta sdoswiadezenie

W trakde infuzji kardiopleginy nalely utrzymywac najnizsze mozliwe ciinienie. zgodnie z technikami
chirurgieznymi, aby zminirrulizowad ryzyko hemolizy lub uszkodzenia naezyrt.

Kaniula jest przezrwczona wylaeznie do jednorazowego uzytku: PO uZYCIU WYRZUCKb

Dziatania niepei*dane

Stosowanie tego urzadzenia. tak jak wszystkich systemow pozaustrojowego krazenia krwi. jest obarezone
ryzykiem wystaplenia rrtozliwych objawdw ubocznych. takich jak m.in. infekge. utrata krwi. powstanie skizepliny,
zdarzenia zatorowe czy przemieszczenie. W przypadku niestosowania sif do Instrukgi uzytkowania, w migscu
wkiuda moze dojid do uszkodzenia rtaezynia i powiklan.

Instrukcja uiytkowania

1. Sprawdzic opakowanie i produkt pod katem uszkodzeh iterminuwaznoid Jeili opakcMranie nie jest
uszkodzorte i nie minal terminwaznoid, otworzyd opakmvanie iz zachowaniem jalowosd przenleid kaniul™
na steryine pole.

2. Woybrad kaniul”™ odpowiedniej wielkoid i todzaju Podlaczyc kaniul™ do systemu podawania kardiopleginy z
mozltwoida monitorowania ciinienia linii

3. Przed kaniulacja przeplukad kaniul”™ celem usuni”*cia powietrza.

Korpus kaniuli mozna dowolnie ksztattowad. Unikad ostrych zalamah.

5. Zachowujac bardzo ntska pr~koid przeplywu kardiopleginy. wypelnid kosz wylotu kanidi (tylko model z
korScowkakoszyknva) iumieidd w ujidu wierScowym. uwazajac, aby do kaniuli nie przedostalo sig powietrze.
Aby ulatwid umieszczanie/utrzymanie kotSedwki kannii w ujiciu wieiScowym w przypadku kaniuli z mi~*kka,
skoinie id ™ koricowkaz balonem, molna zatozyc zadsk proksymalnie do balonu. Zwifkszyc pr~dkosc
przeplywu do zadanego poziomu lub maksymalnego cisnienia linii zaleconego przez chirurga. Dokonad wiewu
zaleconej obj~toid kardiopleginy (Rysunek 2).

6. Wyjac kaniul™.

&
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Ponitsze obwindczenie gwarancyjos dotyczy kilentdw spozs terenu Standw Zjednoczonych:
Obwisdczenie gearancyjne

coplci
gwacancyinego, a wazelkie praes | 2obowinzania beds iMerprelowans | agzekwowans tak, jek gdyby ninisjsze
chaiadczanie guarancyine nie Zawisralo danej copic (ub waruaky «Znenego za niswstny.

30 instuicie wyliowsnie  Poishi
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Cdnuta de perfusao do dstium corondrio

Descrigdo do produto

Esta canula coron4ria tem uma ponta tipo cesta, ponta mole (silicone) ou ponta esfenca que est4 encaixada num
tubo de maleavel em a”o mxid4vel. ou uma ponia biselada mole em forma de bolbo. com o corpo totalmente em
sHicone: AscSnulas terminam com umencaixede Noqueio tipoluerttmea. Odidmetro francos € medido na base
da ponta ad)acente ao flange de vedaqio ou ao longo do didmetro da ponta mole biselada em forma de bolbo.

Est6fil. nao pirogenico, para uma unica utilizag&o

Indicagoes de utilizagdo

Estas canulas foram corKebidas para uma utilizagio no imbito de uma cirurgia de bypass cardiopulmonar com
a dura”do de alé seis boras, com a finalidade de admin(stra9&o de solu”*des cardiopiegicas directamente 4$
arteries cororrarias.

Contra-indicagoes

Este dispositivo B deve ser uUizado confdrme indicado adma. Se o dstium coronirio esthrer cakaficado nao
devem ser utilizadas a canula com ponta tipo cesta, a cinula com ponta mole biselada em forma de bolbo nem
OS modelos de cdnula com ponta esfdrica

Avisos

A utilizagao desta cdnula pode néo tercoTo resultado uma perfusAo adequada do corag/lo, se as artdrias
coronarias tiverem uma doenga grave e/ou oclusdes.

As pressdes de tnfusdo tem de ser cuidadossmente controladas, de modo a que nflo ultrapassem o nivel
mdximo especificado pelo drurgiSo. Se o nivel de pressdo for ultrapassado. as arteries corondrias podem sc4rer
les6es.

NSo utilize uma canula com ponta tipo cesta. uma cdnula com ponta mole biselada em formajle bolbo ou uma
canula com ponta esferica com tamanbo superior ao do dstium corondrio. A compress&o da ponta poderia limitar
0 fluxo.

N3o insiraa canula com ponta tipo cesta. o bolbo da cdnula biselada ou o bolbo com didmetro maior da canula
com ponta esfdrica no ostium corondrio. uma vez que isto pode bloquear as rarntflcagdes laterals perto do canal
e provocar uma perfusao inadequada das mesmas.

Precaugdes

Nota: as tecnicas e procedimentos drOrgicos adequados sao da responsabilidade do profissional mddico. O
procedimento descrito & fomecido apenas a titulo de informagJo. Os cirurgides devem avaliar a adequagao do
procedimento, com base na sua formagio e experidncie mddica, bem coTo rio tipo de procedimento drurglco a
ser efectuado.

Ao efectuar a infusdo da solugio cardiopldgica, utilize as pressdes mais reduzidas possiveis em conformidade
com as tecnicas drurgicas para minimizar o risco de hemdiise ou lesdes nos vasos sanguineos.

Estas canulas foram concebidas para uma unica utilizagfio. nAO REUTILIZAR.

Efeitos adversos

Este dispositivo, tal coTo todos os dispositivos extracorpdreos do slstema sanguineo, pode ter efeitos secundarios
que induem. entre outros, infecgdes, perda de sangue, formagdo de trombos, embolia e deslocamento. Em caso
de inobservancia das Instrugdes de utilizagdo podem verlftcar-se lesdes no vaso e complicagdes no local de
pungdo.

Instrugdes de utilizagao

1. Inspeccione a embalagem e o produto, veriTicarKto se existem danos e corrfirmando o prazo de validade. Se
ndo existirem danos e se o prazo de validade nio tiver explrado, abra a embalagem e transfiraa cinula para
o campo estdrU. utilizarKlo uma t4cnica assdptica

2. Escolha aclnula com o tamanho e tipo correctos. Ligue a cdnutaa um sistema de administragio de solugao
cardioplegica que disponha de um meio adicional de controlo da pressdo da linha.

3. Enchaatotalmente a cdnula com liquido e esvazie-a pararemover qualquer residue de ar antes da canuiagao.
O vek) da cdnula pode ser moldado para obter a forma pretendida Evite dobragens acentuadas.
Com o fluxo de solugao cardiopl4gica com um d4bito muito reduzido. encha o reservatdrio de escoamenfo da
canula (apenas no modelo com ponta tipo cesta) e coloque sobre o dstium corondrio cuidadosamente, para
evitara entradadear.com acénulacom ponta mole, biseladaemformade bolbo podem seraplicados forceps
de modo proximal relativamente ao bolbo, para ajudar na cofocagdo/retengSo da ponta da cdnula no dstium

fnsfn/gdes de n6éragflo  PortuguSs 31
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coronddio. Aumentsro débito para a welocidada desejeda ow pressiio de inha mdiime peescrita pelo cinurgilio.
Efectue a inlusho da soluclio cardiophigics prescrits (Figura 2).
8. Removs a clnule.

A seguints renincia de garantia aplica-ee spenas a clientes fora Estados Unidos:
Rendncis do garsntie

EMBORA A CANULA DE PERFUSAC DO O8 TIWM CORONARIO, DORAVANTE REFERIDA COMO
*PRODUTO” TENHA $ID0 CLIDADOSANENTE CONCEBIDA, FABRICADA E TESTADA ANTES DA VENDA,
© PRODUTO PODE NAD DESEMPENHAR SATISFATORIAMENTE A SUA FUNGAO DEVIDO A VA

WEORMACORS MAIS DETALHADAS € CONSIDERADOS COMD PARTE INTEGRANTE DESVA
RENGNCIA, ASSIN, A MEDTRONIC RENUNCIA TODAS AS GARANTIAS, EXPRESSAS OU IMPLICITAS,
mwummamulomﬂmﬂmmmm
ACIDENTAIS OU INDIREC YOS CAUSADOS POR QUALQUER UTILZAGAO, DEFEITO OU FALHA DO
PRODUTO, QUER A RECLAMAGAO TENHA POR BASE A GARANTIA, G COMTRATO, DANOS OU OUTROS.

As excluses ¢ imitagies acime definides ndo s destinam a inkingir estipuiacies obrigatieias da lei apicivel, ¢
ndo devem sar intarpratades como tal. Se algumn pevie O 1Mo dests renencia de garantie for considerado Segal,
1o executiival ou sm confiilo com ¥ lei aglicivel por parte de um Fbunal da jurediclo compelnnia, & valkisde
da sestante renincia de garaniia ndo sech sfectade, devendo 10408 08 diceilos & obrigapies ser interpretados ¢
axacutados COMO 38 ¢t ranGnecie de gamnéa nlio conlivesss A parts ou WYMo parkicular considerado invilfido.

32 insiupbes de viilzechio  Porlupuls
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Koroner Ostial Perfiizyon Kanuiii

Urun Tanimi

6u korcx=>er kanuller, entegre slikon govdeye sahip yumunI bulb egri uca veya bigimlenebilr paslanmez felik tupe
takilan sepet stirup. yumus$ak (siikon) up veya kCiresel uptan olu*r. Kanuller kilitli bir di$i luer ba§lanti ile sonlanir.
French papi kaparta flan~Nina biti$<k ucun tabaninda veya yumu$ak bulb e§rinip stilinin papi |:>OyI/IFIGdequr.

Stefi, non pirojenik. tek kullanimlik.

Kullanim Endikasyonlan

Bu kanuller. kardryopulmoner baypas cerrahtsi sirasirxla kardiyopleji solusyonlannin dogrudan koroner arterlere
uygulanmasinda en fazla alb saate kadar (veya daha az) kukanilmak uzeie endikedir.

Kontrendikasyonlar

Bu aletyukandakier di$mda btr durum ipin gelt*brimemiptir Ostium kireplenmrpse sepet uplu kanul. yumu$ak bulb
e”i uplu kanul ve kuresel uplu kanul modeHeri kitfanilmamalidir.

Uyanlar

Koroner arteiierde kapsamli hastalik ve/veya tikanikliklar varsa, bu kanulun kuUanilmasi kalbin yeterli
perfuzyonunu sa”>ayamayabilir.

Infuzyon basir>plan dikkatle izlenerak ve kontrol ecHlerek. cerrah tarafindan belirtilen maksimum diizeyi
a”~mamalan sa”~anmalidir. Basinp diizeyi a*lirsa koroner arterler zarar gorebilir.

Boyut oiarak koroner ostiumdan daba buyuk bir sepet uplu kanul. yumu“*k bulb e”ri uplu kanul veya kiiresel uplu
kanul kuSanmaym. Ucun sikipbnimasi aki$i kisitlayabiir.

Sepet uplu kandliin flan|mi. egri uplu kanulun butbunu veya kuresel uplu kanulun biiyuk papli-bulbunu osbuma
yerte$timieyin; bu, ostkimun yanindaki lateral dalan bloke ederek bu daMann yetersiz perfdzyonuna neden oiabilir.

Oniemler

Not Uygun cerrahi prosedurlerin ve tekniklerin sepimesi hekimin sorumlulugundadir Ariiablan prosedur yalnizca
bUgi amapli konulmuptur. CenaNar, prosedurun uygurVugunu kertdi bbbi e/Nitimlerine ve deneyimlerirw ve
uygulanan cerrahi prosedurun tdrOne gore degertertdinnelidir.

Kardiyopleji solusyonunu infuze ederken, hemokz veya damarhasan riskinien aza indirmek ipin cerrahi tekniklerte
tutarli oiarak mOrnkun dan en du$iik bastnpian kullanin.

Bu kandller yalnizca tek kullanim ipin tasartanmi”tir ve tek kullanim ipin endikedir YENIiDEN KULLANMAYIN.

Advers Etkiier

Bu cihazin. turn ekstrakorporeat ken sistemi cihazlannda oMudu gibi, enfeksiyonlar, kan kaybi. trombus du”~mu.
embdik daylar ve yerinden pikma gibi durumlan da iperen. artcak bunlarta sinnli dmayan. dasi advers etkileri
bulunmaktadir Kullanim Talimatlarina uyulmadiji takdirde. damarda hasar ve ponksiyon yerinde komplikasyonlar
du”bilir.

Kullanim Talimatlari

1. Ambalaji ve urunO hasar ve son kullanma tarihi bakimindan kontrd edin. Hasarsizsa ve son kullanim tarihi
gepmemifse, ambalaji apin ve asepbk tekni”j kullanarak kanuiii steril alana aktarin.

2. Dogru kanul boyutunu ve stilini sepin. Kanulu, hat basincini iziemek ipin entegre bir araca sahip kardiyopi”™i
Uebm sistemine baglayin.

3. Kanulasyon dncesinde kanulu haztrtayin ve basinpla yikayarak Ipindeki havayi pikann.

4. Kanul” 1 istenen ~ekide bukulebilir. Keskin kivnmlardan kapinin.

5. Kardiyopleji sdusyonu pok duptik bir hizda akarken kanul piki~inin kabini dddurun (yalnizca sepet uplu model)
ve hava kalmasina izin vermemeye dikkat ederek koroner osbumun Ozerine yerle$brin. Yumu~ak bulb egri uplu
kaniilde, kaniil ucunun koroner osbuma yerle”*brilmesine yardimci dmasi ipin bulba proksimal oiarak pens
kullanilabilir. Aki$ hizini istenen hiza veya cerrahin dnerdidi maksimum hat basinana pikann. Onerilen
miktarda kardiyopleji sdusyonu infiize edin ($ekil 2).

6. Kanuiii pikann.

As$anidaki garanti feragat beyannamesi ABD Di$tndaki MU$teriler ipin Geperlidir;

Garanti Feragat Beyannamesi

BUNOAN SONRA “ORUN” OLARAK ANILACAK OLAN KORONER OSTUL PERFUZYAN KANULU
DiKKATLE TASARLANMIE, URETIim IBVE SATISTAN GnCE TEST EDIIm IS OLSA DA QESIt1l
NEDENLERE BAGLI OLARAK AMAQLANAN i$LEViNi TATMIN EOlci BIR SEKILDE YERInE

KuHamm lerraian TGItfa K¢
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HASARDAN,
MUAMELE YA DA BENZER BIR NEDENE DAYANIYOR OLBA DA SORUMLY
Yukandaki isisneler v siutamalar gagart kanuniann 2orusiu hokDmierine ters dopmek amaciyle

wmmummnamwpmuwnw

3 Nulorum Tolimathan  Todope

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




2009/MAR/27 at A20 p.m. Doc number: M934620A001 Rev. A [N017]

O P~

Oetidini perfuzni kanyla pro koronimi intervene!
Popis vyrobku

Koronimi kanyla se sklada z hrotu s koiidwm, mdkkeho (silikonoviho) hrotu nebo 3lenckébo hrotu. Mery je
pApojen k obebné nereroyé trubiice. nebo z Tékkébo balonkoviho hrotu se iikmym ukosem $ integrovanou
silikonovou Ust'. Kanyla)ezakonfena uzamykad pnpojkou s vnitfni koocovkou luer. Prumirvjedrtotkach French
je TéPen na réMabné hrotu vedle tfenidho lerau nebo napfic prutérer Tékkébo balbnkoveho hrotu se likmym
ukosem.

Sterilni, apyrogenni, jednorizovi.

Indikace k ponlLl

Tyto kanyly jsou uréeny pro pouiiti ph operacich s mimotelnim obihem, trvajidch lest hodin nebo Téné. pro
podavAni kardioplegickych roztoku pfimo do koronamich arttrii.

Kontraindikace

Pfistroj neni urfen k jinamu pouziti, net je uvedeno vyle de-li vchod srdee (ostium) kaiciSkovan. nelze pouiH
model kanyly s hrotem-$ koiifkem, s TEkKyT bakbnkovym hrotem ani se sfartckym hrotem.

Vystrahy

PouiHI tato kanyly nemusi vast k adekvltni perfuzi srdee, pokud jsou koronami tepny zasaieny rozsihlym
ortemocnanim artebo okluzi.

Infuzni Oaky musi byt peiliva siedoviny a ffzeny, aby nepfekrodly maximaini hodnotu udanou operatarem
Kdyby byla hranif£ni hodnota Uaku pfekro£ena, mohio by dojit k poikozeni lepny.

Nepouilvejte kanylu s hrotem s koiiEkem, kanylu s makkym balbnkovym hrotem se iikmym ukosem nebo kanylu
se sfarickym hrotem, Mere jsou vatiich rozmarii, neije vchod (ostium) do koronami tepny. Komprese hrotu mCiie
zablokovat prutok.

Nezasunujte lem kanyly s hrotems koiifkem, kanyly s TEkky T balonkovym hrotem se iikmym ukosem nebovitii
prutér kanyly se sfarickym hrotem do vchodu (ostia), protoze by mohio dojit k blokeci bo£nich vitvi poblii ostia
a zpusobit tak neadekvatni perfCizi tichto vitvt.

Upozorndni

Poznimka: Pouziti spravnych chirurgickych vykonii a technik patfi k povinr>ostem odbom:” lekafij Popsany
postup slouzi pouze k informacnim li”*um . Chirurg musi uvazHvhodnost postupu na zaUadesve vlastni lakafske
pfipravy a zkuienosti, typu pouziteho chirurgickaho postupu.

Pfi infuzi kardioplegickaho roztoku pouzijte nejnizii mozne flaky konzistentni s chirurgicfcymi technikami, aby se
minimalizovala hemoiyza nebo poikozeni cev..

Tyto kanyly jsou urceny pouze pro jednorazova pouziti. NEPOU2IVEJTE OPAKOVAME.
NezddQuci udinky

Tento pfistroj, podobne jako vsechny ostatni pfistroje mimotainich obehovych systamu, muze vyvdat pnpadrw
r>ezadouci udnky. rnezi Mere mj. patfi infekee. ztrata krve, tvorba trombu, en”olie a dislokace pnstroje. Ph
nedodrzeni nivodu Kk pouziti muze dojit k poikozeni cevy a ke komplikacim v mistt vpichu.

Nevod K pouziti

1. Zkontrdujte datum exspirace a zda baleni a produM nejsou poikozeny. Jesflize je kanyla neposkozer>a a neni
proila. otevfete obal a pieneste ji aseptickou technikou do steriiniho pole.

2. Zvolte spravnou velikost a typ kanyly Kanylu pfipojte ke kardioplegickamu pnvodnimu systemu.-ktery m i
integrovany zpusob sledovini flaku v hadifce.

3. Pmd zavedenim kanyly je tfebaji pMplnit a promyt, aby se odstranil viechen vzduch
Nasada kanyly mCize ohnuta do po2adovarte*>i tvaru. Vyvarujte se ostrych ohybii.

5. Pokud je prutok kardioplegickaho roztoku pfilis nizKy. napinte viEko vystupu kanyly (pouze typ hrotu
s koiiCkem) a umistete j™ rta vchod (ostium) koasrami tepny, ph£emi dbejte, aby nebyl zachycen vzduch.
Pfi pouziti kanyly s mekkym baldnkovym hrotem.se/*limym ukosem muze t” pouzita pinzeta bliie k bakbnku.
aby pomohia umisteni/upevrtani hrotu do vchodtHostia) koronimi tepny. Zvyite rychkist prutoku na
poiadovarwu hodrKriu rtebo maximaini Oak pfedepsany chirurgem. Infuzi podejte pfedepsane mrtoistvi
kardioplegickaho roztoku (Obrizek 2).

6. Vyjmate kanylu.

Nivodkpouiiti  Cesky 35
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Nisledujici odmitnutizituk se vzishuje ne zhkazniky mimo USA:
-Zieknuti o4 zhruk spoieinosts

Vijimky 8 omezeni 208 uvedend nejecu 2amiiiens & aemeji-bit v rozpon s plelvim ustancvenim rozhodného
prive. Pokud bude kinedioki st vebo podminka 1ohoto odmilnutl zirek shiedéne plisieingm acudem jeko
protipriwni, nevynutitsind nebo v rozporu s plsiulnganl privnisi pledpisy, plenost xbyvagict Sbet tohoto odminuti
ziwruk nebude oviivning a viechna prive a ziverky budou chiipdny & wplstndey tak, jako by 108 zamieual 2k
neobeahovelo kA Konkrdind Lisl nebo podminku, Kisch byls shiadéna napiatnou.

38 Névod kpoutiti Cesky
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Korondriasz"\jad"kba illeszthetO perfuzids kanOl

Ter>6K1B1r10

Ezek a korondriakanulOk egy fomtilhato. rozsdamentes ac6ks6hdz rogzitett kosar alaku. ligy (szilikon) vagy
gdmbbel ell“tott hegybOl, vagy egy azilikontesttel egybeepHett 14gy, kidbkjsddd. ferde v/~O hegybdl allnak A
kanuldk egy anyaluer illesztesben v~*gzodnek. A frencbben megadott atmero a hegy alapjdndl, a perem tdv/*ben
vagy a kidbiosodo. levagott vegu kanul hegyenel mert itmdrdt jelenti.

Az eazkdz steril. nem pirogen es egyszef hasznalatos.

Felhaszn”lisi javallatok
Ezek a kaniildk kardiopufmonalis bypass mutetekbez es legfeljebb hat ordn keresztul tarto hasznalatra javasoltak,
kardiopidgias oMatok kdzvettenul a szivkoszonierekbe juttatasdra.

Ellenjavailatok
Az eszkoz a fenbektdl eltdrd ceira nem hasznalhato. Ha a szdjaddk el van meszesedve. ne haszndlja a kosdr alaku
heggyel, a Idgy, kidblOsddd. levagott vegu heggyel, llletve a gdmbbel eUdtott heggyel rendelkezd kanult

Figyelmeztetteek

A kanul hasznAlatakor nem lesz kielegito perfiizid a szivben. ha a szivkoszonierekben kiterjedt betegsdg es/vagy
eizdrdddsok tal”*hatdk

Az infuzids nyomdsokat gondoaan eNendrizni es szabdiyozni keN. nehogy meghaladjdk a sebdsz dital
meghatdrozott maximdiis erteket. Till magas nyomdsdrtekek esetdn a koroniriik megsdnilhetnek.

Ne hasznalion a koroninaszajaddknal nagyobb meretj, kosdr aiakii heggyel. lagy, kidbldsddd, levagott vdgu
heggyel vagy gdmbbel elldtott heggyel rendelkezd kanult. A hegy dsszenyomddasa akadalyozhat” az dramldst
Ne vezesse a-kosdr alakii heggyel eltatott kanOl peremdt, a levdgott vegu heggyel rendelkezd kanul kidbldsddd
rdszdtrilletve a gdmbbel elldtott hegyu kanul nagy atmdrd(u kidbidsdddsdt a szdiadekba.'Tnivel ezzel elzdrhaQa a
szd”~dek kdzeidben ldvd oldalsd dgakat, amielegtelen p~fuzidt eredmdnyez azokban.

dvint*zked” ek

Megiegyzds: A megfeleld sebdszeti eljdrasok es mddszerek alkalmazdsa a szakorvos feleldssege. A bemutatott
eljaras csak td)dkoztatd jellegti. A seb ™ feleldssege az is. hogy kdpzeltsdgdnek ds tapasztalatdnak, illetve a
mutdti megdddsnak megfeldden meilegel|e az eljdrds alkalmazhatosagat

Kardioplegiis oldat adagdasa eseten a sebdszi technikdval dsszeegyeztetve alkalmazza a lehetd legkisebb
nyomdst a hemolizis ds drkdrosoddsok minimalizdidsa drdekdben.

A kaniildk egyszeri hasznalatra kdszultek. TIOSAZOKAT 1SMEte 1 ten FELHASZnALNI.

Sz6v6dmdnyek

Ennek a kdsziildknek az alkalmazasa - minden extrakorporalis vdrkeiingtetd rendszerhez hasonidan -
szovddmdnyekkel jarhat. ametyek tdbbek kdzdtt a kdvetkezdk lehetnek: infekcio. vervesztesdg. vdrrdgkepzddes,
embdiids esemdnyek ds diszlokdcid. A Haszndlati utasitds figyelmen ktvul hagydsa eseten a punkcids heiyen
drkdrosodds ds komplikacidk kdvetkezhetnek be.

Haszniilati utmutatd

1 Etiendhzze a csomagddson ds a termeken a lejdrati ddtumot. es vizsgaija meg a csomagoldst, illetve a
teondket, hogy azok nem sdrultek-e. Ha nines sdriilds. ds nemjdrtle a szavatossagi idd, bontsafel a csomagot.
es aszeptikus kdrulmenyek kdzdtt helyezze a kanult a steril muteti teriiletre

2. Vdlassza ki a megfeleld mdretu es b'pusii kanuK. Csatlakoztassa a kanOlt egy kardiopidgias oldatot adagold
rendszerhez. amelynek vezetdkeiben monitorizdlhatd a nyomds.

3. A kanuldids eldtt tditse fel a kaniitt ds a Idgtelenitds drdekdben dblitse dL

4 A kanul teste a kivdnt alakiira formdihatd. Cigyeljen arra, hogy a kaniiltesten ne legyenek dies megtdretdsek.

5. Lassan dramld kardtopidgids oldat mellett teltse fel a kaniil kimeneti rdszet(csak kosar alaku hegy esetdn).
ds helyezze azt a korondriaszdjaddk fdid. ugyelve ana, nehogy levegdt szoritson a kanulvdg ds a szdjaddk
kozd. A kidbldsddd, levdgott vdgii kaniil esetdn a kidbldsddd rdsztdl proximdlisan egy csipesszel segitheti a
kaniilvdgnek a korondriaszdjaddkba vald beilesztdsdt illetve az onnan vald ettdvolitasdL Ndvelje az dramlasi
sebessdget a kivant mdrtdkben. vagy amig el nem dri a sebdsz altal eldirt maximdiis nyomdst Infunddi>a az
eldirt mennyisdgij kardiopidgids oldatot (2. abra).

6. Tdvolitsa el a kanult

Hesmilatiumutatd  Megyar 37
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Az albbbi feleiSssbgkizirie az Egysedht Allamok terDietén kivili visdriékra vonetiozik:
m

PERRIIOS KANDL - A

KELEGITOEN, A TERMENCIMKEN TALALMATO FIGYELMEZTETEBEK WEORMACIOVAL
B20LGALIAK, ES A JELEN SZAVATOSSAGI NYILATKOZAT SZERVES RESZET KEPEZIC, EZERT A
MEDTRONIC NEM - SEM XOZVETLEN, GARANCIAT - A
TERMEKKEL KAPCSOLATOSAN. A MEDTRONIC NEM FELEL A TERMEK HASZMALATABOL,

VAGY SEMMILYEN ¥ KOVETKEZMENYES
KARERT, ALAPJA SZAVATOBSAG, xiviws
KARDKOZAS VAGY EGYES

A fonti dizbrisok kondlozieok nem azindékoznek 8 voneikazs jogezabilyok kiteNed hatiiyi sadelkardesivel
alleniitos ki, ammmmmm-mmmmmw

Setbians bisdedg jogaienasnek ds hasliytalannak, vagy & voneikoad iGnwinyeiksl
folailesdgidzirde

wondie ki, &
mmwummummummmum
be, mintha a jelen feleiSeségkizicks nem tartaimaznd az drvényielonitett riezt vegy pontot

38  Haxznbiet Gimutsis  Magyar
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bLP®

KRIONR SN NePdry3itn YETRA KOPONEPROA SPTIPNN

Onucanne Nagenwn
Denie ROPOIADHLIE FAHIOMNS SUBONMOT HJENURAIIK THIRR “TODIRIKE", SEANTN [CHNMNOHOBLIR) HENOHEVMN NAw

OCHOBRIIE HENOHENHIEE, MPRNSTEIWNS K FEPMETHINEVIOLIBNY NENLEY, M § NONBRIKING MATINIG
TRYAUBBMANONG CNDUARHNOIT NI IININGE.

CHCTOME CTOPITIONS, SMPOISHNE N ADSANBINEMOHS AN ORHOBATHOND HCTIORSIORANNA,

ARNnse KGOnn BPSAMEIHENEH AN NOASN SERANOTISIINECHNX DECTROPOR NINOCHOACTIMNIO B AOPOKAPHING
APTEPIN B0 BPONR ONGPALIA B YCADSHAX NCIGCETRINHOMN NPOBOCTDBLLIOHIA B TONHIE NOPNORE BPONSIn e
Gones WeoTH Yeooa.

NPoTHEONOXEZAN

ASHoe YCTPORCTED MONMO WCNOMEIOSETH TONMNO MO HERAMINND, YREIDHHOMY Bhile. B chyvas
OULIINECTRNSHWA YCTLN SETEPWS HE CHALYET HCNONGIOBETE MOABMN IO C HENONIMMINION THAS “NOpINee”,
AIANOIN FPYLSSIINRAS TROLMMNGH HERONGEABENM W ODEDIICTIN HAONININBOM.

NpeaocTepesemn

VICROruJ0saHne ASHNON KIHIOAN NPK OSMPHOM NOPRIMEN WILAM SBYNOPKEX KOPONBPHALE SPTERNIE MONST
NPRESCTH X HEAOCTETOMKON NOPGYINN COpRLS.

HeoGNOMNNMG TIETERLNO OTCAMIMEET 1§ RONTRONNPOBATE ABEACHIE NHDYIMN, YTODM M9 AOTYCTHTS
OPOTLALINIA MANCHUANLHOM FPORHE, YKEIDHIOM XMDYPION. B PRIYNLTETE NDSBLILLIBHAR YPOBHA AAANGHNA
BOINONNIO NOBPHIKRSHNE HOPOHRPHATX SETEPI.

SEnpPeWSSTOR NCIIOFRIONSTE KIHIONA C HEROHININEION THNE "KOPINNIE", STATTINN (DYLIBETINRAN CROLIBHHMN
HENOHENHMKOM MR CHEPWHICTIN HERDMIHONDN, PEIMED NOTOPLD NPSSLILEET ANEMETE YCTOR ROPOHEPHOR
SPrepn. CRUSIINDINING MNP HEINGE WDRET OTPRIIIITY NUTOK.

SapOLIASTCR ECTABNATE B YCTUE SETEPWN CANAMEL] KINNONN € HENONSURION THRS “MOPIMNES", PYLSSMEHNG
SBCTI KBHIOMN CO CENEPHNEIN! HARONEMNINON N CHEPY SONBLIOID ANANETDR KINONN CO CPSPECTN
HORDIEHIEON, RHEME M0N0 JSSN0NIPOBETS GORDEMIE BETIN SEAWIN YCTRR SPTEPMI, ANILND WX NAANERSEINE

NPODACCHONAIBIKNG ONBITE B MREMMHCIOR AOAFOTOSNN, 3 TN C YNETOM TWI SMROANAIMOD XUDYDIMeCcHol
OROPELIMN.

VhEPy s KBPARORNOIIMECIIND PACTRONE CARKYET NPOSORNTY RCR MIHIWARILHO SOMONRIIA AR NCAONLIYENNX
XNPYPIWMSCION METOROS ABRNENNEM, 4TG0 CROCTH « MYy PEMIONND MK NOSPENASHNG COCYADS.

N AMCITOKBL. rﬁ-mm“m-ummmwmn
GTIIONNDHNA B MOCTE BUNIC/IONIA TSN

HRCTpymLa NO INCRIYETHNNN

1. OCMOTPUTE yRENoery ¥ RIRESNG HE ADEASET NOSDETASNN o NCTIAINIA CHOKR MOAHOCTH. ECI ROBDEKENHIA

TTCYTCTRYIOY, B CPOR (GRMOCTH 8 NCTEK, BOPORTS YNENOAEY M NOMSCTHTE KIMIOMO § CHpRRli0s RGNS &
colirmopteaast TRAGORSHNA SOMTTINN,

2. BuOapure ONaea0 COOTRETCTINOMINND PENNEPS ¢ THNE. TIORCONMMNITIG KBINONC K CHCTEME RO
KERRAMORNSNIECIND PACTROPE, OGOPYAOSEHNCON SCTPOSIIRIN CRRACTREMN WONTPONN ASGABIIA B MMM,
3. Nepay cAmanmpiet HANOIHITE KMCMS ¥ NEOMORTe oF CTpyed, Wrolis! YAMNTS SECH SOMYX.

HNCMPARIR 00 JSCADONISINL  HE DYTCIOM RIeEe 39
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4, KOpryc icaenonm MONoK HI0fyTh, 4TOGE NPHASTE ey Neothmauryo dopusy. He Aonycaaiime pese
S, Oudiie MEANHINC NORSEEA KERANCANEWIECN PECTEOP, HENONMITE NINABNON-E- BROORE KBHIOAN (TONWRD

PEINSCTITV/YASPINETS
HYNOIOrO YPOSNA I A0 MAKCIMANGHOND ABRIEHIN B JRNIN, NPEATNCENNONC XnPYProM. Besanre
HEIHEUEHIMA OCLEM KBPANORNSIVIECHON DECTROPRS (Pucynox 2).
8.  Vansinte xamoio.
HacTORAMME OTERS OF FADANTHN PACAPOCTPRNAITOR TOTLKO KE KNNONTOR, NAXOSMMMECS 38
opegenams CLIA,

OSAATERLC TRAX, RKONTPAKTE, TPANZIAHCKOM NPABOHAPYLIENHWM WM HA JPYTIX
QECTORTENLCTRAX.

BONamuINOIISIIRI0 NCRTNOMEHNS I OTPANISISHIR HE MOTYT NOHNMETICH IEM HETOSMOBMSETLCA TaINM O0pRIoN,
YTOGM NPOTIEOREMITE OOAIETENMHRN HONCWENNINGS NPRMBHNN NEBEOSMX HOPM. ELNN LA A0 YACTS KN
YCADENG SRHHOTO OTVEIS UT FEPENTUN ROMIHMSIOTTR CYACM KOMIUTSITHORN IODICANNLING NESRRONHLING, 00
NI HCIHDBOR NN WM NPOTIBOPAUSLARIN SSACTEYINSY INONORETERCTEY, OCTAMMNEN YACT OTKESA
OF FRPOHTWM BYAST CHTRTUCA HMMOLSH JBNOHHYIC CUNY, ¥ BCE NPESE # OSAITINMCTES CYAYT TOMOBETSEA W
NP AMTRILHO OBSCABUMSETLCR, KBK 8CTM Tad AL OTHES OT FEPEHTIN NS CORSPIGR!] STARITRILIX YECTEN WN
yenomtl, HOTOPMIE Ghifite NPNIHBHEL S NENMIOLIMNEN SAEOHNOR CHAM.

40  MCMDYKULR D SNCIIMBIRA!  HE PYCCROM ASINE
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& Medironic

Alkmiatog Toin - Mg FHakh - Bwwding Ll
Ewvope Asia
EuropaiAtricaiiddie Esst Headquarters Modtronic Interiational LiJ.
Medironic intemetional Trading Sid Sule 1602 16, Menulile Plaze
Caee Postale Caussway Bay

CH - 1131 Tolochenaz Hong Kong

Switzedand Tel. 852-2801-4088
Intamet: www.medironic.co,uk Fax 852-2591-0313

Tal. 49-21-800-7000 Americas

Fix 41.24-002-7000 Lotin Americe

Medironic E.C. Authorized Modtronic Latin Americs
RepressatativaDistribated by 3750 NW 87th Avenus
Medironic B.V. Suile 700

Earl Balkonstrast 10 Miami, FL 33178

6422 PJ Howrien USA

The Netherdands Tel. 305-500-9328

Tel. 34-45-568-8000 Fax 785-T09-4244

Fax 31-45-565-0588 b

Askn-Paciiic Madironic of Canada Lid.
Japen 6733 Kitimat Rosd
Comodio Shiodome Canada

2149 ms....i.’- Minato-ku Tel. 905-526-8020

Tokyo 106-0021 ) Fax 905-826-6620

Japan Tol-frea in Canada:

Tel. 83-3-0430-2011 1-800-268-5348

Fax 81-3-8430-7140 Uniiad Stales

Austrsita Manuéachwer:

Medironic Austalasls Madisonic, inc.

Business Address: W- Lu. 730 Medtronic w

97 Wasterloo Rosd ansapote, NN 55432
North Ryde NSW 2113 e )
00 o 248 fo 188301 8160
North Ryde HSw 1870 Toltrae in the USA:

Tel. 81-2-9657.9000 1-800-328-2518
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[[Tepesod ¢ anenuticko20 R36iKa KA PyCcruti A3IK)
[Ha 6ranxe xomnaruyu « Meomponux, Hux.»)

«Megrpenux, Hax.» (Medtronic, Inc.)
710 Mearpoank Iapkysii
Mnsaneanonnc, Muunecora 55432
CIDA

(710 Medtronic Parkway

Minneapolis, MN 55432

USA)

www.medtronic.com

ten. 001-763-514-4000

daxc 001-763-514-4879

IInchMo-3aGBCHHEE

Komnanns «Mearporax HMux.», yupexiennas B COOTBEICTBHH ¢ 32KOHOJATC/TLCTBOM
Coeanuennnix llltaroB AMepHKH, ajgpec OCHOBHOTO MECTA OCYIMIECTBICHMS AEATENLHOCTH:
710 Mearponnk [Tapxyait, Muaneanonuc, Munrecora 55432, CIIIA, RacTOSIMMM 3a9RNSET NOX
npucarodf (HIE NOATBEPKAAET), YTO NpHIATACMEIC AOKYMCHTH ABMAIOTCA BEPHHMH H
HECHIMECHCHHLIMA KOMMAMHA OPHIHHANA BOKYMEHTA.

{nodnuce/ 29 man 2018 .
Hms: Jlvaaa Jxymas asuna Hara
JonxuocTh: CrneuuanucT [0 HOPMATHBHO-

NPaBOBOMY pery/HpOBaHHIO

[LLimaxn:

Xyna IO0cyd

Hotapayc mrrara Muasecora

Mos munensus aAeicrpaTensia 1o 31 aupapa 2020 r.]

/noonucy/
29 man 2018 2.
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{Hanee cnedyem mexcm OJoxymenma «DLP Kawwoas ozs cocydos. Hucmpyxyus no
IKCNAYAMAYUUY, NPEOCMABICHHO20 HA AH2AULCKOM, (DANYYICKOM, HEMEYKOM, UCHAHCKOM,
HUOEPIanOCKOM, UMARLRHCKOM, HOPEENCCKOM, (DUHCKOM, WBEOCKOM, ZpPeYeckoM, OQmMCKOM,
NONLCKOM, NOPMY2ARLCKOM, MYPEYKOM, NEUICKOM, BEH2EPCKOM U DYCCKOM RIVIKAX. )

02 ox6pa 2009 r. B 14:01 Homep moxymerTa: M938132A001 Pea. A [NO17]

[Limann:

Xyna I0cyd
Horapuyc mrara Munnecora
Mos manen3ns aciicrearensna a0 31 sasapa 2020 r.)

/noonucv/
29 man 2018 2.

Baumanne: Cornacro deacpamuomy saxonoparenscray (CIIIA) nponaxa nacTodiero u3aenas
AOITYCKAETCA TONLXO BpadoM MHGO 1Mo ero pacHOPEXEHHIO,

[Mapxupoexa: CE 0123]
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Esponia

Tonosuoit oduc aAng peraona Espons/Apaxa/bBunennit Bocrok
«Menarporrx Unrepuenmn Tpetimuar Capms
(Medtronic Intemational Trading Sérl)

Pyr mo Moanuo 31

/g

CH-1131 TonomeHas

Hlpeinapus

(Route du Molliau 31

Case Postale

CH-1131 Tolochenaz

Switzerland)

Hurepuer: www.medtronic.co.uk

Ten. 41-21-802-7000

®axc 41-21-802-7900

YoonmoMovuennniii npeacTaBETe > kKoMmaneR «Mearponumo» B Enpomedickom
coobmecTpe/IncTpabsioTop

«Mearponux b.B.»

{Medtronic B.V.)

Jpn Baxxenctpaar 10

6422 PJ Xepnen

Hunepaanns

(Earl Bakkenstraat 10
6422 PJ Heerlen

The Netherlands)

Ten.: +31-45-566-8000
Qakc: +31-45-566-8668

Azmarcexo-Tuxooxeancknit permon
Snonns

«Mearponux SAmonnay

{Medtronic Japan)

Komomao Cuogome 5 stax

2-14-1 Xwurace-Canbacu, MuBaTo-Ky
Toxuo 105-0021

Anonna

(Comodio Shiodome 5F

2-14-1 Higashi-Shimbashi, Minato-ku
Tokyo 105-0021

Japan)

Ten. 81-3-6430-2011

®axc 81-3-6430-7140

ABcTpanns

«Mearponsk Ocrpamiima [Tta. Jira.»
(Medtronic Australasia Pty. Ltd.)
daxTrgecknii axpec:

97 Batepnoo Poya

Hopr Paiia, Hosuiit 10xmnii Yamc 2113
(97 Waterloo Road
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North Ryde NSW 2113)

IMouaroniit anpec:

/a2 945

Hopr Paiia, Hopnilt I0x%usit Yomse 1670
AncTpamus

(PO Box 945

North Ryde NSW 1670

Australia)

Ten. 61-2-9857-9000

Paxc 61-2-9878-5100

Asusg

«Menrponuk Hurepuemnn JIta»
{Medtronic International Ltd.)

Odmuc 1602 16/F, Mausionalig-nnaza
Ilepeceuenne Jiu MapacHe 1 Xbiozak Asenio 33
paiion Kozysii-bol

T'oukoHT

(Suite 1602 16/F, Manulife Plaza
The Lee Gardens, 33 Hysan Avenue
Causeway Bay

Hong Kong)

Ten.: +852-2891-4068

Daxc: +852-2591-0313

AMepEKa

JiaTRRCKAS AMepHKA
«Mearponux Jlatusckas AMepHKa»
(Medtronic Latin America)
3750 NW 87 Apemio
Odrc 700

Matiamu, Onopaaa 33178
CIIA

(3750 NW 87th Avenue
Suite 700

Miami, FL 33178

USA)

Ten. 305-500-9328

daxc 786-709-4244

Kasaza

«Menrponux o Kanana Jita.»
(Medtronic of Canada Ltd.)

6733 Kutumar Poyn
Mauccnccora, Ourapro LSN 1W3
Kanaza

(6733 Kitimat Road

Mississauga, Ontario LSN 1W3
Canada)

Ten. 905-826-6020

Paxc 905-826-6620

becnnathoif renedon B Kanane: 1-800-268-5346
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Coecannensnnie llITaTel AMepRKH
Hpompoaurens:

«Mearponuk, Hax.»

710 Mearpornk [Tapkyait
Munneanomc, Mansecorta 55432
CllIA

Hureprer: www.medtronic.com
Ten. 763-514-4000

®axc 763-391-9100

becrunarssii Tenedon B CIIA:
1-800-328-2518

(xpyrnocyTovuHas cnipaBKa)

O «Mexrponux, Uux.», 2009 r.
Bce npapa 3anumeHN
M938132A001 Pen. A
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[danee credyem mexcm doxymenma «DLP Apmeopuomomuvecxar xamors. Hucmpyxyus no

axcrayamayuuy, npPeOCMasIeHHO20 HA GHIRULCKOM, (DAHYYICKOM, HEMEUKOM, UCNAHCKOM,
HUOEPAAHOCKOM, UMARLAHCKOM, HODBENCCKOM, (DUHCKOM, WIBEOCKOM, ZPENecKOM, OamCKOM,
NORLCKOM, NOPNTYSARLCKOM, MYPEYKOM, HEUICKOM, BEH2EPCKOM B DYCCKOM AIWKAX. |

21 anpena 2009 r. B 16:34 Homep moxymenra: M934622A001 Pex. A [NO17)

[Limawn:

Xyza IOcyd
Horapuyc mrrara Munsecora
Mos nuuensna ackcreHTensna no 31 susaps 2020 r.)

/nodnuce/
29 man 2018 2.

ICOIA

Buumanne: CornacHo peaepamnomy 3axonomarensctsy (CIIIA) nposama HacTostnero manensis
AOMYCKACTCA TOMLKO BPa4oOM GO Mo ero pacnopixeHHIO.

[Mapxupoexa: CE 0123]
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Espona
T'onosnoll oduc ans pernona Enpona/Adpuxa/bBauxnnii Bocrok
«Menrpounk Harepaemun Tpe#ianur Capim
Pyt mo Monmuo 31
n/a
CH-1131 Tonomena3
IlIsettapus
: www.medtronic.co.uk
Ten. 41-21-802-7000
Daxc 41-21-802-7900

Ynoanomoucnnniih  mpeacraBETENN KoMDAuME «MexTponme» 8 Esponeiickom
coobmectne//incTpubnioTop

«Megrpornx B.B.»

Opa Baxkencrtpaar 10

6422 PJ Xepnen

Huapepnasast

Ten.: +31-45-566-8000

Qaxc: +31-45-566-8668

Azsmarcxo-THxooxeanckmil peraon
SAnonus

«Menarponnx Sinonus»

Komozmo Cuogome 5 arax

2-14-1 Xuracn-CamGacu, MunaTo-ky
Toxmo 105-0021

SAnouua

Ten. 81-3-6430-2011

Gaxc 81-3-6430-7140

Ascrpaans

« HEK Ocrpaniéima [Ttu. Jita.»
daxTHveckni anpec:

97 Barepnoo Poyn

Hopr Paiin, Hoswit FOmueili ¥Yamec 2113
INogroBsiit agpec:

n/a 945

Hopr Patia, Hossiit JOxamidi Yamc 1670

AscTrpams
Ten. 61-2-9857-9000
Gaxc 61-2-9878-5100

Azng

«Mexrporuk Uarepuemmn JIta.»

Oduc 1602 16/F, Mausionatid-nnaza
Iepeceaenne Jin I'apaesnc 1 Xbio3an Asemo 33
paiton Koaysii-bait

Ionxonr

Ten.: +852-2891-4068

QPake: +852-2591-0313
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AMepaKxa

JIaTEHCKAS AMEpHKR
«Mearponux Jlatuncxas AMepuka»
3750 NW 87 AscHio

Odmc 700

Maiianm, ®nopaza 33178

CIIA

Ten. 305-500-9328

Paxc 786-709-4244

Kanaza

«Menrponux oj Kanana Jitn.»

6733 Karunar Poyn

Mnuccuccora, Onrapuo LSN 1W3

Kanana

Ten. 905-826-6020

daxc 905-826-6620

Becnnaranit Tenedon B Kanane: 1-800-268-5346

Coemuuennnie Irarn: AMepaxn
IIpon3BoamTens:

«Mexrponsk, MHK.»

710 Mexrponnk Ilapkya#
Munnxeanonuc, Munrecora 55432
ClIA

Hureprer: www.medtronic.com
Ten. 763-514-4000

dake 763-391-9100

Becnnarasii renedon B CIIA:
1-800-328-2518

(xpyrnocyToqmas cupaBka)
© «Mearponuk, Hax.», 2009 1.

Bce npasa 3ampmenn
M934622A001 Pex. A
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[Zazee credyem mexcm doxymenma « DLP Kawons 0as nepghysuu yemes xoponapnoii apmepuu.
Hucmpyxyus no xcnayamayuuy, npeoCcmasAeRH0Z0 A GHZIUUCKOM, (DPARYYICKOM, HEMEYKOM,
UCHAHCKOM, HUOEPRANOCKOM, UMARLAHCKOM, HODBENCCKOM, (DUHCKOM, WBEOCKOM, ZPeYeCKOM,
OaMCKOM, ROALCKOM, NOPMY2ANLCKOM, MYPEYKOM, YEUICKOM, BEH2EPCKOM U PYCCKOM A3bIKAX. |

27 mapra 2009 1. B 16:20 Homep aoxymenTa: M934620A001 Pen. A {NO17]

[LLimamn:

Xyma IO0cyd
Horapuyc mrata Munuecora
Mos nuuecnzas acticreuTensua Ao 31 supapa 2020 r.)

/noonucel/
29 maz 2018 2.

Buammasre: Cornacro ¢peaepanpaoMy 3axononarenscTsy (CIIIA) npoaaxa nacTosmero H3ASAS
JOIYCKEETC TONBKO BPaToM NGO NO ero pacnopkeHHIO.

[Mapxuposxa: CE 0123]
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Espona

Tonosnoil oduc ang pernona Espona/A¢puxa/Bunsunil Bocrox
«Mearporrk Hurepuemmn Tpeltauar Capn»

Pyt mo Monmmo 31

n/s

CH-1131 Tonomenas

IBetinapus

Huteprer: www.medtronic.co.uk

Texn. 41-21-802-7000

Paxc 41-21-802-7900

YooaooMoueHHLI npeACTABHETEND «Mearpoaex» B Esponeiickom
coobmectTne/AucrpulbnroTop

«Mexarponnx B.B.»

Opn bakkesctpaar 10

6422 PJ Xepnen

Hunepnasas

Ten.: +31-45-566-8000

Daxc: +31-45-566-8668

Asnarcko-Taxooxeanckuii pernon
Anonan

«Meatponux Anoaus»

Komoauno Crozome 5 arak

2-14-1 Xuracu-Cumbacu, MEHaTO-KY
Toxmo 105-0021

Slnonns

Ten. 81-3-6430-2011

Oakc 81-3-6430-7140

AsBcTpanus

«Mearpornxk Octpamsiima Iltu. JIta»
QaxTryeckuil anpec:

97 Barepnoo Poyx

Hopr Paiin, Hosrit FOxmeii Yamec 2113
Tovrobsii agpec:

n/a 945

Hopr Paiia, Hopuiilt IOxuei Yamsc 1670

AscTpanug
Ten. 61-2-9857-9000
®axc 61-2-9878-5100

Alng

«Mearpouux Harepuemma Jita.»

Od¢uc 1602 16/F, Mansionaitdp-nnaza
TIepeceuenne JIn I'apacac 1 Xbio3an Apemo 33
pation Ko3yaii-Boik

l'oBkonr

Ten.: +852-2891-4068

®akc: +852-2591-0313
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AMepaxa

JlaTuHCcKas AMepHKS
«Mearponnk Jlarancxas AMepuka»
3750 NW 87 Asemo

Oduc 700

Maifamu, @uopuza 33178
CIIA

Ten. 305-500-9328
®axc 786-709-4244

Kanana

«Menrpoank o Kanana Jita.»

6733 Karumar Poya

Muccuccora, Orraprao LSN 1W3

Kanana

Ten. 905-826-6020

®axc 905-826-6620

BecnnaTasii Tenedon B Kanage: 1-800-268-5346

Coenganennnie IliTaTa Aueplmn
Ipor3poaHTeD:

«Mexnrpornk, Hak.»

710 Mearpornk Ilapxysi
Mrnaneanommc, Musunecora 55432
CllIA

HaTeprer: www.medtronic.com
Ten. 763-514-4000

®axc 763-391-9100

Becnnaranii Tenedon B CIIIA:
1-800-328-2518

(xpyruocyToanas CpaBKa)
© «Mexrponuk, Hux.», 2009 .

Bcee npasa 3ammmensi
M934620A001 Pen. A
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[danee credyem mexcm doxymenma « DLP Pempaxmop 018 3xcnozuyuu KopoKapnoi apmepuu.

Hucmpyxyus no sxenzyamayuuy», npedCmagientoz0 Ha GH2AULICKOM, (DPaHYYICKOM, HEMEYKOM,
UCNAHCKOM, HUOEDAGHOCKOM, UMARLIHCKOM, HOPBENCCKOM, (DUHCKOM, UIBEOCKOM, ZDeNeCKOM,
OAMCKOM, NORLCKOM, NOPMYZANLCKOM, MYPEYKOM, YEUICKOM, BEHZEPCKOM U PYCCKOM A3bixax. ]

04 anpens 2011 r. B 12:08 Homep aoxymenTa: M938133A001 Pea. 1A [NO17])

[Mapxupoexa: CE 0123])
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Espona

Toaosnoii oduc anu pernons Espona/Adpuxa/Bamennit Bocrox
«Menarponux Anreprenmin Tpeiiaunr Capm»

Pyt mo Momumo 31

/= 84

CH-1131 Tonomnenas

IlIneifuapus

Hnreprer: www.medtronic.co.uk

Ten. 41-21-802-7000

Paxc 41-21-802-7900

| EC | Ipencraeuzens |

VYooanomMosensbif npeacrasETen: koMnammE <«Mexrponni»
coobmecrse/Encrpubuorop

«Mearponux B.B.»

Spn Baxxencrpaar 10

6422 PJ Xepnen

Hupepnanzs
Ten.: +31-45-566-8000
Gaxc: +31-45-566-8668

Azaarcko-Taxooxeancknil peruon
HAnouna

«Mexrporak AnoHns»

Komomno Cropome 5 srax

2-14-1 Xuracu-Cambacu, Munaro-xy
Toxuo 105-0021

SInouns

Ten. 81-3-6430-2011

Oaxc 81-3-6430-7140

AscTpaans

«MegTporuk Octpamitma ITtu. Jita.»
97 Barepnoo Poyn

Hopr Paiin, Hossiit IOxuanil Vamse 2113

AscTpamia
Ten. 61-2-9857-9000
®daxc 61-2-9878-5100

Alna

«Menrponux Uerepnemmn Jita.»

Odwuc 1602 16/F, Mausionaiid-nnaza
Mepeceyenne Jlu 'apaenc u Xriozan AseHio 33
paiion Ko3ysii-boit

T'oHKOHT

Ten.: +852-2891-4068

daxc: +852-2591-0313
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AMepHKa

Jlamanackas AMepaKka
«Mearponnk Jlatuncxas AMepuka»
3750 NW 87 Apenio

Odwmc 700

Maiiamu, ©nopuza 33178

CIIA

Ten. 305-500-9328

daxc 786-709-4244

Kananga

«Menrponuk op Kanaza Jita»

99 Xuadopa Crpur

BpamnTon, Onrapro L6Y 0R3

Kanana

Ten. 905-460-3800

®akc 905-826-6620

Becnnarnuii Tenedon B Kanage: 1-800-268-5346

Coennnennsie lliTaTui AMepaxu
TIponssomurens:

«Menrponux, Hax.»

710 Meatrpornk Iapxyaii
Munaneanomsc, Munsecora 55432
CIIIA

Hrreprer: www.medtronic.com
Ten. 763-514-4000

Paxc 763-391-9100

Becnnatubilt Tenedon B CIIIA:
1-800-328-2518

(xpymocyTOuHas Cnpaska)
© «Mearpounk», 2003 r., 2011 r.

Bcee npaBa 3aIMINESHE
M938133A001 Pexn. 1A
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Ilepesod dannozo mexcma coenan Muok, nepesoduunon Anexceessm Anexcees ARSKCARIPOSHYEM.

A

Poccuiickan @edepayun
Topod Mockea

Bocemnaduamozo okmasdpa 0se MMCAUN OCEAMNAOHAMO20 2008

A, Axumoe I'se6 Bopucosuy, nomapuyc 20poda Mocxess, Caudemenscmeyio noOORUKKOCHI NOONUCY
nepesoouuxa Axexceesa Axexcen Anexcanoposusa.

Toonuce cOerana 6 Moem npucCymemsus.
JTuunocnd noonucasuezo OoXyMenm YCmanoesexa.
Sapezucmpuposano ¢ peecmpe: Mo 77/09-::/77-2019-/ , / j

Bswicxano 2ocyoapcmeennoti nosuxurvi(no mapugy): 100 pyo.
Ynnaueno 3a oxazanue ycayz npasoso20 ¥ mexnunecxo2o xapaxmepa: 200 py6.

I'B. Ax:
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KOMNMNWMH

Medtronic

Operational Head Quarters
710 Medtronic Parkway
Minneapolis, MN 55432
USA

www.medtronic.com

tel 800.633.8766

Declaration Letter

Medtronic Inc., a corporation organized under the laws ofthe United States, having its principal place of business
at 710 Medtronic Parkway, Minneapolis, MN 55432, USA, hereby swear (or affirm) that the attached documentation are

true and unaltered copies of the original document.

1-September 2020

Diane Howell Date
Sonin; AHair;; SpccQilist; Cardiac Surgcrs, C'SH

Medtronic
S2(A> Conri Soil Snoo;. -\E. M\ S 8.-., iVMLLIds View. MN. 55M2 :bS.A

As a registered Notary Public tor the State of Minnesota,
I hereby certify that this is a true and accurate copy ofthe
original docurment. The origiral Isfilled at Medtronic, Inc.
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Medtronic

Mi'dti onic, Im .

710 Medtronic Oji kuay

MuHH*;i()oli®y MN Ar>142-50M1-
USA
WA'w.meiUionic- L4

1.

HanmeHoBa

Hue

MENNLUNHCK

oro
nsgenunsal
Name
medical
device

of

LononHeHne K MHChYKUMM no xcn.nmatamuH (Bepcus 3) / Appendix to Instruction for l.'se (xersion 3):
KaHtonn gna nephx )um yclba KopoHapHoi aplepuun DLP/Coronary Ostial Perfusion Cannulas N1.P
VHpopMaLuo M3N10XEHHYO B JONOMHEHNN K UHCTPYKLMK HO Xennyataumu (sepcma 3) cumtat!, Hpuopu«eTHoW / Information contained in the

KaHionm gns nepd> Xu ycTba KOPOHApPHON apTepuun, Bapuadt bl

ncnonHeHmna: (danee —mepguuynHckoe nsgenvne, M)

1. KaHtons ;ulda nepdysnm ycn>a KopoHapHoi ap3epun DLP ¢

iiaKoiicHitHKOM Tuna «kop3nHKa», Hapy>XHENR nunamerp 3,3 Mm
(10 Fr), mogens 30010, B cocTase:

KaHtona

WHCTPYKLMA HO NPUMEHEHUIO

2. KaHwonsa ;yl1a nepdy3nmn ycTba KOpoHapHoW apTepun DLP ¢
HAaKOHEYHUKOM TUMa «KOP3UHKa», HapyXHbli gnameTp 4.0 mm
(12 Kr), mogenb 30012, B cocTaBe:
- KaHtona

NHe3pyKLMA NO NPUMEHEHUIO

3. KaHtona gns nepgysmn ycTbd KopoHapHoi apEepun DLP ¢
HAaKOHEYHUKOM rutia «KOp3uHKa», HapyXnEnh guametp 4,7 Mm
(14 Fr), mogenb 30014, B cocTase:

KaHtona

WHCTPYKLUSA MO NPUMEHEHWIO

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

Coronary Ostial Perfusion Cannulas DLP , versions:
(Hereinafter - medical dexice, \1D)

1. Coronary Ostial Perfusion Cannula DLP with a basket
tip, the outer diameter 3.3 mm (10 Fr), model 3CHO10,
including:

Cannula
Instruction for use

2. Coronary Ostial Perfusion Cannula DLP w-ith a basket tip,
the outer diameter 4.0 mm (12 Fr), mt)dcl 30012, including:
Cannula
- Instruction for use

3. Coronary Ostial Perfusion Cannula DLP with a basket tip.
the outer diameter 4.7 mm (14 Fr), model 30014, including:
- Cannula
Instruction for use



4. KaHtons gna nepdysumn ycTbs KOpoHapHoi aptopumn DLP ¢
ChepMUYECKMUM HAKOHEYHUKOM, HapyXHblil anameTp 4.0 mm (12
Fr), mogens 30011, B cocTaBe:
— KaHtona
- WHcTpyKkuma no npumencEEmnio
5. KaHtons gna nepdysnn ycTbs KOpOoHapHoW aptopun DLP ¢
MATKUM B1,Tyk/bIM HakKoOHe4YHUKOM Mogenb 30055. B cocTaBse:
— KaHtona

MHCTpyKLMSA MO NPUMEHEHUIO

6. KaHtonsa gnsa nepdys3nm ycTbs KOpoHapHoW apTepun DLP ¢
MALK/M BOrHYTbIM HaKOHeYHMKOM Mogenb 30050, B cociaac-
- KaHtons

- VHCTPYKLMSA MO NPUMEHEHUIO

7. KaHtona ;u1a nepdysun ycTbs KopoHapHoW apEcpum DLP ¢ 45-

E'pagyCEEbIM yrioBbiM EEakOHEYHMKOM TUMa «KOP3UHKa»,

E{apyxHbiin gnameTp 3,3 mm (10 Fr). mogenb 30110. B cocTaBe:
KaHtona

VEICTpykLS no MMCEECHAO

8. KaHtona gna nepdysmm ycTba KOpoHapHoi apEcpun DLP ¢ 45-

rpagycHoim yrnosbiM EEaKOEERHH/KOM THEH «KOp3/EEKa»,

HapyXHblin gnametp 4,0 mm (12 Fr), mogens 30112, B cocTase:
KaHtons

- VHCEpyKLWIS EED EEp/MCEECHAO

0. KaHtona gns nepdysnn ycTba KOpoHapHoi apTepum DLP c 45-

rpagyCcHbIM Yr10BbIM HAKOHEYHUKOM TUMA «KOP3UHKa».

EEapyEELEA ameTp 4.7 mm (14 Fr), mogens 30114. B cocTase;
KaEEtona

- MHCEpyKuns BOnpumeHeHno
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4. Cnmyronary Ostial Perfusion Cannula DLP with a spherical
lip. the outer diameter 4.0 mm (12 Fr). model 30011.
including;
(‘annula
- Instruction for use

5. Coronary Ostial Perfusion CanEUila DLP with a soft
convex tip, model 30055, including:

Cannula

Instruction for use

6. Coronary Ostial Perfusion Cannula DI.P with a soft
concave lip, model 30050, including:
- Cannula
Instruction for use

7. Coronary Ostial Perfusion Cannula DLP with a 45® angle
basket tip, the outer diameter 3.3 mm (10 Fr), model 30110,
including:

Cannula

Instruction for use

8. Coronary Ostial Perfusion Cannula DLP with a 45® angle
basket tip, the outer diameter 4.0 mm (12 Fr), model 30112,
including;

(‘annula

Instruction for use

9. Coronar>’ Ostial Perfusion Cannula DLP with a 45® angle
basket lip, the outer diameter 4.7 mm (14 Fr), model 30114,
including:

(‘annula

Instruction for use



10. KaHiona gnsa HCpdhynum ycTbsa KOpoHapHOW apTepun 1/1.P ¢
90-1 pajyemMblM YrN0BblM HAKOHEYHUKOM 1MHA «KOPUYUHKaE».
HapyXHbll guametp 4,0 mm (12 Fr). mogens 30212, B cocrase:
- KaHtlona

WMHCTPYKLMA HO MPUMEHEHWNIO

11. KaHons gnsa nepdysunm ycTbs KOpoHapHoW aptepun DLP ¢
90-rpafycHbIM y1/1OBbIM MATKUM HaKOHeYHUKOM, auameTp: 3,3
MM (10 Fr). mogenb 30155, B cocTase:

KaHtons

VHCTPYKLMUA HO NPUMEHEHUIO

12. KaHions gna nepdys3nmn ycTbs KOpoHapHoi aprepuun DI Pc
45-rpafilyeHblM YrnoBblM MATKUM HaKOHEYHWUKOM, anameTp; 3,3
MM (10 [=), mogenb 30255, B cocTase;
- KaHwna

WHeTpyK[IMa HO NpUMeEHEHUIO

13. Ka)nona gns nepdys3nm ycTbs KOpoHapHOW aptepun DLP ¢
MATKUM 1pyLWeBUAHbIM CKOWEHHbIM HAKOHEYHUKOM, HapyXHbIi
avnameTp 5,0 mm (15 Fr), mogenb 30315, B cocTase:

KaHtona

VHCTPYKLMA HO NPUMEHEHWUIO

14, KaHtons gna Hepdyuymm ycrbd KopoHapHoW aprepum DLP c
MATKUM TPYLW EBUAHbIM CKOLWEHHbBIM HAaKOHEUYHWKOM, HaPYXHbI
avameTp 5.7 mm (17 Fr), mogenb 30317, B coeiaBc:

- KaHtona

- WMHCTPYKLMA NO NPUMEHEHUIO

15. KaHwonsa gna nepgysunm ycTba KopoHapHoi aptepun DLP ¢
MATKUM TPYLWEeBUAHBIM CKOLWEHHbIM HAKOHEYHUKOM, HapyXHbIi
avameTp 6,7 mm (20 Fr), mogenb 30320, B cocTaBe:

KaHtona
- MHcTpyKumMa MONpUMEHEHUIO
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10. Coronary Ostial Perfusion Cannula DLP with a 90° angle
basket tip, the outer diameter 4.0 mm (12 Fr), model 30212.
including:

- Cannula

- Instruction for use

11. Coronary Ostial Perfusion Cannula DLP with a 90° angle
sort tip, diameter 3.3 mm (10 Fr), model 30155, including;
C'annula
Instruction for use

12. Coronary Ostial Perfusion Cannula DLP with a 45° angle
sort tip, diameter 3.3 mm (10 Fr), mode! 30255, including:

- Cannula

- Instruction for use

13. Coronaiy Ostial Perfusion C'annula DLP with a sort bulb
beveled tip, the outer diameter 5.0 mm (15 Kr), model 30315,
including:

Cannula

Instruction for use

14, Coronary Ostial Perfusion Cannula DLP with a soft bulb
beveled tip. the outer diameter 5.7 mni (17 Fr). model 30317,
including;

C'annula

Instruction for use

15. Coronary Ostial Perfusion Cannula DLP with a soft bulb
beveled tip, the outer diameter 6.7 mm (20 Fr), model 30320,
including:

Cannula

Instruction for use



2. Csepie
mus o}
VpOLLOIATC
e
MeaUNLNHCKO
n3genns
(vanmenoBaHH
e, agpec
MeCcTOHaxoxpe
Mus,
NMOYTOBLIN
appec,
TenegoH.
ajpec  MecTa
npoun3BOACTBA)
/ Information
about
manufacturer

of medical
device (name,
location
address,
mailing
address,
phone
number,
address of
place of
production)

3. Ma3Ha
yeHue
MeaUNLUHCKOTO

Ona nopaun

* The names of medical devices can be mentioned in the text
in abbreviated form for the convenience of perceiving
information.

*HanMcMoBaHUA MeAUUMHCKUX W3AC.'TUIA MOTYT Oblb YMOMAHY1bl B
iCKcie B cokpaweHHOn dopme pfla yao6cTBa BOCMpuMAlus
NH(opMaLun.
Mpomeonutens'Manufacturcr:

(name, location address, mailing address, phone number)

«MepTpoHuUK Huk.», Crin

Medtronic Inc., USA 710 Medtronic Parkway, Minneapolis, MN 55432, USA
Tel.:+1 763 5144000; Fax; ~1763 5144879

www.medironic.com

YNoNHOMOUYEHHbIV NpeacTaBwens nponssogutens / Authorized Representative of Manufacturer:
OCHO «MepgTpoHmnk», 123112, Poccud, r. MockBa, 1lpecueHckas mab., g. 10, 9 at., nom. Ill, kom. 41/
"Medtronic” LLC, 123112, Russia, Moscow', Presnenskaya Nabere/hnaya, 10, 9 fl., prem. Ill, r. 41
Tel: (495) 580-73-77, Fax: (495) 5X0-73-78

www.mcdtronic.com

Kap/Monnernyecknux pacTBOPOB HemocpencTsen}o B
apTepum  BO  BpemMs  onepauum B YCNOBUAX

These cannulae are intended for use in conjunction
with cardiopulmonary bypass surgery up to six hours
or less for delivery of cardioplegia solutions directly to the

KOpOHapHble
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v Yacnnsy MCKYCCEBCHHOIO KpoBOOGpalleHUs B TeuyeHWe Nepuofia BPpeMeHW He coronary arteries.

Prescription 6onee ujeci Muacos.

of medical

device

4. Mo6oy TMo6o4YHble 3 HEKTbI Adverse Effects

BbIC athdekTol Kak ¥ BCe  KOMMOHEHTHI CUCTEMBI 3KcTpakopnopanbHoro  This device, as do all extracorporeal blood system devices,
MEeAUYWUHCKOro  kpoBoobpalyeHMs, 3TO YCTPOWCTBO MOXer BblH.1BaTE. Takue has possible side etTects which include, infections, blood loss,
niacnmna no6oyHble  3hdeKThl, Kak  MHGOULuMpoBaHue, kpoonoTteps. thrombus formation, embolic events and dislocation. Vessel
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5. DYyHK
HWOHaNbHbIE
Xapaktepucin
KN n
TeXHUYecKune
XapaKTepucTm
KK
MegULUHCKO
nsgenns/
Kunctional
characterislic
S and
technical
characteristic
s of medical
device

obpatoHanune lpom60B, Wltonua v gucnokauna. Mpu mecobatoncumnm
JaHHOW WMHCIPYKLMU HO “Kennyarauumy HOYMOXHbI MOBPeXAeHWe
COCYyZAa W OCMOXHEHMNA H MECcTe BbIMOSHEHUA NYHKLWN.
WH(]))opMauno wnuynoxcluytw B [ONONHEHUM K UHCTPYKUMM nNO
ykennyaTtauum (Bepcus 3) cUMTaTb MPUOPUTETHON

damage and complications at the puncture site may occur ifthe

Instructions lor Use are not followed.

Information contained in the Appendix to Instruction for Use
(version 3) is considered a priority.

mogenb/Homep
Model

YepTéx u/unn ()OTO, TeXHUYECKME XAapPaKTEPUCTUKN.

Drawing and / or photos, specifications.

OCHOBHble TEXHUYECKNE XapaKlepUuCcTUKN MEAULUHCKOTO nuygeans (AONyCcTUMble OTKNOHEHUMN TEXHUYECKUX
XapakTepucTuk cocTtaBnawT = 5 % »ecnun He ykaszaHo uHoe)/ I'he main technical characteristics of the medical device
(permissible deviations of technical characteristics arc £ 5% . unless otherwise specified)
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30010. 30012. 300M

0 . 30011
o' @
30055
X050
30212
0
(0 30110.30112
30114.3C412
0
0 30155
0
30255
@
oS -
0
9 ) 30315. 30317. 30320

1 Basket lip/Hakouncumuk tuna "Kop3anHka"
2. Spherical tip/Chepunyecknini HaKOHEYHUK

3. Soft convex tip/MHI'KHH BbinyKAbll HAKOHEYHUK
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4. Soft concave tip/Mm Kunii BOTHY rblil HAKOHEYHUK

5. 45° angle basket tip/45-rpagycHblil yrnoBoii HaKOHEYHNK TuNa "Kop3nHKa"

6.90° characteristics angle basket 11p/9()-rpagycCHblii yrnoBoi HaKOHEYHUK TuUna "Kop3nHka"
7. 90° angle soft tip/90-rpagycHbliil YrN0BON MATKUIA HAKOHEYHUK

K. 45° angle soft tip/45-rpafyCHblii yrnoBOi MATKUA HAKOHEUYHUK

9. Soft bulb beveled tip/MArkuit rpyTenmanblil CKOWeEHHbI HAKOHEYHNK

10. Silicone body/CunnkoHOBbI Kopnyc

11. Malleable stainless steel tube/[TnactTnyHaa Tpybka M3 HepxxaBetowein crajJH

12. Locking female luer fitling/OxBaibiBamutaB yacTb BUHTOBOIO N03POBCKOT0 COEAUHEHUA

13. Plastic handle/ Wnacrukoeas pykoaTka

TexHMUyeckne xapakTepuctmku/ |echiiica| charackteristics:

Ona mogeneii / Models: 30010, 30012, 30014, 30110,30112,30114, 30212
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Flow rate (ml/min of water) /CkopocTb noTtoka (Mma/muun Bo;u>t)

Pressure loss (mmHg)/ria;tcnHe gaBneHusa (Mm pT. CT.)

Ansa mopeneit/ Models : 30050, 30055,30155, 30255,30315,30317, 30320

Mow rate (ml/min of water) /CkopocTb noToka (MA/MUH BOAbI)

Pressure loss (mmllg)/MageHve gaBneHunsa (Mm pT. CT.)

Ons mopenein 30010, 30012, 30014,30011,30055, 30050:
macca nsgenmns (guanasoH), r/ Device weight, (diapason) g; (2.06-2.94)

Ons mopeneii 30110, 30114, 30112,30212, 30155, 30255:

macca nsgennsa (guanasoH), r/ Device weight, (diapason) g; (7,60-8,26)
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Ona mopenein 30315, 30317, 30320:

macca (awanawH), r/ Device weight, (diapason) g: (2,04-2,18)

TexHUYeCKNe XapakTEPUCTUKMN: | echnical parameters:

{.HapyXHblii nnamcd HakKOHeYHMKa TUHA 1.
"KOpTMHKa": 3,3 MM

Basket tip outer diameter: 3.3 mm
2. Basket tip outer diameter: 10 Kr

2. Hapy>Hblii AnameTp HaKOHEYHMKA TUMA

"Kop3uHka": K) Kr 3. Cannula total length; 15.3 cm

3. CX)was gnunHa KaHwonu: 15,3 cm 4. Stainless steel lube diameter: 2 mm
4. Onamerp Tpy6KU U3 HepxKaBetolL el cTanu: 2 Mm (outer diameter)
(HapyXHblil guameTp) 5. Stainless steel tube diameter; 1.9 m«n
5. OuameTp Tpy6Ku U< Hepxasewwel ctann: 1,9 mm  (inner diameter)

(BHYTpewH.M gnameTp) 6. Hub length: 2.9 cm
6. OnvHa xa6a: 2,9 cm 7. Hub maximum width: 9 mm
7. MakcumanbHas wupuHa xaba; 9 mm 8. Cannula effective length: 6 mm

8.9 (eKTMBHAA ANNHA KAHIONN: 6 MM

10
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9. MpucoeANHUTENbHbIA pasMep 0XBaTbiBato Ll et
4acTW BUHTOBOTO JI03POBCKOTO COEJUHEHUAM;

Jvamcmp BHYrpeHHWiA ( 0xBalbiBaK)WCi 4acTu
BVMH rOBOTO /110;)pOBCKOrY) coegnHeHmns): 4,315(+0 /

0.003)mm

[OvameTp HapyXHbIil ( 0XBaTbiBaloWeEW YacTm
BMHTOBOTO /II03POBCKOT0 COEAUHEHNA): 5.7 MM

s 1 8 S 10 11 18 13 14

FCXHUYECKNEe XapaKlepuCcruku:

1. HapyXHblii fuamMeTp HaKOHeYHMKa Tuna
"Kop.wHKa"; 4 MM

2. HapyXHblA fnameTp HaKOHeYHMKa Tuna
"Kop3uHka"; 12 Fr

3.06was gAuHa KaHoau: 15,3 cm

9. ('onncction dimension of ihe locking female lucr
filling:

Inner diameter (locking female luer fitting);4.315(+0 /
-0.005) mm

Outer diameter ( locking female luer fitting); 5.7 mm

5 16 n 18 19 80

| Technical parameters:
|.Basket tip outer diameter: 4 mm
2. Basket tip outer diameter: 12 Fr
3. Cannula total length: 15.3 cm
4. Stainless steel tube diameter; 2 mm

(outer diameter)

11
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4. JNlnamcTp TpyGKM U3 HepxaBetoU el cTanu: 2 MM
(HapyXHblit gnamcrp)
5. JNlnameTp TpybKM M3 HepxaBetouwien crann: 1,9 mm
(BHY3peHNMWiA guameTp)
6. Jllnuuna xaba: 2,9 cm
T.MakcumanbHaa wupuma xaba: 9 mm
8.9 (eKTMBHAA 4INHA KAHIONN 6 MM

9. MpucoeanNHNTENbHBIA pasmep 0XBasblBato L e
YaeTu BUHTOBOTO /II03POBCKONO COEANHEHUS:

NTnameTp BHYTPeHHUIA (0XBa3blBal LW el YaeTu
BWH |0OBOTO NIOTPOBCKOTO coegnHeH ns): 4.315("0 / -
0,(K05) mm

LOvamerp HapyXHblii (OXBaTblBalOLLEN Yaern
BUHIOBOTO NIOTPOBCKOTO COEAMHEHUA): 5,7MM

5. Stainless steel tube diameter: 1.9 mm
(inner diameter)

6. Hub length: 2.9 cm

7. Hub maximum width: 9 mm

8. Cannula effective length of 6 mm

9. C'onnection dimension of the locking female lucr
ruling:

Inner diameter (locking female luer tltting);4.315(+0 /
-0,005) mm

Outer diameter ( locking female luer filling): 5.7 mm

12



|.Hapy>XHblli guameTp HaKOHEYHMKa Tnna 1. Basket tip outer diameter: 4.7 mm
"KOpUMHKA": 4.7 MM

2. Basket tip outer diameter: 14 Fr
2.11apyXHbIA AuameTp HaKOHEYHMKaA Tuna

"Kop3uHKa"; 14 Fr 3. Cannula total length: 15.3 cm

3. CX)was ;uMHa KaHonm: 15.3 cm 4. Stainless steel tube diameter: 2 mm

4. [unameTp Tpy6KU U3 HepxaBeloLl el cTann: 2 Mm (outer diameter)

("Ipy>XHblii guameTp) 5. Stainless steel tube diameter: 1.9 mm
3.[AvameTp Tpy6KN U3 Hepxasetowelt cTanu: 1,9 Mm (inner diameter)
(BHYdCMHMIA fnameTp) 6. Hub length; 2.9 cm

6. [OnuHa xa6a: 2,9 cm 7. Hub maximum width: 9 mm

7. MakcumanbHas wupuHa xaba: 9 Mm 8. Cannulaen'eclive length oF6 mm

8. )h(eKrnsHas ANNHA KAHIONN 6 MM 9. Connection dimension ofthe locking female liter
fitting:

9. MpucoegnHNTENbHbIV pa3Mep 0XBaTbiBatoLLLEN

4acTy BMHTOBOTO MO3POBCKOT0 COBAUHEHNUS, Inner diameter (locking female luer futing): 4.315(+0
/-0.005) mm

OvnameTp BHYTPEHHU (OXBaTbiBalOLWER YacTK

BMHTOBOTO Nt03poBCcKoro coeAUFiCHnNa): 4,315(+0 / - Outer diameter ( locking female luer fitting): 5.7 mm

0.005) mm

OunameTp HapyXHbI (OXxBaTbliBalOWel yacTu
BWHTOBOTO /I03POBCKOT0 COEAUHEHUS): 5,7MM

13
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TexHMYECKME XapaKTePUCTUKN:

I.HapyXHbIA gnameTp chepMyecKOro HaKOHeYHUKa;
4 MM

2.11apy>XHblli gnamc Ip chepnyeckol0 HaKOHEYHUKa:
12 Kr

.mN06Wwasa gnnHa Kavonu: 15,7 em
4. [OvameTp TPY6KU M3 HepXKaBerol el cranm: 2 Mm
(HapyXHbIiA guameTp)

5. JlnameTp Tpy6KM M3 HepxaBetoweli ctanu; 1,9 mm
(BHYythcumMmuii gnametp)

6. ~[OnuHa xab6a; 2,9 cm

7. MakcumanbHaa wupuHa xaba; 9 Mm

8. ')pdheKTUBHAA fIMHA KaAHION: 6 MM

9. MpucoeaNHNTENbHbIN pa3Mmep 0XBaTblBalo L e
4yacTn BUHTOBOE O NIKTAPOBCKOr0 COeAUHEHUS:

Technical parameters:

1. Spherical tip outer diameter; 4 mm

2. Spherical tip outer diameter: 12 Fr

3. Cannula total length; 15.7 cm

4. Stainless steel tube diameter: 2 mm
(outer diameter)

5. Stainless steel tube diameter: 1.9 mm

(inner diameter)

6.1 lub length: 2.9 cm

7. Hub maximum width: 9 mm

8. Cannula effective length: 6 mm

9. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315( tO
/-0,005) mm

14
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OvameTp (wWyTpeHHUI (0XBaTbiBalO LW el YaeTu

BUHTOBOrO Nt0'3p0oBeKot0 eoennnenns): 4.315(t0/

0.005) mm

[Ovamerp HapyXHblli (OXBaTbiBalO L EA YaeTu

BMHTOBOTO NIIOTPOBCKOI0 COeAUHEHUA): 5,7 MM

U \r

TexHUYecKMe xapaKTePUCTUKN:

I bAnameTp MALKOIMO BbINYKNOro HAKOHEYHUKA:

2. lvameTp MATKOro BbIMYK/IOr0 HAaKOHeYHMKaA

3.06wana gnuHa KaHwonu: 153 cm

4. [Ownamerp TpyGKW W3 HepXKaBetolei cTanu:

(HapyXHblA gnameTp)

5. [AvameTp 3py6KM M3 HepXKaBetoL et cTanu:

(BHYTpPEHHUI gunameTp)
6. [OnnHa xaba: 2,9 cm
7. MakcumanbHas wupuHa xaba: 9 mMm

8.0 (hCcKTUBHAA ANMHA KAHIONN: 12 MM

13 =

I Mm

1 33 Fr

2 MM

1,9 um

Outer diameter ( locking female luer fitting): 5.7 mm

5 16

Technical parameters:

1.

2.

5.

Soft convex tip diameter: 11 mm

Soft convex tip diameter; 33 Fr

. Cannula total length: 15.3 cm

. Stainless steel tube diameter; 2 mm

(outer diameter)
Stainless steel lube diameter: 1.9 mm

(inner diameter)

. Hub length: 2.9 cm

. Hub maximum width; 9 mm

. Cannula effective length: 12 mm

15
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9. MpUCoOeANHNTENbHbIA pasMep 0XBaTblBalo L et
Y4acTW BUHTOBOM /I03POBCKOTOCOEAUHEHNS:

OvameTp BHY3peHHW (0xBabiBalLWCl YacTh
BMHTOBOTO NHO3POHEKOTO coeanHeHunna): 4,315( 10/ -
0,005) mm

[vameTp HapyXHblii (OXBaTblBaloLWen yacTu
BUHTOBOIO /II03POBCKOT0 COEAUHEHNSA): 5,7MM

- {111 LI DK
s 1 8 9 r. \r 13
TexHn4ecKne xapaki CPHCI UKN:
FAnamcdh MSATKOro BOrHYTOro HakoHeudHuka; Il mm

2,Avnamelp MATKOro BOTHYTOro HakoHeuHuKka: 33 Fr

3.06waa gnmHa KaHtonum: 153 cm

9. Connection dimension ofthe locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,3!5(+0
/-0,005) mm

Outer diameter ( locking female luer fitting); 5.7 mm

15 16

Technical parameters:
1. Soft concave tip diameter: 11 mm
2. Soft concave lip diameter; 33 Fr

3. Cannula total length: 15.3 cm

4. OvameTtp Tpy6KN ny HepxaBetoLw e cTann: 2 MM4. Stainless steel tube diameter: 2 mm

(HapyXHbit fuamcd)

(outer diameter)

5. OvameTp TpybKn n3 HepxaBetowelt ctann: 1.9 M Stainless steel tube diameter: 1.9 mm

16
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{BHYTpPeHHN fuameTp)
6.01nHa xaba: 2,9 cm
T.MakcumanoHaa nlupuHa xaba; 9 MM
8/3thhekTMBHAA ANMHA KaHKONN: 10 MM

9. MpucoefnHNTENbHbIA paumep 0XBaTblBato e
4yacTy BMHTOBOTO JIH03POBCKOr0 COEANHEHUA:

[vameTp BHY TpeHHUI (0XBaTbliBalOL el YacTK
BUHTOBOTO NO3POBCKOT0 coegnHeHuna); 4,315(+0 / -
0.005) mm

OvnameTp HapyXHblii (0XBayblBato el yacTu
BWHTOBOIO IIO3POBCKOr0 COEAUHEHMNA): 5,7MM

TexXHUYECKNEe XapaKTEPHO FMKN:

1.HapyXHblin gnameTtp 90-rpafyCHOK YyUHOBOTO
HaKOHeYHMKa Tuna "Kop3mHka": 3,3 MM

2.NapyxHuin gnametp 90-rpagycHoOro yrnoBoro
HaKOHeYHMKa Tuna "KopumHka": K) Fr

(inner diameter)
6. Hub length: 2.9 cm
7. Hub maximum width: 9 mm
8. Cannula effective length: 10 mm

9. Connection dimension ofthe locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315(+0
/-0,005) mm

Outer diameter ( locking female luer fitting): 5.7 mm

. 90"angle basket tip outer diameter; 3.3 mm
2. 90° angle basket tip outer diameter: 10 Fr
3. Coronary bend 90° diameter; 6.2 mm

(outer diameter)

17



3.OvameTp N3ruba-KopoHapHoro 90": 6,2 Mm 4. Coronary bend 90° diameter: 3.3 mm

(Hapy>XHblin nunamerp) (inner diameter)

4. AnameTtp N3rnba-KopoHapHo! o 90®: 3,3 MM 5. Cannula total length: 19.7 cm
(BHY|pCHUMA guameTp) 6. Stainless steel tube diameter; 3.3 mm

5.06Wwan gnmHa KaHwonu: 19,7 cm (outer diameter)

6.4nameTp TpybKN U3 HepxaBewwein ctanm: 3,3 MM 7. Stainless steel tube diameter: 2.8 mm
(Hapy>XHblin gnameTp) (inner diameter)

7.0namcd ¢dybKM U3 HepxasetoWen ctanm: 2,8 MM 8. Plastic handle maximum width: 11 mm
(BHY3peHHWUIA gnameTp) 9. Plastic handle length: 6 cm

8. MaKcumManbilWa WUPUHA HNae3nKoBOW pyKoaTKM10. Hub maximum diameter: 9.3 mm

11 MM

11. Hub length: 1.3 cm
9. [nvHa NnacTUKOBOWR PYKOATKU: 6 CM

12. C'annula effective length: 6 mm
FO.MakcumanbHbil gnameTtp xaba: 9,3 Mm

13. Connection dimension of the locking female luer

11.AnnHa xaba: 1,3 cm fitting:

12/3heKTUBHAA ANIMHA KAHION: 6 MM Inner diameter (locking female luer fitting ): 4,315 (+0
/-0.005) mm

13. MpucoesnHNTENbHbIA pasMmep 0XBaTblBal LWL e

yacTn BHFITOBoOro nt03p0oBCKOT0 COEANHEHNS: Outer diameter ( locking female luer fitting): 7,83 (+0
/-0,1) mm

OvnameTtp(oxBaTbiBato Iei yacTn bhhtoboio
N03POBCKOr0 COEANHEHNA), MM:

HapyxHuit 7,83 (K0 /-0.1); BHYIpCHHMIA 4,315 (10 / -
0,005)
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FexmmnyecKkme xapakTepuUCTUKN: I'echnical parameters:

1.Hapyxuw,Manametp 90-rpaaycHQOi o yniosoro 1. 90° angle basket tip outer diameter: 4.7 mm

HaKOHeYHUKa Tuna "Kop3nHka": 4,7 Mm
2. 90° angle basket tip outer diameter: 14 Fr

2. HapyXHblii guameTp 90-rpagycHoOro yrnosiw o
HaKOHeYHMKa Tuna "KopsuHka": 14 Fr 3. Coronary bend 90° diameter: 6.2 mm
3. OnameTp W3rnba-KopoHapHoro 90°: 6,2 MM (outer diameter)

(HapyXnrelit auameTp) 4. Coronary bend 90° diameter: 3.3 mm
4. lnameTp H.n u6a-KopoHapHoro 90°: 3.3 MM (inner diameter)

(HiyTpeHHM guameTp) 5. C'annula total length: 19.7 cm
3.06uan AnuHa KaHtonu: 19,7 cm 6. Stainless steel tube diameter: 3.3 mm
6. Ouvamcd dy6Kku U3 Hepxaseloweii ctanm: 3,3 mm  (outer diameter)

(HapyXHblii gnamcrp) 7. Stainless steel tube diameter: 2.8 mm
7. IvameTp 3py6ku U3 Hepxaselonteit ctanu: 2,8 mm  (inner diameter)

(BHYTPEHHUI guameTp) 8. Plastic handle ma.ximum width: 11mm
B.MaKkcumanbHas WNWPUHA NNACTUKOBOI PYKOATKN: 9. Plastic handle length: 6 cm
11 MM

10. Hub maximum diameter: 9.3 mm

19



9.lnnHa NNacTUKOBOW PYKOATKN: 6 CM 11. Hub length: 1.3 cm

KO .MaKkcumanbHblli guameTp xaba: 9,3 MM 12. Cannula efTective length; 6 mm
11.AnvHa xaba; 1,3 cm 13. Connection dimension of the locking female luer
fitting:

12.9¢(peKTUBHAA 4ANHA KaHIONU: 6 MM

Inner diameter (locking female luer fitting ): 4,315 (+0
13. MpucoefnHUTebHBIA pasmep 0XBalbiBaou],eii /-0,005) mm
4acTu BMHTOBOIO /II03POBCKON0 COEAMHEHUS;

Outer diameter ( locking female luer fitting): 7,83 (+0
Ovamerp (oxBaTblBaloL el 4acT BUHTOBOTO /-0,1) mm

NHO3POBCKOTO COEAUHEHUSR), MM:

HapyXHblin 7,83 (+0 /-0,1); BHyTpeHHU 4.315 (+()/-

0.005)
30112

TexHMYeCcKNe XxapaKTEPUCTUKMN: Technical parameters:

1.HapyxHblit guameTtp 90-rpajycHoro yriosoro 1. 90® angle basket tip outer diameter: 4 mm

HaKOHeYHWKa Tuna "Kop3nHka": 4 Mm
2.90° angle basket tip outer diameter; 12 It

2. HapyxHbiii guameTtp 90-rpafgycHOro yraoBoro
HAaKOHeUYHMKa TUMa "Kop3anHka"; 12 Fr 3. Coronary bend 90® diameter: 6.2 mm
3. Ovametp UNsruba-KopoHapHoro 90": 6,2 Mm (outer diameter)
(HapyXHbIA gnameTp) 4. Coronary bend 90° diameter: 3,45 3.53 mm
4. [vameTp M3rnba-KoponapHoro 90": 3,45 - 3,53 mm (inner diameter)

20
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(BHYTpPEHHUIA gnamenp)

5. ()6uws gnuHa KaHonKu; 19,7 cm

6. OvameTp Tpy6KM 13 HepXxaBero W e ciujh: 3,3 MM

(HapyXHblii guameTp)

7. OvameTp Tpy6Kn U3 HepxaBetol el cTanu; 2,8 MM

(BHYTPEHHMWIA fnameTp)

5. Cannula lolal length: 19.7 cm

6. Stainless steel tube diameter: 3.3 mm
(outer diameter)

7. Stainless steel tube diameter: 2.8 mm
(inner diameter)

8. Plastic handle maximum width: 11mm

8. MakcumanbHaa WuprMa HNacrmkoBoin pykoaTkmd. Plastic liatidle length; 6 cm

Il Mm

9. AnvuHa HNaoMKOBOW PYKOATKMU: 6 CM
|©.MakcumanbHbli gnamed xaba: 9,3 mm
11.AnuHa xaba: 1,3cm

12.9heKTUBHAA ANNHA KAHION: 6 MM

13. MpucoeanHNTENbHbIA pa3mep 0XBaTbiBato leit
YacTW BUHTOBOTO NO9POBCKO! 0 COEANHEHMS;

OvameTp (oxBaTbiBalo el 4YacTU BUHTOBOTO
N03POBCKOTO COBAUHEHNA), MM;

HapyXHunn 7,83 (+0/-0,1); BHYTpeHHUi 4,315 (+0 / -
(0,005)

10. Hub maximum diameter: 9.3 mm
1 11. Hub length: 1.3 cm
‘ 12. Cannula cftective length: 6 mm

13. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ); 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83 (+0
/-0,1) mm

21



TexHUYecKne XapuKTepuUCINKn: Technical parameters:

1.HapyxHblin gnametp 45-cpagycHoT y[ nos<)[Y) l. 45° angle basket lip outer diameter: 4 mm

HaKOHEYHMKa TUHa "KopUYMHKa": 4 MM . .
2. 45° angle basket lip outer diameter: 12 Fr

2. Hapy>XHblii guamcrp 45-1pagycH()ro yrnosoro
HaKOHeYHMKA TMHa "Kopxuka": 12 Fr 3. Coronary bend 45° diameter: 6.2 mm
3. OnameTp M3rn6a-KopoHapHoro 45®; 6,2 MM (outer diameter)
(HapyXHblii gnameTp) 4. Coronary bend 45° diameter: 3.3 mm
4, NvameTp N3rn6a-KopoHapHoro 45°: 3.3 Mm (inner diameter)
(BHY(eHHNI gnameTp) 5. Cannula total length: 20.3 cm
5.06Wan 4AnHa KaHonu: 20,3 cM 6. Stainless steel lube diameter: 3.3 mm
6. OvamcTp TPY6KU 13 Hepxaserolwei cTa:x: 3,3 MM (outer diameter)
(Hapy>XHblit fuameTp) 7. Stainless steel lube diameter: 2.8 mm
7.JlnameTp TPY6KM W3 HepxKaBetolLeid cTann: 2,8 MM (inner diameter)
(BHYrpewxit guamed) 8. Plastic handle maximum width: 11 mm
8. MakcuMansHas WupuHa nnacTukosoii pykoatkud. Plastic handle length: 6 cm
11 MM
10. Hub maximum diameter: 0.3 mm
9. OnnHa NnNacTUKOBOW PYKOATKW: 6 CM
Il. Hub length: 1.3 cm
10. MakcumanbHblih guamed xaba: 9,3 Mm )
12. Cannula effective length: 6 mm
11. OnuHa xaba: 1,3 cm ) ) ) )
13. Connection dimension of the locking female luer
12,9 eKTUBHAA ANMHA KAHIONN: 6 MM fitting:
13. MPUCOEAMHUTENLHbIT PasMep 0XBaTbiBAK L el Inner diameter (locking female luer fitting ): 4,315
YacTN BUHTOBOFO NI03POBCKOTO COEAUHEHUS: (+07-0,005) mm
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[JnameTp (0XBaTbIBatOLLEHA YaCTV BI1?TOBOMO
J10)poBCKOL O COCNMHEHUS), MMm:

napy>xHui 7,83 (+0/-0,1); BHyTpeHHnn 4.315 (+0/ -

0.009)

[CexHUYeckne xaparwrepucruku:

1. [OwnameTp 90-( pagycHOro yrnoBoro MArkoro
HaKOHe4YHuKa: 3,3 MM

2. [Ownamcjp 90-1 pagycHo10 yrnoBoro Mslkolo
HakoHeyHuka: 10 Fr

3. [Awnametp N3rnba-KopoHapHoro 45": 6,2 Mm
(Hapy>XHbIn gnameTp)

4. Awvamed WN3rnba-KopoHapHoro 45": 3,3 mm
(BHY3 peHHUIi gnamesp)

3.06was gnnHa KaHonu: 19,7cm

6./inamelp 3py6KM M3 HepxaHerowen cagn: 3,3 Mm

(HapyXHblii gnameTp)

Outer diameter ( locking female luer rating): 7,83 (*0
/-0,1) mm

Technical parameters:

1. 90° angle soft tip diameter; 3.3 mm

2.90° angle soft tip diameter: 10 Fr

3. Coronary bend 45° diameter: 6.2 mm
(outer diameter)

4. Coronary bend 45° diameter; 3.3 mm
(inner diameter)

5. Cannula total length: 19.7 cm

6. Stainless steel tube diameter; 3.3 mm
(outer diameter)

7. Stainless steel lube diameter: 2.8 mm
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T.AHamch dhybku n? HepxaBetowen ciajui: 2,8 Mm

(BHYTpeHHNIT gnameTp)

8. MakcumanbHas WHUPUHA NNACTUKOBOW PYKOATKU:

11 MM

9. [Anuna nnawmnkKoBON PYKOATKW: 6 CM
10. Makcuma.'lbHblli gnamed xaba: 9,3 mMm
11. AnuHa xaba: 1,3 cm

12.2hheKTMBHAA ANNHA KaHIONIN 8 MM

13. MpucoenumuTenbublin paiMep oxeatliBabuleli
4acTW BUHTOBOTO /II03POBCKOr0 COEANHEHNA:

Ovamerp (oxBarbiBallWeid 4acT BUNOBOTO
NIOTPOBCKOTO COBAUHEHUSR), MM:

HapyXHwuin 7,83 (+0/-0,1); BHyTpeHHun 4.315 (tO/ -

0,005)

TexHnyeckne xapak'tCpUCTUKN:

KOwnamerp 45-i pagycHOro yrnoBoro mhtkoio
HakKoHeyHukKa: 3.3 MM

(inner diameter)
8. Plastic handle maximum width: 11mm
9. Plastic handle length: 6 cm
10. Hub maximum diameter: 9.3 mm
11. Hub length: 1.3 cm
12. Cannula elTectivc length of 8 mm

13. Connection dimension of the locking female luer
fitting:

Inner diameter (locking female luer fitting ): 4,315
(+0/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83 (-0
/-0,1) mm

Technical parameters:
1. 45® angle soft tip diameter: 3.3 mm

2.45° angle soft tip diameter: 10 Fr
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2. OHameTp 45-rpajyCcHOro yrioBoro MArkoro
HakKOoHeyHuKa: 10 't

3. OvameTp CoeanHnTena-45°: 6,2 mm
(Hapy>XHbli1 gnameTp)
4. OvameTp CoeanHntena-45": 3,3 Mm
(BHYTpeHHWUIA gnameTp)

5.06wasa gnvHa KaHtonum: 20,2 cm

3. Connector 45" diameter: 6.2 mm
(outer diatneter)
4. Connector 45° diameter: 3.3 mm
(inner diameter)
5. Cannula total length: 20.2 cm
6. Stainless steel tube diameter; 3.3 mm

(outer diameter)

6. /],namerp Tpybku U3 HepxaBetoLweit cranu; 3,3 MM

(Hapy>XHbIn guameTp)

7. Stainless steel tube diameter: 2.8 mm

(inner diameter)

7. OvnameTp TpybKuW M4y HepxaBetoLwweih ctanu: 2,8 MM

(BHYTpPeHHUIA guameTp)

A.MakcumanbHas WWPUHA NNaCTUKOBOW PYKOATKN:
11 MM

9.[nnHa NNacTUKOBOW PYKOATKMU: 6 CM

KO .MakcumanbHbIn guameTp xaba: 9,3 mm
11.4nnHa xaba: 1,3 cm

12.2((eKTUBHAA AIVHA KAHIOIN 8 MM

13. MpurcoefnHNTENbHBIN pa3mMep 0XBaTblBalo L el
4acTW BUHTOBOTO II03POBCKOr0 COEAUTTEHUSA:

OwvameTp (0xBaTbiBalOLW el YacTu BUHTOBOIO
NKX3POBCKOI COEAUMHEHMNA), MM:

8. Pla.siic haTidle maximuTn width: 11 mm
9. Plastic handle length: 6 cm

10. Hub maximum diameter; 9.3 mm

11. Hub length: 1.3 cm

12. Cannula effective length of 8 mm

13. Connection dimension of the locking female luer
fitting;
Inner diameter (locking female luer fitting ); 4,315

(40/-0,005) mm

Outer diameter ( locking female luer fitting): 7,83 (+0
/-0,1)mm
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Hapy>Huin 7,83 (+0/-0.1); BHyTpeHrwii 4,315 (+0 / -
0,005)

1.Hap\KHbIN gnamerp rpyweBUAHOr0 CKOLWEHHOTO
HaKOHeYHuKa: 5 MM

1. Bulb beveled tip outer diameter: 5 mm

2. Bulb beveled tip outer diameter: 15 Fr

2. Hapy>XHblii AnameTp rpyTEHUAHOTO CKOLWIEHHOTO

HakoHeyHuka: 15 Fr

3. OAnameTtp CunukoHoBOl Kopnyca: 3,1 mMm
(Hapy>XHblli gnameTp)

4. Anamenp CunmkoHoBOro kopnyca: 1,7 Mm
(BHYTpPEHHW gnameTp)

3.06was gnnHa KaHwnn: 25,2 cm

6.9(deKkTMBHAA ANNHA KaHONK: 14,9 MM

7. MpUcoeanHNTENbHBIA pasmep OXBaTblBak L el
4acTU BUHTOBOTO NII03POBCKOT0 COEJUHEHNSA:

OvnameTp BHYTpeHHUIi (0XBaTbiBalOLWEN YacTmn
BUHTOBOTO /II03POBCKOr0 coefguHernmna): 4,315(t0 / -
0,005) mm

3. Silicone body diameter: 3.1 mm

(outer diameter)

4. Silicone body diameter: 1.7 mm
(inner diameter)

5. Cannula total length: 25.2 cm

6. Cannula effective length: 14.9 mm

7. Connection dimension ofthe locking female luer
fitting;

Inner diameter (locking female luer fitting ):4,315(+0
/-0,005) mm

Outer diameter ( locking female luer fitting): 5.7 mm
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OvameTp HapyXHblii (0XBaTbliBatl W el YacTm
BHFJTOBoro NKr)0BCKOro coefjuHeHns): 5,7 Mm

TexHNYecKMe XapaKTepUCTUKU:

1.HapyXHblii fjuameTp rpyLweBnaHOro CKOLWEHHOT0
HaKOHeYyHuKa: 5,7 MM

Technical parameters:
1. Bulb beveled tip outer diameter; 5.7 mm

2. Bulb beveled tip outer diameter: 17 Fr

2. HapyXHblit AuamMeTp rpyWweBMaHOro CKOWEHHOTO

HakoHeyHukKa: 17 Fr
3. OuvameTtp Cu;rukoHoBoro kopnyca: 3/1 mMmm
(Hapy>XHblin gnameTp)
4. OuameTtp CunukoHosoro kopnyca: 1,7 Mm
(BHYTpPEHHWUI’ guameTp)
5.06was ;umHa KaHNu: 25,2 cm
6.9 (peKTUBHAA AAMHa KaHO N 14,9 mm

7. MprcoeaNHNTENbHbIA pa;liCcp 0XBaTblBalo L el
4acTV BUHTOBOTO /II03POBCKOM0 COEANHEHUS:

3. Silicone body diameter: 3/ mm
(outer diameter)
4. Silicone body diameter: 1.7 mm
(inner diameter)
5. Cannula total length: 25.2 cm
6. Cannula effective length of 14.9 mm

7. Connection dimension ofthe locking female luer
fitting:

Inner diameter (locking female luer fitting ):4,315(+0
/-0,005) mm
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OvameTp BHYTPeHHUI (OXAIUTbIHAKTCA YacTu
BUHTOBOIO /1IK))pOBCKOT0 coeanHeHuns): 4,315( *0
0.005) mm

[Ovamcrp HapyXHblii (0XBarbiBalLWeh 4acTu
BUHTOBOro JIOPOBCKOro coegnHeHuns): 5,7 MM

TexHUYECKNe XapaKrepucLlKun:

1. Hapy>XHblli fuamerp rpyLeBniHor o CKOLWEHHOTO

HaKOHeYHUKa: 6.7 Mm

Outer diameter ( locking female luer fitting): 5.7 mm

Technical parameters:
1. Bulb beveled tip outer diameter; 6.7 mm

2. Bulb beveled tip outer diameter: 20 Fr

2. HapyXHblii fnameTp rpyLleBMAHOT0 CKOLWEHHOTO

HakKoHe4yHuKa: 20 Fr

3. AnameTp CnnnkoHosoro kopnyca: 3,1 MM
(HapyXXHblA gnamerp)

4. /(nameTp CunukoHoso! o kopnyca: 1,7 Mm
(BHYTpeHHUI gnamerp)

5.06wan gnuHa kaHonu: 251 cm

6.O(hdekTMBHAA ANNHA KaHON: 14,9 MM

7. MpucoegnHNTENbHbIA pa3Mep 0XBaTblBato L el
4acTWN BUHTOBOrO /IIOYPOBCKOIo coeNUHEHNA:

3. Silicone body diameter: 3.1 mm
(outer diameter)

4. Silicone body diameter: 1.7 mm
(inner diameter)

5. Cannula total length: 25.1 cm

6. Cannula effective length: 14.9 mm

7. Connection dimension ofthe locking female luer
fitting;

Inner diameter (locking female luer fitting ):4,315(+0
/-0,005) mm
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5.0nucaHune
OCHOBHbIX
NPUHASNEXHO
CTOW,
MeANLUHCKNX
n3gennin - muan
n3genni, He
ABNAKO W NXCA
MGINWVEICKM
un. HO
llpegycMolpcH
11X ™
MCMNONb30BaHM
A B
KOM6GUHauum ¢
3aABNEHHbIM
MeLULUHCKUM
nsnenuem

OvameTp BHYTpeHHNIi (0XBaTbiBatoWeh Yactu
BMHIOBOTO NHO3POBCKOro coegnHenns): 4.315(+0/ -
0,005) mm

LvnameTp HapyXHbI (0XBaTbiBalLLEN YacTK
BMHTOBOIO NHO3POBCKOr0 coefAuHeHns): 5,7 mm

He npumennmo / Not applicable
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Outer diameter ( locking female luer fitting): 5.7 mm
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(npn
Hannyun)/
Description of
all
accessories,
medical
devices or
non-medical
devices,
intended for
use with the
medical
device
submitted for
registration
(ifapplicable)
6.Ycnosus
npumMmeHeHus/
Operating
conditions
7.YcnoBusa
TpamcnopTupo
BaHWSA n
XpaHeHusa /
Conditions of
transportatio
n and storage
B.lMepeyeHb U
onucaHue
maTepuanos
MEeAVNLUHCKOI
nsgenuns,
BCTynawuwux B
HenocpeacTBe
HHbI nnm
onocpefoBaHH

MapameTp 3HauyeHMe Parameter Value
Femmeparypa, °C OT~18 go + 42" ™ Temperature, °C from 18 to *42
BnaxHocTb. % Lo 100 Humidity, % to 100
OTHOCUTeNnbHOE faBneHue, rfa Ot 700 go 1060 Relative Pressure, hPa from 700 to 1060

MapameTp 3HayeHune Parameter Value
TemnepaTypa TpaHCNOPTUPOBaHUSA. (-35)-(* 40) Temperature transportation, °C (=-"5)-("40)
X Temperature storage. °C 20 - 25
TemnepaTtypa xpaHeHus. °C 20 - 25 Humidity, % from 5to 95
BnaxHocTb, % OT 57095 Relative pressure. kPa from 70 to 106
OTmocuTensMoe faBneHue, kla (>r 70 go 106

Mogenu/lVIodels: 30010,30012, 3(LL14,30011,30055,30050,30110, 30114,30112,30212, 30155, 30255,30315,30317, 30320.

KoMnoHeHT Matepuan MpoueHTHOE BHa K'OHlakTa C
K'0 M110HeH 1a 01 HoWweHKE NayHeHTOM/4eN0BEKOM
(%)
HakoHeunn  KoHumk KaHtonum gna  TMBX  cuHuin 100 KpaTkoBpeMeHHbIi (< 24 YacoB),
KTuna neppysnn yctoba cBaSO. C LMPKYyNupytoLwen KpoBblo

KOpOHapHOii apTepuu

30
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bl KOHNakK! ¢
oplamMuiuom
nauyuenra
(rciomv
yenoseka)/

and
description of
medical
device
materials with
direct or
indirect
contact with
the patient's
body (human
body)

"KOp3nMHKa"
30010,
30012,
30014

Chepunueck
WA
HaKOHe4YH!n
K
30011

M a1Kui
BblNY Kbl
HaKOHEeYHMU

K

30055

M s1Kni
BOTHYThbIV
HaKOHEYHMU

K

30050
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Kneii

MydTa

Kor(uuk - KaHwnu gnsa
nepdysnu yc'iua
KOpOHapHOU apTepun
Knei

MydTa
TpybkKa-
Tepmoyca/k"umas
YacTtb A
Yacri H
MydTa
Tpy6ka -
TepmoycafouHas

Yaerb A

Yactb B

11MKnolekcaHo
n

110 >KHUHUAXN
opun
TeTparnnpugy
paH
NNB3-nnactuk
(cuHuin)
1IBX - cuHunit
c BaSo4

1(nKknorckcauo
H

1I0MIMHUHUAXN
opun
"emparunpody
paH
ABS-nnactuk

(cuHwnin)
Monnaux

CUNNKOH
CnnnkoH
J1B8-nnactuk
(CcnMHni)
MonnatuH

CUNNKOH

CUNnKoH

100

100

100

100

KpaTkoBpeMeHHbI (<
C uMpKynupytwei

KpaTKOBpPEMEHHbT (<
c umpkynupy{owein
KpaTKoBpeMeHHbI (<
C UMpKynupytouei

KpaTKkoBpeMeHHbIW (<
C ULMPKYNupyto L et

KpaTKOBpPEMEHHBIN (<
C ULMPKYMpPYHOLL e
KparkoBpCMeHHbI (<
C LMpKYynupytoLei
KparkoBpCcMeHHbI (<
C LMpKynupytoei
KpaTKoBpeMeHHbIN (<
C uMpKynupytouei
KpaTkoBpeMeHHbI {<
C LMpKynupytouiei
KpaTKOBpPEMEHHBIN (<
C LMpKYynupytoLei
KpaTKOBpPEMEHHBIN (<
C LMPKYMpYHOLL et
KpaTKoBpeMeHHbIN (<
C LMpKynupytouiei

24 yacoB),
KPOBbIO

24 yacos),
KPOBb 0
24 yvacoB),
KPOBb 0

24 yacos),
KPOBbHO

24 yacos),
KPOBbHO
24 yacos),
KpPOBbO
24 yacosB),
KPOBbO
24 yacos),
KPOBbIO
24 yacos),
KPOBbO
24 yacos),
KPOBbHO
24 yacos),
KPOBbtO
24 yacos),
KPOBb IO
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90-
rpagycHbIl
yrnoBoiA
HaKOHeYHM
K TMna
"KOpumnHKa"
30110,
30112.
30114
45-
rpafyCHbli
yinesom
HaKOHeYHU
K Tuna
"KOp3nHKa"
30212

90-
rpagycHblit
y[noBoii
MArKWit
HaKOHEeYHN
K
30155
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MydTa

NTrn6-KopoHapHbIii
90“

KoHumK - KaHoAM ans
nepgysum ycTba
KOPOHapHoIi apTepuu
Knesiee BeLecTso

Konumk  KaHm gns
nepgysum ycTba
KOPOHapHOI apTepun
W3rn6-KoponapHsbiii-
45”

Knesijee BelLEeCTBO

Mpaiimep

Knesiee BeLLECTBO

KOHUMK - KaHtonu g
nepgysnmn ycTbs
KOpOHapHOI apTepuu
- MATKUIA
Knesiuiee BellecTBO

CoennHutens-90”

J1B8-nnacTuk
(cuHMin)
Akpun
(6enblif)

MBX - cuHwuit
¢ BaS()4

LM HoaKkpuna
THbI afre3ve

11BX —cuHuin
¢ BaSQOj

Akpun
6enblit

LinaHoakpuna
1 Hbagresns

CUNnKoH

Mpo3payHblii
MOTOYHBbIN
repMeTuK
CuUnnkoH

LinaHoakpwuna
THbIlA aire3vB

Akpun
Genblii

100

100

100

100

100

100

100

100

100

100

100

100

KpaTkoBpeMeHHbIli (<24 4acoB),
C LUUPKYIUPYIOLLE KPOBLHO
KpaTkoBpeMeHHbIl (< 24 Yacos),
C LMPKYIMPYIOLLENA KPOBLIO

KpaTkoBpeMeHHbIiA (< 24 yacos),
C LMPKYMPYIOLLER KPOBbIO

KpaTKoBpeMeHHblIl (< 24 4acog)
KOHTaKT C UpKynmpyEoLLeii
KpOBbIO
Kpatkoi*pemeilE>/ (< 24 yacos)
KOHTAKT C LMPKY/IMpYIoLLeii
KpOBbIO
KpaTKoBpeMeHHbIli (< 24 yacoB)
KOH TaKT C LMpKynupyoLeid
KpPOBbIO
KpaTkoBpeMeHHbI (< 24 4acoB)
KOHTaKT C LMPKYMpYyHoLLeld
KPOBBLEO
KpaTKoBpeMeHHbIiA (< 24 4acoB)
KOH raKT C LUpKYnpyHoLLei
KpPOBbIO
KpaTkoBpeMeHHLEW (< 24 yacoB)
KOH raKT C LUPKYNpYoLLei
KpOBbtO
KpaTtkoBpeMCHEE®I/ (<24 4vacos),
C LUmpKyvpyEoLLeil KpoBbHO

KpaTkospeMcEEEEBE (< 24 yacos)
KOHTaKT C LMPKY/IMpYIoLLEi
KpoBE>t0
KpatkoBpeMcEEHbII (<24 yacos),
C unPKYNNMPYEOEEO KPOBbIO
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45- Mpaiimep

rpanycnblii
yrnoBoi

MUTKWIA Knesuwee BewecTso

HaKOMEYHM
K
30255 KoHuunK

KaHwn ana

nepysnmn ycTba
KOPOHapHOW apTepuu
- MATKUNR
Knesduiee BelecTso

CoeanHuTenb-45°

MSArKWA TpyLlweBUAHbIA CKOWEHHbIN

HaKOHEYHUK
30315,
30317,
30320

CUNNKOHOBLIW Kopnyc

30315,

30317.

30320
MnacTnyHas Tpy6

Ka u3

HepxaBewwen ctanm 30010, 30012,
30014. 30011, 30055, 30050, 301 10.
30114, 30112 30212, 30155, 30255

OxBarTbliBalo LW as
4acTb BUHTOBOO
NO3POBCKOTO
COeiMHEHUA

30010,30012.
30014. 30011.

30055
30050

30110. 30114.
30112.30212.
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30155.

CUNNKOH

Mpo3payHblii
NOTOYHbIN
IOpPMETUK
CUNNKOH

| *"naHoakpuna
THbIV agle3nBs

Akpun
6enblit

CUNNKOH.
renb

CWUNNKOH,
renb

lkpxaBetouia
A cTanb

Monuuponwun
eH
(rony6oii)

Akpun
6enblin

100

100

100

100

100

100

100

100

100

too

KpaTKOBpeMEHHBIN (< 24 yacos)
KOHTaKT C LUPKYNUPYIO L el
KpPOBbO
KpaTkoBpeMeHHbI (< 24 4yacoB)
KOHTaKT C LMPKynupytouwei
KPOBbO
Kpa TKoBpeMeHHbIN (< 24 yacoB)
KOHTaKT C LUpKynupyowen
KpPOBbO

KpaTtkoBpemeHHbIn {<24 4acoB)
KOHTaKTe LUPKYyNuUpytoLLei
KPOBbO
KpaTkoBpeMeHHbI (< 24 4YacoB)
KOHTaKT C LUPKYNUpPYyHo LW el
KPOBbHO
KpaTKoBpeMeHHbI (< 24 yacoB),
C UMpKynupyloLeil KpoBbio

KpaTKkoBpeMeHHbI (< 24 yacos),
C UMpKyNupytolweit KpoBbiO

KpaTt KoBpeMeHHbI (< 24 yacoB),
C LMPKYNUpYy UL el KPOBbHO

KpaTKoBpeMeHHbI (<24 yacos),
C LMPKYNUpyloLWeid KpoBbHo

KpaTkoBpeMeHHbIW (< 24 4yacos),
C UMpKynupyloLein KpoBbio
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30255
30315, 30317.
30320
MnacTtnkoBas pykoaTka 30110,
301 14. 30112. 30212. 30155.
30255
Xab 30010. 30012.
30014. 30011.
30055.
30050
30110, 30114.
30112, 30212.

30155.
30255
Component
Basket tip £ind ofthe coronary
30010, ostial perfusion
30012. cannula
30014 Glue
Coupling
Spherical Hnd ofthe coronary
tip ostial perfusion
3001 1 cannula

Glue
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Monunponun
eH
AKpun
6enbiit

Monunponun
en
(rony6oi)

MonuctupexH
([ony6oi1)

Component
material
PVC - blue
with BaSOi

Cyclohexanone
Polyvinyl
chloride

I'eirahydrofura
n

ABS Plastic
(blue)
PV C-blue
with BaSOj

Cyclohexanone

Polyvinyl
chloride

100

100

100

100

Percentage ratio

(%)
100

100

100

100

100

KpaTKoBpeMeHHbI (< 24 yacos),
C LMPKYynupytowen KpoBbio
KpaTkoBpeMeHHbI (< 24 4yacoB),
C UMpKynupytoweid KpoBbio

KpaTkoBpeMeHHbI (< 24 4yacos),
C UMpKynupytoweidi KpoBbHo

KpaTkoBpeMeHHbI (< 24 yacoB),
C UMpPKYnupyloLeid KpoBbo

Type of contact with
patient/person
Short-term (<24 hrs) with
circulating blood

Short-tenn (<24 hrs) with
circulating blood

Shon-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood
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Soft convex
tip
30055

Soft
concave tip
30050

90 angle
basket lip
30110.
30112.
30114

45* angle
basket lip
30212
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Coupling

Tube - Shrink

Part A
Part B

Coupling

Tube - Shrink

Part A
Part B

(Coupling

Coronary Bending 90"

Eind of the coronary
ostial perfusion

cannula
Adhesive

Hnd of the coronary
ostial perfusion

cannula

Coronary Bending 45®

Adhesive

Telrahydrolura
1

ABS TI’'lastic
(blue)
Polyester

Silicone
Silicone

ABS Plastic
(blue)
Polyester

Silicone
Silicone

ABS Plastic
(blue)
Acryl
(while)

PVC - blue
with BaS04

Cyanoacrylate
adhesive
PVC - blue
with BaS04

Acryl
while
Cyanoacrylate
adhc,sive

100

100

100

100

100

100

100

100

100

100

100

100

100

100

100

Short-tenn (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Shon-tenn (<24 hrs) with
circulating blood
Short-tenn (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-tenn {<24 hrs) with
circulating blood
Shon-tenn (' 24 hrs) with
circulating blood
Short-tenn (<24 hrs) with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-tenn {<24 hrs) with
circulating blood

Short-term (<24 hrs) with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-tenn (<24 hrs) contact with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
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90” angle Primer

soft tip
30155 Adhesive
Ivtid o f the coronary
ostial perfusion
cannula - soft
Adhesive
Connector 90°
45° angle Primer
soft lip
30255 Adhesive

Imd of the coronary
ostial perfusion
cannula - soft
Adhesive

Connector 45°

Soft bulb beveled tip

30315.

30317,

30320

Silicone body

30315,

30317.

30320
Malleable stainless steel tube 30010.
30012. 30014. 30011,30055, 30050.
30110, 30114, 30112 30212, 30155,

30255
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Silicone

lransparent
in-line sealer
Silicone

Cyanoacrylate
adhesive
Acryl
white
Silicone

Transparent
in-line sealer
Silicone

Cyanoacrylate
adhesive
Aervl
white
Silicone,
gel

Silicone, gel

Stainless steel

100

100

100

100

100

100

100

100

100

100

100

100

100

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
Short-tenn (<24 hrs) with
circulating blood

Short-term (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
Short-tenn (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood

Shorl-lerm (<24 hrs) contact with
circulating blood
Short-term (<24 hrs) contact with
circulating blood
Short-tenn (<24 hrs) with
circulating blood

Short-term {<24 hrs) with
circulating blood

Short-tenn (<24 hrs) with
circulating blood
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Female luer lock 30010, 30012, Polypropylen 100 Short-tenn (<24 hrs) with
connector 30014, 30011, e circulating blood
30055 (blue)
30050
30110, 30114, Acryl 100 Short-term (<24 hrs) with
30112, 30212, white circulating blood
30155.
30255
30315. 30317. Polypropylen 100 Shorl-lenn {<24 hrs) with
30320 e circulating blood
Plastic handle 30110, 30114, 30112. Acryl 100 Short-term (<24 hrs) with
30212. 30155. white circulating blood
30255
Hub 30010, 30012, Polypropylen 100 Short-term (<24 hrs) with
30014, 30011. e circulating blood
30055. (blue)
30050
30110, 30114. Polystyrene 100 Shon-tenn (<24 hrs) with
30112,30212, (blue) circulating blood
30155.
30255
9. [aHHble O
MapkipoBKe MapkupoBKa nHAvBKUAYyanbHoi ynakosky; / Individual nackage labeling:
MEAMLMHCKOTO N5 KaHonb 419 nepdys3nn v« -.» KOPOHapHOI anTenuu; / For coronary ostial perfusion cannulas:
u3fenua u ero
ynakoske/
Labelling and
Packaging of
medical
device
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MapKkuponka UHAWBUAYaNbHON yNakoBKN Ha Npumepe BapuaHTa ucnonHenua mogenn 30010/ Rxample ot individual package
labeling F'or model 30010

MapkupoBka Ha 014CnbHoin korolke; / babellnr on a separate box:

[nsa KaHtonb ana nendgyunw >clbsa KopoHapHoli apTepuu: / For coronary ostial perfusion cannulas

O 0 1

«l .
asj«»e

MO( L

MapKknpoBKa orgenbHoOn KOpo6KM Ha NnpumMmepe BapuaHTa ucnonHeHms mogenn 30010/ Kxample of separate box labeling lor model
30010

MapKknpoBKa TNaHCNOPAHON Yansl (NpefcTaBneHa cumsonamun); / Transport container labeling (presented hy symbolsl;
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JloioiHii/logos

Caution, Consult

Accompanying Documents

Open Here

p\THo0EM

Nonpyrogenic

0:A"

Do Not Resterilize
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BHuMaHne! O3HaKOMbTECb C CONPOBOAM Fe/IbHOI
JOKYyMeH rayuneit/ Caution, Consult

Accompanying Documents

OTKpbIBaTh 3gecb/ Open Here

Anuporewto/ Nonpyrogenic

He cTtepnnn3oBatb noBTopHo/Do Not Resterilize
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Do Nol Reuse

Quantity

"USA

Rx Only

STERILE EO

Sterilized Using Ethylene Oxide

Lot Number

t 1
L

Use By

w 1

Manufacturer

He ucnonbun)ealb noeTopHo/Do Not Reuse

KonunuyectBo/OuatUily

Tonbko gns CLW 1/for USA Only

BHVMMAHWME: ®epepanbHbiM 3akoHoM (CLLUA)
paspeleHa npojaxa 3TOro 1M3genns Tonbko
BpayaM UMW MO UX NPeanucaHuio.

CTepnnn3oBaHo 3aTUNEHOKCULOM/

Sterilized Using Ethylene Oxide

Homep naptuwn/ l.ot Number

Mcnonb3oBath go/ Use By

Mpounssoaun! ens/ Manufacturer
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Calalog Number

IOFr

AMecUronk

Coronary Ostial Perfusion Cannula DLP

OCHP
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Coiiformite Europecnne (EBponelickoe
COOTBETCTBME). STOT CMMBOS 0603HAYaeT, YTO
YCTPOWCTBO NONHOCTbIO COOTBETCTBYET
TpeboBaHuAM ampekTUBbLI EBponeiickot Cnoucta
93/42/EEC

This symbol means that Ihe device fully complies
with European Concil Directive 93/42/EEC

llomep no katanory/ Catalog Number

10 hpeHY (3,3mm) (b COOTBETCTBUMN C BapMaHTOM
ncnoneHHma) /KO French (3,3 mm) (in accordance
with the execution version)

MegTpoHuk/Medtronic

KaHiona gna nepdysun ycTba KOPOHAPHOWA
apTcpumn(s COOTBETCIBMM C BAPUaHTOM
ncnoneHHna)/OEP Coronary Ostial Perfusion
Cannula DLP( in accordance with the execution
version)

Copepxut hrtanat (43Md)(B cCOOTBETCTBUM C
BapuaHTOM ucnonHeHunsa)/Cotaln5 Phthalate
DEHP( in accordance with the execution version)
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4% o
IIT

Keep Dry

Oepxats cyxum/ Keep Dr>'

Mn(topMnpyeT 0 BOSMOXHOCTU NOBTOPHONA
nepepaboTKN NPOAYKLMMN U yNnakoBKKU (B
COOTBETCTBUYU C BapMAHTOM UCMONHeHUS) /
Informs about the possibility of recycling products

Informs about the possibility of recycling products and packaging ( in accordance with the execution

and packaging version)
BTopuyHbIn nepepaboTaHHbIi/ Recycled
” Recycled

Recycled Recycled

MakcumanbHas Temnepatypa XpaHeHus ( B

|
COOTBETCIBUU C BapUaHTOM
I ncnonHeHns)/Maximum Storage temperature(in
accordance with the execution version)

.Maiimnm Storage temperature

XpyTTKOC. Npn o6pauieHnn cobntogarnTe
OCTOPOXXHOCTb (B COOTBETCTBMY C BapuaHTOM
ncnonHenna) /Frangile, Handle with Care (in

accordance with the execution version)
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Imm

1 MMImm (b COOTBETCTBUW C BapUaHTOM

ncnonHenna)/(t accordance with the execution

version)

MupgusunpyansHaa ynakoskal/ Individual package

OnucaHWe MHAWBUAYANbHON YyNakoBKM
Ona kaHONb ANA nepdys3nmnm ycTbsS KOPOHAPHOW
aptepuu
MHpuBnayanbHaa ynakoska coctouT u3 lNMakeT TPT-
0260/TPF-0524A - Heiinon/ MneHka lyvek 1073B
NOKPbITHINA/ NnHeliHbl i nonnNaTUAEH HU3KOM
HNO03HOCTU. Ha KOO PY HaHeceHa MapKMpOBKa.
Pasmepbl MHAWBUAYANbHON YNakKOBKWU ANS KaHKOMb
.Ths nepdysunm YCTbA KOOOHAOHOW a0TeoOUn Moaeneil:
30010.30012.30014.30011. 30055. 3005U.30110.
30114.30112.30212. 30155. 30255 : /ixLU: 26cml™ +
0,5cm) X5cM(i 0.5¢cm)
Pasmepbl MHAMBMUAYaNbHOW YNaKOBKW N8 KaHO b
ans nepgysmn YCTbd KOOOHAOHOW aoTeoMn monenei
:30315.30317.30320 ; Mx1Mn: 26cmlr-b 0.5cm”™ x

7.5cm(+ 0,5¢cm)
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Description ofthe individual packing
For coronary ostial perfu.sion cannulas
Individual package consists ofthe Package TPT-0260/TPF-
0524A - Nylon/ Film Tyvek 107313 coated/ Linear low density
polyethylene, which is labeled.
Dimensions of individual oackace for coronary ostial oerfusion
cannulas ofthe models: 30010. 30012. 30014. 30011. 30055.
30050.30110.30114.30112.30212.30155. 30255 : LxW: 26
cm (£ 0.5cm) x5cm (i 0.5 cm)
Dimensions of individual oackaue for coronary ostial oerfusion
cannulas of the models: 30315.30317. 30320 : I.xXW: 26 cm f+
0.5 cm) X7.5cm (£ 0.5 cm)
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1pHMep nanBuMAyanbHOM ynakoBku (Bup cnepeamn, BUg c3agun) And KaHab agna nepysnmn ycTbsa KopoHapHoi apTtepun/ Example of
individual packaging (front view, rear view) for coronary ostial perfusion cannulas

O3nenbHast Konobka/ Secondary package

OnucaHue oTAENbHON KOPOOKMN

[ns KaH b ans nepdysun yclbs KOPOHAPHOI apTepun:
(>|aenbHas kopo6bKa M3roToBaeHa U3 ro)pPUPOBaAHHOTO
KapToHa. Ha oTaenbHY KOpo6KYy HaHeceHa MapKupoBKa u
npuKaeeHa 3TUKeTKA C MapKUPOBKOMA.

Pasmepbl 0TAeNbHOW KOPOOGKM AN KaHONb ANs nepdysumn veibs
KOpoHapHon apTepuun. Mogenun: 30010,30012,30014,30011,
30055.30050. 30110. 30114. 30112, 30212. 30155. 30255:
OxWxB: 28cm (+ 0,5¢cm) x 16,5¢cm (+ 0,5¢cm) x 9 cm (£ 0,5¢cm)
Pasmepbl oTaenbHON Kopobku JjlHKaHO AL AN Nnepdys3un yctes
KOpOHapHoi apTepun. Mogenn: 30315.30317.30320; JIxLWWxB:
28cm (+ 0,5¢m) X 13,5¢m (+ 0,5¢m) X 8,3cm (£ 0,5¢m)
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Description of the secondary package
For coronary ostial perfusion cannulas:
A separate box is made of corrugated cardboard. A separate box
is marked and labeled.
Dimensions of individual packaging for coronary' ostial
perfusion cannulas. Models: 30010. 30012.30014.30011.
30055.30050.30110.30114.30112.30212.30155.30255:
LxWxH: 28 cm (t 0.5 cm) x 16.5cm (£ 0.5cm) x9cm (£ 0.5
cm)
Dimensions of a separate box for coronary' ostial perfusion
cannulas. Models: 30315.30317.30320: LxWxH:
28 cm {£ 0.5cm) x 13.5cm (+ 0.5 cm) x 8.3 cm (x 0.5 cm)
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Mpumep oTAeNbHON KOPOOKKM (06WWNIA BUA) ANA KaHONb 4Na nepdyTun ycTbs KOpoHapHOU apTepun (pacoBka 10 wWTyK)
Example of a separate box (general view) for coronary ostial perfusion cannulas (10 pcs packing)

TnancnonTtHaa lana; / Shinuine box;

OnucaHne TpaHCNOPTHOW Tapbl Description of the shipping box

TpaHcnopTHas Tapa UTroTOBNEHa UT 1lad)pMpoOBaAHHOIO KapToHa. The shipping box is made of corrugated cardboard. It's labeled.

Ha Hec HaHeceHa MapKuMpoBKa. Pa3amepbl TPAHCMOPTHOW Tapbl The shipping box dimensions vary depending on the order.
BApPbMPYH TCS B 3aBUCMMOCTM OT 3aKasa.

46
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ICoMiiJicKiHocib: / Coniolctencss:

[nn KaHtonb anv nepdy3nn yclbs KopoHapHoi apiepifii:/For coronary ostial perfusion cannulas:
nuaveun\ansi i ynakoske cogepxutca: /Jin individual packatie contains:

¢ KaHtons gna nepgysum ycTbs KopoHapHoi apTepun/ Coronary ostial perfusion cannula

1301ncnbmoit konolMxc cogepxxartca:/ J1 separate box contains:
e OTpenbHasa kKopobka cogepXxuT:/ A separate box contains:
K) nHgnemnayanbHbix ym. ;u'a mogeneir/10 individual packages for models:30110, 30255, 30317, 30155, 30055, 30114,
30315, 30212, 30050, 30320
20 uHgme. yn. gna mopaencii/20 individual packages for models: 30012, 30010, 30014. 30011. 30012
e VIHCTpPYKMA NO NpUMeHEHMNIO (BKAOYaeT MUcToK-BkNagbiw) *Instruction for use (includes a leaflet)- 1wt 1pc.;
Konnuyecrso oTAenbHbIX KOPO6OK B TPAHCMNOPTHOW Tape BapbMpyeTCcsa B 3aBUCU.MOCTU OT 3aka3a. The number of separate boxes in
the shipping box varies depending on the order.

VHdopmayma Ha pycckosssiunom CTUKeoe/ Information on the Russian-laneuage sticker

MHdopmauma Ha pycckosasbiuHom ciHKcpe Inf<»rmation in Russian sticker
Cnegytowas nHpopmaymnsa 4omxkHa 6bITb HaHECEHA Ha
pyccKosiabl4HOM cTuKepe (MOPAAOK CNOB U WPUPT

TeKCTa MOTYT U3MEHXbCH) sticker (word order and text font may vary)

The following information should be applied on a Russian-language

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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/M8 npogaxu na Tepputopun Poccuitckoin ®epepayun
UHAMBMAYaNbHas ynakoBKa COMPOBOXAacilcs
JOHONMUUTENbHBIM CTUKETPOM.

N3genns nocTaBAAOTCA CO CTUKIEPOM, KO Pblii
LO/KEH cofepXaTb CNeAyOWY NHpopMaLnio:

e HasBaHue MEAWLUHCKOK W3LEeNNS HAa PYCCKOM
A3blKE;

e HasBaHue 3aB0Ja NPOM3BOAUTENS;

e CTpaHa NPOUCXOXAEHNS;

e Kog UPN (yHuKanbHbI KOS NPOAYKTA);

e Kopg CFN (Homep mogenn):

e [aTta n Homep PerucTtpaunoHHOT O
yLOCTOBEpPeEHUS;

e 3Hak cooTBeTcTBMA B Poccuu;

e TpegynpefuTtenbHble U UHGOPMUpYOLLUE
3HaKu n Hagnucu (ecnu NPUMEHUMO).

O6pasey cTuKepa

HaumeHoBaHWEe MegUTTUHCKOTO
n3genus

Mpoussoante Kopg UPN

HeToKCHYH

0 Nb;
«MeATPOHNK

\pHTY

OoBUP

NHK.»

CTtpaHa
npouncxoxpe

Kog CEN

TTHS:
CWA

(8)
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Iic individual packaging for ihc Russian market is accompanied

with additional

slicker.

Devices supplied in packagiTig marked with the following should
information:

Name of medical device in Russian language;
Name of the manufacturer:

Country of origin;

Code UPN (unique product number);

Code CFN (customer facing number);

Date and number of Registration Certificate;
Sign of conformity in Russia;

Warning and informing symbols and inscriptions
applicable).
Sample of the slicker
O Name of medical device
Manufancturer: Code UPN
Non- Medtronic Inc.
toxic Country of origin: Code CFN
mry  LISA
OEHF Manufacturer’s authorized representative:
LLC «Medtronic»
Reaistration CertifTcate Ne oT
[ EC {rep

(if
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EC7 rep] MNpeacTtasntens npoussoutens B

1©.0nuncaHune
meToga
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P®: 000 «Meg ipoHUK»
PeructpalunoHHOe Y 40CTOBEPEHNE
Ne oT

[ata Cm. NHCTpyKumMio
n3rot./Cepusa/l’ CMm, CUMBO/bI Ha
0fleH A0: CM. ynakKoBKe
ynakoBKy

Date of See IFU
manuf./l.ot/lJBD: See See packaging symbols

on pack
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CTEPUANIZLNM

K CHIA O | CTepuabroe HILLANE OAHOKPATHOIO IPHMCHCHNA, Sterile medical deviee for single use
i Meroa crepumsiaumy: YruacH okcit Sterilization method: KtO Sterilization

Panuiauna - 8|, HCMONLZORATE, CCIAN YIAKORKA N Do if packaging is d d
. (o . \ A
OTHOLICHMIL € y A HOAPER1eHA. not use If packaging is damaged.

npouecca
CTEpHNU3ALAM
+ 0 BanuaauMn
npouecca
YNAKOBLIBAHIHA

ana
CTepPUAbHBIX
w3ACuit;
Sterilization
method,
Sterilization
Validation,
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PHcka}{ing
Validation for
Sterile devices
11.Mopagok u
ycnosus
yTunansaymnm
nnm
YHUYIOXKCHUSA
MeaULUHCKOTO
nsgennal
Procedure
and
conditions for
the disposal
or destruction
ofa medical
device

12. Cpok
rogHocTun /
Shelf life
13.HepeyeHsb
MaitMOHaibHbi
X n
MeXAYyHapoaH
bIX
HOPMAaTUBHbIX
[OKYMeHroB/c
raHaapTos,
KOTOPbIM
COOTBETCTBYET
MeANLUHCKOe
nsgenune / The

YTUnu3npyinTte npoAyKTbl JOMKHbBIM 06pa3oM B COOTBETCTBUU C
npoueaypoii, yCTAHOBNEHHON B MEANLUHCKOM YUPEXAEHUMN,
BMECTE C OCTa/lbHbIMM 3arpsA3HEHHbIMU KPOBbLIO MpoayKTamu. 110
OKOHYaHUU MPUMEHEHUS 3TOT NPOAYKT HPEAC FaHAsfCcT
noTeHUManbHY 61M0N0! MUYCCKYIO ONacHOCTb.O6palieHne K
YyTUAN3aLMio Nto 62X NOA06GHbLIX YCTPOWCTB CNeAyeT BbIMOHSATL B
COOTBETCTBUM C MPUHSAIO I MEAULMHCKON NPaKTUKOWA u
LECTBYIOLW MM MECTHbIM, PEFMOHANbHBIM U HalLWOHaNbHbLIM
3aKOHOAATeNbCTBOM W HOpPMaMMu.

Krfacc omacHOCTU MeAULMHCKUX OTXO[0B;
Knacc /1 - 6e3 B3aUMOAENCTBUA C MALNEHTOM;

Knacc b - nocne B3auMOAeiCTBMA C NANNEHIOM

3 roga

MepeyeHb ManMoNaKHbIX U MEXAYHapOAHbIX HOPMATUBHBIX
[OKY.YeHIOB / aaHJapToB, KOKOPble COLUBCTCTBYHOT MeAULIMHCKOMY
M3LENNI0 U €T0 MPUHAANEXHOCTAM (06LLMe cTannapTbl. YMakoBKa,
MapK1pOBKa, CTepUM3aLms, 61MocoBMCCTUMOCTb)

CrtaHpgap! / Standard Fop/ OnwucaHune
Y ear

EN ISO 13485 2012/AC  W:wenua MeAULUHCKMeE.
2012 MeHe[)XMeHra  KayecTBa.

TpeGoBaHWs ANS Lenei perynmposaHus
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Dispose of products properly according to hospital policy with
the other blood contaminated products. After use. this product
may be a potential biohazard. Handle and di.sposc of all such
devices in accordance with accepted medical practice and
applicable local, regional, and national laws and regulations.

Hazard class of medical waste:
Class A - without interaction with the patient;
Class B - after interaction with the patient

j year

The list of national and international regulatory

documents/standard.s, which matches medical device and their
accessories (general standards, packing, labeling, sterilization,
biocoinpatihility)

De.scription
Cuctembl  Medical Devices - Quality Management
CuctemHble Systems - Requirements for Regulatory
Purposes
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list of national
and
international
regulatory
documents/st
andards,
which
matches
medical
device

EN ISO 15223-1

EN 1041

EN ISO 14971

EN 15986

ISO 10555-1

EN ISO 10993-1

EN ISO 10993-4

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

2007/AC
;20121

2008

2012

2011

2011

2009/AC
;2010

2009

N3genua MeAULUHCKNE. CumBonsbl,
NpUMeHsAeMble TNpY  MapKUpPOBaHUU Ha
MEAULMHCKUX W3AeNnaxX, NTUKeTKax W B
COMPOBOAUTCNBbMON JOKYMeHTaLun. YacTb
1. OcHOBHble TpeboBaHUS.

N3penusa MeanLMHCKMe. CumBobI,
NPUMEHAEMbIE MNPW  MapKUpoBaHUM Ha
MEANLUMHCKNUX W30enunax, NTUKETKax W B
COMPOBOAUTENbHON AOKYMeHTayuu. Yacls
1. OcHOBHble rpeboBaHus.
M3genna  MeanuUHCKUKeE.
MEHE)XXMEHTa pUCKa K
n3genusam.

MpumeHeHne
MeLULUNHCKUM

CuMBON K Xapakrepucruke meguunmEEckux
LPOAYKIOB. Tpeb6oBaHua K
XapakTepucTtuke  6oratbix  (hTanatom
MeANLNHCKUX NPOAYKTOB.

KaretepEn BHYTpPUCOCYANCTbIE
cTepuibHble OAHOKPaTTEOEO npumveEECEEWA.
YacB 1 O6uwme TexHnyeckue TpeboBaHus

W3peTEna MeguLUHCKKue, OueHka
61onor YcCKoE 0 aeincTBmMa MeguUMHCKUX
n3genni. YacEb 1 OHCEEKa n
nccnefoBWENS.

n3penus MeJULUUHCKKeE. Oataa
6uoornyeckoro AeiicEBus mMeaumuMHCKUX
usgennii.  Yacte 4. WccnepfosaHus

n3aennin, B3aMMoencTByOLWNX C KPOBbHO.

Medical devices-SyEiibols to be used with
nredical device labels, labeling and information
to be supplied Part 1. General Requirements

Information Supplied by the Manufacturer with
Medical Devices.

Medical Devices - Application of Risk

Management to Medical Devices.

Symbol for use in the labeling of medical
devices - Requirements for labeling of iTiedical
devices containing phthalates.

Sterile, single-use intrava.scular catheters. Part
1 General requirements.

Biological Evaluation of Medical Devices -
Part 1. Evaluation and testing.

Biological Evaluation of Medical Devices -
Part 4: Selection of tests for interactions with
blood.
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EN ISO 10993-5

EN ISO 10993-7

ENISO 10993-10

EN ISO 10993-11

EN ISO 10993-12

EN ISO 11737-1

EN ISO 14644-1
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2009

2008/n1C
:2009

2013

2009

2012

2006;AC

:2007

1999

N3genna meguumnHckue. OueHka

6mono! n'icy.'kolo feiicTBUA MeaULUHCKNX
nsgenunii. Yactb 5. MiccnegoBaHma Ha
LMTOTOKCMYHOCYb: MEK bl in Vviiro.
N3penna meamunHckue. OueHka

6uono! MHCCKO1 0 felicTBUS MELULMHCKUX
nsgenunii. Yactb 7. OcTtaTouyHoe
cofepxxaHue 3TUNeHOKCMAa nocne
cTepunmnsauunm.

N3genns meguunHckue. OueHka
610N0rnYeckor o feCTBUS MeAULUHCKUX
nsgennin. Yactoe 10. MiccnegoBaHus
pasfpaxatoLuero n ceHcubnnnsnpytoLiero
aencTemna.

M3penna meguumHckue. OUeHKa
6MONOrnYecKor ACUCrBUA MeAULNHCKUX
nsgennin. Yacto 11. ccnegoBaHms

06l e KCNYECKOTO LEeNCTBUS.

M3pennsa meguumHckume. OueHkKa
61010rNYeCKOro AeiCTBMA MefULMHCKNX
nsgenunii. Yacts 12. MpurotoBneHne npob
N KOHTPONbHbIe 06pasubl.

CTepunusauns MeLULUHCKUX N3LENNid.
Mukpobuono! nueckme metogbl. Yacto 1.
OueHka nonynauum MUKPOOPOHU3MOB Ha
npoAYyKUMN.

Yucn ble NOMELWEHNA U CBA3AHHbIE C HUMMK
KOHTpO/NMpyemble cpefbl. Hacte 1
Knaccngpumkaums yncro Tol BO3AyXa.

Biological Evaluation of Medical Devices-
Part 5: Tests for in vitro cyTotoxicity.

Biological Evaluation of Medical Devices-
Part 7: Ethylene Oxide Sterilization Residuals.

Biological Evaluation of Medical De vices -
Part 10: Te.sts for irritation and dclayed-type
hypersensitivity.

Biological Evaluation of Medical Devices —
Part 11: Tests for systemic toxicity.

Biological evaluation of medical devices - Part
12: Sample preparation and reference
materials.

Sterilization of Medical Devices-
Microbiological methods-Part 1:
Determination ofthe Population of Micro-
organisms on Products.

Cleanrooms and Associated Controlled
Environments - Part 1: Classification of Air
Cleanliness
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KN ISO 11607-1

KN ISO 11607-2

bN ISO 11 135-1

EN ISO 11138-2

LN 556-1

LN 62366

ISTA/1 1A

MED DEV 2.7.1
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2009

20"0"

2007

2009

2001 AC
:2G06

2008

2001

Decembe
2009

YHaKOHKa AN MegULUHCKUX n4fenuni,
nognexawmnx guHuwHomn C(epnansannu.
O6uwwne TpeboBaHMS.

YclaKOoBKagNA MeAULUHCKUX U3LeNuiA,
noAnexawnx QUHULWHON cTepuansaynm -
Yacrb 2: ¢pc6oBaHMA 11poHCPKM
(hopMuUpoOBaHNA, N30NNPOBAHMNA U
c60pC)YHbIX NMPOLECCOB.

CTepunmnsaumna npogyKToB
34paBooxpaHeHus - OKcua 33 WioHa -
YacTb 1: TpeboBaHus fNa pasButus,
NPOBEPKMU M 0ObIYHOTO YyNpaBneHuns
Clepunusaumneil obpabaTbiBatoT 44
MeAULMHCKNUX YCTPOMCT B.

CTepunusauma MefuLUHCKOR NPogYyKLUN.
Buonornyeckne nHAMKaTopbl. Yactb 2.
Buonornyeckne nHAMKaTopbl ATH
CTCPMAN3ATTUN OKCULOM 3TUNEHA.
CTepunmnsaumna MeAULUHCKNX N3LENnid.
Tpe6oBaHMA K MEAULUHCKUM H34e;TTIAM
Kateropuu "ctepunbHbie”. HacTtb 1
pe6oBaTTMA K MEAULUHCKUM U3LENNAM.
no.,ulexxawnum GUTTULWHON CA-epunmnsaLuu.
M3pentta meguunTtTckme. NMpoekTupoBaHme
MeANLUHCKUX U3LeNnii ¢ yyeTom
3KCNNyaTauMOHHOW MPUTOLHOCTMU.
YnakoBaHHble NPoAyKTbl Becom 150
GyTTTOB (68 KI) AN MeTTee.

PyKOBOACTBO MO MeAULMHCKUM
npmnbéopam, OLeHKa KNMHUYECKUX JATTHbIX:

Packaging for Tenninally Sterilized Medical
Devices - Part 1. Requirements for materials,
sterile barrier systems and packaging systems.
Packaging for Tenninally Sierili/cd Medical
Devices - Pan 2: Validation RcquircTncnts for
forming. Sealing aTid AsseTTibly Processes.

Sterilization of health care products - EThylenc
oxide - Part 1. Requirements for development,
validation and routine control ofa sterilization
process for medical devices.

Sterilization of health care products -
Biological indicators - Part 2: Biological
indicators for ethylene oxide sterilization
processes.

Sterilization of Medical Devices-Requirements
for Medical 13cviccs to be Designated
*Sierile™-Part !: Requirements for Terminally
Sterilized Medical Devices.

Medical Devices - Application of Usability
Engineering to Medical Devices.

Packaged-Products weighing 150 Ib (68kg) or
less.

Guidelines on Medical Devices, Evaluation of
Clinical Data: A Guide for Manufacturers and
Notified Bodies.
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PYKOBOACTBO 4711 MPOUYBOLUTENCH 1

yBEeAOM/IEHHbLIX OPraHoB.

14.  Cnyx6a [lo scem Bonpocam, BKNOYas Xanobbl Ma NPONYKUNIO, PEMON i 1
pabdoTel C  texobecnyxuBaHue, o6pau,albc K YNOAHOMOMENNOMY

Knnentamn / MpenctaButento B Poccuiickoin dcpepanHu:
Customer

Service OO0 «MefTPOHUK»

000 «MefTPOHUKY,
123112, Poccus, r. Mocksa, MpecHeHckasa Hab.. 4.tH0, 9 )T., nom. IlI,

KoM .41
Ten.: (495) 580-73-77, ®akc: (495) 580-73-78.

www.medtronic.ru

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Contact for ail questions, including complaints, repair
and service of medical devices the Authorized
Representative in Russia:

Medtronic, LLC,

Medtronic, LLC.

123112. Russia, Moscow. Presnenskaya Naberezhnaya. 10,
9 M. prem. 11r. 41

Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru
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[Mepesqn, c aHTMIACKOIo S13b Kal Ha PyCCKAN S13b K]
[Ha 6rare koviaHm «VemTPoH/K»)]

OnepauuoHHas wWTab-kKBapTupa
(Operational Head Quarters)

710 MepgTpoHuK Mapkyaii
MuHHeanonuc. MuHHecota 55432
CWA

(710 Medtronic Parkway
Minneapolis. MN 55432

USA)

www.niedtronic.com

Ten. 800.633.8766

3asABneHune

KomnaHna «MeaTtpoHuk WHK.» (Medtronic Inc.), co3gaHHad B COOTBETCTBUM C
3aK'oHogatenscTBoM  CoeAuHeHHbIX  LLTatoB  AMEPUKW,  OCYLLECTBAAIOWAA  OCHOBHYHO
[eaTenbHoCTb No agpecy: 710 MeaTpoHuk Mapkysit. MuHHeanonmc. MuHHecota 55432, CLUA.
HaCTOALLMM 3asBNsSeT MOL MPUCArOn (MK MOATBEPXKAAET), UTO MpunaraeMas LOKyMeHTauus
ABNAETCA BEPHLIMU 1 HEU3MEHEHHBIMW KONUAMW OpUrMHana OKyMeHTa.

Inodnuchf 01 ceHTs6psa 2020 r.
JaHan Xoy > Hata
CTapwmii cneumaTucT OTAena HOPMATMBHO-NPABOBOrO PEry/MpoBaHus.
KapAMoXmpyprus, CTPYKTYpHble 3a60/1eBaHNSA cepaua

«MefTPOHNK»
8200 Kopas Cu Ctput HE. MBC 83. MayHac Bbro. MuHHecoTa 55112, CLLIA
(8200 Coral Sea Street NE. MVS 83 ' Mounds View. MN. 55112 | USA)

Imogwvcs! 01 ceHTH0A 2020 T

[LLramn:

xeHHnep Kacnep Cmut

HoTapnyc — MwnHHecoTa

Mos nuueH3mns feincTeuTenbHa [0 31 AHBaps 2025 r.]

[LiTa\T:

BbiCTynas B KayeCTBe 3aperucTpyMpoBaHHOrO HoTapuyca LwwTata MWHHecoTa, i HACTOALLMM
YAOCTOBEPAD, YTO HACTOALUMIA AOKYMEHT SBSETCA BEPHOM W TOYHOM KOMWEA opuruHana
LOKYMeHTa. OpUrnHaT XpaHUTCA B KOMNaHUM «MeATPOHUK. VHK.»]

[Epmaemrmmmvam«[ﬁmavewaw«pumanww(WB)
MEQVLYHCKOMO 3o .KaHama 4A nepdham YCTeA KOopoHapHo gpoTepmn DLP'»,
MPEOCTAREHHOMO HAPYCCKOM N aHTUKOMSBLKaX |

«MeaTpOHUK. VIHK.»

710 MeaTpoHMK Mapky'sit
MwuHHeanonunc. MuHHecota 55432-5604
CWA

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



[Mepesermal poviosa AnexcaHOpa v TpresHa

Poccuinckas Pegepaums

["opoa Mocksa

LLIecTHaaUATOro OKTSI6PS ABe ThICAYM ABAALATOrO roja

A, Koponb Bwuktopus AsekceeBHa, HoTapuyc ropoda MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTL MOANMCY NepeBoAUMKa MPoMoBoin AnekcaHapbl AMUTPUEBHDI.

Mopnuch cenaHa B MOEM MPUCYTCTBUN.
JINYHOCTL NognuncasLLero JOKYMEHT YCTaHOB/EHa.

3apernctpuposaHo B peectpe: Ne 08/82-H/77-2020- b50 ~

B3bICKaHO rocyAapCcTBEHHOW NOLWMHLI (Mo Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a OKasaHue ycnyr npaBoBOro 1 TexHnyeckoro xapakrepa: 300 py6. 00 kon.

I'IO,CIII'I MCb B.A. Koposnb

FEPEOBAA NEYATb
HOTAPWNYCA

[MpOLLHYPOBAHO, NPOHYMEPOBAHO 1 CKPEMN/eHo nevatbto — 7 nncT(-a,-0B)

NMNOAMNMNCb  B.A. Kopons

MBEPECBAATBHATL
HOTAPUYCA

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



Poccuiickas depepaums
lopog, Mocksa

Wellean~rtoro oHTa6pa [BETeicaun AB3OLATOMO rone

A, Koponb BukTtopusa AnekceeBHa, HoTapuyc ropoga MocKBbl,
CBWAETENbCTBYIO BEPHOCTb KOMWM C MpefcTa’™~HHOro MHe

[OKyMeHTa. oB/a?-H/77- r020- nL Bcero npolHypoBaHo,
3aperncTpUpoBaHo B PEEeCTPe: N ——-- —mmmmm oo O]

NPOHYMEPOBAHO W CKPeneHo
B3bICKaHO rocynapcTBEHHOM NOLLMHBI

ynap neyateto _~_""nct”a,-0B)
YnnayeHo 3a okasaHue ycnyr npas - -

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



