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MakeT MapKMPOBKM MeANLIMHCKOTO M3[eNns Ha PYCCKOM Si3bIKe

KareTep ApeHaxHbI Ans neBbiX 0TAeN0B cepaua DLP, BapmaHTbl HCLO/THEHMS

npounssoacTea «MefTpoHUK MHK.», CLLA Medtronic Inc., USA

HhopMaLms Ha PYCCKOSI3bIYHOM CTUKEpe

CnepgytoLlas MHGOpMaLWs fo/MKHA BbITb HAHECEHA HA PYCCKOS3bIYHOM CTUKEPE (MOPSA0K COB U LpUAQT

TEKCTa MOTYT M3MEHSITbCS)

HeToKcu4HO

DEHP

"eHepabHbIN AUPEKTOp
00O «MeaTPOHUK>
20N T.
M.IM. (npn Hannuun)

3NEKTPOHHASA KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKUX H3OENHIA

KaTeTep ApeHaxHbli ansa neebiX 0TAenoB cepgua DLP c
MPAMbIM  HAaKOHEYHWKOM, 3ddekTBHas gnnHa 100 MM,
Hapy>XHblii guametp 4,3 mm (13 I'T) mogens 12101, B cocTase:
-KaTeTep;

- CTUNET;

-VIHCTPYKLMSA M0 3KCnJyaTaumum

MpomssoguT  KoguPbl

er;

«MeaTpoHVK

VIHK.»

CrpaHa Kog CFN

MpovCXoXae

HUS:

CLLA

MpeactaBuTens nponssoantens B PO: OO0 «MefgTpOHUK»
PerucTpauunoHHoe Y aoctosepeHue Ne oT
Jata CM. VIHCTpyKUMIo
n3rot./Cepus/ CM. CUMBO/IbI Ha YMaKoBKe
"ofeH go: cwm.

yMnakoBKy



[/1epesoo ¢ anciutickoeo szvika na pycexuit a3nk]

|{1epeend naonuceir u wimavna na doxyymenme «Texuuveckuit haicr (sepcun 2) ¢ omnowenuu
usoerus . Kamemep Openaxcuwit 011 1eabix omoeros cepoya DLP"», npedcmagiennom ua
PYCCROM U U TUTCKOM AIBIRAX. |

|Ha Haauxe kovnanuu « Medmponux, Hux. »)

«Meatponnk, Unk»

{Medtronic, Inc.)

710 Meavponnk INapxy i
Munreanoanc. MuHiecoTta 55432-5604
CLUA

{710 Medtronic Parkway

Minncapolis. MN 55432-5604

USA)

www.medtronic.com

|ULimayn:

Jlxennndep Kacnep Cuur

Horapuyc — Muunnecora

Mos nntensua Jiclicreure;ibia 10 31 ansapa 2025 r.]
Inoonuce! 03 wioas 2020 2,

moonucs/

Keiitann Kaw

[oanncano :1ckrponnoii noanuceio Keditaun Kaau.
Jara: 03 nions 2020 r.

12:24:39 -05°00°

[daiee ciedyem mexem doxysmenma « Texnuweckuit gainr (sepenus 2) 6 omuowienuu 030018

. Kumemep openaxcnmit 012 aeemx omoeios cepona DLP” », npedcmaearennoco na pycekom u
UNIUBCKOM AZWKAX. )
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. 1, Koponb Buktopna AnekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
1 MOAMHHOCTb NOANUCU NepeBoaUMka Ko3nosoi Oapbi BraguMmpoBHbI.

f Mognuck caenaHa B MOeM MPUCYTCTBUM,

im JInyHOCTb NoANMcaBLLIero JOKYMEHT YCTaHOB/EHA.

n
3apeructpuposaHo B peectpe: Ne 08/82-H/77-2020-3*'

B3bICkaHO rocyfapCTBeHHON nownuHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHwue ycnyr npasoBoro v TexHel”oro xapdktepa: 300 py6. 00 kor.

)

7
B.A. Koposnb
X 3 \
A "TlpowHypoBaHo, NpoHymepoBaH4 1 Ckpenné]|4 nuct(-a,-0B)
n o B.A. Koponb
V" S
r\
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Poccuiickaa depepauus
"opog MockBa
BocbMoro vona gse TbicsvM ABafLaToro roga

A, Koponb Buktopusa AnekceesHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO BEPHOCTL KONUU C
npeAcTaB/ieHHOro MHE [JOKYMEHTa.

3aperncTpupoBaHo B peectpe: Ne 08/82-H/77-2020-3-3503.

B3bickaHO rocyapcTBeHHOM MmoLwnuHbl (Mo Tapudy): 950 py6. 00 Kon.
YnnayeHo 3a OKas3aHue ycnyr npaBoBoro u x"3iBIlillék3reapaktepa: 4750 py6. 00 Kon.

pouon ,
« N~/ "B.A.Koponb

/w00
o n

MpoLUHYpOBaHO, NPOHYMEPOBAHO W CKPeMnieHo neyatbto 95 (AEBAHOCTO MATb) NMCTOB.

=G B.A.Koponb

KounMhiiiiv cimrum ‘Srerproct
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KOMNnA

Medtronic
Regulatory Affairs Specialist/Cneuunanuct
NU'dnxmic, liK\ 0T/Aena HopMaTUBHO-MPaBOBOr0
710 MedUCinic Pat ksvay perynuposaHus
Minneapolis. MN 55-132-5604 Name/Vms
M4 Title/domKHOCTb
W\ W\ \V.n JC41U4.UI)C.COni Date/[laTa
Digitally signed by
M T (11
IJENNIFER KASPER SMITH; Kaitlin Cady U

Wm%g%i 12:14:10-05C0

JononHeHne K MHCTPYKLUMK No akcnnyaTauun(Bepcus 2) / Appendix to Instruction for n$e(sepcus 2):
KaTeTep apeHaxHbIli ana nesbix otaenos cepaua DLP / Left Heart Vent Catheter DLP
VIHthopmaLmto 13NOXKeHHYO B [LONOMHEHUN K MHCTPYKLMK MO 3KCM/y atauumn (Bepeusi 2) cumtaTb npuopuTeTHol / Information contained in the
Appendix to Instruction for Use (version 2) is considered a priority.

1 HammeHoBaH KaTeTep ApeHaXKHbIA Ans neBbix oTaenoB cepaua DLP, Left Heart Vent Catheter DLP, variants:
ve BapuaHTbl UCMOTHEHWNS:
MEANLMHCKO 1 KateTep ApeHaHbIi AN NeBbiX OTAenoB cepaua DLP,
ro w3penus/ appekTuBHAA AAnHa 150 MM, HapY>XXHbIil guameTp 5,3 mm (16

1 Left Heart Vent Catheter DLP, effective length is 150
mm, outer diameter is 5.3 mm (16 Fr), model 12116,

Name of includes:
medical Fr) mogens 12116, B cocTase: _ catheter:
device -KateTep; - instructions for use

-MHCTPYKLMS N0 3KCnayaTaumm
2. Left Heart Vent Catheter DLP, effective length is 150

2. KateTep ApeHaxHblll AnA feBbIX OTAeNos ceppua DLP, mm, outer diameter is 6 mm (18 Fr), model 12118,
a(heKTUBHas AnnHa 150 MM, HapyXHblii anameTp 6 MM (18 includes:

Fr) mogens 12118, B cocTase: - catheter,
- instructions for use
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-KareTep:

-HHCTPYKUNA NO IKCNAYATAUNK 3. Left Heart Vent Catheter DLP, effective length is 100
mm, outer diameter is 3.3 mm (10 Fr), model 12110,
includes:

3. Karerep apenaxkHuiil a0a nesbix otacios cepaua DLP,
spdexTrenan anmnna 100 mm. HapyXKuIA anaverp 3.3 wm (10
Fr) moaeas 12110, B cocTare:

- catheter;
- instructions for use

-Karerep: 4. Left Heart Vent Catheter DLP. effective length is 100
“MNCTPYKUNA NO IKCNAYATAUHH mm. outer diameter is 4.3 mm (13 Fr). model 12113,
includes:
- catheter:

4. Karetep npernaxuuii 219 JesbIX oTaenos cepaua DLP.

spdexruenan Anuna 100 M. napyanwil avamerp4.3am (13 | instructions for use
Fr) moaeaw 12113, 8 cocrase: S. Left Heart Vent Catheter DLP, effective length is 100
-KareTep: mm, outer diameter is 5 mm (15 Fr), model 12115,
“MHCTPYKUHA 110 IKCNBYATAUNK includes:

- catheter:

5. Katetep npenamuuii 279 neswx oTiencs cepaua DLP, | - instructions for use
spdexTusnas LmHa 100 My, HapyRubiH anameTp 5 My (15

Fr) moaeab 12115, 8 cocase: 6. Left Heart Vent Catheter DLP with a straight tip.

effective length is 100 mm, outer diameter is 4.3 mm (I3

-KareTep. Fr). model 12101, includes:
“BHCTPYKIMA 110 IKCINYaTaunH - catheter:
- stylet;

6. Katetep apenaxneiii 219 neseix otaenos cepaua DLP ¢ | - instructions for use
NPAMBLIM  HAKOHEYHHKOM, SpdexTnerHas anmua 100 mm.

napyxHeili amamerp 4.3 mu (13 Fr) woaeas 12101, & cocTase: 7. Left Heart Vent Catheter DLP with a curved tip,

effective length is 100 mm. outer diameter is 4.3 mm (13

-karcrep. Fr). model 12001, includes:
= CTANET, - catheter:
<HHCTPYKUNA N0 IKCN,IVaTaUHH - instructions for use
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7. Katerep apenaxuutii ans JicBuix orienos cepauna DLP ¢
WIOTHYTLIM HaKOHCUHMKOM, MpdexTnnHas jLwna 100 ww,
napyxubiih anameTp 4.3 mm (13 Fr) moaeaw 12001, B cocTase:
-Karerep;

~HHCTPYKUHA MO HKCMTyaTaluH

8. Katetrep apenaxueiil 10w acseix oraeios cepaua DLP ¢
HIOFHYTBIM HAKOHEUHHKOM, JddexTHrnas 1iwna 100 mm.
napyxusiit anamerp 3,3 v (10 Fr) moiens 12008, e cocrase:
-KaTeTep:

“HHCTPYKUWA 110 IKCIYATaUNH

9. Katerep npenaxuniii 118 neswx ovaenos cepaua DLP ¢
M30rHYTHIM HaKOHEHMHUKOM, diexTuBHan AmHa 205 Mm,
HapYXHbiA guanmeTp 5.3 MM (16 Fr) moaeas 12016, g cocTare:
-KaTetep:

- CTHACT;

~HMHCTPYKUHA 110 FKCNIVATAUHH

10. Katerep apenaxnoiii ana ncemx otaea08 cepaua DLP ¢
M3OTHYTBIM HaKOHEWHHKkoM, MpdekTrBHan LmHa 205 mm.
HapyKHb anameTp 6.7 mm (20 Fr) moaens 12002, 8 cocTabe: I
-KaTevep: I
- CTHRET;

~MHCTPYKUWA 110 IKCIIyaTaUHH ‘

8. Left Hcart Vent Catheter DLP with a curved tip,
effective length is 100 mm, outer diameter is 3.3 mm (10
Fr). model 12008, includes:

- catheter:

- instructions for use

9. Left Heart Vent Catheter DLP with a curved tip.
effective length is 205 mm, outer diameter is 5.3 mm (16
Fr). model 12016, includes:

- catheter:

- stylet:

- instructions for use

10. Left Heart Vent Catheter DLP with a curved tip.
effective length is 205 mm, outer diameter is 6.7 mm (20
Fr). model 12002, includes:

- catheter:

- stylet:

- instructions for use

1. Left Heart Vent Catheter DLP with a curved tip,
effective length is 205 mm. outer diameter is 6.7 mm (20
Fr). model 12220, includes:

- catheter:

- stylet;

- instructions for use

*These devices are intended for use in venting the left
heart during cardiopulmonary bypass surgery up to six
hours or less.
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I'1. Katerep apenaknbiil 108 J1eBbix oTacnos cepava DLP ¢
M3OTHYTHLIM HaKOHeUHHKOM. 3ddeKkTHBHAs MimHa 205 mm,
HapyaHbiif anameTp 6,7 My (20 Fr) moaean 12220, B cocTase:
-Karerep,

- CTHAET;

~HHCTPYKLUMA 110 IKCHAYATAUNH

*HanMeHOBAHMA  MEIHUMHCKNX  M3Ieamii MOTyT  Beith
YIOMAHYTH B TEKCTE B COXpamieHHoH dopme aaa yaodersa
BOCAPUATHA  HHpOpMAUNKH. MoryT NPUMEHATHCA  TaKue

TEPMHUHLI  KaK: YCTPOWCTBO., JPCHAKHO-0TCACHIBAIONICE
yCTpoilcTBO. |
2. Ceeacnu | PaspaGorunx/Developer:
A o | (name, location address. mailing address, phone number)
npowussoauteie | «Meatpounk Nepdbroxn Cucremer», CLUA
meanunHckoro | «Medtronic Perfusion Systems», USA 7611 Northland Dr Minneapolis . MN 55428, USA
w3aenns www.medtronic.com
(HauMEHOBaHNE
. aapec | Tipowssoantens/Manufacturer:
MectTonaxoxaeH | (name. location address, mailing address, phone number)
ug, noutosbifl | «Mearpounk Huk.», CUTA
aapec, Teaedon, | Medtronic Inc.. USA 710 Medtronic Parkway. Minneapolis. MN 55432, USA
aapec mecta | Tel.: +1 763 514 4000; Fax: +1 763 514 4879
nponssoacTea) | www.medtronic.com
Information
about YnoanosoueHkmil npeactasutens nponssoantean / Authorized Representative of Manufacturer:
manufacturer | OO0 «Mearponnk», 123112, Pocens. r. Mocksa. MNpecienckas Ha6.. 2.10. 9 at. nowm. 111, xom. 41/
of medical | “Medtronic™ LLC, 123112, Russia. Moscow. Presnenskaya Naberezhnaya. 10, 9 fl., prem. 1, r. 41

device (name,
location

address,
mailing

Tel: (495) 580-73-77. Fax: (495) 580-73-78
oxana.sapunovajigmedtronic.com

~
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address, phone

IOpuanseckoe JIHIO, Ha HMA KOTOPOTO MOXKET ObITh BiaNo perucTpauvornoe yiaocrosepenne / Holder of Registration

number, Certificate in Russia
address of | OO0 «Mearponnkn». 123112, Poccua. r. Mocksa. [Ipechenckas Hab., a.10, 9 ar, nom. 11l xom. 41/
place of | “Medtronic™ LL.C. 123112. Russia. Moscow. Presncnskaya Naberezhnaya. 10. 9 fl.. prem. [lL. r. 41
production) Tel: (495) 580-73-77, Fax: (495) 580-73-78
mowmedtronic@mail.ru
Aapeca MeCT RPONIBOACTBA METHUMHCKOrO Wineana / Addresses of Manufacturing Sites for medical device:
{name. location address. mailing address. phone number)
1) Medtronic Perfusion Systems,
7611 Northland Dr Minneapolis , MN 55428, USA
Viant Medical, Inc., 620 Watson SW. Grand Rapids, Ml 49504, USA
3. Hainaue | Jlna apenaxa niesbiX OTie108 cepilia Bo Bpema onepaunn B | These devices are intended for use in venting the left
HHe YCIOBHAX  MCKYCCTBEHHOTO  KPOBOOOPALICHMA B TCHCHWE | heart during cardiopu[monary bypass surgery up to six
MEANUWNICKOro | 1IEpHOLA BPEMEHH He $0ace WeCTH 4acos. hours or loss.
n3aenns/
Prescription of
medical device

4. Undopmauna
o
NOTECHUNRAbHBI
X noTpeburensx
MEAHUNHCKOTO
wineans/
Information on
potential
consumers of
medical device

ITH YCTPOICTBA NPEAHAIHAYCHB! IR HCNOTBIOBAHKA TOJILKO
NOATOTOBICHHBIMH BPAVANM,

These devices are 1o be used by a trained physician
only.

5.Nobounne

pexTb

Kak n Bce yctpoiicTBa CHCTEMBI IKCTPaKOPNOPaNLHOTO
KPOBOOOPAIUCHHNA. TV YCTPOHCTBO MOKCT BbI3bIBATH TaKHE

This device, as do all extracorporeal blood system
devices. has possible side effects which include. but are

S
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MeaHUMHCKOTO | mobGounsbie »pPekThl, Kak HHpUuKponanue. kposonorepa. | not limited to. infections, blood loss. thrombus

wiaeans/ obpazosanne TpomGos, mbBonna u  ancirokaumd.  Tlpu | formation. embolic events, and dislocation. Vessel
Adverse Lffects | necoOmocHHH WHCTPYKUWIA HO DKCIIVATAUMH BO3BMOKHDI damage and complications at the puncture site may
MD MOBPCAIEHNS COCY.1a H OCOKHCHHA B MCCTC IIPOKO.1a. occur if the Instructions for Use are not followed.

6. OcHOBHDBIC TeXHHYUECKHE XAPAKTEPHCTHKH MEIBUNHCKOIO H3ACIHE (IONYCTHMbLIC OTKJIOHCHMN TEXHHYECKHX
Gyukun | xapaktepHeTHR cOCTABISOT = § %, ecan we ykazano wuoe)/ The main technical characteristics of the medical

oHaNbHbIC device (permissible deviations of technical characteristics are + $%, unless otherwise specified)
XapaKTepPHCTHK

n n
TEXHUUECKHE AN% APEHAXHBIX KATETEPOB AAN AEBLIX 0TACI0B cepana DLP/ For left heart vent catheter DLP

XAPAKTEPHCTHK Moacn | Ycprex n/uam doto
W b/ Drawing / Photo
MESHUNHCKOTO Model
wiaenna/ 12002
Functional
characteristics
and technical
characteristics
of medical
device

KomnonenTni: Components:
1. KoHycoBHIHKIH peHTICHOKOHTpacTHbIH Hakotcunnk | 1. Tapered radiopaque tip

2. Jlpenaxnbic OTBEPCTHR 2. Vent holes
3. OT™MeTKH rayOune BeeacHns 3. Insertion depth markings
5. Cxoav3ammii coeansuTenb 5. Slip connector
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8. MNacTUYHbIA CTUNET U3 HEPXKABEIOLLLEI CTanu 8. Malleable stainless steel stylet

(NpoBOAHNK)
11. Flexible silicone body

11 T'nbKnin cMNNKOHOBLIW Koprnyc (rmbkas Tpy6ka)

I i
AhdpecrmBHan 4MHa KaTeTepa

[nnHa kartetepa

O6wwin Bun ana mogeneii 12002, 12220, 12016

Smm JNL el < A=Y AT
- > ¢ WGk
7t %I
‘W-......... . o

*T
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TexnuuecKHe XapaKTePRCTHKH:

Hnuna xarerepa: 39.3 cm

Jomua ctusera: 42.5 oM

HppexTuBHan Anua katetepa: 205 um

Hapyxnbiii anaverp Hakoueununka 20 Fr (6.7 mm)( £
0.3 um)

HnameTp rndKoil TpyOKkn:
Hapyxumit; 6,7 mm( £ 0.3 mm)
Buyrpennmip 3.6Mm

Huamerp cxoab3awero coenmnurenn: 6.4 My
JuameTp apeHakHOTO OTBEpCTHA: 2,8MM
KoumuecTso ;1penakubiX oTeepernil: 24t
O6waa macca wiaeana: 2545

. MuHUMasibHOe ycunne Ha paspse: IS H
. lanna nepdopHpoBaHHOIO JUCTAILHOIO KOHIA

xarevepa: 57.7 MM

= Pamepu OT JUCTAILHOTIO KOHIRA KaTeTepa 10 OTMETOK

rayOunb BBeacHus ; (99.8 - 1499 - 200.0) mm

. Panuyc CKPYTJICHHA AHCTANBHOTO HAKOHEYHHNKa:

(1.6- 7.9) mm

. Hapyxubiit anametp paboucii yacTu ctunera: 2.4 Mm
. TpeGoBanne K HapyKHO#H NOBEPXHOCTH KaTeTepa:He

A0MKHO OBITH HasleTa Ha OTBCPCTHAX.OTCYTCTBHE
TBEPALIX Y2CTHY 8 OTBCPCTHUSAN MM BOKPYT HUX. He
A0:14HO OBITH 3arpA3HenNit Ha nosepxHocTh. Her
ACPEKTOB NewaTH. PaccIocHHi nau naven.Marepnan
HA KOHYHKE JO.LKEH ObITh FIAIAKHM, OZIHOPOAHLIM, (e
Kane:b # HEPOBHOCTEH.

Technical characteristics:

1. Catheter length: 39.3 cm

2. Stylet length: 42.5 cm

3. Catheter effective length: 205 mm
4. Outer diameter of the tip is 20 Fr (6.7 mm) (x (1.3
mm)

5. Diameter of the flexible tube:
Outer: 6.7 mm(x 0.3 mm)

Inner: 3.6 mm

6. Slip connector diameter: 6.4 mm
7. Vent slot diameter: 2.8 mm

8. Number of vent slots: 24 pieces
9. Product total mass: 2545 g

10. Minimum force at break is IS N

11.Distal Perforation Length: 57.7 mm

12. Distal End to Depth Marks Lengths: (99.8 — 149.0
-200.0) mm

13. Radius of Rounding of Distal Tip: (1.6- 7.9) rTm
14. OD of Stylet Working Portion: 2.4 mm

15. Requirement for Catheter Quter Surface: No fiygs
in holes. No loose particulate in or around holes .
contamination on surface. No printing chips, flakgs] or
smears. Glaze material over tip area must be smogth,
uniform, with no drips or bumps.
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12220

Tpe60BaHNs K PEHTTEHOKOHTPACTHOCTY ANUCTaNbHOIO
KOHL,a KaTeTepa: HakoHeYHUK KaTeTepa (ecim
OTAENbHbIA KOMNOHEHT) JO/MKEeH BbiTb BUAEH BO BpPeMms
PEHTITEHOBCKOr0 MCCe0BaHUS.

TpeboBaHWe YCTOMUYMBOCTM MOBEPXHOCTEN K
BO3AENCTBUIO KpoBW: Bce KOMMOHEHTbI YCTPOICTBA,
Haxogalmeca B HENOCPEACTBEHHOM KOHTaKTe ¢
TKaHAMMW UM KPOBbLH, AO0/MKHbI ObITb GMONOTMYECKN
COBMECTUMbI, KakK onpejgeneHo B cTaHgapTe ISO
10993-1 .KpOBOTOK YCTPOMCTBA AOMKEH ObITH
HenuporeHHbiM (MeHee 20 EU / ycTpolicTBo) B
COOTBETCTBUM C TECTOM Ha GaKTepuasbHbIii
3HAO0TOKCUH.

TexXHUYeCKNe XapaKTepUCTUKMN:
OnvHa kartetepa: 40,6 cm

[OnnHa ctuneta: 42,5 cm

ApdekTnBHaA gnnHa Katetepa: 205 MM

16. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be visil:jI* on
X-rav

17. Requirement for Surface Resistance to Blood: « .\
components of the device in direct tissue or blood
contact must be biocompatible as determined by IS3
10993-1 The device blood path shall be non-pyro tnic
(less than 20 EU/device) in accordance with the
Bacterial Endotoxin Test (AAMI ST72)

Technical characteristics:

1 Catheter length: 40.6 cm

2. Stylet length: 42.5 cm

3. Catheter effective length: 205 mm

4. Quter diameter of the tip is 20 Fr (6.7 mm)(x 0

mom)

5. Diameter of the flexible tube:



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

Hapy>Hblii AnameTp HakoHeuHuKa 20 Fr (6,7 mm)(x
0,3 Mm)

[unameTp rubkoi TpyoKNn:

HapyxXHblii: 6,7 mm (£ 0,3 MM)

BHyTpeHHWIT 3,6MM

[dvameTp eKoNb3ALLero coeguuntens: 6,4 mv
[unameTp gpeHa)HOro oteepctus: 2,8 Mm
KonnnuecTBo ApeHaXKHbIX O0TBEpCTUiA: 24T
Obuwasa macca nsgenus: 25,45

. MUHumMansHoe ycunume Ha paspbis 15 H
. AnvHa nepdopmnpoBaHHOro ANCTanbHOIO KoHua

Katetepa: 57,7 Mm

. Pasmepbl 0T ANCTaNILHOTO KOHLA KaTeTepa 4o 0TMETOK

rnybuHbl BeegeHus: (99,8 - 149,9 - 200,0) mm

. Pagunyc ckpyTneHus guctanbHOro HakoHevHuka: (1,6-

7,9) Mm

. Hapy>HbIii gnameTp paboueli yactu ctuneta: 2,4 Mm
. TpeboBaHMe K Hapy>KHOI NOBEPXHOCTW KaTeTepa: He

[OMKHO 6bITb HaneTa Ha 0TBepcTMsX. OTCYTCTBME
TBEPAbIX YacTUL, B OTBEPCTUSX UM BOKPYT HMX. He
[OMKHO 6bITb 3arpsi3HEHNIA Ha NOBEPXHOCTU. HeT
AeeKToB rneyaTu, paccnoeHnin unm naTeH. Matepuman
Ha KOHUMKe [O/KEH ObITb rNafgkuM, OAHOPOAHbIM, 6e3
Kanenb W HEPOBHOCTEVA.

. Tpe6OBaHI/IFI K PEHTITEHOKOHTPACTHOCTN ANCTa/IbHOr o

KOHL|a KaTeTepa: HakoHe4YHWK KaTeTepa (ecnu

Outer: 6.7 mm (x 0,3 mm)

Inner: 3.6 mm

6. Slip connector diameter: 6.4 mm
7. Vent slot diameter: 2.8 mm

8. Number of vent slots: 24 pieces
9. Product total mass: 25.45 ¢

10. Minimum force at break is 15 N

11. Distal Perforation Length: 57,7 mm

12. Distal End to Depth Marks Lengths: (99,8 - 1]4/,0
- 200,0) mm

13. Radius of Rounding of Distal Tip: (1,6- 7,9) ijnhi
14. OD of Stylet Working Portion: 2,4 mm

15. Requirement for Catheter Outer Surface: No slugs
in holes. No loose particulate in or around holes. No
contamination on surface. No printing chips, flakesL or
smears. Glaze material over tip area must be smo(j)tp,
uniform, with no drips or bumps

16. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be visibly on
X-ray

17. Requirement for Surface Resistance to Blood: A\\
components of the device in direct tissue or blood
contact must be biocompatible as determined by ISD
10993-1. The device blood path shall be non-pyro gsnic
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OTAENbHbIA KOMMNOHEHT) AO/MKEH 6blTb BUAEH BO BPEMS

PEHTreHOBCKOro nccnenoBaHuA

TpeboBaHMe YCTOMUYMBOCTN NOBEPXHOCTEN K
BO3/ENCTBMIO KPOBM:BCe KOMMNOHEHTHI YCTPOICTBA,
HaxofALMecs B HENOCPEACTBEHHOM KOHTaKTe C
TKaHAMU WM KPOBbLHO, AO/MKHbI 6bITh GMOIOrMYECKHN
COBMEeCTUMbI, Kak onpegesieHo B cTaHgapTte 1SO
10993-1. KpoBOTOK YCTpPOWCTBA [JO/MKEH ObITb
ncnmporeHHbiM (MeHee 20 EU / ycTpolicTBO) B
COOTBETCTBUM C TECTOM Ha H6aKTepuanbHbIi
3HOOTOKCUH

TexHNYeCcKne XapaKTepUCTUKN:

OnnHa katetepa: 39,3 cm

OnvHa ctuneta: 42,5 cm

AdhdekTMBHAA AnnHa KateTepa: 205 MM

Hapy»XHblil gnamerp HakoHeyHuka 16 Fr (5,3 mm)(x
0,3 mMm)

OdunameTp rnbkoii TpyoKu:
HapyXHsblii: 5,3 mm(x 0,3 MM)
BHYTpeHHMiA: 2,7 MM

(less than 20 EU/device) in accordance with the
Bacterial Endotoxin Test (AAM | ST72)

Technical characteristics:

1 Catheter length: 39.3 cm

2.Stylet length: 42.5 cm

3. Catheter effective length: 205 mm
4. Quter diameter of the tip is 16 Fr (5.3 mm)(x 0
mm)

5. Diameter of the flexible tube:
Outer: 5.3 mm (£ 0,3 mm)

Inner: 2.7 mm

6. Slip connector diameter: 6.4 mm
7. Vent slot diameter: 2 mm
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JlnameTp cKOILIAWETO COLAHHHTENR: 6.4 MM
JlsamMeTp ApeHaKHOFO OTBEPCTHA: 2 MM
KOonIH4ecTBo ApeHaXHLIX OTBepeTHit: 24wt
Obutsn macca wigenns: 16,39

. MunumansHoe yeuaue na paipois: 15 H

. lmna nepopupoBaHHOro ANCTANBLHOrO KOHUA
KaTeTepa: 48 Mwm

. Pa3Meph! OT AHCTANLHOIO KOHINA KaTETEPa 10 OTMETOK
ryonne) sseaennn: (98.6 — 148,6 198.6 ) um

. Pannyc ckpyrnesna auctanenoro HakonewHuka: (1.2 -
6.1) Mm

. Hapyxubiii anamerp paGouci wacTi ctuneta: 1,9 MM

. Tpebonanne k HapyxHoll noBepxHocTH KateTepa: He
DOMKHO ObiTe HaneTa Ha oTBepeTHAX. OTeyTeTBIE
TBEPAbIX 4aCTHU B OTBEPCTHAX WiH BOKPYT HUX, He
10KHO OLITD 3arpa3HCHIA Ha NosepxHOCTH. Her
AcheKTOB NEeYaTH. paccioesni MK NATeH. Matepuan
Ha KOHYMKE i10/1KEH ObiTb MIAIKHM, OAHOPOIHBIM, O3
Kaneb W HEPOBHOCTEH.

. TpeGosanus K PEHTrEHOXOHTPACTHOCTH ANCTANLHOTO

KOHHA KaTeTepa: HakoneuHnk Katerepa (ecau
OTACILHBI KOMEIOHENT) 10:1KEH OhITL BUICH RO BpEMA
PCHTIEHOBCKOTO HCCIEA0BaHMA,

17. TpeGoanue ycToliuMBOCTH NosepXHocTed K
BO3acCHCTBMIO KpoBH:Bee koMnoueHT yeTpoiicTea,
HAXOAMMIHECH B HENOCPEACTBCHHOM KOHTaKTE ¢
TKAHAMM WIN KPOBLIO, 20K ObITh GHOROrHYECKH
COBMECTHMBI, KaK onpeaencHo B crasaapre ISO
10993- 1. KposoTok ycrpoiicTsa J0MKeH ObTh
nenuporeHnsiM (Mewee 20 EU / yerpolicTso) B

8. Number of vent slots: 24 pieces
9. Product total mass: 16.39 g
10. Minimum force at break is 15 N

11.Distal Perforation Length: 48 mm

12. Distal End to Depth Marks Lengths: (98.6 - |
198.6 ) mm

.6-

13. Radius of Rounding of Distal Tip: (1.2 - 6.1)
14. OD of Stylet Working Portion: 1.9 mm

I5. Requirement for Catheter Quter Surface: No
in holes. No loose particulate in or around holes.
contamination on surface. No printing chips. flak
smears. Glaze material over tip area must be sm
uniform, with no drips or bumps.

Ygs

16. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be visi
X-ray

on

17. Requirement for Surface Resistance to Blood:
components of the device in direct tissue or bl
contact must be biocompatible as determined by
10993-1. The device blood path shall be non-py
(less than 20 EU/device) in accordance with the
Bacterial Endotoxin Test (AAMI ST72)

nic

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

12




COOTBCTCTBHH € TOCTOM HA 6ax1cpua.nwuﬁ
IHIOTOKCHH

CHINKOHOBBI QpEeHARNLIE KATCTEP ANS JICBLIX OTAENOB
CCpiua COCTOMT W3 rHOKOH cuiankowosoft Tpybkn ¢
nephoprpoBaNKLIM AHCTAILHEM KOHUOM AauHoH 8.9 ¢v. K
nepPoPUPOBAHHOMY  AUCTATILHOMY KOHIY NPUKPENACH
HeOOMBLILOH KOHYCOBHAHBIE CHIMKOHOBBI HAKOHEYHHK,
ofneruaommil  BREACHNC KaTeTcpa 4epe’ MUTPA.IbHLIN
KJanaH. Karetep cHabxeH TIACTHUHBIM
HPOBOAHUKOM(CTHIAICTOM) H3 HepAaselomeH crain. OrmeTku

_rnyGunb Ha TpyOKe NOKaLIBAIOT FyGuny BBEACHNA.

— ———— —

The Silicone Left Heart Vent consists of a flexible
silicone tube with a perforated 8.9-cm (3.5-in) distal
segment. A small tapered silicone tip is attached to the
perforated distal end to aid in the insertion of the
catheter across the mitral valve. A malleable stainless
steel introducer (stylet) is provided with the catheter.
Depth markings on the tube indicate insertion depth.

Monen | Yeprex w/unm doto
v/ | Drawing/Photo
Model
12116 _
..... -::‘-‘-‘--"-{.‘. t ) '
: -:.".:-':.'.':::.’j‘-' et

N 2

E ® ©)
)

12116 12110

1218 12113

12115
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KOMMOHEHTHI: Components:

2. [ipeHaXxHble 0TBEPCTUA 2. Vent holes

3. OTMeTKM rny6uHbl 3. Insertion depth markings
4. Kopnyc u3 MBX(rnbkas Tpy6ka) 4. PVC body

5. CKONb3AWMIA COeLUHNTENb 5. Slip connector

6. OTBOAAWMIA MOPT 6. Vent port

10. MNacTMYHbIA NPOBOA 10. Malleable wire

AhhekTMBHAA ANMHA KaTeTepa

[JnvHa KateTepa

O6wuii Bug ona mogeneii (12116,12118,)

TexXHUYecKne XxapakKTePUCTUKN: Technical characteristics:
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1 OnuHa KaTeTepa: 38,1 cm

2. AhekTMBHAA ANnHa KaTeTepa: 150 mMm

3. [inameTp rnmbKoi rpy6ku:

HapyxHblii: 53 mMm(x 0.3 MMm)

BHYTpeHHMiA: 3 MM

4. lnameTp CKONb3ALWEro coegmHnTens: 6,4 mv
5. lnameTp ApeHaxXHOro oTeepcTus: 2,5 Mm

6. KonnnyecTBo gpeHaxHbIX oTBepcTuiA: 11 wt

7. Obwasa macca usgenuns: 8,77 1
8. MuHumManbHoe ycunue Ha paspbis: 15 11

9. invHa nepdopMpoBaHHONO AWUCTaNbHOMO KOHLA
katetepa: 40,1 mm

10. Pa3mepbl OT AUCTaNbHOIO KOHLUA KaTeTepa 40
0TMeTOK ['ny6uHbl BBeaeHus: (60,5 - 80,5 - 100,6 -
120,7- 140J) mm

11 Pagunyc cKpyrneHua AUCTalbHOr0 HaKOHEYHUKa:
2,67 Mm

12. Tpe6oBaHWe K HapYXXHOW MOBEPXHOCTU KaTerepa:
Ha KoHUax Tpy6Ku He JO/MKHO 6bITb TBEPAbLIX YacTul,
Ha KoMMoHeHTax He JO/MKHO ObITb rpsA3un, Macna u
obecugeunBaHuns. KOMNOHEHTLI He JO/MKHbI
cofiepxxaTb NMOCTOPOHHUX YacTuL,.

13. TpeboBaHMs K PEHTTeHOKOHTPACTHOCIU

OUCTaNib}Oro KOHLUA KareTepa: HakoHe4yHUK KateTepa
(ecnn OTAENbHbIA KOMMNOHEHT) fO/MKEH ObITb BUAEH
BO BpPEMS PEHTreHOBCKOr0 UCC/eA0BaHNS

1 Catheter length: 38.1 cm

2. Catheter effective length: 150 mm
3. Diameter of the flexible tube:
Outer: 5.3 mm(z 0,3 mm)

Inner: 3 mm

4. Slip connector diameter: 6.4 mm
5. Vent slot diameter: 2.5 mm

6. Number of vent slots: 11 pieces

7. Product total mass: 8.77 g

8. Minimum force at break, is 15 N
9. Distal Perforation Length: 40,1 mm

10. Distal End to Depth Marks Lengths: (60,5 -
80,5 - 100,6 - 120,7 - 140,7) mm

11. Radius of Rounding of Distal Tip: 2,67 mm

12. Requirement for Catheter Outer Surface:
Tube ends to be free of any loose
particulate.Parts to be free of dirt, oil, and
discoloration. Parts to be free of embedded
particulate



& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

2118

14. TpeboBaHMe YeTONUYNBOCTM NMOBEPXHOCTEN K

BO3/€ENCTBMIO KPOBW: Bce KOMMOHEHTbI YCTPOICTBA,

Haxopgauimeca B HENOCPEACTBEHHOM KOHTaKTe C

TKaHAMW WX KPOBbIO, A0/DKHbI ObITb GMONOrNYECKM

COBMeCTUMbI, Kak onpegesieHo B ctaHgapTte 1SO
10993-1. KpoBOTOK YCTPOACTBA JO/MKEH ObITh
HenuporeHHbIM (MeHee 20 EU / ycTpolicTBO) B
COOTBETCTBUW C TECTOM Ha 6aKTepuanbHbIi
3HAOTOKCUH

TexHUYecKne XapakKTepUCTUKN:

1 OnvHa KaTeTepa: 38,1 cm

2. OhdpekTnBHAA AnnHa KaTeTepa: 150 Mm

3. lnameTp ruokoi Tpyoku:

HapyxHblit: 6 Mm(x 0,3 Mm)

BHyTpeHHMiA: 4,8 MM

4. AnameTp CKONb3ALLEro coegmHuTens: 6,4 Mm
5. lnameTp ApeHaXXHOro OTBepCcTus: 2,7MMm

13. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray.

14. Requirement for Surface Resistance to
Blood: All components of the device in direct
tissue or blood contact must be biocompatible
as determined by 1SO 10993-1 .The device
blood path shall be non-pyrogenic (less than 20
EU/device) in accordance with the Bacterial
Endotoxin Test (AAMI ST72)

Technical characteristics:

1 Catheter length: 38.1 cm

2. Catheter effective length: 150 mm
3. Diameter of the flexible tube:
Outer: 6 mm(zx 0,3 mm)

Inner: 4.8 mm

4. Slip connector diameter: 6.4 mm
5. Vent slot diameter: 2.7 mm

6. Number of vent slots: 11 pieces



6. Kormuectso penaxnsix oreepernii; 11wt
7. O6wan macca w3azeams: 11,121
8. MuunmanbHoe ycnane Ha paspuis: 15 H

9. Lnuna nepoprupoBaHHOTO JIHCTANLHOIO KOHUA
Katerepa: 40, 4 wm

10. Pa3mephl OT AMCTANbHOTO KOHLIA KaTeTepa 10
OTMETOK rnyOMnbl BBeaeHuA: (61.0-81.3-101.6-
122.0 - 142,2) um

I 1. Paanyc cKpyrieHns IMCTaNbHOTO HAKOHCYHHKA!
3.1 MM

12. Tpeborarue K HapyXHOR NOBEPNHOCTH KaTeTepa:
Ha xonuax TpyOKku He 20:DKHO ObITL TBEPABIX HacTHU
Ha KOMIOHCHTAX HE NONAKHO OLITh FPA3H. Mac/ia H
obecuBenBaHNA. KOMIIOHEHTHI HE 101K
COAEPNKATL MOCTOPOHHNX YACTHLL

13. TpeboBanns Kk peHTIEHOKOHTPACTHOCTH

ANCTAILHOTO KoHla KaTerepa: HakoneuHuk kaTerepa
(eCan OTACNBLHBIA KOMNOHCHT) 20JKeH OMTHL BRACH
BO BPEMS PEHITEHOBCKOTO HCCACI0BAHNA

14. TpebGoBanne ycTOHYHBOCTH ROBEPXHOCTEH K
Bo3aeicTemo KpoBH: Bee KOMNOHENTH yerpoiicrea.
HaXoAAlNHECH B HENOCPEACTBEHHOM KOHTaKTe C
TKAHAMH AW KPOBLIO, J0MKHLI ObITH GHONOrWYCCKN
COBMCCTHMbI, Kak ONpeacsicHo B ctanaapre iSO
10993-1. KporoToK yCTpoilcTBa 0a4KeH ObiTh
HenuporeHHnM (Mence 20 EU / yerpoiictso) B
COOTBETCTBHM ¢ TECTOM Ha GakTepHaILHbIH
3HA0TOKCHH.

7. Product total mass: 11.12 g
8. Minimum force at break is IS N

9.Distal Perforation Length: 40, 4 mm

10. Distal End to Depth Marks Lengths: (61,0 —
81.3-101.6 - 122,0 - 142.2) mm

11. Radius of Rounding of Distal Tip: 3, | mm

12. Requirement for Catheter Outer Surface:
Tube ends to be free of any loose
particulate.Parts to be free of dirt. oil. and
discoloration.Parts to be free of embedded
particulate.

13. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray.

14. Requirement for Surface Resistance to
Blood: All components of the device in direct
tissue or blood contact must be biocompatible
as determined by ISO 10993-1. The device
blood path shall be non-pyrogenic (less than 20
EU/device) in accordance with the Bacterial
Endotoxin Test (AAMI ST72)
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AhdekTnBHaA X1 nHa KaTeTepa

OnnHa KateTtepa

O6wwuii Bug ona mugenen (12110, 12113, 12115)

P * bl gizy ol “Low ka1 f, Jj3 B o T-L ULt e Ahie
M 1r3dse6Te0w0ndn Mjsbn «

TexHNYeCcKne XapaKTepPUCTUKN:

1 AnnHa KaTeTepa: 38,1cm

2. dhekTMBHAA annHa Katetepa: 100 Mm

3. inameTp rnbKoi TpyoKu:

HapyxHblit: 3,3 MMm(x 0,2 MMm)

BHYTpeHHUiA: 2,3 MM

4. lnaMeTp CKONb3ALWEro coegnHuTend: 6,4 Mmm
5. AnameTp ApeHaXHOro oTeepcTua: 1,7vMm

6. KonnnyectBo gpeHaxKHbIX OTBEPCTUIA: 9 WwT
7. AnameTp 0oTBOAALLErO nopra:

BHyTpeHHWIT (0OXBaTblBaKOLLEN YaCTV BUHTOBOIO
NIO3POBCKOro coegnHeHuns): 4,270-4,315 mMm

M7 .6 tJeemllm Atihllfil fej i0t-5°3 Linlp MMIUIiijm  if<n
iS 30 > rr r3r4yrs TrBr'T rB rB 30

Technical characteristics:

1 Catheter length: 38.1 cm

2. Catheter effective length: 100 mm

3. Diameter of the flexible tube:

Outer: 3.3 mm(x 0,2 mm)

Inner: 2.3 mm

4. Slip connector diameter: 6.4 mm

5. Vent slot diameter: 1.7 mm

6. Number of vent slots: 9 pieces

7. Vent port diameter:

Inner (Locking female luer fitting): 4.270-4.315
mm

Outer (Locking female luer fitting): 5.7 mm



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

Hapy»Hbli1 (0xBaTbIBatoLLell YaCTh BUHTOBOKO
JIO3POBCKOro coefuHeHus): 5,7 MM

8. O6waa macca nsgenus: 4,53 r

9. MunHuManbHoe ycuame Ha paspbis: 15 H

10. AnuHa nepdopupoBaHHOro AUCTaNbHOIO KOHLaA
KateTtepa: 7,9 MM

11. Pa3mepbl OT AUCTaNbHOIO KOHLUa KaTeTepa Ao
OTMETOK rnybuHsl seegeHuns: (20,3 - 30,5-41,0-
50,8-61,0-71,1 -81,3-91,4- 101,6)Mm

12. Pagnyc CKpyT/IeHUS AUCTaNbLOro HaKOHeYHMKa:
1,65 Mm

13. TpeboBaHME K HApPY>XHOW MOBEPXHOCTU KaTeTepa:
Ha petanu He fO/HKHO ObITb OTMNEYATKOB NasibLeB,
BKpan/eHWii, NaTeH, NOATEKOB U / UN TBEPAbIX
yacTu

14. Tpeb0oBaHMS K PEHTTEHOKOHTPaCTHOCTK
AMCTanbHOro KOoHUA KaTeTepa: HakoHeyHUK KaTetepa
(ecnn oTAENbHbIE KOMMNOHEHT) AO/IKEH ObITb BUAEH

BO BPEMSI PEHTTEHOBCKOr0 MCCNef0BaHNS

15. TpeboBaHMe YCTOWYMBOCTM NOBEPXHOCTEN K
BO34eNCTBMIO KPOBU: Bce KOMMOHEHTbI YCTPOICTBA,
HaxofsLinecs B HENOCPeACTBEHHOM KOHTaKTe C
TKaHAMW UM KPOBbIO, AO/MKHbI OblTb 610M0! NYeCKn
COBMeCTUMbI, KakK onpejeneHo B cTaHgapTe 1SO
10993-1. KpoBOTOK YCTpPOCTBA LO/IKEH ObITh
HenuporeHHbiM (MeHee 20 EU / ycTpolicTBO) B
COOTBETCTBUM C TECTOM Ha 6aKTepuanbHbIi
3HOOTOKCUH

8. Product total mass: 4.53 ¢
9. Minimum force at break is 15 N
10. Distal Perforation Length: 7,9 mm

11. Distal End to Depth Marks Lengths: (20,3 -
30,5-41,0-50,8-61,0-71,1 -81,3-91,4-
101,6) mm

12. Radius of Rounding of Distal Tip: 1,65 mm

13. Requirement for Catheter Outer Surface: Part
to be free of fingerprints, spots, smears,
smudges, and/or particulate matter

14. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray

15. Requirement for Surface Resistance to
Blood: /1 components of the device in direct
tissue or blood contact must be biocompatible as
determined by 1SO 10993-1.The device blood
path shall be non-pyrogenic (less than 20
EU/device) in accordance with the Bacterial
Endotoxin Test (AAMI ST72)
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TexHUYEeCKNe XapaKTepucTUKN:

1 OnuHa KaTteTepa: 38,1 em

2. dphekTnBHAA AnmHa KateTepa: 100 Mm

3. AnameTp Kopnyca:

HapyxHblii: 4,3 mm (£ 0,2 MMm)

BHyTpeHHuUiA: 2,8 Mm

4. AnameTp eKkonb3flero eoeauHuTend: 6,4 Mm
5. AnameTp ApeHaXHOoro oTBepcTua: 2,4 Mm

6. KonnnyecTBo ApeHaxHbIX OTBEPCTUIA: 9 WT
7. QnameTp 0TBOAALLErO NopTa:

BHYTpeHHUI (0XBaTblBatOLLel YaCTU BUHTOBOIO
NH0:3POBCKOro coefnHeHus): 4,270-4,315 mMm

Hapy>XHbIin (OXBaTbIBalOLLEA YacTW BUHTOBOIO
JIIO3POBCKOr0 COeANHEHUR): 5,7MM

8. Obuwaa macca mu3genus: 6,23 r

9. MnHUMansLHoe ycunve Ha paspbis: 15 H

10. AnvHa nepdoprpoBaHHOro AUCTa/IbHOTO KOHLUA

katetepa: 10,4 mm
11 Pa3mepbl OT AMUCTaNLHOIO KOHUA KaTteTepa Ao

OTMEeTOK rny6uHbl BBedeHus: (20,3 - 30,5 - 40,6 -

50,8-61,0-71,1 -81,3-91,4- 101,6) Mm

Technical characteristics:

1 Catheter length: 38.1 cm

2. Catheter effective length: 100 mm

3. Diameter of the body:

Outer: 4.3 mm (= 0,2 mMm)

Inner: 2.8 mm

4. Slip connector diameter: 6.4 mm

5. Vent slot diameter: 2.4 mm

6. Number of vent slots: 9 pieces

7. Vent port diameter:

Inner (Locking female luer fitting): 4.270-
4.315 mm

Outer (Locking female luer fitting): 5.7 mm
8. Product total mass: 6.23 ¢

9. Minimum force at break is 15 N

10. Distal Perforation Length: 10,4 mm

11. Distal End to Depth Marks Lengths: (20,3 -
30,5-40,6-50,8-61,0-71,1 -81,3 -91,4-
101,6) mm

12. Radius of Rounding of Distal Tip: 2,16 mm
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12. Pagnyc CKpyrneHms AUCTaibHOro HakoHeY }vKa:
2,16 Mm

13. TpeboBaHMe K HApY>XHOW MOBEPXHOCTU KaTeTepa:
Ha feTann He JO/MKHO ObITb OTNEYaTKOB NasbLEB,
BKparbTeHWii, NaTeH, NOATEKOB U / Un TBepAbIX
yactuy,

14. Tpeb0oBaHMS K PEHTTeHOKOHTPACTHOCTU
AVCTaNnbHOro KOHUA KaTeTepa; HakoHe4yHMK KaTeTepa
(ecnn oTAENbHbIA KOMMNOHEHT) A0MKEH ObITb BUAEH
BO BPEMSI PEHITEHOBCKOI0 MCCNef0oBaHUs

15. TpeboBaHMe YCTOWNYMBOCTM MOBEPXHOCTEN K
BO3[ElCTBMIO KpoBW:BCe KOMMOHEHTbI YCTPOICTBA,
Ha.X0AsLLMECA B HENOCPEACTBEHHOM KOHTaKTe C
TKaHSAMW WM KPOBbLHO, JO/KHbI ObITb 6M0/IOTMYECKU
COBMECTUMbI, Kak onpefeneHo B ctaHgapTte 1SO
10993-1. KpoBOTOK YCTPOICTBA AO/MKEH ObITb
HenuporeHHbiM (MeHee 20 HU / ycTpoiicTBO) B
COOTBETCTBMM C TECTOM Ha GaKTepuanbHbIi
3HAO0TOKCUH

TexHn4yecKne xapakTepucTuUKN:

1 AnunHa KaTeTtepa: 38,1 cm

2. AphekTmBHAA AnnHa KaTeTepa: 100 Mm
3. nameTp rnbKoi TpyoKu:

13. Requirement for Catheter Outer Surface;
Part to be free of fingerprints, spots, smears,
smudges, and/or particulate matter

14. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray

15. Requirement for Surface Resistance to
Blood: All components of the device in direct
tissue or blood contact must be biocompatible
as determined by 1SO 10993-1. The device
blood path shall be non-pyrogenic (less than 20
EU/device) in accordance with the Bacterial
Endotoxin Test (AAMI ST72)

Technical characteristics:

1 Catheter length: 38.1 cm

2. Catheter effective length: 100 mm
3. Diameter of the flexible tube:
Outer: 5 mm(z 0,3 mm)



Hapyxnbiit: 5 mm(x 0.3 mwm)

Brytpenunii: 3,3 My

4. InameTp cKoNb3AUICTO COSTHHNTENR: 6.4 MM
5. Jlnametp apenakHoro otsepcTus: 1 Mm

6. Konandectao apeHakHbIX oTBeperril: 20ut
7. InameTp 0TBOAALLETO NOPTA:

BHyTpeHnuit (0XBaThiBatoILeH 4aCTH BHHTOBOTO
AOIPOBCKOTO coennneHnn): 4.270-4.315 mm

Hapyxumii (oxsavbisatlowedl 4acT¥ BUHTOBOTO
NOIPOBCKOTO COCAMHEHHA): 5,7MM

8. O0wan macca n3aenus: 7.06 r

9. MurumanbHoe ycunmne Ha palpus: 15 H

10. Jnuna nepopHpoBaHHOrO JHCTANLHOTC KOHUA
katetepa: 8.1 Mm

I1. Pasmepsl OT IMCTAILHOrO KOHUA KareTepa 10
OTMETOK FAYOMHE Beeenn: (20.3 — 30,5 - 38,1 - 48.3
-559-66.0-73.7-838-91.4)mm

12. Paauyc CKpyrIcHHA NHCTANLHOIO HAKOHEWHHKA:
2,54 mm

(3. TpeboBaHue X Hapy XHOH NOBCPXHOCTH KaTeTepa:
Ha aetann we a0a%H0 GbiTe OTIEHATKOB NAILUCS,
BKPANICHHI. NATCH. NOATCKOB ¥ / WX TREPABIX HaCTHL
14,  TpeboBanws Kk  PEHITEHOKOHTPAcTHOCTH
ANCTAILHOrO KOHUA Katetepa: HakoHewHHK Katerepa
(ecHi OTAENLHBIH KOMIIOHEHT) 20MKEH ObiTh BHACH BO
BPEMSA PEHTICHOBCKOTO HCCACAVBANNA

lnner: 3.3 mm

4. Slip connector diameter: 6.4 mm

5. Vent slot diameter: 1 mm

6. Number of vent slots: 20 pieces

7. Vent port diameter:

Inner (Locking female luer fitting): 4.270-4.315
mm

Outer (Locking female luer fitting): 5.7 mm

8. Product total mass: 7.06 g

9. Minimum force at break is 15 N

10.Distal Perforation Length: 8,1 mm

11. Distal End to Depth Marks Lengths: (20,3 -
30.5-38.1-483-559-66.0-73.7~838-
91.4) mm

12. Radius of Rounding of Distal Tip: 2.54 mm

13. Requirement for Catheter Outer Surface: Part
1o be free of fingerprints, spots, smears,
smudges. and/or particulate matter

14. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray

15. Requirement for Surface Resistance to
Blood: All components of the device in direct
tissue or blood contact must be biocompatible as
determined by 1SO 10993-1
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15. Tpebopanne ycTORYMBOCTH NOBEPXHOCTEH K
sosieHcTBUIO Kposn:Bce komioHenTw ycTpoihicTsa.
HAXOAAUIMECA B  HEMOCPEICTREHHOM KOHTaKIe ¢
TKaHAMH KA KPOBBIO, AONAKHB ObiTe GHOAOrHYCCKN
COBMCCTHMBI, KaK onpeieacHo B ctadaapre 1SO
10993-1. KpoBoTok YcTpoicTBa AONKCH  OblTh
HENUPOreHHbLIM  (MeHee 20 EU / ycrpoiicreo) 8
COOTBETCTBHW ¢  TecTOM  Ha  OakTepHaabHbIA
SHAOTOKCHH

The device blood path shall be non-pyrogenic
{less than 20 EU/device) in accordance with the
Bacterial Endotoxin Test (AAMI ST72)

MnacTHuHLIA NOAUXAOPBHHWIOBLIH JIpeHAKHLIA KaTeTep
4% NEBBIX OTACAVB CEPALA COCTONT H's rndKoH
nAACTMACCOBOH TPYOKH ¢ nEpPopHPOBAHHLIM JIHCTANLHBIM
cermMeHToM, ToHknE niacTHUHLIA NpoBO2 BHYTPH TPy OKn
KaTerepa 1103B0ISET IPH/aBaTh el TouHYI0 dopmy.
OTMeTKH rayOnnbt Ha TpyOxe nokasLIBaoT rayonny
BBEACHHA.

The Malleable PVC Left Heart Vent consists of a
flexible plastic tube with a perforated distal segment,
A malleable thin wire within the catheter tube permits
precise shaping. Depth markings on the tube indicate
insertion depth.

Monen
6/
Model

Yeprex w/nan goro
Drawing / Photo
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12101

Lz TATT

12001 &
12008
Kovnonenta: Components:

1. KoHycoBHAHKIA PCHTTCHOKOHTPACTHLIN
HaKOHCYHHK

2. ipesaxnbic oTBEpPCTHA

3. OrMeTkm riyOuHb! BBCICHHA

4. Kopnyc n3 1IBX (rubkas tpyoka)

5. Cxkoap3simii cocanruTens

6. Orsoamumit nopr

8. INaacTuuHbli cTHICT U3 HepxaBetotel craan
(nposoanuk)

9. Cxonb3sian pyKoaTka ¢ OXBATHIBAKOILMM
coeanHennem Jiopa

1. Tapered radiopaque tip

2. Vent holes

3. Insertion depth markings

4. PVC body (flexible tube)

5. Slip connector

6. Vent pornt

8. Malleable stainless steel stylet (introducer)
9. Female luer slip handle
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«S£u

[AnuHa cTtuneta

O6wwmii Bun ana mogenu 12101

TexXHNYeCcKne XapaKTePUCTUKMN:

OnvHa KateTepa: 32 cm

OnvHa ctuneta: 34,5 cm

AdekTmBHaA annHa Katetepa: 100 Mm

Hapy»HbIin anameTp HakoHeyHuKa 13 Fr (4,3 mm)(x
0,2 Mm)

Technical characteristics:

1 Catheter length: 32 cm

2. Stylet length: 34.5 cm

3. Catheter effective length: 100 mm

4. Outer diameter of the tip: 13 Fr (4.3 mm)(z 0,2
mm)

5. Diameter of the flexible tube:



-

. TpebopaHus K

Huaverp rudxoit TpyOkn:

Hapyxubiit: 4.3 um(x 0.2 mm)

Buytpesnuil 3 mm

JnameTp ckoab3Amero coeannntens: 6,4 My
JnameTp ApeHaAKHOTO OTBCPCTHA: 2 MM
KonuuecTso fpenaxubiX oTeepeTii: 14w
Obman macca wigenms: 11.74 r

. JlnaMeTp oTBo.1MLIEro NOPTa:

Buytpennnii (oxsatsiBaioiieii 4acTH BHHTOBOTO
MOIPOBCKOTO coetHHCHHA): $.270-4.315 My
Hapyxubii (oxBaThiBaloILeH 4acTH BHHTOBOIO

AI0IPOBCKOFO COCAHHCHHA): 5, 7M™

» Munnmaibsoe youane Ha paspuie: 15 H
. Ilnnna nepdopHpOBAHHOTC ANCTATBHOTO KOBIA

Katerepa: 22,6 MM

. Pa‘mepu OT ANCTAILHOIO KOHLA KaTeTepa 10

OTMCTOK FaAyOnHb BBe1eHHA: ( 39.9 — 49.8 - 61,5 —
72.4 - 83.1 -94.0 - 105.0 ) um

. Pa:myc CKPYIACHHUA JIHCTANLHOTO HAKOHCHHHUKA.

(1.27 - 4.06) MM

. Hapyxuwi#i anametp paboscii wactu cruneta: 1. 7

MM

. TpeDopanue K HapyxHOH NOBEPXHOCTH KaTeTepa: Ha

AETAIM HE JOAKHO GbiTh OTNEMATKOB MaTbLes,
BKpanieHni. nATEH, noAatexos H / WIH TBEpABIX
YacThiy

PEHTICHOKOHTPACTHOCTH
AMCTanbHOrO  KoHua  Karverepa:  Haxonewnuk
KATeTCpPa (CCIM OTIICAbHbIA  KOMIIOHCHT) A0/DKEH

Outer: 4.3 mm(+ 0,2 mm)

Inner: 3 mm

6. Slip connector diameter: 6.4 mm

7. Vent slot diameter: 2 mm

8. Number of vent slots: 14 pieces

9. Product total mass: 11.74 g

10. Vent port diameter:

Inner (Locking female luer fitting): 4.270-4.315
mm

Outer (Locking female luer fitting): 5.7 mm
11. Minimum force at break is 15 N

12.Distal Perforation Length: 22.6 mm

13. Distal End 10 Depth Marks Lengths: ( 39,9 -
498 -61.5-72.4-83,1 -94,0-105.0 ) mm

14. Radius of Rounding of Distal Tip: (1.27 - 4,06)
mm

15. OD of Stylet Working Portion: 1, 7 mm

16. Requirement for Catheter Outer Surface: Part to
be free of fingerprints. spots. smears. smudges.
and/or particulatc matter

17. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray

18. Requirement for Surface Resistance to Blood:
All components of the device in direct tissue or
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ObiTb  BUAEH BO  BPeMS  PEHTreHOBCKOro
nccnefoBaHus

TpeboBaHMe  YCTOWYMBOErM  MOBEPXHOCTEN K
BO3LENCTBUIO KPOBM ; Bce KOMMOHEHTBI YCTPOIACTBA,
Haxofdlnecd B HENOCPeLCTBEHHOM KOHTaKTe C
TKaHAMMW WU KPOBbLHO, AO/MKHbI ObITb BMOMOTMYECKU
COBMeCTUMbI, KaK onpefeneHo B cTaHgapte 1SO
10993-1 .KpoBOTOK  yCTpOiACTBA AO/MKEH  ObITb
HenmporeHHbiM (MeHee 20 EU / ycTpolicTBo) B
COOTBETCTBMM C TECTOM Ha 6GakKTepuanbHbIii
3HAOTOKCUH

r i

S dekTNBHAA fNHA
KateTepa

[.TnBa Katetepa

blood contact must be biocompatible as determined
by 1S(3 10993-1. The device blood path shall be
non-pyrogenic (less than 20 EU/device) in
accordance with the Bacterial Endotoxin Test
(AAMI ST72)

o6t LHA B0 mogeneit (12001, 12008)
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TexHu4Yeckne xapakKTepUCTUKN: Technical characteristics:
1 AnuHa kaTeTepa: 33 cm 1 Catheter Iength: 33 cm
2. 2((eKTNBHAA A/MHA KaTeTepa: 100 MM 2. Catheter effective length: 100 mm
3. Hapy>Hblil juameTp HakoHeyHnka 13 Fr (4,3 MI\Sr([I?r(T?)Uter diameter of the tip: 13 Fr (4.3 mm)(+ 0,2

(= 0,2 Mm)

4. lnameTp rmokoli TpyoKu:

Hapy>Hblit; 4,3 mm(+ 0,2 MM)

BHYTpeHHUiA: 2 MM

5. lnameTp CKO/b3ALWEro eoeguHurens 6,4 mMm
6. lmameTp ApeHaXXHOro OTBEPCTUA 2 MM

7. Konnn4yecTBo ApeHaXHbIX 0TBEPCTMIA 14 Wit
8. [lnameTp 0TBOASALLErO rtopTa:

BHyTpeHHWiA (0XBaTbIBalOLWEN YacTW BUHTOBOMO
NHO3POBCKOT0 coefuHeHuns): 4,270-4,315 Mm

4. Diameter of the flexible tube:

Outer: 4.3 mm(zx 0,2 mm)

Inner: 2 mm

5. Slip connector diameter: 6.4 mm

6. Vent slot diameter: 2 mm

7. Number of vent slots: 14 pieces

8. Vent port diameter:

Inner (Locking female luer fitting): 4.270-4.315
mm

Outer (Locking female luer fitting): 5.7 mm
9. Product total mass: 11.74 g

10. Minimum force at break is 15 N

11. Distal Perforation Length: 21,6 mm



Hapyxubiii (0XBaTLIBAIOWICH 44CTH BUHTOROIO
OIPOBCKOrO COCANHEHNA): 5.7TMM

9. O0was macca Wiaema: 5.63 r

10. Muunsansioe yename va paspsie 15 H

11. l:tmua nepgoprpoBaHioro AnCTanbHoro KoHua
karetepa: 21, 6 My

12. PasMepb! OT AMCTANLHOIO KOHUA KATETEpa A0
OTMETOK rnyOnHbl BBEaCHHUA: ( 39.9-49.8-61.5 -
72,4 - 83,1 - 94,0 - 104.7) mm

13. Panuyc CKpyTICHHA AMCTANILHOTO HAKOHEYHNKA!
(0.27-4.)mm

14. TpeGoBanue Kk HAPYKHON NOBEPXHOCTH
kaTeTepa: Ha acvain He J0mMKHO OMTh OTNEHATKOB
NATBLUCB. BKpaNICHUH, NATEH, NOATEKOR K / HN
TBREPALIX YacTHU

15. TpeOGoBaNNA K PCHTICHOKOHTPACTHOCTH

JAWCTAIBHOrO KOHUA KaTeTepa: HakoHeuHnk
KareTepa (eCAu OTACHLHBLIA KOMNOHEHT) A0 1KEH
ObITh BUACH BO BPCMA PCHITEHOBCKONO
HCC1eA0BaHNS

16.TpebGoBanne ¥CTOHYHBOCTH NOBEPXHOCTEH K
BO3ACHCTBHIO KPOBY: Bee XOMNOHCHTH YCTpo#icTea,
HaXUAALIKECA B HENOCPEICTBEHHOM KOHTAKTE ©
TKAHAMH W.IH KPOBBIO. NO:KHLI ObITh GHONOrMUECKH
COBMECTHMDI. KaK onpeaesneno B crangapre 1ISO
10993-1. KpoBoTok yYcTpoiicTBa 20.DKCH ObiTh
annporedusiM (menee 20 LU / yerpoiietso) B

12. Distal End to Depth Marks Lengths: ( 39.9 -
498-61.5-724-83.1-94.0-104,7) mm

13. Radius of Rounding of Distal Tip: (1,27 —4.1)
mm

14. Requirement for Catheter Outer Surface: Part
to be free of fingerprints. spots, smears, smudges,
and/or particulate matter

15. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray

16. Requirement for Surface Resistance to Blood:
All components of the device in direct tissue or
blood contact must be biocompatible as determined
by ISO 10993-1. The device blood path shail be
non-pyrogenic (less than 20 EU/device) in
accordance with the Bacterial Endotoxin Test
(AAMI ST72)
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TexHNYecKne XxapaKTepucTUKN:

1AnuHa katetepa: 31,5 cm

2.9(hdeKTMBHAA anvHa Katetepa: 100 Mm

3. HapyHblii grameTp HaKOHEYHUKa:

10 Fr (3,3 mm)(x 0,2 Mm)

4. [unameTp rnokoli TpyoKu:
HapyXHbli1:3,3 Mm(x 0,2 MM)

BHYTTpeHHMIA: 2,6 MM

5. JvameTp ckonb3ALero coeguHuTens: 6,4 mMv
6. JvameTp gpeHa)KHOro o0TBepCTUA: 2 MM
Y.KonnnyecTtBo apeHax}1biX OTBEPCTUIA: 8LUT

8. inameTp oTBOAALLErO [tOpTa:

BHyTpeHHMiA (0xBaTbIBaOLEA YacTW BUHTOBOMO
NO3POBCKOro coeanHeHus): 4,270-4,315 vMm

Technical characteristics:

1 Catheter length: 31.5 cm

2. Catheter effective length: 100 mm

3. Outer diameter of the tip: 10 Fr (3,3 mm)(z 0,2
mm)

4. Diameter of the flexible tube:

Outer: 3.3 mm(x 0,2 mm)

Inner: 2.6 mm

5. Slip connector diameter: 6.4 mm

6. Vent slot diameter: 2 mm

7. Number of vent slots: 8 pieces

8. Vent port diameter:

Inner (Locking female luer fitting): 4.270-4.315
mm

Outer (Locking female luer fitting): 5.7 mm

9. Product total mass: 4.02 g

10. Minimum force at break is 15 N
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9. O6uaa macca usgenus: 4,02 r

10. MyHMUManbLHoOe ycunme Ha paspbis: 15 H

11. AnuHa nepdhopupoBaHHOIO AMUCTANIbHOTO KOHLA
Katetepa: 11,4 mMm

12. Pa3mepbl OT AUCTaNbHOr0 KOHUA KaTteTepa 40
OTMETOK rny6uHbl BeegeHus: (40,1 - 50,0-61,7-
72,4-83,3 -94,0- 104, 9) mm

13. Pafumyc CKpYT/IeHUS AUCTa/IbHOTO HAKOHeYHMKa:
(L7-25)mMm

14. TpeboBaHMe K HAPY>KHON MOBEPXHOCTH
KaTeTepa: Ha feTann He 4O/MKHO 6bITb OTMEYATKOB
nasibLeB, BKpanieHnid, NATeH, NOATEKOB U/ uau
TBepAbIX YacTuL

15. Tpe6oBaHMS K peHTTeHOKOHTPACTHOCTU

AMCTaNIbHOrO KOHLA KaTeTepa: HakoHeYHWK
KaTeTepa (ecnv OTAENbHbIA KOMMOHEHT) AO/MKEH
OblTb BUAEH BO BPEMS PEHTrEHOBCKOIO
nccnefoBaHums

16. TpeboBaHMe YCTONYMBOCTU NOBEPXHOCTEN K
BO3[ENCTBMIO KPOBW: Bce KOMMOHEHTHI YCTPOICTBA,
HaxoasLmnecs B HEMOCPeLCTBEHHOM KOHTaKTe C
TKaHSIMU UM KPOBbHO, AOMKHbI ObITb BMONOrMYECKN
COBMECTUMbI, Kak orpefeneHo B cTaHfapTe ISO
10993-1 KpoBOTOK yCTPOWCTBA AOMKEH ObITb
HenuporeHHbiM (MeHee 20 EU / ycTpoiicTBO) B

11. Distal Perforation Length: 11,4 mm

12. Distal End to Depth Marks l.engths: (40,1 -
50,0 - 61,7- 72,4 - 83,3 - 94,0 - 104, 9) mm

13. Radius of Rounding of Distal Tip: ( 1,7- 2,5
) mm

14. Requirement for Catheter Outer Surface: Part
to be free of fingerprints, spots, smears, smudges,
and/or particulate matter

15. Requirement for Radiopacity of Distal End:
Catheter tip (if separate component) must be
visible on x-ray

16. Requirement for Surface Resistance to Blood:
All components of the device in direct tissue or
blood contact must be biocompatible as
determined by ISO 10993-1. The device blood
path shall be non-pyrogenic (less than 20
EU/device) in accordance with the Bacterial
Endotoxin Test (AAM I ST72)



7.YCNOBUSA
npumeHenuns /
Operating
conditions

8.Ycnosus
TpaHCNopTUPOB
aHus "
XpaHeHus /
Conditions of
transportation
and storage
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COOTBETCTBUWN C TECTOM Ha 6akTepmanbHbIli
3HAO0TOKCUH

MONVMXNOPBUHUMOBLIA  APEHaXHbI  KaTeTep And  NeBbIX
OT[eN0B CepALa COCTOMT U3 TMBKO NnacTMacCoBOi TPY6KU
C  nepdopupoBaHHbIM  AMCTaNbHbIM  CerMeHTOM. K

nepopnpoBaHHOMY  KOHLY  MNPUKPENeH  HeboMbLLOiA
KOHYCOBW/HbIA CUMMKOHOBbLI HAKOHEYHWUK, 0O6/eryaroLuii
BBEleHMEe  MPOKCMMaNbHOro  KOHUA  KaTeTepa  4epes
MUTPanbHbIA  KnanaH. OTMeTKM LnybuHbl Ha Tpybke
NOKa3blBaOT rNyOMHY BBEAEHNS.

MapameTp 3HauveHue
Temnepatypa B TMOMeLLEHUN, Ot +18 po + 42

“C

BnaxHocTb, % Jo 100
OTHocuTenoHoe fasneHne, rlla Ot 700 rfMago 1060
3TN yCcTpoiicTBa NpeaHa3Ha4eHbl AN UCNOMb30BaHNA B
MEANLNHCKUX YUPEXAEHNSX.

MNapameTp 3HayeHue
TemnepaTypa TpaHCMOPTUPOBaHNUS, (-35)4+40)
TemnepaTypa XpaHeHus, 20-25
BnaxHocTb, % Or5p0 9%
OTHOCKTeNbHOE faBneHue. Kila Ot 70 po 106

The PVC Left Heart Vent consists of a flexible plastic
tube with a perforated distal segment. A small tapered
silieone tip is attached to the perforated end to aid in
the insertion of the proximal end of the catheter across
the mitral valve. Depth markings on the tube indicate
insertion depth.

Parameter Value
Room temperature, °C from +18 to + 42
Humidity, % to 100

Relative Pressure, hPa from 700 to 1060
These devices are to be used in medical institutions.

Parameter Value
Temperature transportation, °C (-35)-(+40)
Temperature storage, °C 20-25
Humidity, % from 5to 95

Relative pressure, kPa from 70 to 106



9.Jlepeucy w
ONNUCaHNE
MaTepnanos
METHUNHCKOrO
H3ACAHA,
BCTYNAIOUINX B
HENOCPEACTBEH
Huil WM
ONoCPEI0BAHKBY
W KoMTAKT ¢
OPraHH3IMOM
NAUNEHTS
(Tenom
senoseka)/ List
and description
of medical
device
materials with
direct or
indirect
contact  with
the patient's
body (human
body)

*MapKH MATEPHAIOB MEAHUNHCKOTO HIIEAHA YKA3aNLI B TeXHHIecKkoM dailiae nponsBoaRTeIR B MOTYT GLITH
NPEROCTAB IENK 110/IL30BATE N0 N0 3ANPOCY
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Bua KoHTakTa ¢ naymeHTom /
yenosekom / Patient/human
body contact type

MpoueHTHOE
MaTepunan KOMMNOHeHTa / COOTHOLLIEHNE
Component material (%)/
Percentage (%)

KomnoHeHT / Component

Mpo3payHblii akpun (12116, 12115,
12118, 12016, 12002, 12220)/

KpaTkoBpeMeHHbIli (< 24
4acoB), C LMPKYNUpytoLLeit

Transparent acryl (12116, 12115, 100 KpoBbto / Short-term (<24h)
12118, 12016~ 12002, 12220) with circulating blood
Ckonb3awuii coeguHutens / Mpo3payHbIil akpwmn,
Slip connector CTabMNN3MPOBaHHbIA raMma-
nsnydeHvem (12113, 12101, 12001, 100
12008, 121 10)/ Transparent acryl
stabilized by gamma rays (12113,
12101, 12001, 12008’ 12110)
KpbilwKa 0TBOAALLEr0 NnopTa KpaTkoBpeMeHHbIli (< 24
' (12008, 12101, 12001, 12115, o . 4acoB), C UMPKYNupyoLLeit
12113, 12110)/ Vent port cap beneiit nonmnponunen / White 100 KpoBbto / Short-term (<24h)
(12008, 12101, 12001, 12115, polypropylene with circulating blood
12113, 12110)
100 KpaTKoBpeMEeHHbIN (< 24
Mpo3pauHblii MBX ans 100 4acoB), C LMPKYAUPYHOLL el
Kopnyc 13 MBX / PVC body MeAVLMHCKOro WCMosib3oBaHus / 100 KpOBbtO / Short-term (<24h)
Transparent PVC for medical use 100 with circulating blood
MnacTnuHbli nposog (12116, KpaTkoBpemeHHbIit (< 24
12118, 12115,12110, 12113)/  HepxaBetollasa ctanb / Stainless 100 4acoB), C LMPKYNMpYIoLLEl
Malleable wire (12116, 12118, steel KpoBbto / Short-term (<24h)
12115,12110, 12113) with circulating blood
MnactuuHbii  CepAauesnHa . KpaTkoBpeMeHHbIii (< 24
cTUneT U3 N3 MAFKOVA Hepxaseiowas ctanb / Stainless 100 4acos), C UMpKynupytouen

HepXXaBeloLwein  NpoBonoKu /
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CTaNMn Core from soft kposbio / Short-term (<24h)
(12101.12002, wire with circulating blood
12016.12220) [TovaKHNE 03
/Malleable | °'P°
stainless steel | ['O"MPOBAHHO Hepxasetoutas crank / Stainless
¥ nposonoku / 100
stylet Sprine fi steel
(12101,12002,| >PTInE rom
12016.12220) | Polished wire
PyKkoATKa-CTHNETA Kparkospemensbiit (< 24
(12016.12002.12220)/ Stylet | | 'PO*PasbiH apwn /Transparent 100 1acos). ¢ UMpKYHpylouteH
handle (12016.12002.12220) acryl kpoBsio / Short-term (<24h)
with circulating blood
CKonbINLAN PYKOATKA C Kpsonut (BoraeficTeHe akpusiom) 100 Kpatkospemennnii (< 24
OXBATHIBAIOUINM COCANHEHHEM 4acoB), ¢ UHPKY.IHpYIOwLCH
Jloapa (12101) / Female luer Ilpospauneii akpun 100 kporbio / Short-term (<24h)
slip handle (12101) with circulating blood
Kneh y Myvcroi Kparxoapemennpiti (< 24
pyxoatku- | moMentaneHn | Linanvoaxkpunatauiit mun / Ethyl HacoB). ¢ UHPKYIHpYIOLLCH
ctaera | # kaed / Thick cyanoacrylate . kpossto / Short-term (<24h)
(12016. 12002.| instant glue with circulating blood
12101.12220)
/ Glue at stylet AKTHBaTOD /
handle (12016, Aclivatof H-rentau / n-heptane 100
12002, 12101.
12220)
wepiuaa / ink 100 Kparxospemennnii (< 24
O'rMchu. ryouHL! BBCACHHA / Yephuna 7 ink 100 4acoB). ¢ UAPKY.IMpyioweh
Insertion depth markings depponsacta cunas / blue ferroplast 100 Kpo\:;': :ifcl:l(;:t.it:glgzd“h)
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OTMeTKMN rny6uHbl BBEAEHUA
(12101, 12008, 12001, 12118,
12110, 121 16, 12115, 12113)/
Insertion depth markings
(12101, 12008, 12001, 12118,
12110, 12116, 12115, 12113)

Kneswee BewecTtso (121 10,
12001, 12113, 12115, 12008)/
Adhesive material (12110,

12001, 12113, 12115,
12008,12004)

KoHycoBuWAHbIi

PEHTreHOKOHTPACTH bili KOHUYMK

/ Tapered radiopaque tip

TMBKNIA CMINKOHOBBIW Kopnyc
(12002, 12016, 12220)/ ~
Flexible silicone body (12002,

12016, 12220)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

pactBopuTenb-nHrnbuTop / solvent-

inhibitor
CuHune yep}wna / Blue ink

Cu}ime yepHmna / Blue ink

LinknorekcaHoH,
NOANBUHUAXNOPUA,

TeTparngpody paH / Cyclohexanone,

polyvinyl chloride,
tetrahydrofurane
CWNNKOHOBbLIV Kayuyk ¢ BaS04,

6enbiii (12002, 12016,12220)/
Silicone rubber with BaS04, white
(12002, 12016,12220)
Kneinkuin cnankoH, npo3spadHblii,
OTBEPXAAKLLMNIACA NPY KOMHATHO
TemnepaType (12016, 12002,
12220) / Adhesive silicone,
transparent, hardening at room
temperature (12016, 12002, 12220)

IIBX ¢ BaS04. cuHuii (12101,
12008, 12001)/PVC with BaS04,
blue (12004, 12101, 12008, 12001)
CunnkoHoBbli kKayuyk / Silicone
rubber

PacTtBopuTens / Solvent

100

100

100

100

100

100

100

100

100

KpaTkoBpeMeHHbI (< 24
4acoB), C UMPKYMpPYOLLEN
KpoBbto / Short-term (<24h)

with circulating blood

KpaTkoBpeMeHHbIl (< 24
4acoB), C LMPKYINpYyIoLLeit
KpoBbto / Short-term (<24h)

with circulating blood

KpaTkoBpeMeHHbI (< 24
4acoB), C LMpPKYyMpytoLei
KpoBbto / Short-term (<24h)

with circulating blood

KpaTKoBpeMeHHbIit (< 24
4acoB), C LMpKynupytoLein
KpoBbto / Short-term (<24h)

with circulating blood



FO.JaHHble O MapKnpoBKa MHANBUAYANbHOW YNaKOBKMU:
MapKupoBke Individual package labeling;

MEANLIMHCKOTO [N KaTeTepos APeHaXHbIX A8 NeBbiX 0TAenos cepaua DLP:
;Il?lgigg?(elm ero MapKVUpoBKa WHAMBUAYANbHON YNaKoBKN Ha NpUMepe BapuaHTa UCMONHeHUsa mogenn 12001
Labelling and For Left Heart Vent Catheters DLP:

Packaging of an example of the individual package marking of the model 12001

medical device

DLP* . 12001
Gt MQNMI*>

13 Fr

L«N Hoad Vent Catheter

CattwHm d« d6co<nproMMi du

venmcuttf uauche /

Unksbenf-ErtMIt*tA»fosthal« /Caleter

psra -+ u  a0a <N taoeqtwwdtt del
rotaartin "On«ic/TUNBcasmmor wsor de

Irilt«rrueholt ifCoic efe «cremnfcee

BTESICEN 1 v SUo/ VMMIniinxf&kaleier. vergtic

' Wy sale < hieitei | Sydemenytoatrrmn

puQtakon dmonpoelokaMn / Kaigk>x«
w  evtultnino «V/vAnrdefhianat L

[pua*’HaQmy KddtkVKx. Liorpbiork «PHOmprK
mop6mK; i Odiuttn<ngftl(alete« til voraitre N
h~eftetummer t Cambik do

2018010634 odpoMMrt(/en«> brymuo terc« | CeMet

de 40 mfdcjto <EM)idexdo/

2 2021-01-31 $<jtKelp Vetd Kakden - Ofbndrorbe*
kidoti p<« tow* ttarwoi
«iyoturfcHrw ififmmiuuibm »ai«n>p il

0123 aMKinoraenoe blaprvH Ct

in»te
, W 6T «0
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MapKnpoBKa TpaHCNopTHON Tapbl (NpeAcTaBieHa CUMBOAMK):
Transport packaizins marking (presented bv symbols):

fT

Cwumson/Symbol Paclwundgposka/ Description
A\ BHumaHne! O3HaKOMbTECH C COMPOBOAMTENLHON JOKYMeHTauuei/

Caution, Consult Caution, Consult Accompanying Documents

Accompanying Documents

PVrgg”n AnuporeHHo/ Nonpyrogenic
Non pyrogenic
(S) He ucnonk3osath nosTtopHo/ Do Not Reuse
Do Not Reuse
He cTepunmsoBatb nosTopHo/ Do Not Resterilize

Do Not Resterilize

\ m Konuuectso / Quantity

Quantity

I USA Tonbko ana CLUA/ For US Audiences Only

Rx Only BHUMAHWE: ®egepanbHbiM 3akoHOM (CLUA) paspelseHa

npoAaxka 3Toro M3genns ToAbKO Bpadam MM Mo UX NpeanucaHuio.
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LSTERILE [EO;
Sterilized Using Ethylene
Oxide

——"y

Crepnaniosano ytancHokenom/ Sterilized Using Ethylene Oxide

|Lor
Lot Number

Howmep naprun/ Lot Number

J
3
Us_e B}'

Henonwsosarte aof Use By

ad

Manufacturer

Mposyseoamrean/ Manufacturer

(43

0123

Conformité Européenne (Erponeiickoe COOTBETCTBHE). FTOT CHMBOA
OBOIHAYIET, YTO YCTPOHCTBO NOIHOCTLIO COOTBETCTBYET TpeGoBaHNAM
anpexrnewl Esponefickoro Cosera 93/42/EEC./ Conformité Européenne

{European Conformity). This symbol mcans that the device fully complies
with European Council Directive 93/42/EEC,

F' Ortkpusats 3ecy/ Open Here
Open Here
| REF | Homep no karanory/ Catalog Number
Catalog Number
13 Fr 13 ®peny (4.3MM) (8 COOTBETCTBHY ¢ BAPHAHTOM MCNOTHEHNS )
i 13 French (4.3 Mm) ( in accordance with the execution version)
v{-m Mearpounk/ Medtronic

Left lHcar Vent Catheter DLP

Karetep apenaxupiil aAns nesbix otaenos cepaua DLP (8 cooTsercTBHN
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Keep Dr>

p.

Maximum Storage
Temperature

¢ BapmaHToM mcnonHeHus)/ Left Hear Vent Catheter DLP ( in accordance
with the execution version)

CopgepxunTt ¢pT1a.wT (43 P)(B COOTBETCTBUN C BAPNAHTOM WCMONHEHMNS)/
Contains Phthalate DEHP ( in accordance with the execution version)

XpaHuTb B cyxoMm mecTe/ Keep Dry

VHpopMupyeT 0 BO3MOXKHOCTM NMOBTOPHOM NepepaboTKM NPoLYKLMU U YNaKOBKU
(B cooTBeTCTBUM C BapuaHTOM ucnonHeHus) / Informs about the

possibility of recycling products and packaging( in accordance with the

execution version)

[JaHHasa MapKMpoBKa yKa3blBaeT Ha NPUrofHOCTb MPOAYKLMUN ANd nepepaboTku unm
Ha

TO, UTO TOBap Y>XXe npomssefeH 13 nepepaboTaHHbIX maTepuanos/ This marking
indicates

the suitability of the products for processing or that the goods have already

been manufactured from recycled materials

Xpynkoe, nNpu obpalleHnn cobnogaliite 0CTOPOXHOCTb
| Fragile, Handle with Care

MakcumManbHas Temnepatypa XpaHeHus (B COOTBETCTBUW C BAPUAHTOM
NCNonHeHuns)/
Maximum Storage Temperature ( in accordance with the execution version)



Huassnjyansuan ynaxoska/ Individual package

Onncanne HHANBUAYUILHOH YNAKOBKH

Description of the individual packing

Huausnayanwhan ynakoska coctout w3 axem TPT-
0260/TPF-05244 - Hesicon/ [Mlaewka Tyvek 1073B
NOKpuITLI/ JIMHEHHLIN NOAMITHACH HUIKOH NJAOTHOCTH, Ha
KOTOPYI0 HAHECCHA MAPKHPOBKA.

Individual package consist of:

- Tyvek TPT-0260/TPF-0524A - Nylon / Film Tyvek
107383 Coated / Lincar Low-density Polyethylene ,
which is labeled.

TaGapuvnsie pasmepnl/Overall dimensions:

| I moaeaeh: 12001, 12008

Havna x UWnpusa 35cM £ 0.5 emx 7.5 cm = 05 cm

2.1nsa moaeaei: 12113, 12110, 12118, 12116, 12115, 12101
Ilavna x Hlnpnna 516 e £0,5cMx9.9cm 2 0.5 ¢em

3. na ssoneaeii: 12002, 12016. 12220

Ilanna x vprna 51.5cM 2 0.5cMx99cem+ 0.5 cm

|. For models: 12001, 12008

Length x Width: 35em £ 0,5ecm x 7,5em £ 0.5 cm
2. For models: 12113, 12110, 12118, 12116, 12115,
12101

Length x Width: 516 cm£0.5ecm x99 cm £ 0.5 cm
3. For models: 12002, 12016, 12220

Length x Width: 51.5cm 2 0,5cm x99 cm £ 0.5 cm
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Nf

(ARARY

11pumep nanBmnayanbHoOW ynakosku (BuA cnepeau, sug czagn)/ Example of an individual package (front view, back

view)
OTpenbHaa Kopobka/ Secondan package
OnucaHne 0TAeNbHOW KOPOGKM Description of the secondary”™ package
OTaenbHas Kopobka npeacTaBnsieT coboil KOpoobKy, Individual box is a box made of corrugated cardboard.
N3roTOB/IEHHYHO M3 rOpMpPOBaHHOrO KapToHa. Ha )iel There is a printed marking and a pasted label with
HaHeceHa MapKMPOBKa W MPUK/IeeHa 3TUKeTKa C marking on it.
MapK1POBKOWA.
MabapuTHble pasmMepsbl: Overall dimensions:
1 Ons mopeneii:12U01,12008 1. For models: 12001, 12008
[nvHa x WupunHa x BbicoTa 35,7¢cm = 0,5 cm x 15,7 cm+  Length XWidth x Height: 35,7 cm + 0,5 cm x 15,7 cm +
05cm X13cm + 0,5 cm 0,5cm X13cm 30,5 cm
2. Ana mogenei: 12113, 12110, 12118, 12116, 12115, 2. For models: 12113, 12110, 12118, 12116, 12115,
12101 12101
OnnHa X1upuHa x Beicota 55,3 cm = 0,5 cm x 10,7 cm = Length XWidth x Height: 55,3 cm + 0,5 cm x 10,7 cm +
0,5cm X136¢cmrt 0,5 cm 0,5cm x 13,6 cm + 0,5 cm
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3.0.19A mopeneii: 12002, 12016, 12220 3. For models: 12002, 12016, 12220
OnnHa x LunpuHa x BbicoTa 55,6cm + 0,5 cm x 21,3 cm £ 0,5 Length XWidth x Height; 55,6 cm + 0,5 cm x 21,3 cm £ 0,5 cm
cMm x 132cm + 0,5 cm x 13,2cmi 0,5 cm

IpuMep oTaenbcHoO Kopobku (o6wunii Bua) / Example of an individual box (general view)
TpaHcnop rnasa tapa:
Transport package

OnuncaHne TPaHCMNOPTHOMR Tapbl Description:
TpaHcnopTHas Tapa U3roTos/ieHa U3 raprpoBaHHOro Transport package is made of corrugated cardboard. The sizes
KapToHa. Pa3Mepbl TPaHCMOPTHO Tapbl BapbUpyOTCA B of a transport package vary depending on the order.

3aBUCUMOCTW OT 3aKa3sa.

KOMMNNEKTHOCTb NMOCTaBKK: Scope of delivery:

KaTeTep fpeHaxHbliA AN neBbiX 0TAenoB ceppua For left heart vent catheters DLP, variants:

DLP, BapuaHTbl MCNONHEHUSA: The individual package contains (for modelst 12116, 12118, 12110,
B nHamBMAaYyanbHOR ynakoske cogepxatcs (and mogenein 12113, 12115, 12001, 12008):

(12116, 12118, 12110, 12113, 12115, 12001, 12008): -Catheter

-Kartetep; The individual package eontains (for models(n2101. 12016, 12002,
B uHgmsuayansHol ynakoske cogepxarca (4ns mogeneii  12220);

(12101, 12016, 12002, 12220): -Catheter

-KaTeTep; -Stylet

- eTunet The individual box contains:

B oTaenbHolA KOpobKe COAEPXKUTCS; 1 Individual packages - 20 pieces;

1 NHamemnayanbHasa ynakoska - 20 LWT.;
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2. IHCTpYKKA no aKcnayaTauumn (BKIKOYaeT IMCTOK- 2. Application instruction (with a instruction leaflet) -

BKMagbiw) - 1wrT.; 1 piece;
KonnyecTBo 0TAeNbMbl.X KOPOBOK B TPAHCMOPTHON Tape I'he number of individual boxes in the transport
BapbMpyeTCcs B 3aBUCUMOCTU OT 3aKasa package varies depending on the order.

VIHopmauusi Ha pyccKOs3blYHOM CTUKEpe

VHopmaums Ha pyccKOs3bIMHOM CTUKepe Information in Russian sticker

Cne;1\'K)1uas nHdopmaumsa gomkHa 6bin. HaHeceHa Ha
The following information should be applied on a Russian-language

slicker (word order and text font may vary)

PYCCKOA3bIYHOM CTukepe (MopsiA0K CNOB U WPUMT TeKCTa MOryT

N3MEHATbLCS)

[\1st MPOA@kKIN Ha TeppuTopum Poccuiickol deaepaLyn The final packaging for the Russian market is accompanied with
(hHaIbHAsA YNaKoBKa COMPOBOXAAETCS AOMOMHUIENLHBLIM additional

CTVKEPOM. sticker.

30envs NocTaBnsItOTCS CO CTUKEPOM, KOTOpbIii cOAepXKaHT
cnep\ H)LL)TO nHhopmauumio:

Devices supplied in packaging marked with the following information:

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

Country of origin;

Code CPN (unique product number);

Code CFN (customer facing number);

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

HasBaHWe MegUUNHCKOIO M3fe/INsA Ha PYCCKOM A3bIKE;

HassaHue 3aBofa NpousBoanTENS;

CTpaHa NponCXoXaeHns;

Kog LPN (yHMKa.lbHbI KOA NpoA\ KTa);

Kog CPN (Homep mogenu);

[ata 1 Homep PerncTpaunoHHOro yaoCcToBepeHNS;

3HaK Co0TBETCTBUA B Poccuu;

MpeaynpeanTenbHble U UHHOPMUPYIOLLME 3HAKN U LLAHKUCK (eCn
NPUMEHNMO).

O6paseL, cTMKepa Name of medical device

Warning and informing .symbols and inscriptions (ifapplicable).
Exsample of the sticker

HanmeHoBaHWe MeANLMHCKO U3aenus
AL A Manufancturer; Code I1JPN

Medtronic Inc.
C'ountry of origin: USA Code CFN
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11pomsBonmtens  Kog UPN Non- Manufacturer's authorized representative:

; «MeiTPOHUK toxic LI.C «Medtronic»
NHK.» Registration Certificate Ne or
CrtpaHa Kog CP'N
1leTOKCUYHO
HPOMCXOXAEHN -~
A
cuLn
DEHP 11peacTaButcap npoussoauTens B P®: OO0
«MefTPOoHUK»
PerVIp(;TF;)aLI.I/IOHHoe V'ApoeToHepeHue Ne Date of see IV .
(§) or manuf./LotlJBD: See See packaging symbols
on pack
Jlata Cm. VHCTpyKLMIo
n3rot./Cepusi/l 'og  CM. CUMBONbI Ha
eH [0: CM. yMaKoBKe
\HaKoBKY
11.0nucaHune CrepunbHoe usgenve OLHOKPATHOrO MPUMEHEHMS. Sterile medical device for single use
METOAa MeTopg cTepunmsayun: STUEH OKCUS Sterilization method: EtO Sterilization
CTEPUAMSALINN,  He pcnonb3oBaTh, €CM YNAKOBKA MOBPEX/EHA. Do not use if packaging is damaged.
CBefleHNs 0
MeTofax
Banngaumm B
OTHOLUEHUN
npotiecca
cTepuamsaumn,
0 Ba/mMaaumnm
npouecca
ynaKoBbIBaHNA
ans
CTEPUNBHBLIX
nsgenuni/
Sterilization
method.
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Sterilization

Validation,
Packaging
Validation for
Sterile devices
12.ITopaaok v Yruansupyiite npoiykrsl 10:04HBIM 00paIoM B Dispose of products properly according to hospital
ycnosns COOTBCTCTBHM € NPOLCAYPOH. YCTAHOBICHHOH B policy with the other blood contaminated
YTHAWSRIMN MEANUNHCKOM YUPEKICHHH. BMECTE € OCTAILHBIMA products.After use, this product may be a potential
“:: 3arpAa3HCHHLIMH KPOBLIO Npoykramu.] 1o okoHuaHuH biohazard. Handle and dispose of all such devices in
'L en::::aﬁz:g:o NPAMEHEHHA STOT HPOAYKT NPLIACTABAACT NOTCHIHAILHY 10 accordance with accepted medical practice and
wincaus/ Bronornueckyto onachocTb. Q0pateHne 1 YTHARIAUNIO applicable local. regional, and national laws and
Procedure and | JI0OLIX NOI06HLIX YCTPOHCTR CIICIYET BLINONHATH B regulations.
conditions for | cooTBETCTBMM ¢ NPHHATON MEARUMNHCKOI NPAKTHKOH 1
::::'Tsm' 01_" ACHCTBYIOWMM MECTHBIM. PCFHOHAISHBLIM H HAUHOHANLHBIM
uction o
o medical 3KOHOAATENLCTBOM H HOPMAMH.
device Kacc onacHOCTH MEAMIKHCKUX OTXO108:
Knacc A — 6e3 B3aMMOICHCTBHA C NAMEHTOM, Hazard class of medical waste:
Kaace b - nocae pianvozeiicTens ¢ naunetivon Class A - without interaction with the patient;
C'lass B - after interaction with the patient
13. Cpok | 3 roaa 3 year
TORHOCTH /
Sheff life
14.0xunaemuit | He npumenuvo. Not applicable.
cpox MeananunncKoe H3aemne O/IHOKPATHOFO NPUMCHECHHA. The medical device is single use.
akenayaranun /
Expected
Lifetime
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15.MNepeyeHb
HaLMOHa/bHbIX
"
MEXAYHapOoaHbI
X HOPMaTUBHbIX
AOKYMeHTOB/CTa
HAapToB,
KOTOPbIM
COOTBETCTBYET
MeANLUHCKOe
nsgenve / The
list of national
and
international
regulatory
documents/sta
ndards, which
matches
medical device

MepeyeHb HaLMOHaNbHbLIX U MeXAYHapOoAHbIX
HOPMATMBHbIX JOKYMEHTOB / CTaHAApTOB, KOTOPbIE
COOTBETCTBYIOT MeAULMHCKOMY W3AENNI0 1 ero
NPUPLLANEXHOCTAM (06LiMe cTaHAapTbl, YNaKoBKa,

MapKM1pOBKa, CTepUIn3aLus, 6MOCOBMECTUMOCTD)

CraHgap! /
Standard
EN 1SO 13485

EN ISO 15223-1

EN 1041

EN ISO 14971

EN 15986

ISO 10555-1
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losi/
Year

2012/AC:2

012

2007/AC;2

0121

2008

2012

2011

2011

OnucaHne

W3penna megmumHekune. CucteMbl
MeHepKMeHTa KauecTsa. CUCTEMHbIe
TpeboBaHWA ANA Leneid perynmpoBaHus
M3pgenna meauumHckue. CUMBONbI,
MpYIMeHsieMble NMPY .MapKUPOBaHWUA Ha
MEAVILIMHCKNX W3LENUAX, STUKETKAX U B
COMPOBOAWTENbHON AOKYMeHTaumn. YacTtb
1 OcHOBHble Tpe6oBaHUS.

W3penna megyupmHekne. CUMBOSLI,
MPUMEHSAEMbIE MPU MapKUPOBaHUW Ha
MELMLIMHCKUX U3LeNnsX, STUKETKaX U B
COMpOBOAWTENbHOW fOKYMeHTaumn. YacTtb
I. OcHOBHbIe TpeboBaHuS.

W3penua .meguumHekve. Mpy.MeHeHve
MeHeDKMEHTa PUCKa K MeAULIMHCKUM
n3aenmnam.

CUMBON K XapaKTepucTKe MeAULMHCKUX
MPoLYyKTOB. TpeboBaHWA K XapaKTepucTuke
6oratbIxX (hra.TaToOM MeAMLMHCKNX
MPOAYKTOB.

KaTetepb! BHYTPMUCOCYNCTbIE CTEPU/IbHBIE
O[LHOKPATHOro npu.MeHeHns. Yactb 1
O6Lpe TexHUYeCKKe TpeboBaHUs

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

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 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.



EN ISO 10993-1

EN 1SO 10993-4

EN ISO 10993-5

EN ISO 10993-7

EN 1SO 10993-10

EN ISO 10993-11

EN ISO 10993-12

EN ISO 11737-1
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2009/AC;2
010

2009

2009

2008/AC:2

009

2013

2009

2012

2006/AC:2
007

W3penvsa mMeamumHekme. OueHKa
610I0rMYECKOro AeCTBUA MeAULIMHCKIX
n3genuin. Yactb 1 OuUeHKa 1 uccneoBaHus.
M3genna meamupHekune. OueHka
610NOrNYecKoro AeiCTBUS MEAULIMHCKAX
n3genmid. Yacts 4. ViccnenosaHuns Usgenuia,
B3aMMOAEVCTBYHOLLIMX C KPOBLHO.

W3genna meamumHekue. OueHka
61010rMYecKoro AencTBMA MeAULMHCKNX
n3genmid. Yactb 5. ViccnegosaHns Ha
LIMTOTOKCUYHOCTb: MeTodpl in Vitro.
M3genna meamupHekune. OueHka
61ONOrNYECKOro AEeNCTBUA MeAULHCKNX
n3penmid. Yactb 7. OcTaTouHOe COAgpKaHwe
3TWUMIEHOKCUA MOC/e CTEPUIN3aLMN.
W3penvs meguumHekme. OueHKa
61ONOrNYECKOr0 AENCTBUA MeAULMHCKIX
n3genvii. Yactb 10. ViccnegoBaHus
pa3fpadKatoLLEro 1 CEHCUBUN3MPYIOLLEETO
[JleiicTBYS.

W3penna meguupHekue. OueHKa
610N0rMYECKOro AecTBNS MeAVNLIMHCKIX
n3nenuid. Yactb 11. ViccneposaHus
06LLIETOKCUYECKOTO AeMCTBYS.

V3pennsa megmumHckme. OueHka
61010rMYecKoro AeiicTBMA MeaULMHCKMX
n3genuin. Yactb 12. MpurotosneHne npob u
KOHTPO/b[1ble 06pasLbl.

CTepunmsaumns MeaULIMHCKMX U3AENMIA.
Muikpobuonoruyeckue .Metogpl. YacTts 1

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.

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



EN I1SO 14644-1

EN 1SO 11607-1

EN ISO 11607-2

EN ISO 111351

EN ISO 11138-2

EN 556-1
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1999

2009

2006

2007

2009

2001/AC:2
006

OueHka nomny AU MAKPOOPraHM3MoB Ha
MPOAYKLM.

UncTble NOMELLEHMS U CBSA3aHHbIE C HAMM
KOHTpO/MpyeMble cpedbl. Yacts 1
KnaccuipmkaLma YicToTbl BO3ayxa.
YnakoBKa /17 MeMLMHCKVX U3OeNUiA,
nog/eXamx UHULLHOM CTEpUIM3aLIN.
Ob6Lupe TpeboBaHms.

HakonsieHve /i Hensneummo
CTEPUIN30BABLLNX MEAVLMHCKUX YCTPOCTB
- YacTb 2: TpeboBaHvis MpoBepKM 4/
dhopMrpOBaHUA, M30/MPOBaHNS U
C60POYHbIX MPOLIECCOB.

Crepumnsauyst NPOLyKTOB
34paBooxpaHeHns - OKeng, aTwieHa - Yactb
| : TpeboBaHUsA [/19 PasBUTAS, MPOBEPKA U
006bI4HOrO YrpaB/eHNs CTepUIn3aLmeD
06pabaTbiBaroT A4S MeONLMHCKIX
YCTPOWCTB.

Crepumsauyst MeULIMIHCKOM NPoAYKLUMK.
Broro! nyeckre nHamKatopsbl. Yacts 2.
Brosornyeckme nHayKaTops! 4/ia
CTEPWIN3ALIN OKCUAOM STWiEHa.
Crepunmzauysi MeAVLMHCKX V3OEni.
TpeboBaHUA K MEOULIMHCKAM M30E/MUAM
Kareropum "crepwibHble". Yactb 1
TpeboBaHUA K MEAVNLMHCKUM U3AeNsM,
noasiexaLiyiv UHULLIHOM CTepu3aLyn.

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 systens.
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’M-Part 1: Requirements for
Terminally Sterilized Medical Devices.



EN 62366 2008 Mineans meammuckme, [poekruposanne Medical Devices — Application of Usability
MCIBUHHCKNX WA © yueToM Engineering to Medical Devices.
IKCIEIYATAUROHHON NIPHTOAHOCTH.

ISTA/L 1A 2001 Ynakosanubie npoayxTh ecom 150 dywvos | Packaged-Products weighing 150 1b (68kg) or
(68 xr) wan MeHee. Jess.

MED DEV 2.7.1 December | Pyxosoacteo no MeaHUMHCKHM Bpubopam. Guidelines on Medical Devices, Evaluation of

2009 QUCHKA KNMHHUCCRUX QaHnamX: pykosoacteo | Clinical Data: A Guide for Manufacturers and

A8 NPOH3IBOANTENCH 1 YBEIOMICHHbIX Notified Bodies.
OpraHos.

16. Cayx0a
paboTh ¢
KJIHEHTAMH /
Customer
Service

Ilo Bcem BONpoOCaM, BKAIOUAN Xan0o0bl HA NnpoayKuuio,
PEMONT 1 Texo0CAyRHBANNE, 0OPAMATLCN K
Ynoanomouennomy Ipeacrasureno B Pocensickoli

®eacpannu:

000 «Mearpornk»

123112, Pocena. r. Mocksa, [lpechenckan wad., 1.10, 9 ..

nom. 1. kom, 41

Tea.: (495) 580-73-77. dakc: (4935) 580-73-78.

www.medtronic.ru

| Contact for all questions, including complaints, repair
and service of medical devices the Authorized
Representative in Russia:

Meditronic. 1LLC.

10,9 .. prem. Il 1. 41

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

www medironic.ru

| 123112, Russia, Moscow. Presnenskaya Naberezhnaya,
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[{{epesod ¢ aneauiicxkoso s3vika nu pyccruii 36K

[flepesod naonuceli u wmavna wa doxysenme «Jonoanenue & unCMpyKyuy no IKCHIyamayi
(sepcus 2) 8 omuowenuu uzdeius .. Kumemep openaxcuiit 012 1eenx omoeaoa cepoya DLP »,
nPeOCMagIennoM Ha PYCCROM § GRETRICKOM A3hRaX. |

[/ la baanxe komnanuu « Meomponux, Hix.»)

«Mearponnx, UHK.»

{Medtronic. Inc.)

710 Meatponuk Fapky»i
Munucanoanc. Misnnecora 55432-5604
ClIA

{710 Medtronic Parkway

Minneapolis. MN 55432-5604

USA)

www.medtronic.com

[IUmaxmn:

Jlxennndep Kacnep Cuur

Hotapuyc — Mutikecora

Mos anuensng aclicreurensia 1o 31 susapa 2025 r.]
Inoonuce! 03 woas 2020 2.

Inoonuce/

Ke#itani Kaau

Iloanucano y1ekrponuoi no:mmcpio Keitmn Kanw.
Jara: 03 moas 2020 r.

12:14:10 -05°00°

[lance caeyer TekeT JOKYMeHTA «/lonoanenie K unempysyu no Renyamayin (6epeus 2) 6

omnowenun  woeun . Kamemep oOpenaxcuntit 018 aeenix  omoeros  cepoya DLPU»,
NPEOCMABICHNO20 HA PYCCROM U GHETUNCKOM HA3bIRGX. |
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1% o
Hepesena Koznosa Japva Braoumuposra é
Poccnit epaius
Topoa Mocksa

* ) BochbMOI'0 HIOJIN [B€ THICSYH ABAANATOrO roaAs

' S, Kopon: Buktopus AnekceeBHa, HOTapHyC ropoxa MOCKBHIL, CBHICTENLCTBYIO
NOATMHHOCTD NOANHCH Neperoaunka Kosnopoii Japsn BranuMupoBHEL.
Toanuck caecnasa B MOEM NMPHCYTCTBHH.
JIuuHOCTL NOANKUCABIIETO JOKYMEHT YCTAHOBJICHA.

3aperucTpupoBano B peectpe: Ne 08/82-w/77-2020-5 <45 7%

B3sickano rocyaapcTeensioft nouwtunsi (no Tapagy): 100 py6. 00 xon.
Yunaueno 3a OkasaHHe yCHYT IPaBOBOTO H TEXHH'CCKOTO XapaKTepa: 300 py6. 00 xon.

o . ) Yo

- J " B.A. Kopoms

i’-!pomuypoaano. MPOHYMEPOBAHO H éxpe]inené“qm' s~ mmcT(-a,-0B)

W i ﬁ# ”,.;:B.A. Kopoas
W . ‘ ’ ) X '_;:'/

v

, . T L
e P———
. -
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Poccuiickan degepauyst
"opog MockBa
BocbMoro uons age TbiCAYM ABaALATOro roga

A, Koponb BukTopua AnekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO BEPHOCTL KOMUK C
npeacTaBfeHHOro MHe [JOKYMEHTa.

3apermcTpmpoBaHo B peecTtpe: Ne 08/82-1/77-2020-3-3501.

B3bICKaHO rocyaapcTBEHHOM MoLMHbI (No Tapudy): 530 py6. 00 Kon.
YnnadeHo 3a 0KasaHue yc/yr rnpasoBoro u TeXqueCKpro;ﬂ,’\%oanepa: 2650 py6. 00 Kor.

M cB.AMopons
/

s <@

"X

Mpc™MMLBOBaHO, NPOHYMEPOBAHO M CKPenJieHo neyvatbio 53 (MATLAECAT TPY) ncTa.

X B.A.Koponb
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POTOTPADPVUYECKUE M3OBEPAXEHUSA
MEAWLWUHCKOTIO M3AENUS:

KaTeTep ApeHaxKHbI 415 NieBbIX 0TAEN0B cepgua DLP, BapnaHThbl
NCNONTHEHUA
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KaTteTep ApeHaXKHblli Ans neBblX 0TAeN0B cepaua DLP ¢ N30rHYTbIM HAKOHEYHUKOM, 3 PEeKTNBHASA
AnvHa 10 cm, HapyXXHbIin guameTp 4,3 mm (13 Fr) mogens 12001. B nHavMBuayanbHOM ynakoBKe, BUA
CHU3Yy.
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KaTeTep gpeHaXHblil Ana neBbix 0oTAenoB cepaua DLP ¢ M30rHYTbIM HaKOHEYHUKOM, 3h(heKTUBHaNA
anuHa 10 cm, HapyXHblid guameTtp 3,3 MM (10 Fr) mogens 12008. B uHAMBMAYanbHOW yNaKoOBKe, BUJ,
CHU3Y.
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KaTeTep gpeHaXHblli 4na neBbiX 0TAeN0B cepgua DLP ¢ M30rHyTbIM HaKOHEYHUKOM, 3th(heKTUBHAA ANNHA
20,5 cM, HapyXHblii gnameTtp 5,3 MM (16 Fr) mogenb 12016. (O6wWuii BUA ApeHaXHbIX OTBEPCTUI Ha
npumepe mogenun 12016).
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MpuMep oTAeNbHO KOPOGKK A1 KaTeTepa ApeHaXKHOro Ans neBbix 0TAenos cepaua DLP, BapuaHTbl
MCMOMHEHUS.

<Y»Y1M aka\mulw
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Bcero npolHypoBaHo,
NPOHYMepOBaHO U CKPenJsieHo
neyatbto OO0 "MeATPOHUK"

AAnucTa(oB)
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