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[JononHeHWe K MHCTPYKUKMK no akcnnyatayum / Appendix to IFU

MpoTe3 KnanaHa cepgua 6uonornyeckunii Avalus Heart valve bioprosthesis Avalus

PaspaboTumk/ Designer:

«MeaTpoHuK XapT Bans3 AusmxH», CLUA

Medtronic Heart Valves Division, USA

1851 E. Deere Avenue, Santa Ana, CA 92705, USA
Ten:+1 763 514 9672

Mpounssogntens/ Manufacturer:

«MeaTpPOHUK NHK.», CLLA

Medtronic Inc., USA

710 Medtrpnic Parkway, Minneapolis, MN 55432, USA
Ten: +1 763 514 4000; dakc: +1 763 514 4879

YNonHOMOYEHHbIN NpeacTaBuTeNb NnponssognTens / Authorized Representative of Manufacturer:

00O «MepfTpoHMK», 123112, Poccus, r. MockBa, MNMpecHeHcKast Hab., g. 10, aT. 9, nom. Ill, kom. 41
MHH: 7703655356; OMPH: 1087746137247

Ten.: (495) 580-73-77, thakc: (495) 580-73-78, www.medtronic.ru, mowmedtronic@.mail.ru

Appeca MecT npousBoacTBa MeanumnHckoro usgenus/ Addresses of manufaeturing facility of medical device
1) Medtronic Mexico S. de R.L. de CV,

Av. Paseo Cucapah 10510 El Lago C.P. 22210 Tijuana, Baja California, MEXICO
2) Medtronic Heart Valves Division,
1851 E. Deere Avenue, Santa Ana, CA 92705, USA

Buonornyecknii npotes Avalus npegHasHayeH Ans
3aMeHbl nopaxeHHoro, MOBPEXAEHHOI0 wnu

The Avalus bioprosthesis is indicated for the replacement of a

diseased, damaged, or malfunctioning native or prosthetic aortic
valve.



Appointment of
the medical device

4. COBMECTHO
ncnonb3yroumecs
nsgenunsa/Possibilit
y of integration
with other devices

5. OnwucaHue
NPUHLXNOB, Ha
KOTOPbIX OCHOBaHa
paboTa

MeAULNHCKOTO

n3genusa, u - ux
ocobeHHoOCTW/

Principles of
operation of
medical device
and their features
Principles of
operation of
medical device

and their features

HeHagnexatimum obpasom

(PpyHKUMOHMpPYIOLLEro
HaTMBHOI0 aopTa/IbHOro K/anaHa Uam ero npoTesa.
Onsa pasmepa
6uonormvyeckoro nportesa Avalus ncnonb3yiTe TONbKO
nsmeputenun Avalus mogenu 7400S n pyKoATKY KianaHa
Medtronic mogenu 7420.

onpeaenieHnA COOTBETCTBYHOLLEIO

BHumaHune! He
PYKOATKMN,

MCHOﬂbByVITe N3MEPUTENN nnn
HE npouweauine TWaTe/IbHYHO OYUCTKY M

CTepuAnsaumio.

JononHnTtenbHble YKa3aHuA npueeneHbI B

COOTBETCTBYHOLWNX NHCTPYKUMNAX MO 3IKCN/yaTalnn.

BHumaHune! He

ncnonb3yinTe ANA  U3MePEHUs
6uonoruyeckoro  npotesa  Avalus  U3MepuTenu
KnanaHoB APYrnx npoussoauTenei nnm

npegHasHaveHHble ANA OPYrnx MNPOTe30B KOMMaHUK
Medtronic.

Buonorunyeckuii npotes Avalus mogenn 400 cocTouT 13
MOKPbLITOTO  MONN3PUPOM
TpexcTBopyaToro

OMOPHOro  Kapkaca W
NoAAep>XNBatLLLEro Kapkaca,
KOTOpOMY npujaHa opma TpexcTBopYyaToro KanaHa.
OnopHbIN KapKac " TPexcTBopYaTbiii
NoAAep>XMBaKLWNA KapKac M3roTaB/vMBaloTCad MeTOAOM
NNTbSA nog  AaBneHueM c
nonnaupagpupketoHa (M3I3K).
Kapkaca WMMpPerHnpoBaH
BO3MOXHOCTU

NCNosib30BaHNEM
MN33K onopHoro
cynbhatom bapusa ans
PEHTreHONOrMYecKo BU3yanmsauunm.
CTBOPKM BbIpe3aldTCA Na3epoM M3 Oblubeil TKaHw,
cwmnToli B 6ydhepHOM pacTBOpe rayTapanbjaervja.
CTBOpPKM  MOMELLAOTCA  MeXJy TpexcTBopyaTbiM

NoALEPXMBAK UM KapKacoM W OMOPHbIM KapKacom,
3aTeM BCe KOMMOHEHTbl HAfleXXHO CLUMBAOTCS BMecTe. B
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Use only Avalus sizers. Model 7400S, and the Medtronic valve
handle. Model 7420,
bioprosthesis size.

to determine the appropriate Avalus

Caution: Do not use the sizers or handles until they have been
thoroughly cleaned and sterilized. Refer to
instructions for use for further instructions.

the appropriate

Caution: Do not use other manufacturers’ valve sizers, or sizers from
anotljier Medtronic prosthesis, to size the Avalus bioprosthesis.

The Avalus bioprosthesis. Model 400, consists of a polyester covered
base frame and trileaflet support frame structure shaped to the
geometry of a trileaflet valve. The base frame and trileaflet support
frame are injection molded using Polyetheretherketone (PEEK)
material. The base frame PEEK material is impregnated with barium
sulphate to allow for radiographic visualization. The leaflets are laser
cut from bovine tissue that have been crosslinked in buffered
glutaraldehyde. The leaflets are inserted between the trileaflet support
frame and the base frame, and then all components are securely
sutured together. A sewing ring, fabricated from polyester cloth, is
integrated into the inflow base frame cover to allow the user to suture
and seat the Avalus bioprosthesis in the supra-annular position.
Sewing markers are located on the sewing ring in the mid sinus area

of each cusp to provide guidance for even spacing of the implant
sutures (Figure 7). A disposable holder is attached to the outflow of



6. BapuaHThbl
ncnonHeHna MW,
CoctaB n
nepeyeHb

KOMNeKTYOLWmnx /

MD Models/
Versions, Device

NPUTOYHYIO YACTb OMOPHOr0 KapKaca BCTPOEHO LLOBHOE
KONbLUO W3 NONM3UPHON TKaHW ana obecneyeHms
BO3MOXHOCTU YCTAHOBUTb W NOAWNTbL 6LMOMOrMYECKUi
knanaH Avalus B cynpaaHHyNnspHOM M0NoXeHun. Ha
LWOBHOM KO/bLe B 06/1aCTW CepeauHbl CMHYCa KaXKaoi
M3 CTBOPOK pacno/ioKeHbl LWOBHbIE MapKepbl AN
cobnwgeHns paBHOro paccTosAHNSA mMexay
HaknafblBaeMbIMW NPU UMMAaHTauuMy weamn (pue. 7).
K BbIXOAHOW YacTu KnanaHa NpuMKpenaeH 04HOPa3oBbli
fep>xxaTtenb ans obnerveHus nMnaaHTauum.
AopTanbe||7|",s6V|onorV|quKvu7| npote3 (knanaH) 6bin
NOABEPIHYT aHTUKanbUN(pUKALUNOHHOK 06paboTke C
nomMowbio anba-aMmMHomMacnsiHol KucnoTbl (AOA).
WccnegoBaHnsa Ha XMBOTHbIX NokKasanu, 4To nogobHas
06paboTKa yMeHblUlaeT Ka/bUN(PUKALNIO  CBUHbIX
CTBOPOK.

PucyHok 7. PacnonoxeHue LLIOBHbIX MapKepoB

MpoTe3 KnanaHa cepaua 6uonornyeckuii Avalus c
NMPpUHaANEeXHOCTAMWU, BapMaHTbl UCMOJTHEHUA!

1) MpoTe3 kNanaHa cepALa aopTasibHbIN NIENECTKOBLIN
6unonornyeckmin Avalus ¢ nocago4Hbim guametpom 19
MM, B COCTaBe:

- MpoTe3 knanaHa cepaua aopTalbHbIA NeNeCTKOBbI A
|6nonornueckunii Avalus;
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the valve to facilitate implantation. The aortic bioprosthesis (valve) is
treated with an alpha amino oleic acid (AOA) antimineralization
process that has been shown to mitigate porcine leaflet calcification
in animal studies.

The disposable holder is designed to fit the reusable Medtronic valve
handle, Model 7420. The holder features a single cuf point to remove
the holder from the valve. Double-ended sizers are used to select the
appropriate valve size. The barrel end represents the valve orifice.
The replica end imitates the prosthesis geometry.

Figure 7. Location of sewing markers

Avalus bioprosthesis versions:

1) Aortic heart valve bioprosthesis, Avalus bioprosthesis, with
diameter of 19 mm, consisting of:

- Avalus bioprosthesis;

- Instructions for use;

- Identification card of the implanted device;
- Temperature indicator;



components
list of parts

and

- IHCTpYKUMA N0 NPUMEHEHNIO;

- NgeHTUurKauoHHasa KapTa MMNIaHTUPOBAHHOIO
YCTPOICTBA;

- lHgukaTop 3amMopaxusaHus;

- YHuBepcasbHasa pyyka gepxxatenb (npu
Heo6x04MMOCTN);

- amepuTenb guametpa knanaHa Avalus (npu
HeobX04MMOCTN);

- JToTOK NS npuHagiexHocTen (NpyM HeO6X0ANMOCTK).

2) MpoTe3 KnanaHa cepALa aopTasibHbIN /1enecTKOBbIN
6rnonornyeckunii., Ayaln8 ¢ nocagoyHbimMm gnametTpom 21
MM, B COCTaBE;

- MpoTe3 KnanaHa cepALa aopTasibHblii /1eNecTKOBbI
6rnonormnyecknii Avalus;

- IHCTPYKLMA N0 MPUMEHEHUIO;

- NjeHTuukaunoHHaa Kapta UMNIaHTUPOBaHHOIO
YCTPOWCTBA;

- NHAnKaTOop 3aMopaXknBaHus;

- YHuBepcanbHasa pyyka gepxxatenb (npu
Heob6Xo4UMOCTN);

- N3meputens gnametpa KnanaHda Avalus (npu
HeobXxo4MMOCTH);

- JToTOK gns npuHagiexxHocTel (Mpy Heobxo4MMOCTK).

3) MpoTe3 KnanaHa cepgua aopTasibHbIA NenecTKOBbI
6uonornyeckmin Avalus ¢ Nocago4yHbIM guameTpom 23
MM, B COCTaBe;

- MpoTe3 kanaHa cepaua aopTasibHbI NenecTKOBbIN
6uonornyeckuin Avalus;

- IHCTPYKLMA N0 NPUMEHEHUIO;

- NpeHTudurkaumnoHHas Kapta MMMNJIaHTUPOBAHHOIO
YCTPOWCTBA;

- HankaTop 3aMopaXknBaHus;
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Valve handle (if applicable).
- Avalus sizers (if applicable).
- Accessories tray (if applicable).

2) Aortic heart valve bioprosthesis, Avalus bioprosthesis, with a

diameter of 21 mm, consisting of;

- Avalus bioprosthesis;

- Instructions for use;

- Identification card of the implanted device;
- Temperature indicator;

- Valve handle (if applicable).

- Avalus sizers (if applicable).

- Accessories tray (if applicable).

3) Aortic heart valve bioprosthesis, Avalus
diameter of 23 mm, consisting of;

- Avalus bioprosthesis;

- Instructions for use;

- Identification card of the implanted device;
- Temperature indicator;

- Valve handle (if applicable),

- Avalus sizers (if applicable).

- Accessories tray (if applicable).

4) Aortic heart valve bioprosthesis, Avalus
diameter of 25 mm, consisting of;

- Avalus bioprosthesis;

- Instructions for use;

- Identification card of the implanted device;
- Temperature indicator;

- Valve handle (if applicable).

- Avalus sizers (if applicable).

- Accessories tray (if applicable).

5) Aortic heart valve bioprosthesis, Avalus
diameter of 27 mm, consisting of;
- Avalus bioprosthesis;

bioprosthesis, with a

bioprosthesis, with a

bioprosthesis, with a

w L



YHuBepcanbHaa pyyka gepxatens (npu Instructions for use;

HeobX04MMOCTN); Identification card of the implanted device;
M3mepuTens anameTtpa knanaHa Avalus (npu Temperature indicator;

Heo6Xo4UMOCTN); Valve handle (if applicable),

- 1oTOK Ansa npuHagnexxHocTen (Npu He06X0ANMOCTN). Avalus sizers (if applicable).

4) MpoTe3 KnanaHa cepjua aopTa/ibHbIA NenecTKOBbIN Accessories tray (if applicable).

6uonornyeckmin Avalus ¢ nocafgo4yHbIM gnameTpom 25
MM, B COCTaBe:

MpoTe3 KNanaHa cepfLa aopTanbHbI/ NeMNecTKOBbI

6uonormnyecknii Avalus;

- HcTpyKumA lit) npuMeHeHUIo;

- geHTUdrKayuoHHasa KapTa MMNIaHTUPOBaHHOIO
YCTPOICTBAa;

- lHgukaTop 3amMopaxunBaHus;

- YHuBepcasibHas pyyka gepxatenb (npu

Heob6XoAN MOCTHN);

- N3meputens guametpa knanaHa Avalus (npwm
Heo6X0aMMOoCTK);

JIoTOK ANns,NpuHagnexxHocTen (Mpy He06X0ZMMOCTH).
5) MpoTe3 knanaHa cepLa aopTanbHbIA NeNecTKOBbIN
6nonornyeckmin Avalus ¢ nocagoyHbIM gnameTpom 27
MM, B COCTaBe:

MpoTe3 KnanaHa cépiLa aopTanbHbll NenecTKOBbIN
6uonornyeckuii Avalus;

- IHCTPYKLMS NO NPUMEHEHNIO;

NpeHTnuKaunoHHas Kapta MMNaaHTUPOBaHHOIO
YCTPOWCTBA;

- lHgukaTop 3amopaxusaHus;

YHuBepcanbHas pyyka fepxatesnb (npu

Heo6Xo04MMOCTN);

- N3ameputens gnameTpa knanaHa Avalus (npu
HeobXxo04MMOCTHN);

w/10TOK AN NpuHagnexHocTeli (NMpy Heo6XO4UMOCTHN).
& 000 LIPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



7. BO3MOXHOCTb " OfHopa3oBblii aepxatenb npegHasHa4veH ans  The disposable holder is designed to fit the reusable Medtronic valve

crocoo6sbl NCMONb30BaHWS C MHOrOpasoBoii pyKosiTKoii knanmawa handle. Model 7420. The holder features a single cut point to remove

MHTErpUpOBaHNA € \ovnanum Medtronic mogenu 7420. Ha pnepwatene the holder from the valve. _ _

Apyrumu Double-ended sizers are used to select the appropriate valve size. The
MMeeTCa OfHa To4yka paspesa AN  U3BJeYeHUs

MeAVLMHCKMU
nsgenvsammn - (ecnm
npumennmo) / The ~ AABYXCTOPOHHME  M3MepuUTenu  ucnonb3yloTes s

barrel end represents the valve orifice. The replica end imitates the

AEPXaTens s knanaqa. prosthesis geometry.

possibility and BblbOpa Haf/iexatlero pasmepa knanaHa. KoHey c
ways of UMANHAPOM MpeAcTaBiseT ycTbe KnanaHa. KoHey ¢
integrating  with rO/I0BKOM-KOMWEN UMUTUPYET FEOMETPUIO MPOTE3a.
other medical
devices (device
compatibility) (if
applicable)
8. KoHCTpyKumsa u
BHELLIHWA BUA, < 1
thoTorpacma  wnu
n3ob6paxeHue, 2 2
obuias cxema f—4y
(6nok-cxema)/ I =K r” N 7t
Design and o
appearance,
photo and/or \ \
image, the - Tt
General Scheme
(flowchart) Model Valve Size/ Stent Internal External Sewing Valve Profile Aortic Protrusion

Number/ Pasmep Diameter Orrifice Ring Diameter / Height / BbicoTa / AopTanbHblii

Howmep KnanaHa (TAD)/ Diameter / HapyXHblIii npoduns BbICTYN

mMogLenu Odnametp OnamveTp anameTp aopTanbHOro

Kapkaca BHYTPEHHEr 0 moBHoOro KonbLa KnanaHa
(TAD?) 0TBepcTUA
(D (2) (3) (4) (5)
40019 199 mm/ MM 19 mm/ 17,5 mm / 27,0 mm / mm 13,0 mm / Mm 11,0 mm / MM
MM MM
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40021

40023

40025

40027

21 mm/ MM

23 mm/ MM

25 mm/ mm

27 mm / Mm

21 mm /
MM
23 mm/
MM
25 mm/
MM
27 mm /
MM

19,5 mm/
MM
21,5 mm/
MM
23,5 mm /
MM
255 mm /
MM

Base Component

Clotb Covered Base

29,0 mm / Mmm

31,0 mm/ MM

33,0 mm/ MM

36,0 mm/ MM

14,0 mm / MM

15,0 mm / MM

16,0 mm / MM

17,0 mm / mm

Trileaflet Support Frame

Component

Cloth Covered Support Frame

Fixed Tissue Leaflet

Figure 2-1; Avalus Bioprosthesis Components

12,0 mm / MM

13,0 mm / MM

14,0 mm / MM

15,0 mm / MM

LdepxaTenb KnanaHa (gepxaTtenb, NpucoeanHeHHbIn K knanaHy)/ Valve holder (Holder is attached to valve)
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Bo Bpems npouegypsbl XUPYPruyecKoi
umnaaHTaumm 6uonormyecknin  npotes  Avalus
NnoAAep>XXnBaeTcs  OAHOPAs30BbIM  AepXaTenem,
KOTOpPbIA 06neryaet wvMmniaHTauyunio. [epxaTesnb
KfanaHa MPUKPENseTca K KnanaHy B o06nactu
OTTOKa NpX MOMOLLM YAepXMBaLWMX LWBOB, Kak
nokKasaHo Ha pucyHke. [lep>xaTenu BbiNycKaloTca B
cCemMu BapmaHTax C pasIMYHbIMK pasmepamum - Mo
OLHOMY Ha KaXfblii pasmep KnanaHa. [epxatesb
MOXeT conpsraTbCa ¢ PyKoATKOM knanaHa Mogenu
7420. Mocne BBefeHNA 6M0I0rMYECKOro npoTesa B
th1M6pO3HOE KOMbLO NauuMeHTa XUPYpr B OAHOW
TOUKE paspesaeT U yAanseT yAep>XUBarLine LBbI,
NpUKpenastoLWwme aepxxaTtesb K KnanaHy. bonbLuofii
pasvep OTBEPCTWUI B fepXaTesle M CBefeHHas K
MUHUMYMY A/MHA LIBOB 06ecrne4ynmBaoT Manyto
BEIMUUHY  yCUAusA, Heobxogumoro Aana  ux
yAaneHns, YTo NO3BOMSAET XMPYPry OTCOEAVHUTb
fepxaTtenb OT KfnanaHa 6e3 CMeLLeHWss camoro
KnanaHa.

dunkcaTop COCTOMT M3 Konnadka u kopnyca. Ero
OCHOBHOE' MpejHa3Ha4YeHue - yaep>XnBaTb KanaH
B BEPTUKA/IbHOM  MOJSIOXEHWU BO  BpeMms
TPAHCNOPTUPOBKN W CAYXUTb  KPEMJIEHVEM
NAeHTUPUKALMOHHOW MeTKM KanaHa. Kopnyc
MOXeT MMeTb [Be KOH(pMrypauuun: oguH BapuvaHT
ansa pasmepos 19-21 MM 1 ognH AN pasMepoB 23-
27 MMm.

During the surgical implantation procedure,
the Avalus bioprosthesis is supported by a
disposable holder component that helps with
the ease of implant. The valve holder comes
attached to the outflow of the valve by
retention sutures as shown in Figure 2-3.
Seven different holder sizes are available,
with one for each valve size. The holder
mates with the Model 7420 valve handle.
After the bioprosthesis has been lowered to
the patient annulus, the surgeon utilizes the
single cut point on the holder to cut and
remove the retention sutures that secure the
holder to the valve. The large holes on the
holder and minimalist suture routing design
are conducive to low removal forces, which
allow the surgeon to remove the holder from
the valve without dislodging the valve.

The retainer consists of a cap and a body. Its
main functions are to hold the valve upright
during shipping and to secure the Valve ID
tag. The body comes in two configurations,
one for sizes 19 mm - 21 mm and one for sizes
23mm - 27mm.

MN3meputenn gnametpa knanaHa Avalus, Mogenb 7400S / Avalus Sizers, Model 7400S

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



MN3meputens  Avalus  npeactaBnser  co6oli
BCMNOMOraTe/lbHbIii  KOMMOHEHT,  UCH

ana onpepeneHnAa M NpPoBeEPKU MPaBU/IbHOCTU

BbI6pPaHHOro pasmepa 6UOMOTMYECKOro K/anaHa
Avalus, UMMNAAHTMPYEMOTO
XVPYPruYeckoli npoueaypsbl.

0/1b3yeMblii

BO Bpems
Pasmep KoHUa C

UUANHAPOM COOTBETCTBYET YKasaHHOMY pasmepy

KnanaHa, KOTOpbIAi MPUMEPHO

cpegHen NNHUN

thopmy npotesa. [aHHbll

6nonormyeckoro mnportesa

ABNIAKOTCA MHOTropasoBbIMU

paBeH OJ/INHE

TPexcTBopYaToro
noaJepXXunBatollLero Kapkaca knanaHa. KoHey ¢
ro/IOBKOM-KOTLLLeli UMUTUPYET reome

TPUYECKYHO

KOMMOHEHT MOXeT
UMeTb 7 (cemb) pasnUyYHbIX
COOTBETCTBYHOLLUX LOCTYMHbIM

pa3MepoB,
pasmepam

Avalus. WM3meputenu

N3nennNamn,

nocTaB/AEMbIMWN B HECTEPU/IBHOM BUAE.

Avalus sizer (reference Figure 2-4) is an
accessory component used to identify and
confirm the correct size of Avalus
bioprosthesis to be implanted during the
surgical procedure. The barrel end represents
the stated valve size, which is approximately
equal to the centerline of the valve’s trileaflet
support frame. The replica end imitates the
prosthesis geometry. There are seven (7)
sizes of this accessory component to
correspond with the available sizes of the
Avalus bioprosthesis. Sizers are reusable and
supplied non-sterile.

YHuBepcanbHasa pydka gepxaTenb knanaHa, Mogenb 7420 / Valve Handle, Model 7420

YHuBepcanbHass  py4yka
npeacTaBnset ” coboii

KOMMOHEHT, KOTOPbIA XWpYypr MpUKpenaser K

LepXXaTesilo  KnanaHa BO
MMIiaHTaunn. PyKOFITKa
MHOTropasoBbIM U3aesinem

LepXaTenb

KriarnaHa

BCMOMOraTe/IbHbI

BpEMS]
KnanaHa

npoueaypsbl
ABNseTCA

33

The valve handle is an accessory component used by a surgeon to
attach to the valve holder during the implantation procedure. The
valve handle is reusable and supplied non-sterile.

JToToK gnsa npuHagnexHocten, Mogenb T7400 / Accessory Tray, Model T7400
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noaaep>X1BaroLLem
Kapkace

LLIoBHbIE MaTepuanbl  HUTKU KOMMUCCYP Monwnactep
HuUTK TKaHn MonwnatuneH
Kapkaca CBEPXBbICOKOW
MOJIEKYNSAPHON Macchl
HW1TK TKaHn Monnactep
4 NOKpPbIBaOLLEN
TPexXcTBOpYaToro
NnoAfep>xnBaroLLero
Kapkaca
HuTb fepxxatens HeinoH
Mapkep MonuteTpadTopaTuneH
CLUMBAIOLLIETO MMMNPErnpoBaHHbIN
KonbLa NON3CTPOM.
KpacuTenb - 3eneHbli
Oepxatenb AueTasibHbIA FOMONOMMED
(hukcaTopa
Kopnyc ¢ukcaTopa Comononvmep nonvponuaeHa
Bepxywka s Monuncy nkrbnu 1JDFJ
n3mepuTens
PykoaTka MonucynsthoH UDEL
nsmepuTens
MpoBonoka HuTuHoNoBas nNpoBonoKa
nsmepuTens
YHuBepcanibHas Hepxasetowas crasb
pyyKa fepxartenb
JloTok ans OcHoBaHue: MonudeHnncynbgoH Radel
NpuUHaaneXxxHocTel Kpbiwka: MonngeHnncynbgoH Radel
10. CsegeHua o B KayecTBe  CUCTeMbl  3aWnTbl  cTepunbHocTn  (C3C)
MapKNPOBKE, 6uonormnyeckoro npotesa Avalus 6ygeT MCNoNb3oBaTbCA
ynakoBke, neibne/  creknaHHas 6aHka. Wsgenue Avalus ycTaHaBnvBaeTcss B
Labeling, 3alUTHYHO TPaHCMOPTUPOBOYHYHO CUCTEMY, KoTopas
Packaging and namenaaTcy B CTEKNAHHYIO 6aHKYy, cogepxauiyto
& 000 LUPMU 2] INFO@CIRMI.RU @WWW.GUS_ZI]RAVNADZUR.RUI oL ee BeLLeCTBO C6YydeoHblit 0acTBOO

Suture Commissure  Polyester
Components suture
Base Cloth- Ultra High Molecular Weight
cover suture  Polyethylene
Trileaflet Polyester
Support
Frame
Cloth-cover
suture
Holder Nylon
suture
Sewing Ring PTFE impregnated Polyester,
Marker Colorant - green
Holder Acetal Homopolymer

Retainer Cap
Retainer Body

Polypropylene Homopolymer
Polypropylene Homopolymer

Sizer head UDEL Polysulfone
Sizer handle UDEL Polysulfone
Sizer wire Nitinol Wire
Handle Stainless Steel
Tray Base: Radel

Lid: Radel

The Avalus bioprosthesis will be using a glassjar as its sterile
barrier system (SBS). The Avalus device is assembled and
shipped within a protective retainer system, which is placed

into the glass jar containing a liquid sterilant (buffered

glutaraldehyde solution) then capped with a plastic lid
containing a sealing gasket to prevent leakage and to



sticker
Information

rnyTapanbgervja), nocne 4yero 6aHka 3aKpbIBaeTCs N1acTUKOBONA
KPbILWKOW C YNJOTHUTE/IbHOW MPOKAaAKoM, MpeaoTBpaLLatoLLei
YyTeUYKN W COXpaHSoLWed CTepUIbHOCTb. [laHHble KOMMOHEHTbI
NepBUYHON YNaKOBKM MWCMONb3YOTCA AN BCEX YMNOMSAHYTbIX
BbllLie TKaHeBbIX CEPAEYHbIX KanaHoB.

MapkupoBKa ¢ MWH{opMauuneid 06 U3AeUN HAHOCUTCA Ha
CTEK/IAHHYK 6aHKY/KpbIWKY W MOMeL,aeTcd BO BTOPUYHYIO
YNaKOBKY.

B cocTaB BTOPWYHOI YMaKoBKWM BXOAST MEHOMIAcTOBbIe
BKMAAbIWMW, WUHCTPYKUUA M0 npumeHeHuto (UM) n mHamMkatop
TemnepaTypbl N(cAyxawuii  gna  OTCAEXWMBaHUSA  YC/I0BUIA
TPaHCNOPTUPOBKY). Bce 3TM KOMMOHEHTbI MOMELLATCA B
KOpO6KY [N XpaHEHUS, Ha KOTOPYK HAHOCUTCS MapKMpOBKa C»
UHpopmaLumeld 06 wnsgenun. B Tabnuue HuXe MNepeyncsieHbl

OCHOBHbIe KOMMOHEHTHI, Ncnonb3yemMble B coctaBe
KomnoHeHT Martepuan
YyNakoBKU

MepBryHas ynakoBKa (CTepuUabHbIA 6apbep)
CTeKNAHHbIN (PnnHT) cTekNo
KOHTelHep, U.S.P tun LW

o6bemMom ° 4
YHUUU (118,3
MJT)

KpbliLwka
KOHTeliHepa *
Y NNOTHUTeNbHA

A NpoKnajka
BTopuuHas
ynakoBKa
BcneHeHHbI
YNAO0THUTEND

MonnnponuneH

CnnnkoHoBas Pe3nHa

MonnnponuneH

KapToHHast kopobka

maintain sterility. These primary packaging components are
identical to those used for Medtronic’s other tissue heart
valve products.
Product specific labeling is applied on the glass jar/lid and
placed into the secondary packaging.
The secondary packaging includes foam inserts, instructions
for use (IFU), and a temperature indicator (for tracking
shipping conditions), ofwhich are all contained within a shelf
carton labeled with product specific information. Table
below lists the essential components used in the Avalus
Packaging Material
Component
Primary packaging Sterile barrier)
4 oz. jar (Flint) Glass, U.S.P Type Il
Jar lid Polypropylene
Sealing gasket Silicone Rubber
Secondary packaging
Foam inserts (jar  Polyethylene
ring and
top/bottom)
Shelf carton Solid Bleached Sulfate

Tamper’ evident  Polystyrene Film / Adhesive

seal
Temperature Polystyrene plastic case, proprietary
indicator chemical (heat indicator) and Nickel

alloy (freeze indicator)

Acessorizes

Sizers

For packaging, the sizers are placed in a foam insert and then
assembled into a shelf carton, along with an IFU. Labels and

Mn a tamper seal are then placed on the shelf carton. The

pej packaging for the sizer is non-sterile.
SHELF CARTON 9.97” * 7.50” * 3.50

0.25”
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Hakneiika  ans MonuctnponbHaa nneHka / Knei
3aWmThI oT

HecaHKLMOHUPO

BaHHOI0

BCKPbITUS

TemnepaTypHbIii Uexon n3 NONCTUPONBLHOIA
WHAMKAaTOp nnacTmacchl, 3anaTeHTOBaHHbIl

WHAWKATOP W HUKeNEeBbIWA CNoW
MpUHAANEXHOCTK

M3mepuTenun gnameTrpa KnanaHa

Mpn ynakoBKe W3MepUTeNn MOMELLAOT B MEHOMNAacTOBYHO
BCTaBKY U 3aTEM YKNaAblBalOT B KOPOOGKY A/1st XpaHEHUS BMeCTe C
WHCTPYKUMEA MO NpumeHeHuto. lMocne 3Toro Ha Kopobky Aans
XPaHEHMS1 HAHOCATCA 3TUKETKM U Nomba-HaK/eliKa ans 3auTbl

KapToHHas Kopobka 25,32 x 19,05 x 8,89 cm *

0,63 cm
(9,97 * 7,50 * 3,50 £ 0,25
LHOMMOB)

BcTaBka Benbiii NOPUCT bl
NOAN3TUNEH, MNNOTHOCTb
2,2 pyHT/pyT (0,04 r/cm?)
25,0x25,0x7,3 cm £0,38
cm
(9.85x9.85 x2.88 = 0.15
LOMOB)

Mpo3payHaa Haknelika As

3aWmnThbI oT

HeCaHKLUMOHWPOBAHHOIO

BCKPbITUA

YHuBepcanbHas pyyKa gepxartesib

Mpu ynakoBKe PYKOATKM €€ MOMeLalT B MeHOMNacToBYH
BCTABKY U 3aTeM YKNafblBalT B KOPO6KY A/ XpaHEHUsI BMecTe C
akuueii Mo npuMeHeHuto. Mocne aTOro Ha Kopo6Ky Ans

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

22 TB/ FT3
EXPANDED
POLYETHYLENE FOAM

TRASPARENT TEAR AWAY
SEAL

WHITE 9.85” * 7.25” * 288 =

0.15”

Handle

For packaging, the handle is placed in a foam insert and then
assembled into a shelf carton, along with an IFU. Labels and
a tamper seal are then placed on the shelf carton. The
packaging for the handle is non-sterile.

11.32” Insert Shelf Carton HND 4 POUND
DENSITY CROSS-
LINKED
POLYETHYLENE,
NATURAL FOAM.
11.50” X 3.50” Shelf
Carton

Accessory Tray

For packaging, the Tray lid is latched onto the tray base and
inserted into a polybag along with the tray IFU. The polybag
is then inserted into a bubble bag, and the bubble bag is
loaded into the shelf carton. The carton then has labels
assembled to it and is sealed with a tamper eyident tag. The
packaging for the trays is non-sterile. The handles and sizers
are neyer shipped inside the accessory trays.



XpaHEHNA HAHOCATCA 3TUKETKU U naomMba-Hakenka anda 3anTbl

BcTaBka 28,75 cm (11.32”) CaA3saHHbIl
NOAN3ATU/EH, MNOTHOCTbLIO 4 (hyHTa
(0,06 r/icm™)

KapToHHas 29,21 X 8,89 cm (11.50” X 3.507)

KopobKa

J1I0TOK 151 NpUHALNEXHOCTEN

MpY ynakoBKe «pbllIKa /I0TKa 3aKPensieTcsl Ha ero 0CHOBaHUM,
Moc/ie Yero OH liknagblBaeTcs B MOMMUITUMEHOBbIA NakeT BMecCTe
C MHCTPYKLMEl N0 NPUMEHEHUIO I0TKA. [anee NoN3ITUIEHOBbI
MakKeT MOMELLAETCA B NMAKET M3 My3blpUaToil NAeHKNU, KOTOPbIN, B
CBOI O4epefb, YKNaAbIBaeTCsl B KOPOOKY ANsl XpaHeHUsi. 3aTem
Ha KOpOGKY HaHOCATCH 3TUMKETKM, W OHa 3areyaTblBaeTcs
A3LIYKOM 4N KOHTPOMS  BCKPbITUS.  YMaKOBKa  JIOTKOB
HecTepusibHa.  PYKOATKM 1M M3MEpPUTENM  HUKOrZa  He
NocTaBASOTCSA YN0XKEHHBIMU B NIOTKU 4151 NPUHALIEXXHOCTEN.

M3genua nocTaBAsAlOTCA B YMNaKOBKE C
cojepikalleli cnegyrLy NHGopMaLmio:
* HawumMeHoBaHVe 1 HOMep U3LENUA NO KaTasory;
* Homep cepuu NpoayKTa,;
o' Toprosyw ” mMapky "
N3roTOBUTENS;

MapK1pPOBKOA.

agpec  npeanpuaTus-

. O,qupasosoe MNCMNoJib30BaHWe;

» CrTepunbHo, CTtepunnnsosaHo XKB: nsgenuve
CTepuIn30BaHoO XULKNMU XUMUYECKUMU
CTepuUAN3yoLWMMN  BellecTBaMW B COOTBETCTBUM  CO

ctaHgapToMm EN/ISO 14160

* Homep ceptudukata EC (B
TpeboBaHuamn EC 93/4 EEC);

» [arta npon3BoACTBa U CPOK FOLHOCTHU;
* YCNnoBUA XpaHeHus;

* XapakTepuUCTUKW n3fenus

cooTBeTCTBUN C
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Devices supplied in packaging marked with the following
information:

Accessorizes supplied

Device name and reference number

Serial Number of the product

Trademark and address of the manufacturer
Single-Use

Sterile, Sterile LC (Device has been sterilized using

liguid Chemical Sterilants according to EN/ISO 14160)

Date of production and expiry date.
Storage conditions;

The characteristics of the product.
Warning and informing symbols

in packaging marked with the

following information:

Device name and reference number

Serial Number of the product




e TpeaynpeanTenbHble U MHOPMaLMOHHbIE HaAMUCK U . Trademark and address of the manufacturer

3HaKwu . Nonsterile
. CE Mark (label complies with European Council
MprvHaanexxHoCcTM  NOCTaBMAKTCA B YMNakoBKe  C 93/42 EEC)
MapK1pPOBKOW, COAepXKalLeit CaeaytoLLyto MHOpPMALIMIO: . Date of production and expiry date.
* HawnmeHoBaHMe 1 HOMeP U3AeNNA MO KaTanory; . The characteristics of the product.
* Homep cepuun NpoayKTa;
* Toprosymw MapKy n agpec  npeanpuATUA-
N3roToBUTENS;
* HecTtepunbHo
* Homep “ceptudmkata EC (B COOTBETCTBUM C
TpeboBaHusaMu EC 93/4 EEC);
* XapaKTepucTUKWN n3genuns
CumBonbi/Symbols
Do not reuse / He vcrnonb3oBaTb MOBTOPHO
Use-by date / Cpok rogHocTu
STERILE LC 'Sterile LC: Device has been sterilized using liquid chemical sterilants according to EN/ISO 14160.

/ CTepununszoBaHo >XB: yCcTpPOWCTBO CTEPU/IN30BAHO XUAKUMU XUMUYEEKUMU CTEPUUIYIOLLUMN
BelllecTBaMM B COOTBETCTBMU co cTaHgapToM EN/ISO 14160.

T Temperature limit / TemnepaTypHbIA Npegen
O Size / Pasmep

SN Serial number / CepuiiHblii HOMep

REF Catalog number / Homep no katasnory
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Manufacturer / MpownsBoguTesnb

nil

Imr MR Safe / besonacHo gna MPT
Quantity / Konnuectso

w

Nonpyrogenic / ANMPOreHHo

Do not resterilize / He cTepuin3oBatb NOBTOPHO
t

Do not use if indicator turns black / He ncnone3oBaTb, ec/in UHAMKATOP CTa/l YepHbIM

EC REP Authorized representative in the European Community / ¥ N0O/ITHOMOYEHHbI NpeacTaBUTENb B
EBponelickom coobuiecTse

Manufactured in / Npon3seaeHo B
1 USA For US audiences only / Tonbko ans CLUA

Model / Mogenb

\%

CumBOANbl 4Na NnpuHagnexHocTen /Accessories Symbols
Conformite Europeenne (European Conformity). This symbol means that the device fully complies
C€ with applicable European Union Acts. / Conformite Europeenne (EBponelickoe COOTBETCTBUE).
3TOT cMMBO/ 0603HAYAET, YTO YCTPONCTBO MOMHOCTBLIO COOTBETCTBYET TPE60BAHUAM NPUMEHMMbIX
aupekTmB EBponelickoro Cotosa.
Lot number / Homep naptum

LOT
REE Catalog number / Homep no katanory
N Quantity / Konnuectso
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Manufacturer / MNMponssoauTens

mJ
Nonsterile / HecTepuibHo

/mwul\
Manufactured in / NMpon3segeHo B

%

EC REP Authorized representative in the European Community / ¥YNonHOMOYeHHbI npefjcTaBuTeNb

EBponeiickom coobLyecTse

| USA For US audiences only / Tonbko gna CLUA

npumMmepbl MApknupoBku/Sample of labeling

8,10 D

/->1 ISTERILE ILCI X Medtronic yleodlr\;oendilcrvolr:rii-Parkway

MifrneapoHs, MN 55432

1,625 in Aval us ™ USA

M972123A001 Rev 1A
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Avalus™ Avalus™ 400 Bioprosthesis
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Medtronic

Avalus™ 7400S 4~ wi1-1

i i ConsuJt instttictioris QuanSity
en Sizers / bg Cenapatopu / cs Merky / da Sizere | de Obturatoren /  kxUse Jthiswebsite

el MsTprifE” peyllon” / es Medidores i et Kalibraatorid / fl Sovittimet /

fr Calibreurs / hr Alati za odredivanje velicine / hu Mdretezdk i huSAjRx Only
It Misuratori / It Kalibratoriai / Iv Izmdra noteiceji / mk Kanmépatopun/  "?YS only
m Sizers / no Maiere / pi Przymiary / pt-br Calibradores /
. . m Medtrorne, Inc.
pt-pt Calibradores / ro Calibroare / ru iameputenu (U3me|/inBnb C€ WX 710 Parkway
AvameTpa knanaHa Avalus) / sk Meradla / si Naprave za dolofianfe 0086 MN 56«2 USA

velikosli / sr Regulatori velidine / sv Storleksmatare / tr Boyut
belirleyicileri uk BI/IM]_p}OBa‘-Il Medtronic Heart Vatves DKHswn
185t E. Deere As™ue

Santa Ana. CA 927S6 USA
ProdwiSofUSA

1Q57tM1900C1 RevVvIA

IREF j » 7400S

Cataeog number

GTIN Barcode Area

FOR PLACEMENT ONLY
LOT j

Medtronic

GTiN Barcode Area
Avatas™ 7400S

FOR PLACEMENT ONLY
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Medtronic

Valve Handle 7420
# Vsl bgmmmmmanaemf

da KJalridnd*ag | de HesrzW apprnnandgriff/ bl Aaph

axN peravehalal al Klepi /ftLa’V‘tdm/ermh(

oG /si m%@ﬂﬁ%m' o
wkldftlsrﬂsgftr Kapek K4 | Lk Phomaccrara

| %rd(»c Ic
Miategdis

Medtronic I— 23amm ..A
Valve Handle 7420

Ons npojaxu Ha Tepputopuu Poccuiickoii degepayuu

(*)I/IHafIbHaFI ynakKoBKa conpoBoXpaaetca AOMONHUTE/IbHbIM
CTUKEPOM.

W3gennsi nocTaBisloTCA CO CTUKEPOM, KOTOPbIA COLEPXUT
CNefyHoLLED UH(OPMaLUio:

Ha3BaHWe N3gennsa Ha PycCKOM A3bIKE;
Ha3BaHMe 3aBoja NPoun3BOANTENS;
E CTpaHa NPOUNCXOXAEHUS;
ko4 UPN (yLMKaanbli/’l KO[, NPOAYyKTa);
Kog CFN (KNMeHTCKWA Kopg);
fata n Homep PervcTpauvoHHOro yA0CTOBEPEHMS;
3HaK COOTBETCTBUSA B Poccuu;

npeaynpeauTesnibHble M MHQOPMUPYIOLWNE 3HAKU U
Hagnucuy.

O6paseL, cTMKepa
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| 234 mm ~3B3
lreF I» 7420
Gdaogmy

N
1L, otV
1NUse atthiswesite
. I»USA IRx Only (E
Qnty ForUSakSaoesaly  OOBB

GTIN Barcode Area
FOR PLACEMENT ONLY

The final packaging for the Russian market
accompanied with additional sticker.

Devices supplied in packaging marked with the following

possible 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.

Sample of the sticker

Product name

Name o f the

Code UPN
manufacturer



11. OCHOBHbIE
napamMmeTpbl "
XapaKTepPUCTUKHN
MeAMLNHCKOT o
n3genns
(HopMupoBaHHbIe
TeXHUYecKue
XapaKTepuctukmn)/
The main
technical
parameters and
characteristics of
medical device
(rate-based
specifications,
lifetime,
expiration date).

HawnmeHoBaHue

Kog UPM
npoun3BoAnNTeNs
CtpaHa
P Kog CFN
NPOUCXOXAEHUSA:

YNOMHOMOYEHHbIV NpefcTaBuTesNb NPON3BOAUTENS
B P®: OO0 «MefTpOHUK»

PeruncrtpaumnoHHoe Y aoctoBepeHume Ne oT

CM. NHCTpyKUuio
Buonornyeckuii Avalus cocTtont u3
Kapkaca w
Kapkaca,

K/ianaHa.

npoTes
nonaupom 4 onopHOro
nogjep>xxmBatoLLero
TPexXcTBOPYATOro

NOKPbITOr0
TPexcTBOpY4aTOro
KOTOpOMY npujaHa {opma
OnopHbIii Kapkac n
TPexcTBoOpYaTbIli NOALEPXKMBAIOLL NI KapKac N3roTaB/InBaroTCA
METOAOM NNUTbA  NOL4  AaBfleHWEM C
nonnaupagupketoHa (M33K). M33K onopHoro kKapkaca
UMMperHupoBaH cynbdartom bGapusa a4ns
PEHTrEHONOMMYECKON BM3yanunsaunu.

McnoJsib3oBaHMeEM

BO3MOXXHOCTHU

CTBOPKM KanaHa BbIpe3alTcs as3epoM M3 TKaHW OblUbero
nepukapga, cwuton B 0,5%  6GydepHOM  pacTBope
rnytapanbgeruja. CTBOpPKU nomMeLsatTcs mMexay
TPexcTBopYaTbiM MOALEPXKMBAIOLLMM KapKacoM W OMOPHbIM
KapkKacoMm, a 3aTe” BCe KOMMOHEHTbl HafeXHO CLUMBAOTCA
BMecTe. LLIOBHOe KO/bLO, W3roTOB/IEHHOE W3 NOAU3UPHOI
TKaHW, WHTErpupoBaHoO B MOKPbITME MPUTOYHON yacTu
OMOPHOr0 Kapkaca W CAyXuT gna dukcaumm wsamm U
pacnonioXXeHUs n3gennsa B cyrnpaaHHyNsApPHOM MosoXxeHuu. Ha
LOBHOM KO/blie B 06nacTW CepefuHbl CUHYCa KaXkAoh u3
CTBOPOK PacMo/ioKeHbl LIOBHbIE MapKepbl A5 TOro, 4Tobbl
cobnfaTh paBHOE PaCcCTOAHME MEXY HakKIaiblBaeMbIMU Mpu
uMnnaHTauum wBamn. bBuonornyeckuin  npotes  Avalus
obpabaTbiBaeTcs anba-ammHomacnsiHoi kucnotoii (AOA) B
pamKax npouecca AeMUHepanu3aluuun, KOTOPbIA yMeHbLUAeT
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Country of origin Code CFN

Authorized Representative in Russia: Medtronic
LLC

Date and Number of RC

See IFU

The Avalus bioprosthesis consists of a polyester covered base
frame and a trileaflet support frame structure shaped to the
geometry of atrileaflet valve. The base frame and the trileaflet
support frame are injection molded using polyether ether
ketone (PEEK) material. The base frame PEEK material is
impregnated with barium sulfate to allow for radiographic
visualization.

The valve leaflets are laser cut from bovine pericardial tissue
that has been cross-linked in buffered glutaraldehyde. The
leaflets are inserted between the trileaflet support frame and
the

base frame, and all components are securely sutured together.
A sewing ring, fabricated from polyester cloth, is integrated
into the inflow base frame cover to allow for suturing and
seating of the valve in a supra-annular position. Sewing
markers are located on the sewing ring in the mid sinus area of
each cusp to provide guidance for even spacing of implant
sutures. The Avalus bioprosthesis is treated with an Alpha-
Amino Oleic Acid (AOA) anti-mineralization process that has
been shown to mitigate porcine leaflet calcification in animal
studies and bovine pericardial tissue calcification in a chronic
subcutaneous rat model.



KafbUN(PUKALUIO CBUHBLIX CTBOPOK, YTO 6bIJI0 A0Ka3aHO Mo
pe3ynbTaTaM WCCMef0BaHWA Ha XXUBOTHbIX, U Ka/lbLM(UKALMIO

TKaHe 6blybero nepukapga, 4To ObII0  [JOKasaHO B

ncenepoBaHnNAX ,EI.OI'IFOBpeMeHHOVI I'IO,EI.KO)KHOI7I nMnaaHTaynn
Moenn KpbICbl.

Pa3smep / Size 19 MM / mm
(1) OnameTp kapkaca (TAD) / 19
Stent Diameter (TAD)

(2) Anam’eTp BHYTpeKHero oteepcTus / 175
Internal Orifice Diameter '

(3) Hapy>kHblli guameTp LLOBHOIO 270
Konbua / External Sewing Ring Diameter ‘

(4) BbicoTa npoguna knanaHa / 13.0
Valve Profile Hight '

(5) AopTanbHbIii BbicTyn / 110

Aortic Protrusion
MpumevaHne: TAD — grnameTp (hM6PO3HOr0 Kosbla

Crneymndukayum nsgenmns

O6LMe NPoeKTHbIe eneLmdUKaLmnm

MapameTp OnucaHwne
Obuwas knaccuukayms; bunonornyeckoe / rubkoe
nsgenve
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21 MM/ mm 23 MM/ mm 25 MM/ mm 27 MM / mm

21 23 25 27
19,5 215 23,5 25,5
29,0 31,0 33,0 36,0
14,0 15,0 16,0 17,0
12,0 13,0 14,0 15,0

Product specification

General design specification

Parameter Description
General classification: Biologic/flexible
Implantation:  |Valve locations(s):  Aortic



MmnnaHTa PacnonoxkeHue AopTasibHoe
ums: KaraHa:
MonoxkeHne B CynpaaHHynspHoe
(prOpo3HOM KOfibLE;
CrtBopku:  KonuuyecTso CTBOpOK: 3
Martepuan: BbIunii nepuikapg
PeHTreHoK PeHTreHoKoHTpacTHbIi Bapus cynbgar
OHTPacTHO MaTepuat:
CTb: CogepxaHue 6% no macce
PEHTreHOKOHTPACTHOro
marepuasia:
PacnonoxeHune OnopHbIA KapKac
PEHTreHOKOHTPACTHOro
mMatepuana:
Kopniyc/ct MexaHn3m couneHeHuss OcHoBaHWe/TpexcTBopyaThbIii
EHT: CTBOPOK: NoAAep>KNBAIOLLIIA KapKac
Martepwuarn; MasK
LoBHas  Bpawatowasacsa/HeBpa  Hespalatouascs
MaHXeTa:  LLANOLLAsACS;
MexaHn3M KperneHns: LLIBbI/BCTPOEHHbIA B TkKaHb
CTeHTa (OMOPHBIN KapKac)
Martepuan: » Monwnathmp
O6paboTK HasHaueHwe: JemuHepanusyoLas
a obpaboTka
MecTo npumeHeHWA: KnanaH (TKkaHeBasi CTBOPKA)
MNokpbITHe Anba-amHomMacNs Has
v kucroTa (AOA)

Obuwas (pakuusi peryprutauum KnarnaHoB Jo/DKHa 6biTb
MeHbLLIE UM paBHa:

- 7% pgna knanada pasmepom 19 mm

- 7% AnAa KnanaHa pasmepom 21 Mm

- 7% pnA knanaHa pasmepom 23 Mm

- 10% pna knanaHa pasmepom 25 MM

- 10% pna knanaHa pasMepom 27 MM
[onroBeyHocTb ycTpoiicTBa: KaanaH [O/KEH O0CTaBaTbCA
hyHKUMOHaNnbHbIM nocne 200 MAH. UMKMIOB
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Annulus position(s):  Supra-annular

Leaflets; No. of leaflets: 3
Material; Bovine Pericardium
Radiopacity; Radiopaque Barium Sulfate
material:
Radiopacity amount: 6% by weight
Location of Base Frame
radiopaque
material:
Housing/ Leaflet articulation ~ Base/Trileaflet Support
Stent; mechanism; Frame
Material: PEEK
Sewing cuff; Rotatable/not: Not Rotatable
Attachment Suture/Integrated into stent
mechanism: (base frame) cloth
Material: Polyester
Treatments; Purpose: Anti-mineralization
treatment
Location: Valve (tissue leaflet)
Coating Alpha-Amino Oleic Acid

(AOA)

The valves shall be less than or equal to the following total
regurgitant fraction:

- 7% for 19mm size valve

- 7% for 21mm size valve

- 7% for 23mm size valve

- 10% for 25mm size valve

- 10% for 27mm size valve
Device Durability AWT: The valve shall remain functional
for 200M cycles
Stent Fatigue: The stent frame shall survive 15 years with a
fatigue safety factor greater than 1
The valves shall have an outer diameter at the commissure
post of the following:

-24.0 +/- 1.0 for 19mm size valve

-26.5 +/- 1.0 for 21mm size valve
29,0 +/- 1.0 for 23mm size valve



M3HoC Kapkaca: paMa KapKaca Jo/1KHa BblaepXusaTtb 15 net ¢
KO3(h(hMLUMEHT 3anaca ycTanocTHON npoyHocTu 6onee 1
KnanaHbl fONXHbI MMeTb HAPY>KHbIN AnaMeTp KOMUCCYP:

- 24,0 +/- 1,0 gna knanaHa pasmepom 19 mm

- 26,5 +/- 1,0 gna knanaHa pasMmepom 21 mMm

- 29,0 +/- 1,0 pna knanaHa pasmMepom 23 MM

- 31,0 +/- 1,0 gna knanaHa pasMepom 25 MM

- 33,5 +/- 1,0 gna knanaHa pasMepomM 27 MM

Pasmep N O603Ha4veHWe Cneupndmkaums
(mm) y (Mm)
19 O6Las BbicoTa 130+ 1,0
BblcoTa aopTasibHOro 11,0+ 10
BbICTYMa
BHYTpeHHWUI guameTp 175+ 10
Kapkaca
LLnprHa Kommuceyp 3,207
21 O6LLas BbicoTa 140+ 10
BbicoTa aopTanbHOro 120+ 10
BbICTYMa
< BHyTpeHHUi1 gnameTp 195+ 10
Kapkaca
LLnpnHa Kommuceyp 33+0,7
23 O6ulasn BbicoTa 150+ 10
BbicoTa aopTasibHOro 130+ 1,0
BbICTYMa
BHyTpeHHWUI gnameTp 215+ 10
KapKkaca
LLnprHa Kommumceyp 33+0,7
25 O6Las BbicoTa 16,0+ 1,0
BbicoTa aopTasibHOro 140+ 10
BbICTyNa
BHyTpeHHWI gnameTp 23510
Kapkaca
LLInpnHa kommuccyp 3,407
27 Ob6ulasn BbicoTa 17,0+ 1,0

BbicoTa aopTanbHOro 15,0 = 1,0
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Size
(mm)
19

21

23

25

27

31.0 +/- 1.0 for 25mm size valve
33.5 +/- 1.0 for 27mm size valve

Dimension

Oyerall Hight
Aortic Protrusion Hight
Stent Inner diameter
Commisure post width
Oyerall Hight
Aortic Protrusion Hight
Stent Inner diameter
Commisure post width
Overall Hight
Aortic Protrusion Hight
Stent Inner diameter
Commisure post width
Overall Hight
Aortic Protrusion Hight
Stent Inner diameter
Commisure post width
Overall Hight
Aortic Protrusion Hight
Stent Inner diameter
Commisure post width

Specification

(mm)
13.0+ 1.0
1.0+ 1.O
175+ 1.0
3.2+0.7
14.0+ 1.0
120+ 1.0
195+ 1.0
3.3+0.7
15.0+ 1.0
13.0+ 1.0
21.5+ 10
3.3+0.7
16.0 £ 1.0
140+ 10
235+ 1.0
3.4%0.7
17.0+ 1.0
15.0+ 1.0
255+ 1.0
3.5+0.7



BHYTpeHHWUi gnameTp 255+ 10

Kapkaca
LLnpuHa KommMuceyp 3,5%0,7
CuD
Pasvep (vm) 0 Azx 10 0B+ 10 0cC D+ 10 Ex 10 Fx 100 G=+0,75 H+0,7 1+0,5
/ Size (mm) +2,0,-1,0
19 17,5 24,0 27,0 13,0 11,0 5,25 4,25 3,2 3,5
21 - 19,5 26,5 29,0 14,0 12,0 5,50 4,25 33 4,0
23 21,5 29,0 31,0 15,0 13,0 6,75 4,25 3,3 4,5
25 23,5 31,0 33,0 16,0 14,0 7,50 4,25 34 5,0
27 £27,5 335 36,0 17,0 15,0 8,00 4,25 35 4,5
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Pa3wvep (mm) / Size A 0,5

(mm)
U 19 3.0
21 3,0
23 3,0
25 3,0
27 3,5

s v
1>5+0.18— W J+
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MpuHapgnexHocTn / Accessorizes

r» 12.8't4;

SECnOCh B'9 <L|J)K>K)

OKUbEE)  \

6-B
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SECIIO* 8 -6

Ons Kaxporo M3 cnegyrownx pasMepoB KianaHoB A0/1KeH
6bITb LOCTYMEH U3MEPUTENb AUamMeTpa KianaHa:

-19 mm

-21 MM

- 23 MM

- 25 Mm N

-27 MM

MpoBonOKa M3MepuUTENa AnameTpa KanaHa He [0/DKHA
UMeTb TpewnH unun TpewnH nocne 30 unMknoB n3rnba Ha
yron 90 rpagycos npu paguyce nsrnoéa 1,27 cm (0,5")
M3mepuTens gMameTpa KianaHa Ao/KeH UMeTb ANIUHY
241,3+/- 12,7 mm

YHuBepcanbHasa pyyka gepxartenb KnanaHa fo/KHa UMETb
annHy 233,68 £ 1 Mm

YHuBepcanbHaa pyyka epxartenb KanaHa go/mKHa
noggepXkmBatb pe3bboBoi MHTepgeiic nocne 50Tn
COeAVHEHUIA C gepXkaTesiem.

YHuBepcanbHaa pyyka fep)artesib KianaHa He JoNKHa
UMeTb TpewuH uan TpewnH nocne 30 ynknos nsrnbda Ha 90
rpagycoBs feopmMupyemoli yacTu ¢ paguycom msruba 1,27
cm (0,5™)
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A sizer shall be available for each of the following valve
sizes:

- 19mm

-21mm

- 23mm

- 25mm

-27mm
The sizer wire shall be free of cracks or fractures after 30
cycles of 90 degree bending at a bend radius of 0.5"
The sizer shall have a length of 241.3 +/- 12.7mm
The valve handle shall have a length of 233.68 +/- 1mm
The valve handle shall maintain a threaded interface
following 50x connections with a holder.
The valve handle shall be free of cracks or fracture after 30
cycles of 90 degree bending of the malleable portion at a
bend radius of 0.5"
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Pasmep (Mm) / Size (mm) A B
19 57,3 57,5
21 57,3 57,5
23 57,3 57,5
25 57,6 57,3
27 57,6 57,3
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12. TpeboBaHMA K
OXpaHe
OKPY>KatOLLIEW
cpenpbl
NPUMEHEHN
MeANLIMHCKOro
n3genuvs.
Mpougaypa
yTunmsaummn/
Requirements for
the protection of
the environment
in the application
of medical
devices.
Procedure for
utilization/liquida
tion of MD

npu

/
N —
Pa3smep (Mm) / Size (mm) A B
19 0 19,00 £0.25 15,00
21 0 21,00 £0.25 15,00
23 0 23,00 £ 0.25 16,00
25 0 25,00 £ 0.25 17,50
27 0 27,00+ 0.25 18,50

Ob6pallaiiTecb €O BCEMM MOAOGHLIMKA  YCTPOWCTBAMU 1
YTUN3NPYeTe UX B COOTBETCTBUM C NPUHATON MeULMHCKON
MPaKTUKOM, a Takke MNPUMEHUMbIMA  MECTHbIMA U
(hefepasibHbIMN 3aKOHaMM M HOPMATUBHbLIMU JOKYMEHTaMU.

Knacc onacHoCTI MeaMLMHCKIX 0TX0/108
Knacc b B COOTBETCTBIM C KnaccumKaLimein, NpruMeHsemMoin Ha
Tepputopumn Poccuiickoin deaepatim

BosspaT IKCNNaHTUPOBaHHbIX 6MONTOTNYECKUX npoTes3oB
KomnaHns Medtronic 3aMHTepecoBaHa B NoyyeHUm
3KCN/TaHTMPOBaHHbIX 6V0M0rMYecKMX NpoTe3oB Avalus. B Tex
CNyyYasix, Korga ato 6yaeT nprsHaHo LieniecoobpasHbIM,
aKCNNaHTatbl 6yAyT U3y4eHbl KOHCY/IbTaHTOM-NaTo/0rOM.
McbMeHHOe 3aK/THoUeHVe CO CBOAKOM pe3y/bTaToB
nccneaoBaHUA 6ydeT nepeaaHo Bpady. UTobbl NofyumTb Habop
[19 BO3BpaTa NpoLyKTa, BK/IKYas MH(OPMAaLOHHYO (hopMy
JKcnnaHTaTa, 06paTUTeCh B ANCTPUOLIOTOPCKUIA LIEHTP

.Medtronic UM B TOPrOBOe NpPeAcTaBUTeNbCTBO Medtronic.
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Handle and dispose of all such devices in accordance with
accepted medical practice and applicable local, state and
federal laws and regulations.

Hazard class of medical waste
B class in accordance with classification common in Russian
Federation

Return of explanted bioprostheses

Medtronic would like to obtain recovered Avalus
bioprostheses. When determined to be appropriate, explants
will be studied by a consulting pathologist. A written report
summarizing the findings will be returned to the physician.
Product return kits, including an explant information form, are
available by contacting Medtronic distribution centers or a
Medtronic sales representative. It is important that the explant
form is filled out completely. If a kit is not available, place the

explanted bioprosthesis in a container of glutaraldehyde or
10% buffered formalin immediately after €Xcision. For further



13. Cpok
rogHoct / Shelf
life

14, Ycnosus
akcnnyatauum/
Operating
conditions

15. Ycnosust
TpaHCMnopTMpoBaHN
A W XpaHeHus/
Conditions of

transportation and
storage

BaXHO MOHOCTBIO 3aM0HUTL MHGOPMALIMOHHYHO (hopMmy
aKcnnaHTata. Ecnv Habop OTCYTCTBYET, HEMe/1EHHO Noc/e
MCCeYEHMS NOMECTUTE 3KCM/IAHTUPOBAHHBIV GUONOTNYECKUIA
NpoTe3 B KOHTEMHEP C riyTapasibaerniaom uim 3abyhepeHHbIM
10%-HbIM pacTBOPOM (hopManvHa. 18 nonyyveHns Noapo6HbIX
WHCTPYKUWMI MO BO3BPATY 3KCMN/IaHTUPOBAHHOMO YCTPOACTBA
obpaLLariTecb B TOProBoe NpeAcTaBuUTENIbCTBO KOMMaHWM
Medtronic.

3roga

MpoBepbTe  MHAMKATOP  TemrepaTypbl  TPaHCTOPTMPOBKM

BHYTPU KOPOBKWU. ECAM OKOLIKO WMHAMKATOpa TeMMepaTypbl ™

TPaHCMOPTUPOBKM  YEPHOE,
K/IMHWNYECKOro UCMo/b30BaHS.
m He ucnonb3yite KnanaH npu l060M U3 Creayowmx
06CTOATESbCTB;

B KramaH nagan, Obln MOBpeXAeH WM MoABepraics
HeHafnexallemMy obpaLleHuto;

W VICTEK CPOK MOAHOCTU;

W BCe KOHTPO/IbHbIE MOIOCKY MOBPEXEHSI;

B VIMEIOLLIMIACS Ha PN \LLe CEPUIAHBIA HOMEP HE COOTBETCTBYET
HOMepY Ha 3TUKETKE KOHTEHEPa;

W pacTBOp rnyTapanbferna ANs XpaHeHUs He MOMHOCTHHO
3aKpbIBaeT K/anaH, Ui 13 YrNakoBKUN BbITEKAET XXNAKOCT;

W VIMEIOTCS NPU3HaKN MOBPEXAEHMS KaraHa.

W3genve npegHasHayeHO Ans  NpPUMEHEHWS  00y4YeHHbIM
MEAMUMHCKVM MepCOHa/IOM B YC/IOBUSIX OMepaLyioHHON: npu
KOMHaTHOM Temnepatype Bozayxa (ot 18 °C) He Bblwe 25°C,
OTHOCUTE/bHOI BaXKHOCTM A0 75%, aasneHum ot 86,0 1o 106,0
KlMa

XpaHuTe 6ronornyeckunii npotes Avalus npu Temneparype 5-
25 °C (41-77 °F). OxnaxgeHue He Tpebyetcs. [lpu
3aMOpaXKMBaHUN  KnamnaH MOXeT ObITb MoBpexaeH. [potes
MOXXET XPaHWUTLCA NpY KOMHATHOW Temnepatype go 25 °C (77
°E). KnanaH He [O/MKeH nojsepratbCs BO3AEMCTBUIO MPAMbIX
COMHEYHbIX___ Jlyd4el  W__ ApYrMX__ UCTOYHMKOB

KnanaH He MpUrogeH Ans
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instructions on the return of an explanted device, contact a
Medtronic sales representative.

3 years

m Check the shipping temperature indicator inside the carton.
If the shipping temperature indicator window is black, the
valve is not suitable for clinical use.

m Do not use the valve in any of the following circumstances:
m The valve has been dropped, damaged, or mishandled in any
way

m The Use-by date has elapsed

m All tamper strips are damaged

m The serial number tag does not match the number on the
container label

m The glutaraldehyde storage solution does not completely
cover the valve or if fluid is leaking from the packaging

m The valve shows signs of deterioration

The product is intended for use by trained medical personnel
in the operating room; at room temperature (18 ° C) not higher
than 25 ° C, relative humidity of 75%, a pressure of from 86.0
to 106.0 kPa

Store the Avalus bioprosthesis between 5°C and 25°C (41°F
and 77°F). Refrigeration is not required, and freezing could
damage the valve. Room temperature storage up to 25°C
(77°F) is satisfactory. Do not expose the valve to sunlight or

other ultraviolet light sources, or placed where significant
temperature fluctuations could occur.




16. [apaHTUiiHbIE
o6s3aTenbcTBa/
Warranty

YNbTPAUOSIETOBOrO M3/YyYeHWs, UM HaXOAUTLCA B MECTax, B
KOTOPbIX BO3MOXEH 3HAYMTE/bHbIN Nepenaz TeMneparyp.
CnenyeT HanaguTb CKMALACKOW KOHTPO/b, YTOObI B MEPBYHO
oyepefb MUMMMIAHTUPOBATL OMOMOrMYeCKVe MPOTe3bl C paHee
NCTEKAIOLLWIM CPOKOM FOAHOCTU M 136EXaTb MCTEUYEHMS CPOKa
rOAHOCTW.

PekoMeH[0BaHO TPaHCMOPTUPOBAaTL B CYXOM MecTe  Mpu
Temnepatype He Hwke 0°C, He [O/MKHO MoABeprarLea
BO3AENCTBMIO MPAMbBIX  COMHEYHBbIX flyuyeid WK Apyrmx
MCTOYHUKOB  YNbTPauONeToBOro  m3niyveHus . He
3aMopaXkmBaTb.*

HACTOALWMM OTKA3 OT TrAPAHTW NMPEAHASHAYEH
TOJIBKO ANnA  KIMEHTOB, HAXOOALWMXCA 3A
MPEOENAMW CLUA: .

HECMOTPA HA TO, UTO BUNOJIOIT'MYECK TPOTE3
AVALUS MOJENM 400, OAJIEE WVMEHYEMbIN
«MPOAYKT», Bbl/1 TWATE/IBHO CIrPOEKTNPOBAH,
MPON3BEAEH N MPOLWEN  TMPEANMPOAAXHBLIE
NCTbITAHVA, CYLWWECTBYET MHOXXECTBO TMPUYMH
BOSMOX1M0ro CbOA B  PABOTE  OAHHOIO
MPOOAYKTA. WVMEKOWMVECA B OBO3HAYEHWAX
MPOAYKTA NMPEAOCTEPEXXEHUA COAEPXAT BOJIEE
NnoAPOBHbIE  ~ CBEAEHWA 7 ABNAKOTCH
HEOTBEMJIEMOW YACTBEKO OAHHOIO OTKASA OT
FAPAHTUN. n63TOMY KOMIMAH/A MEDTRONIC
OTKAS3BIBAETCH OT  BCEX FAPAHTUNHBIX
OBA3SATE/IbCTB, KAK MPAMbIX, TAK 7
MOAPA3YMEBAEMbBIX, Nno  OTHOWEHMKO K
OJAHHOMY TMPOAYKTY. KOMIMNAHUA MEDTRONIC HE

HECET A OTBETCTBEHHOCTW HW 3A KAKWUE
CNYYAVHbIE nn KOCBEHHbBIE YBEbITKW,
BOSHVKLWUME B  PE3YJ/IbTATE  KAKOIO-/IMBO

NCIMONb3OBAHNA, AEPEKTA I HEVNCTTPABHOCTU
MPOAYKTA, BHE 3ABUCMMOCTW OT TOIO,
OCHOBAHA 1 TMPETEH3MA HA TAPAHTUMHbBIX
OBA3ATENLCTBAX, KOHTPAKTE, [PAXIAHCKOM
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Maintain appropriate inventory control so that bioprostheses
with earlier Use-by dates are implanted first to avoid
expiration dates.

Normal conditions of transportation not lower 0°C in dry
place. The device is not exposed to sunlight or other ultraviolet
light sources. Refrigeration is not required.

THE FOLLOWING DISCLAIMER OF WARRANTY
APPLIES TO CUSTOMERS OUTSIDE THE UNITED
STATES:

ALTHOUGH THE AVALUS BIOPROSTHESIS, MODEL
400, HEREAFTER REFERRED TO AS “PRODUCT,” HAS
BEEN CAREFULLY DESIGNED, MANUFACTURED,
AND TESTED PRIOR TO SALE, THE PRODUCT MAY

FAIL TO PERFORM ITS INTENDED FUNCTION
SATISFACTORILY FOR A VARIETY OF REASONS. THE
WARNINGS CONTAINED IN THE PRODUCT
LABELING PROVIDE MORE DETAILED

INFORMATION AND ARE CONSIDERED AN
INTEGRAL PART OF THIS DISCLAIMER OF
WARRANTY. MEDTRONIC, THEREFORE, DISCLAIMS
ALL WARRANTIES, BOTH EXPRESS AND IMPLIED,
WITH RESPECT TO THE PRODUCT. MEDTRONIC
SHALL NOT BE LIABLE FOR ANY INCIDENTAL OR
CONSEQUENTIAL DAMAGES CAUSED BY ANY USE,
DEFECT, OR FAILURE OF THE PRODUCT, WHETHER
THE CLAIM IS BASED ON WARRANTY, CONTRACT,
TORT, OR OTHERWISE.

The exclusions and limitations set out above are not intended
to, and should not be construed so as to, contravene mandatory
provisions of applicable law. If any part or term of this
DISCLAIMER OF WARRANTY is held by any court of
competent jurisdiction to be illegal, unenforceable, or in



17. [MNepeyeHb
HaUMOHa/IbHbIX n
MEXOYHaPOAHbIX
HOPMaTnBHbLIX
[OKYMeHTOB/CTaHa
pTOB, KOTOPbIM
COOTBETCTBYET
MeANLIMHCKOe
n3genve/ The list of
national and
international
regulatory
documents/standa
rds, which matches
medical device

MPABOHAPYLLEHI
OBCTOATE/IbCTBAX.
BbILLEN3I0XKEHHbIE WUCK/IHOYEHUA W OTPaHUYeHns He MoryT
MOHUMATLCA WM UCTOMKOBbLIBATLCA TakMM 006pasoM, YTOObI
NPOTUBOPEUUTL 0653aTe/bHBIM  MOOXKEHNAM  MPUMEHSEMbIX
NpaBoBbIX HOPM. ECnn Kakas-nmbo YacTb Wn YCroBe AaHHOTO
OTKA3A OT FTAPAHTUI npu3HaeTcs Cya0M KOMMETEHTHOM
IOPUCAMKUMN, KaK HE3aKOHHOe, He UMELOLLEee HpUANYECKOM
CWMbl WM  MPOTUBOPEYALLMM  MPUMEHSIEMbIM  NPaBOBbLIM
Hopmam, ocTaBLuascst YacTb OTKA3A OT TAPAHTUN byaet
CUMTATLC UMEIOLLE HOpUAMYECKYHO CUly, W BCe NpaBa W
0b6s3aTenibcTBa Y OyAyT TOMKOBATbCA UM NPUHYAUTENBHO
obecneumBatbCs, Kak ecnm  6bl  fdaHHbi OTKA3 OT
FTAPAHTUW He cogepkan OTAENbHbIX YacTeld UK YCNoBUIA,
KOTOpble ObUM NPU3HAHbI He UMEHOLLMMM 3aKOHHOW CWbI.

Wi APYTUNX

CraHpapt
EN 1SO 13485:2012/AC 2012

OucaHue

conflict with applicable law, the validity of the remaining
portion of the DISCLAIMER OF WARRANTY shall not be
affected, and all rights and obligations shall be construed and
enforced as if this DISCLAIMER OF WARRANTY did not
contain the particular part or term held to be invalid.

EN 1SO 11/1971:2012 ]

ISO 14630:2012
EN 1SO 10993-1:2009/AC:2010

EN ISO 11607-1 :$009/AC:2014
EN 556-1:2001/AC:2006
EN 1SO 11737-1:2006/AC:2009

EN 1041:2008/AC:2013
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W3genna meguumHekme. CUCTeMbl MeHEDKMEHTa kadyecTBa. TpeboBaHus Ans Lenen
perynnpoBaHns
V3genna  MeauLMHCKMe.
N3aenmam

HeaKT1BHble Xvpypruyeckue nmnnaHTatel. O6Lume TpebosaHUs

OueHKa 6ronornyeckas MeauUMHCKUX n3genuin. Yacte 1 OueHKa M UCMbITaHWS B
pamKax rnpoLiecca MeHe[pKMeHTa pUcka

YNakoBKa MeNLMHCKVX U3LENWIA, MOANEXALLMX (DMHULIHON cTepunm3aumn. Yactsb 1
TpeboBaHVs K MaTepuasiiaMm, OapbepHbIM  CUCTEMaM A1 CTEPUAM3aLMN 1
YNaKOBOYHbIM CUCTEMAM

Crepynmsaups MeAUUMHCKUX U3fennid. TpeboBaHMs K MeAUUMHCKUM  U3AeNAM
Kateropum "cTepuibHble”. Yactb 1 TpeboBaHWS K CTEPUIN3ALMN YMNAKOBaHHbIX
MEAVLMHCKUX U3AENNIA

Crepynmsaupsi MeQULMHCKUX M3aenmnin. Mukpobuonormdeckue metodbl. Yacte L
OLeHKa nonynaumMm MMKPOOPraH13MOB Ha NPOAYKTax

MprMeHeHe MeHePKMEHTa pUCKa K MeAULMHCKAM

NHhopmaums, NpeaocTasnsiemasi NPOM3BOAUTENEM MEAVLMHCKIX U3amii



ENISO 15223-1:2012

ENISO 22442-1:2015
ENISO 22442-2:2015

ENISO 22442-3:2007

ENISO584(VI1:2015

ENISO 5840-2:2015

ISO 14644-1:1999

ISO 14644-2:2000

ENISO 1M155:2011 ~

EN 1SO 14160:2011

EN 62366:2008

Standard

EN ISO 13485:2012/AC 2012

EN ISO 14971:2012
ISO 14630:2012
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WM3penns  MeguumHckue. CUMBOMbI, UCMOMb3YeMble Ha AP/blKax MeAUUMHCKUX
U3AeNNIA, NPU MapKUPOBKE M B MpeaocTaB/seMoil MHgopmaumn. Yactb 1 O6lume
TpeboBaHNA

3nenvs MeamUMHCKINE, UCNONb3YHOLLME TKAHW YXMBOTHBIX U X NPOM3BOAHbIE. YacTb
1 MNMprMeHeHWe MeHeDKMEHTA pUCKa

W3nenvs meauupHCKUE, UCNOMb3YHOLLME TKaHW YKMBOTHBIX U X NPOU3BOAHbIE. YacTb
2. KOHTpO/b Npu yCTaHOBMEHUM NPOUCXOXKAEHUS, CO0pe 1 06paboTKe
MeanuMHCKIMe 13aenus, NCNoMb3YHOLLIME TKaAHW XXMBOTHbIX U MX MPOM3BOAHbIE. YacTb
3. Banmpaumus YHUUTOXEHUS W/WAM WHAKTUBALUMM BUPYCOB W areHTOB 3apa3Hol
CMOHI1O3HOM

MmnnaHTaThb! cepeuHococyancTble. MpoTesbl cepevHoro KnanaHa. Yactb 1 O6uyme
TpeboBaHUA

VMnnaHTaTbl cepaeyHococyaucTble. [poTesbl cepfeyHoro KnamaHa. Yactb 2.
3aMeHWUTeNN CepAeyYHOro K/amnaHa, BBOAUMbIE B OpPraHusm  XuUpypruyeckummn
MeTofamMu

UncTble MOMELLEHWA W CBA3AHHbIE C HUMW KOHTpOMMpyeMble cpedbl. YacTb 1
Knaccugukauys YncToTbl BO34yxa Mo KOHLEHTpauum YacTuLy

[MomMeLLeHna unCTble M CBA3aHHbIE C HUMW KOHTpo/Mupyemble cpedbl. Yactb 2.
MOHUTOPUHT C LieNbHO 06eCreyeHnst XapakTePUCTUK YACTbIX MOMELLEHWIA, CBA3AHHbIX
C YMCTOTON BO3/yXa Ha OCHOBE KOHLIEHTPaLMK YacTuL,

KnnHnyeckne uccnefioBaHUS MeSUVUMHCKUX W3Lenvid ona nogein. Hagnexalas
K/IMHNYECKasa NPaKTuKa

Crepynmsaupsi MeQMUMHCKON NPOAYKUMW. XKuAKvMe XUMUYECKWE CTepUnsytoLLme
BellecTBa [/ O4HOPA30BbIX MEAVUMHCKUX W3AENUA, WUCMONb3YIOWMX TKaHW
XMBOTHBIX WM WX NPoM3BOAHble. TpeboBaHMA K  OMUCAHWIO  XapaKTepUCTUK,
paspaboTKe, Ba/MAaUMM U TeKyLleMy KOHTPOMO npolecca CTepunmsaumn
MEAVLMHCKUX U3AeNNIA

W3penma  meguupHckvie.  TlpMMeHeHWe  TeXHONOrMiM Mo MPUrogHoCcTM AN
aKcnnyarauum K MeguLMHCKUM U30ennam

Description

Medical devices - Quality management systems - requirements for regulatory
purposes

Medical Devices - Application of risk management to medical devices

Non-active surgical implants — General requirements



EN 1SO 10993-1 ;2009/AC;2010

EN ISO 11607-1;2009/AC;2014

EN 556-1:2001/AC:2006

EN 1SO 11737-1:2006/AC:2009

|
EN 1041:2008/AC;2013

EN ISO 15223-1:2012
EN 1SO 22442-1:2015
ENISO 22442-2:2015
EN ISO 22442-3:2007

/
ENISO 5840-1:2015

ENISO 5840-2:2015
ISO 14644-1:1999
ISO 14644-2:2000

EN 1SO 14155:2011
ENISO 14160:2011

EN 62366:2008
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Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk
management process

Packaging for terminally sterilized medical devices - Part 1. Requirements for
materials, sterile barrier systems and packaging systems

Sterilization of Medical Devices - Requirements for medical devices to be designated
“sterile” - Part 1: Requirements for terminally sterilized medical devices

Sterilization of medical devices — Microbiological methods — Part 1: Determination
of a population of microorganisms on products

Information supplied by ~he manufacturer with medical devices

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

Medical devices utilizing animal tissues and their derivatives - Part 1. Application of
risk management

Medical devices utilizing animal tissues and their derivatives - Part 2. Controls on
sourcing, collection and handling

Medical devices utilizing animal tissues and their derivatives - Part 3: Validation of
the elimination and/or inactivation of viruses and transmissible spongiform
encephalopathy (TSE) agents

Cardiovascular implants - Cardiac valve prostheses - Part 1 General requirements

Cardiovascular implants - Cardiac valve prostheses - Part 2: Surgically implanted
heart valve substitutes

Cleanrooms and associated controlled environments - Part 1 Classification of air
cleanliness

Cleanrooms and Associated Controlled Environments-Part 2. Specifications for
testing and monitoring to prove continued compliance with ISO 14644-1

Clinical investigation of medical devices for human subjects - Good clinical practice

Sterilization of health care products - Liquid chemical sterilizing agents for single-use
medical devices utilizing animal tissues and their derivatives - Requirements for
characterization, development, validation and routine control of a sterilization process
for medical devices

Medical devices - Application of usability engineering to medical devices



18 Cl'Iy>K63 Mo Bcem Bomnpocam, BKAK4aa Xanobbl Ha npogykuuto, Contact for all questions, including complaints, repair and

paboTbI C pemoHT 7 Texobcny>xxusaHue, obpalyaTbCs kK service of medical devices the Authorized Representative
KrveHTamn/ YnonHomouyeHHomy [peactasuTento B Poccuitickoil  in Russia:
Customer Service depepauyunu:

000 «MeaTPOHUK» Medtronic, LLC,

1231 12, Poccus, 1. MockBa, IMpecHeHckas Hab., 4. 10,31 9, nom 123112, Moscow, Presnenskaya Naberezhnaya., 10, floor 9,

L kom. 41 office Ill, room 41
Ten.: (495) 580-73-77, dakc: (495) 580-73-78, Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
VWXXNmedtronic.ru WwWw.medtronic.ru
nbtfAX<fho
AAAKIA BRITTAMV COOK
Notary Public
My COXnI\r:g:ii)%laExpires
9/17/20
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As aregistered Notary Public for the State of Minnesota,
Ihefeby certify that this isatriK and accurate copy ofthe
or~*nal document The oripnal isfNed at Medtronic Inc.



[MepeBop ¢ aHrAMIACKOro f3blKa Ha PYCCKUiA S3bIK]
\Ha 6naHKe KomnaHu1 «MeaTpoHNK»]
Ons npegbsBNeHUs No MecTy Tpe6oBaHUA:

HacToALwmiA JOKYMEHT bl NOANUCAH WY NOLTBEPXKAEH C NPUMEHEHNEM TEXHUYEEKNX CPELCTB
cBA3n 17 centsabps 2020 r. Apuanb OpTu3, HaxoasLleincs B okpyre OprHIDK, Wwrat KanmgopHus,
CoefiHeHHble LLTaTbl AMEpUKN.

/nognuce!

(Mopgnuch 3aBepAtoLLEro A0/IKHOCTHOIO 11LA)
HoTapuyc

[omKHOCTb (M 3BaHKE)

Mos nuueHsus gerctenTenbHa fo: 31 aHBaps 2026 .

[LWTamn:

Mapua BputtaHn Kyk

HoTapuyc

MwuHHecoTa

Mosi nuueH3nsa aeincteuTenbHa o 31 aHBaps 2026 r.]

[LWTamn:
BbicTynas B KkayeCcTBe 3apervCTpMpoBaHHOrO HoTapuyca wwTata MwuHHecoTa, S HaCTOALMUM

YOOCTOBEPSIH, UTO AaHHbIN AOKYMEHT SIBNSETCA BEPHON M TOUHOI KOMMEN OpUrMHana AoKyMeHTa.
OpuvrnHan XpaHUTcs B KOMNaHUM «MeATPOHUK VIHK.»]
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Copgep>xaHune Ha aHrIMACKOM fi3blKe NOATBEPXKAEHO:

Apuanb OpTn3

Cneupanuct oTgenia HOPMaTUBHO-MPABOBOIO PeryMpoBaHuns
17 ceHTs6pa 2020 T.

{fdanee cnegyeT TeKCT [OKYMeHTa «J[JONOMHEHWe K WMHCTPYKUMM N0  3KcnayaTauuu
MeAMLMHCKOro n3genus ,,MNMpoTes KnanaHa cepaua éuonornyecknii Avalus‘s, npeacTasneHHoro
Ha PYCCKOM ¥ aHI/IMIACKOM s3blKax.]

/mognuce! 17 ceHTA6pA 2020 .
[WTamn:

Mapus bputtaHn Kyk

HoTapuyc

MwuHHecoTa

Mos nuueHsmns geicteuTensHa go 31 sHBaps 2026 r.]

[WTamn:

BbiCTynas B KayecTBe 3apermcTpyMpoBaHHOro HoTapuyca wtata MWHHECOTa, i HaCTOArLMM
YAOCTOBEPAIO, YTO AaHHbIN JOKYMEHT ABNSETCA BEPHOW 1 TOYHOM KOMWEN opurnHana oKyMeHTa.
OpwurvHan xpaHuTcs B KOMnaHum «MegTPOHUK VHK.». ]

/noanwuce/
17 ceHTA6ps 2020 T.
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Mepesena Ko3nosa apba BnagumnposHa

Poccuitickas depepayms
Topog MockBa
[Baguatb TPeTbero ceHTA6Gps ABe ThbICAYN ABaALATOr0 roga

A, Koponb BuKtOopra AnekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb NnoAnmcy nepesoavnka Kosnosoi dapbi BnaaMmMpoBHbI.

lNognuckb caenaHa B MOEM MPUCYTCTBUN.

JIN4HOCTL NoANUCaBLLIErO JOKYMEHT YCTaHOB/IEHA.

3aperncTpuposaHo B peectpe: Ne 08/82-H/77-2020- S~ *3>"

B3bICKaHO rocyaapCTBEHHOM MOLLMHBI (Mo Tapudy): 100 py6. 00 Kor.
YrnayeHo 3a OKasaHve YCyr NpaBoBOro M TexHU4eckoro xapakrepa: 300 py6. 00 kon.

rersoBAA MEYATb [TOATIACDH  BA. Kopors
HOTAPUYCA

MpoLLUHYpPOBaHO, MPOHYMEPOBAHO W CKPETJ/IEHO neyaTbio mcT(-a,4)B)|

NOANNCH
FEPEOBAS MEYAT
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Poccuiickan deaepaums

lropos, Mocksa Bcero npoLHypoBaHo,

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



