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STATE OF MINNESOTA

COUNTY OF HENNEPIN

I. Susan Elizabeth Talmadge, Notary for the State of Minnesota, hereby certify that the
attached Appendix to the Instructions for Use for the PrevailTM Paclitaxel-coated

PTCA Balloon Catheter is a true copy ofthe original document filed at Medtronic, Inc.

Dated: 9/28/2022

Susan E Talmadge

Notary Public : :
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Title: Notary Public *
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Medtronic

| B | VAC,
710 Medtronic Parkway
Minneapolis. MN 55432
USA
wv/w.rnedtronic.com

tel 001-763-514-4000
fax 001-765-514-4879

ToWhom It May Concern

As an authorized representative of Medtronic CRDN business unit, 1hereby certify that the
attached Appendix to the Instructions for Use for the Prevail™Paclitaxel-coated PTCA
Balloon Catheter is atrue and accurate copy ofthe original document.

Yours sincerely,

Digitally signed by Catherine Kelly

- DN: cn=Catherine Kelly, o, ou.
C at h e rl n e Ke I Iy email=catherine.kelly@medtronic.com,c=US

Date: 2022.09.2813:44:31 -07'00"

Signed on behalf of Medtronic Inc. Date: September 28,2022
Catherine Kelly
Senior RegulatoryAffairs Manager

% am A
Susan B Talmadge
Notary Public
Minnesota
MyConwissionExpifesianuary3L,2027
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Appendix to the Instruction for use
Prevail’ Paclitaxel-coated PICA Balloon Catheter

Appendix to the Instruction for use

Prevail™ Paclitaxel-coated PTCA Balloon Catheter

DESCRIPTION OF MEDICAL DEVICE
Intended for percutaneous transluminal coronary angioplasty (PTCA) in the coronary arteries with a

vessel diameter from 2.0 mm to 4.0 mm to treat de novo lesions, in-stent restenosis (ISR), and small
vessel disease (SVD).

PACKAGE CONTENTS EACH PACKAGE CONTAINS THE FOLLOW ING ITEMS:
Catheter - 1pc.,

Flushing cannula - 1pc.,
Looper device - 1pc..
Compliance chart - 1pc..
Instructions for use - 1pc.

INFORMATION ABOUT STICKER

The final packaging for the Russian market is accompanied with additional sticker.
Devices supplied in packaging marked wrTth the following possible information;

« Name of medical device in Russian language;

« Name of the manufacturer;

» Country of origin;

e Code UPN (unique product number);

e Code CFN (customer facing number);

» Date and number of Registration Certificate;

* Warning and informing symbols and inscriptions (if applicable)
Sample of the sticker:

Name of medical device
Manufacturer: Code UPN

Country of origin:  Code CFN
Manufacturer's authorized representative::

Registration Certificate No oT

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

STERILIZATION

Available upon request
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Appendix to the Instruction for use
Prevail ™ Paclitaxel-coatcd PTCA Balloon Catheter

Device is sterile.
Sterilized by EO.

Ok wWwN R

This device is single-use only.

Sterility Assurance Level (SAL) - 10"
Term preservation of sterility for 2 years.
Primary packaging is sterilized in accordance with 1SO 11607.

MAIN TECHNICAL DESCRIPTION

Product
Characteristic
Active pharmaceutical

ingredient

Excipient type
Balloon Coating
Length of balloon
coating

Paclitaxel Drug Dose

Balloon diameters

Balloon Working
Lengths

Balloon Wrap
Configurations
Catheter effective
length

Ciuidewvire
compatibility
Guide catheter
compatibility

Shaft Diameter

Shaft Design

Available upon request

Specification with tolerance (if applicable)

Paclitaxel, 3.5 pg/mm" target dose

Urea

FreePac™ (Paclitaxel with Urea as the excipient)
The drug coating is applied as a single layer along the entire working

length of the balloon.
3.5 pg/mnr based on expanded balloon surface

(2.00, 2.25, 2.50, 2.75, 3.00, 3.50, 4.0) mm = 10 %

(10, 15,20,25,30 mm)+ 1mm

NOTE: The 30 mm length is not offered on the 2.25 mm and 2.75 mm

diameter balloon
3 Folds: 2.0, 2.25, 2.50, 2.75, 3.00, 3.5 mm
5 Folds: 4.0 mm

142cm+4cm/-5cm
0.36 mm (0.014 in)

5.0 Fr (0.056 in) (1.42 mm)

Distal Shaft Outer Diameter:
2.5 Fr (0.83 mm) for 2.0 to 3.5 mm diameters

2.7 Fr (0.89 mm) for 4.0 mm diameter
Transition Shaft Outer Diameter

2.5 Fr (0.83 mm) for 2.0 to 4.0 mm (all sizes)
Proximal Shaft Outer Diameter

2.1 Fr (0.69 mm) for 2.0 to 4.0 mm (all sizes)
Rapid Exchange (RX)
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Product

Characteristic
Nominal Balloon
Pressure
Rated Burst Pressure
Introducer Sheath
Compatibility
Luer

Radiopaque Markers
location

Maximum Tip LI/
Inner Diameter (ID)
distal section
Maximum Tip OD/
Outer Diameter (OD)
distal section

Tip Length

Balloon Deflation &
Inflation Time
Weight

Appendix to the instruction for use
PrevaiP” Fraclitaxel-coated PTCA Balloon Catheter

Specification with tolerance (if applicable)

8 ATM (810.6 kPa)

14 ATM (1418.6 kPa)
5Fr(L42 mm)

Female locking luer specifications

Length, cm less than 2,0
Width, cm less than 15
Connecting dimensions: Inside Diameter, 4,315 (+0/-
mm 0,005)
Connecting dimensions: Outside Diameter, 7,83 (+0/-0,I1)
mm

The device must meet ISO 594-1 and 1SO 59A1-2 (ISO 80369-
1) requirements
Two radiopaque marker bands swaged onto the inner shaft inside the

balloon define the working length, enabling accurate balloon
placement under fluoroscopy.

0.0165 in £ 0.0007 in/0.42 mm = 0.02 mm

0.0195 in + 0.0008 in / 0.495 mm * 0.020 mm

2.5 mm+ 0.5mm

Inflation Time to RBP shall be < 15 seconds.
Deflation Time from RBP shall be <30 seconds.
3g+ 10%

CONDITIONS OF TRANSPORTATION AND STORAGE

The recommendation is to '‘store in a cool, dry, and dark place.”

Based on the temperatures the device was subjected to during testing, storage between 15°C and
30°C is recommended for shelf life of the product. Temperature excursions down to -35°C for 2
days and up to 55°C for 75 days are supported by testing.

OPERATING CONDITIONS

The products can be used under the standard conditions of a hospital operating room environment.
There are no additional assembly, installation or maintenance requirements.

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.

Available upon request
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Appendix to the Instruction for use
Prevail*” Paclitaxel-coated PICA [Walloon Catheter

SHELF LIFE 2 years
WARRANTY SHELF LIFE 2 years

PROCEDURE AND CONDITIONS FOR THE DISPOSAL OR DESTRUCTION OF A
MEDICAL DEVICE

After use, this product may be a potential biohazard (hazard class B in accordance with SanPiN

2. 1.3684-21). Handle and dispose of ail such device are accordance with accepted medical practice
and applicable local, regional and national laws and regulations.

THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, WHICH MATCHES MEDICAL DEVICE

EN ISO 14971, EN 1SO 13485, EN ISO 14644-1, EN ISO 14644-2, EN 1SO 10555-1, EN I1SO
10555-4, EN 1SO 80369-7, EN ISO 12417-1, EN ISO 62366-1, EN ISO 11607-1, EN ISO 11607-2,
ASTM D4169, ASTM D5276, ASTM D642, ASTM D999, ASTM D4728, ASTM F88/F88M,
ASTM F1980, ASTM F2096, ASTM F1929, ASTM D4332, I1SO 2233, EN 1SO 15223-1, EN 1041,
EN 556-1, EN ISO 1i 135, EN ISO 11737-1. EN 1SO 11737-2, EN 1SO 11138-1, EN I1SO 11138-2,
EN 1SO 11138-7, EN I1SO 10993-7, ANSI/AAMI ST72, EN ISO 10993-1, EN ISO 10993-3, EN
ISO 10993-4, EN ISO 10993-5, EN I1SO 10993-10, EN ISO 10993-11, EN ISO 10993-12, EN ISO
10993-17, EN 1SO 10993-18, EN ISO 10993-23, EN ISO 14155

CUSTOMER SERVICE

Contact for all questions, including complaints of medical devices the Authorized Representative in
Russia;

Medtronic, EEC,

123112. Moscow, Presnenskaya nab., 10, floor 9, office Ill, room 41

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

WAWmmedironic.ru

Signed on behalf of Medtronic Inc.
Catherine Kelly
Senior Regulatory Affairs Manager

Digitally Sg8 by Catheime Kelly

. Catherine Kelly swiaaiatrion cus
Slg nature: Dete: 202209.28 140 2L 0700

Date: September 28, 2022

Available upon request
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[[Tepe6oo ¢ aneruiickoeo A3bIka HA PYCCRULL A3bIK]

HITAT MUHHECOTA
OKPYI" XEHHEIINH

51, Colo3an dan3aber Toamampxk, HoTapuyc Tata MHHHECOTa, HACTOALHMM YAOCTOBEPSIO, YTO

npujaracMoc “DHJIO)I(CH!C K “HCTn!K!!HH N0 _NpHMEHCHHIO B OTHOINCHHH H3AC/IHSA

«Kartetep 6anyonnsbiii Prevail aas YTKA ¢ nokpbiTHeM, cojepkalllHM NAKJAHTAKCEI»
SIBJIAETCS BEPHOM KoMnuei OpUruHaia J10KyMeHTa, XpaHsLerocsi B komnaiuu «Meatposuk, MHk.»

(Medtronic. Inc.).

Jara: 28 cextabps 2022 r.

/noonuce/
[Toanuce HOoTapuyca

JlomkHOCTb: HOTapHyC
‘ Mos nuuen3uns neiicTBuTenbHa 10: 31 suBaps 2027 r.
[LLUmavn:
Ceotlo3zan 3. Tonmak
Horapuyc
[lITat MuHHecoTa
Mos nuueH3us aeiicteutensHa 10 31 ausaps 2027 r.]

(rramim)
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{Ha 6naHke KoMmnaHun «MegTpPOHNK»]

«MeAaTpoHUK, VIHK.»

710 MeaTpoHWK MapKyaii
MwuHHeanonuc, MuHHecoTa 55432
CWA

(710 Medtronic Parkway
Minneapolis, MN 55432

USA)

www.medtronic.com

Ten.; 001-763-514-4000

thakc: 001-763-514-4879

Ana npefocTaBneHns Mo MecTy Tpe6oBaHUs

BbicTynas B KauyecTBe YNo/IHOMOYEHHOro npeacTasuTens [logpasgeneHns no nNpoBefeHUto
onepaumii Ha KOPOHAapHbIX apTepusaX W peHaNbHON [AeHepBauuy KOMNaHuv «MeLTPOHUK»
(Medtronic), s HacToAWMM NOATBEPXAAK, YTO npunaraemoe MpunoxeHne K VHCTPyKUUK NO
MPUMEHEHNIO B OTHOLWEHUN un3genua «Katetep 6annoHHbl Prevail gng UTKA ¢ nokpbiTuem,
cojepXalinm nakanTakces» ABNSETCA BEPHON Y TOYHOW KONWEW OpurnHana JOKyMeHTa.

C yBaxeHuem,

MoanncaHO 3MEKTPOHHOM  MOAMNNCHI0
KaTpuH Kennn
DN: cn=Catherine Kelly, o, ou,

KaTpuH Kennu email=catherine.kelly@medtronic.com,
c-US
[Jara: 28 ceHTabps 2022 r. 13:44:31 -
07700’
MoanucaHo OT MMEHU
KOMMaHunn
«MeaTPOHUK NHK.»
KatpuH Kennu [arta: 28 ceHTA6psa 2022 r.

CTapwmnii  MeHefXep oTAena
HOPMAaTKBHO-NPaBOBOI0
perynupoBaHus

/noanwuce! 28 ceHTs6pa 2022 T.

{WTamn:

Cblo3aH 3. Tonmagx

Hotapuyc

LTat MuHHecoTa

Mos nuueHsns pelicteuTensHa ao 31 aHBaps 2027 .
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NPUNOXKeHNe K VIHCTPYKLMMN MO NMPUMEHEHUIO
KateTep 6annoHHbIl Prevail gna UTKA ¢ nokpbiTUeM, CogepXalymm naknmnTakcesn

[MpunoxkeHne K MHCTPYKLUN NO NPUMEHEHUIO

KateTep 6annoHHbIN Prevail gna UTKA ¢ NOKpbITUEM, cogep Xallnum
naknuMTakcen

HA3SHAUYEHVE MEOVNUMHCKOI O N3OENNA

npeaHasHayeH Ans YpecKoXKHOW TpaHCNKMMUHANbHOW KOpoHapHOW aHrnonnactukm (MTKA) B
KOPOHapHbIX apTepusax gmameTpom ot 2,0 MM 40 4,0 MM C LieNbi0 1eYEHNS BHOBb BO3HUKLLMX
04aroB NopaXkeHus, BHYyTPUCTEHTOBOIO pecTeHo3a (BCP) n 6onesHn menkux cocygos (BMC).

4 KOMMNEKT MOCTABKW
B KaxJol ynakoBKke cofiepXKaTcs c/iefytowme KOMMNOHEHTbI:
- Katetep - 1wr.,
- KaHtong ana npomeiBaHus - 1w,
- YCTPOICTBO ANS CBOpaYMBaHMsA KOMbLOM - 1 WWT.,
- Tabnuua cooTBeTcTBUS - 1LWUT.,
- IHCTpYKUMA NO NPUMEHEHUIO - 1 WT.

NH®OPMALINA O CTUKEPE
YnakoBka roTOBOro M3Aenus [ POCCUMACKOTO pPblHKA COMPOBOXAAETCA AOMOSHUTENbHbIM
CTUKEpOM.
N3penus, noctaBnsemble B YNakoBKe, COAepXar CnefyroLLyo BO3MOXHYH MH(OPMaLUIO:
* HaumeHoBaHWe MeANLMHCKOrO U3LeNNs Ha PYCCKOM A3blKE;
* HassaHune npoussoanTens;
e CTpaHa npoucxoxaeHus;
4 * Kog UPN (yHUKanbHbIA Ko n3genuns);
* Kop CFN (KnueHTCKuiA Kop);
e [ata n Homep PerucTpaymMoHHOro y40CTOBEPeHus;
* [pepynpexgjaroLine N NHPOPMALMOHHbIE CUMBO/LI U MpesnucaHna (ecnu NPUMEHUMO).

O6pasel, CTMKepa:

HaumMeHoBaHVie MeANLMHCKOro U3aens
lNponssoanTens: Kog UPN
CTpaHa nponcxXoXxaeHus: Kog CFN
OdmumanbHblii NpeAcTaBUTENb NPOVN3BOAUTENS:

PerncTtpauvoHHoe yaoctosepeHune No_ oT
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npuaoxeHune K HCTpykumm no npumeHeHnto M978559A001 Rev. A
KateTep 6annoHHbIl Prevail gns UTKA ¢ NOKpbITUEM, COAEpXaLLMM NaKIUTaKCEN

[Jara CM.  VHCTpyKUuuio 1o
npous3B./cepna/ucnonb30BaTb  MPUMEHEHUIO
[l0: CM. Ha ynakoBke CM.  cuMBOSbI Ha
ynakoBKe
CTEPUNTNSALNA

1 [aHHOe n3genvie npefHasHayeHo TONbKO A1 OLHOKPATHOIO UCMO/b30BaHNA.
2. N3genve aBnseTcs CTePUSIbHBIM.

3. CTepunms3oBaHo 3TU/EHOKCUAOM.

4. MapaHTMPOBaHHbIV ypoBeHb cTepunbHocTH (FCYC) - 10

5. CpoK coxpaHeHuns CTepUbHOCTU COCTaBNsET 2 roga.

6. MepBUYHaA ynakoBKa cTepuansoBaHa B cooteeTcTemmn ¢ 1ISO 11607.

OCHOBHbIE TEXHUNYECKWME XAPAKTEPUCTUKW

XapakTepucTukun ngenna  Crieunukauyms c gonyckamu (ecnv npuMeHnmo)

AKTUBHBbIIA Maknutakcen, uenesas gosa 3,5 MKr/MmA
thapMaLeBTUYECKUIA

NHrpeaneHT / JlekapCTBEHHbIA

npenapar

BcrnomoraTensHoe MoueBKHa

BelecTso / Hocutenb
NeKapCTBEHHOTO Mpenapata

MokpbITMe 6annoHa FreePac (Maknutakcen ¢ MOYEBMHOW B KaYeCTBE BCNOMOraTe/lbHOro
BELLECTBa)

[N1Ha NoKpbITMA GannoHa JlekapCTBEHHOE TMOKPbLITUE HAHOCMTCS OAHMM C/IOeM MO  Beeld

< pa6oueii/athheKTUBHONM ANnHe 6annoHa
KoHueHTpayus 3,5 MKr/MM” Ha MOBEPXHOCTW PAcKpbITOro 6annoHa
NeKapCcTBEHHOIO
BelllecTBa/npenapara
MNaknuTakcen
OvnawmeTtp 6annoHa (2,00, 2,25, 2,50, 2,75, 3,00, 3,50, 4,0) mm £ 10 %

Pabouas/athpekTnBHas gnavHa (10, 15, 20, 25, 30) MM £ 1 MM

6annoHa
MPNMEYAHWME: BannoHbl guamMetpoMm 2,25 MM U 2,75 MM He

npeacTaBNeHbl C AAMHOK 30 MM
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npunoxeHue K NHCTpykuum no npumeHeHnio M978559A001 Rev. A
KateTep 6annoHHbIi Prevail gns UTKA ¢ NOKpbITUEM, COAEPXKALLMM MaK/IMTaKcen

XapakTepucTukn mngenuss  Cneuundmkaumns c gonyckamu (ecnv npumMmeHnmo)

Tun yKnagku 6annoHa 3 cKnagku y 6annoHos gnametpom: 2,0; 2,25; 2,50; 2,75; 3,00; 3,5
MM

5 cknagok y 6ansioHoB gnametpom: 4,0 Mm

AddekTnBHasg/paboyas anmHa 142 cm +4cm/- 5cm
KaTeTepa

COBMECTUMOCTb 0,36 mm (0.014”)
C NPOBOAHNKOM

CoBMeCTUMOCTb (1,42 mm) 5.0 Fr (0.056”)
| C HarnpasnaLwmnm/
MPOBOLHUKOBbLIM KaTeTepoM

[OvameTp wadra/cTepxHs Hapy>Hbli1 fnameTp AMCTaNbHOrO OTAeNa WwagTa/CTepXHS:
2.5 Fr (0,83 mm) ana 6annoHoB anameTpom oT 2,0 4o 3,5 MM
2.7 Fr (0,89 mm) gns 6annoHoB AvamMetpom 4,0 Mm
Hapy>XHbIli AnameTp cpeHero otaena wagTa/cTepXHs

2.5 Fr (0.83 mm) ansa 6annoHos gmametpom oT 2,0 ao 4,0 mm (Bce
pasmepbl)

Hapy)XHblii fuameTp NPOKCMMANbHOIO OTAeNa LWaghTa/CTePXKHS

2.1 Fr (0,69 mm) ansa 6annoHos guametpom ot 2,0 go 4,0 mm (Bce
pa3mMepbl)

Cunctema fOCTaBKM BbicTpas 3ameHa (RX)

HomuHanbHoe gasnexnve (HA) 8 atm (810,6 kIa)
6annoHa

PacueTHoe fgaBneHue paspbiBa 14 atm (1418,6 klla)
(PAP)

CoBMecTUMOCTb 5Fr (1,42 mm)
C UHTPO/bOCEPOM

Nioep Cneuudukaymn rHe3JOBOr0  KOHHeKTopa
JTroapa
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npunoxexHune K MHCTpykuum no npumeHeHnto M978559A001 Rev. A
KateTep 6annoHHsbIli Prevail gna UTKA ¢ NoKpbITEM, COAepXKalum MakaMTakcen

XapakTepucTukm mngenua  Cneyudurkauma ¢ gonyckamm (ecim NnpuMeHnUMO)
[OnvHa, cm MeHee 2,0
LunpurHa, cm MeHee 1,5

Pa3vepbl coefuHeHus: BHyTpeHHWiA guametp, 4,315 (+0 / -
MM 0,005)

Pa3vepbl coeauHeHus: HapyXHbiii gmametp, 7,83 (+0/-0,1)
MM

M3penne cooTBeTCTBYET TpeboBaHUSM cTaHAapToB ISO 594-1 u
ISO 594-2 (1SO 80369-7)

PacnonoxeHue [lBa PEHTreHOKOHTPACTHbIX MapKepa, HaHeCEeHHble Ha BHYTPEHHWI

PEHTIEHOKOHTPACTHbIX wat BHYTPU 6annoHa, onpegenatnT paboyvyro/sPHeKTUBHYIO

MapKepoB ANMHY,  obecreymBas TOYHOe pa3mMelleHne GannoHa  npw
PEHTreHOCKONUM

MakcumanbHbili  BHyTpeHHMA 0,0165 + 0,0007 atoiima / 0,42 mm + 0,02 Mm
Anamvetp KOH4YmMKa/

BHyTpeHHWI AnamveTp

AUCTaNbHOrO CermeHTa

MakcuManbHbIi  HapyXHblid 0,0195 + 0,0008 atoiima / 0,495 mm + 0,020 Mm
LvameTp KOHuYmKa/

Hapy>XHbli1 anameTtp

AUCTaNbHOTO CerMeHTa

JNnHa KoHUMKa 2,5 MM
Bpemsi HanonHeHus 6annoHa, Bpems HanonHeHus 6annoHa AOMKHO 6bITh < 15 cek.
BpeMsl cAyBaHus 6annoHa

Bpems cayBaHus 6annoHa Ao/MKHO 6biTb < 30 CeK.

Macca 3rx 10%

yCcnosumd TPAHCIOPTUPOBAHUA NN XPAHEHUA

PekomeHAyeTCA XpaHWUTb B MPOX/IaAHOM, CyXOM, TEMHOM MecCTe.

OcHOBbIBasACb Ha TemnepaTtype, KOTOPOl NOABEPranoch U3fenine BO BPEMS UCMNbITaHWUNA,
PeKOMEHAYETCHA XpaHUTbL nsgenue npu temnepatype ot 15 °C go 30 °C B TeUYeHMe CpOKa roAHOCTMU.
TemnepaTtypHble OTKNOHeHNA Ao -35 °C B TeyeHue 2 aHeld 1 ao 55 °C B TedeHme 75 aHei
NoATBEPXKAEHbI UCTIBITAHUAMMN.
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npunoXeHune K VIHCTpyKuun no npumeHeHnto M978559A001 Rev. A
KateTep 6annoHHbIl Prevail ans UTKA ¢ NOKpbITWEM, COflepXXalluM naknmTakcen

YCNOBUA SKCTINYATAUUN

N3genms MoryT ncnonib3oBatbCcs B CTaHAAPTHbIX YCM0BUAX ONepaLuoHHON B 60NbHNULE.
JononHutensHble Tpe60BaHNS K C60PKe, yCTaHOBKE UM 0BCNYXXMBAHWNIO OTCYTCTBYHOT.

WN3penve npegHasHa4yeHo Ans NpUMeHeHUs 06yYeHHbIM MeANLMHCKUM MepPCOHaNIoM B YCIOBUAX
ornepauvoHHON: Npu KOMHaTHONM Temnepatype Bo3gyxa (0T 18 °C) He Bbiwe 25 °C, OTHOCUTENLHOWA
BNaxHocTn fo 75 %, pgasneHun ot 86,0 go 106,0 klMa

CPOK rogHocTM

2 rofa.
FAPAHTUHBIN CPOK XPAHEHNA

2 rofa.

MOPAAOK n YCNOBUA YTUNTNSAUUMN nnn YHNUTOXEHUA MEAVNUWNHCKOIO
N3AENNA

MMocne uUCNONb30BaHWA 3TO W3LeNMe MOXeT MNpPeAcTaBNsTb MOTEeHUMaNbHY0 6GMOM0rMYecKyto
onacHocTb (Knacc onacHoctn b B cootBeTcTBMM ¢ CaHlMnH 2.1.3684-21). Bce nofo6HbIe M3aenus
cnegyeT yTUAM3MpoBaTb B COOTBETCTBUM C OOWENPUHATONM  MELUUMHCKOW MNPakTUKOA 1
MPUMEHUMbIMU MECTHbIMW, FOCYAAPCTBEHHbIMU U (DefepasibHbIMU 3aKOHAMU U HOPMATUBHbIMU
MONIOXKEHNAMM.

MEPEYEHb HALUVNOHABHBLIX N MEXAYHAPOAHLIX HOPMATUBHbIX
OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAMUMNHCKOE
N3OENNE

EN ISO 14971, EN ISO 13485, EN I1SO 14644-1, EN 1SO 14644-2, EN 1SO 10555-1, EN ISO
10555-4, EN 1SO 80369-7, EN ISO 12417-1, EN ISO 62366-1, 1SO 11607-1, ISO 11607-2, EN 1SO
15223-1, EN 1041, EN 556-1, EN I1SO 11135,EN ISO 11737-1, EN ISO 11737-2, EN ISO 11138-1,
EN I1SO 11138-2, 1ISO 14161, EN 1SO 10993-7, EN ISO 14937, EN 1SO 10993-1, EN ISO 10993-4,
EN 1SO 10993-5, EN ISO 10993-10, EN ISO 10993-11, EN ISO 10993-12, EN ISO 10993-18, BS
EN ISO 14155, EN ISO 10555-1, EN ISO 80369-7

CEPBUCHOE OBCNYXNBAHWE K/TMEHTOB

Mo BCcem BoMpocaMm, BK/AKYas >kanobbl Ha NPOAYKUMIO obpaujaiitecb K oguumanbHOMY
npeacTasuTento B Poccuu:

000 «MeaTpOHUK»,

123112, r. MockBa, NpecHeHcKas Hab., A. 10, atax 9, nom. Ill, komHaTa 41

Ten.: (495) 580-73-77, hakc: (495) 580-73-78,
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[punoxenue k HUcTpykumn no npumeHenuio M978559A001 Rev. A
Karerep 6announwiii Prevail ans YTKA ¢ NOKPHITHEM, CONCPAKALIHM NAKTHTAKCEN

www.medtronic.tu
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Mepesena 'pomoBa AnekcaHgpa AMuTpresHa

Poccuiickasa ®egepayms
[Topog MockBa
TpeTbero oKTA6ps ABe ThiCAUM fBajLaTb BTOPOro roja

A, Koponb BuKtopua AsnekceeBHa, HOTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOAJ/IMHHOCTb NOAMNMCY NepeBoAvMKa 'poMoBoin AnekcaHapbl AMUTPUEBHBI.

Moanuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTb NOANUCABLLIETrO JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne08/82-H/77-2022- 5*" 3 AN

YnnayeHo 3a CoBepLUEHNE HOTapuanbHOro aelictems: 400 py6. 00 kon.

EPBOBAA MEYATD
HOTAPVYCA I'IO,EI,I'I NCb B.A. Koporb

MpOoLLUHYPOBaHO, MPOHYMEPOBAHO U CKPEMIEHO NeyaTbo

BA . Kopoj

noAnuch

[EPBEOBAATEYATD
HOTAPYCAN
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Poccuiickas degepayma
lopog Mocksa

TpeTbero OHTA6pA ;Cja
fl, Koponb Buktopus AnekceesHa, Hotapuyc ropoga MocKsbl, B
CBUJETENbCTBYI0 BEPHOCT KOMMM ¢ mpefcTasnel p JAjvsne CEro NPOLLHYPOBaHo,
AOKYMEHTa. NpOHyMepoBa} cKkpenneHo
nevyatbt _£"nct{-a,-0B)
3apervcprposaHoB peectpe: N 08/02-H/77- 2022
YraueHo 3a coBEpLLEHVE HOTEPVINBHOMO JEVCTBYAS; /A" _po
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