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CERTIFICATE OF AUTHENTICITY
AND SIGNATURE WITNESS

State of Massachusetts
County of Essex

On this 8® day of September 2017, before me, the undersigned Notary Public,
personally appeared name of document designer, proved to me through satisfactory
evidence of identification, which was their employee identification and/or driver’s license,
to be the person whose name is signed on the preceding or attached document in my
presence.

(Official signature and seal of Notary)

Y

Signature of Document Custodian (Nisarg Shah)

Medtronic !nc.

710 Medtronic Parkway
Minneapolis, MN 55432 USA
Tel; i-1 763 514 4000

Subscribed and sworn to before me this the
On this 6" day of September
2017

{~He~TbT P Moros™
My commission expires on June 22, 2023
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JMedtronic KOMU S

Alleviating Pain 1Restoring Health €xtending Life

CERTIFICATE OF AUTHENTICITY AND COPY

State of Massachusetts
County of Essex

On this 16°** day of March 2018. 1certify that the attached document is a true, exact, complete,
and unaltered copy made by me of Appendix to IFU.
presented to me by Varsha Kamat

(Official signature and seal of Notary)

Subscribed and sworn to before me this the
16* day o f March 2018

H b at’5f8 Mordsy Ndtard/ Bdidlic
Commonwealth of Massachusetts
My commission expires on June 22, 2023
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Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432
www.medtronic.com

Appendix to the Instruction for use (version #M052478T001 Rev ID)

DxTerity Diagnostic Angiographic Catheters

DxTerity diagnostic angiographic catheters in the set of versions:

1. DxTerity diagnostic angiographic catheters Angio-Kit kit, consisting of:
- DxTerity diagnostic catheter, length of catheter 100 cm - 2.PC
- DxTerity diagnostic catheter, length of catheter 110 cm - 1 PC.

models:
AKSTANS01, AKSTAN502, AKSTANG601, AKSTANG02:

2. DxTerityTRA diagnostic angiographic catheters, consisting of:
- DxTerity TRA diagnostic catheter, the length of the catheter 100 cm - 1 PC.
- DxTerity diagnostic catheter, length of catheter 110 cm - 1 PC.

models:
AKUNIV501, AKUNIV502, AKUNIV503, AKUNIV504, AKUN1V601, AKUN1V602, AKUNIV603, AKUNIV604
1.1. With regards to the manufacturer of the medical device - full name and, if available, abbreviated name,
including company name, legal form of the legal entity, location address or last name, first name and (if
available) patronymic, details of the identity document, address of residence of the individual entrepreneur,
zils well as phone numbers and (if available) e-mail address of the legal entity or individual entrepreneur;
Developer;

Medtronic Vascular,
3576 Unocal Place,
Santa Rosa,

CA 95403,

USA.

Manufacturer:

Medtronic, Inc.

710 Medtronic Parkway, Minneapolis, MN 55432, USA
www.medtronic.com.

Tel: 763-514-4000

Addresses of Manufacturing Sites for medical device:

Availmed S.A. de C.V.,
C. Industrial Lt. 001,

Mz. 105 No 20905 Int. A,
Col. Cd. Industrial,
Tijuana,

Baja California,

22444 Mexico.

Available upon request
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Appendix to the Instruction for use

DxTerity Diagnostic Angiographic Catheters
1.2. With r~pect to authonzed representative of the manufacturer of the medical device - full and, if available
abbreviated name, including company name, legal form of the legal entity, address (location), telephone

numbers and (if available) e-mail address of the legal entity

Authorized Representative of Manufacturer.

Medtronic Ireland, Parkmore Business Park West, Galway, Ireland
Tel: +353 91 708000

Fax: +353 91 757524

Holder of Registration Certificate in Russia

Medtronic LLC, 123317, Russia, Moscow, Presnenskaya Naberezhnaya, 10

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

2. Techilical characteristics of the medical device

I
AKSTAN501 5E 100cm
Judkins Left DXTerity Judkins
100 4.0 Left 4.0 Catheter
. cm '
DxTerity™ 1000 . Judkins Right SF Kl'QCT _
Angio-Kit 4.0 DxTerity Judkins
110cm Straight Right 4.0 Catheter
DxTerity Straight
Pigtail Catheter
AKSTAN502 5F 100cm
_ DxTerity Judkins
Judkins Left Left 4.0 Catheter
DxTerity™ 1(FOct 4.0 5F KtOct
Angio-Kit 100cm 5 Judkins Right  DxTerity Judkins
T 110cm 4.0 Right 4.0 Catheter
‘8> 145° Pigtail 5F 110cm
> DxTerity 145°
Pigtail Catheter
N
Q KSTANG601 6F 100cm
Judkins Left DXTerity Judkins
100 4.0 Left 4.0 Catheter
; cm '
DxTeriy™ 3 0em &6 Judkins Right * 8F KiCora =
Angio-Kit 4.0 DxTerity Judkins
110cm Straight Right 4.0 Catheter
DxTerity Straight
AKSTANGO2 Pigtail Catheter
Judkins Left  © 56 0M
. 100cm 4.0 X Terity Juakins
DxTerity™
110cm 4.0 6F KHOcT
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Available upon request

145° Pigtail

DxTerity Judkins
Right 4.0 Catheter



DxTerity Diagnostic Angiographic Catheters

«Tre
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DxTerity Diagnostic Angiographic Catheters

3. Information on the list of the main characteristics for the operation (application) of the medical device,
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Appendix to the Instruction for use

DxTerity Diagnostic Angiographic Catheters
Avoid using alcohol, antiseptic solutions, and other solvents with the diagnostic catheter.

6. Procedure and conditions for the jiisposal or destruction of a medical device.

After use, this product may be a potential biohazard (hazard class B). Handle and dispose of all such device is
accordance with accepted medical practice and applicable local, regional and national laws and regulations.

8. Shelflife
The Use by Date is indicated on the product label for each CFN.

Available upon request
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[MepeBog c aHrAMIACKOTO A3blKa HA PYCCKUIA A3bIKA
[Ha 6naHke kKoMnaHun «MegTPOHUK»]
YAOOCTOBEPEHUVE MOANMTNMHHOCTU N KON

LLiTaT Macca4yceTtc
OKpyr 3ccekc

CerogHs, 16 mapTa 2018 r., 1 ygOCTOBepPst0, YTO MpuUNaraeMblii JOKYMEHT SIBNSIETCSA BEPHOIA,
TOYHOW, MOTHOW N HEU3MEHEHHOW KOMMWe, CHATOW MHOIA C MpeAaocTaB/eHHOro MHe Bapuuei
Kamatom lMpunoxeHna K MHCTPYKLNN N0 MPUMEHEHUIO N34ENUSA.

(OdhnumanbHas NoANUCb U NedaTb HOTapuyca)

MoanucaHo NOA NPUCATOA B MOEM MPUeyTCTBUM eerofHs, 16 mapta 2018 r.

/nognuce/

Xa3ep IN. M3poyc, HoTapuyc

LLTaT MaccauyceTc

Mos nnueH3ns geiAcTBUTeNbHa 40 22 UoHsA 2023 T.

[PenbedpHasd neyaTb HoOTapuycal
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«MeATPOHUK, NHK.»
(Medtronic, Inc.)

710 MeaTpoHUK MapKyait
MwuHHeanonuc, MunHHecota 55432
(710 Medtronic Parkway
Minneapolis, MN 55432)
www.medtronic.com

MpunnoxeHne K MHCTPYKUMK No npuMeHeHnto (Bepcma Ne M052478T001 pea. 1D)

KaTeTepbl gnarHoctuyeckme aHrnorpapunyeckume DxTerity
KaTteTepbl guarHocTu4yeckmne aHrmorpaguueckme DxTerity B Habope, BapuaHTbl UCMONHEHUS:

1. KaTeTepbl gnarHocTnyeckmne aHrnorpapuyeckme DxTerity Angio-Kit B Habope, B cocTaBe:
- AnarHocTtnyeckunin katetep DxTerity, onnHa kaTeTepa 100 cm - 2 wiT.
- AmarHocTmyeckunin katetep DxTerity, aonnHa Katetepa 110 cm - 1 wT.

Mogenu:
AKSTANS501, AKSTANS502, AKSTANG601, AKSTANG02:

2. KaTeTepbl gnarHoctnyeckue aHrmorpadguyeckme DxTerity TRA, B cocTase:
- AnarHocTmyeckuii katetep DxTerity TRA, anvnHa katetepa 100 cm - 1w,
- AimarHocTun4yeckuii katetep DxTerity, gnmHa KaTeTepa 110 cm - 1 wr.

Mogenu:

AKUNIV501, AKUNIV502, AKUNIV503, AKUNIV504, AKUNIV601, AKUNIV602
AKUNIV603, AKUNIV604

1.1. B oTHOWeEHMM NPOU3BOAMNTENA MEAUUMHCKOIO M3Aennsa - nonHoe u (B crydae, ecnu
nMeeTcA) COKpalleHHOe HaumMeHOBaHWe, B TOM 4uc/le HaMMEHOBaHWe KOMMNaHUU,
opraHmsaLnoHHO-NpaBoBas (popma PULMYECKOro LA, ajpec MecTa HaxOoXAeHUs WUan
hamnnma, wumsa wn (B cnydae, eciuM  UMeeTCH) OTYeCcTBO, PEKBU3NTbl  [JOKYMEHTA,
YO40CTOBEPSAIOLLLETO JINYHOCTb, agpec MecTa XUTENbCTBA WHANBULYANBHOIO
npeanpuHMMaTtens, a TakKXe Homepa TeneoHoB u (B crydae, eciuM MMeeTcs) agpec
3/IEKTPOHHOM NOYThl KOPUANYECKOTO NNLA UIN UHAUBUAYA/IbBHOTO NpeAnNpuUHUMaTens;

Pa3paboTuunk:
KomnaHusa «MeaTpoHUK Backynap»
(Medtronic Vascular),
3576 KOHokan Mnelic,
CaHTa-Po3a,
KanudgopHusa 95403
CLUA

(3576 Unocal Place,
Santa Rosa,

CA 95403,

USA).

MponsBoanTenb:

«MeATPOHUK VIHK.»,

710 MeaTpoHuK Mapkyain, MuHHeanonuc, MunHHecota 55432, CLUA
www.medtronic.com.

[MpepocTaBnsdeTca no 3anpocy
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MpunoxeHne K MHCTPYKUMK MO NPUMEHEHNIO
KaTeTepbl AMarHocTuyeckne aHruorpaguyeckue DxTerity

* 5Fr 110 av
DxTerity 145°
Pigtail kaTeTep

6 Fr 100 QM
DxTerity Judkins
neBbi 4.0 KaTeTep
6 Fr 100 cm
DxTerity Judkins
npaeblii 4.0 KaTeTep
* 6 Fr MNO cm
DxTerity Pigtail
npsAIMoi KaTeTep

6 Fr 100 cm
DxTerity Judkins
neBblli 4.0 KaTeTep
6 Fr 100 cm
DxTerity Judkins
npa.blii 4.0 KaTeTep
* 6 Fr IO cm

AKSTAN .
601
e Judkins neBblii 4.0

100 av Judki o .
100M 6 udkins npasblit

110 av 4.0 o
 Mpsamoli Pigtail

DxTerity
Angio-Kit

AKSTAN .
602
e Judkins neBbii1 4.0

100 av Judki < .
100M 6 udkins npaBbIn

110 av 4.0 S
» 145° Pigtail

DxTerity
Angio-Kit

N 08' o2

OxT

AKUNIV
501

AKUNIV
502

AKUNIV
503

AKUNIV

504

AKUNIV
601

DxTerity
TRA
Angio-Kit

DxTerity
TRA
Angio-Kit

DxTerity
TRA
Angio-Kit

DxTerity
TRA
Angio-Kit

DxTerity
TRA

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

100 aM
110 M

100 GM
110 avi

100 aM
110 GM

100 GV

110 M

100 GM
110 aM

TRApease 4.0
Mpsmoin Pigtail

TRApease 4.0
145° Pigtail

TRAnNsformer 3.5
Mpsmon Pigtail

TRAnNsformer 3.5
145° Pigtail

. TRApease 4.0

Mpsamoii Pigtail

MpepocTaBaseTcs Mo 3anpocy

DxTerity 145°
Pigtail kateTep
5 Fr 100 cm
DxTerity TRA
TRApease 4.0
KaTeTep

5Fr 110 QM
DxTerity Pigtail
NpsIMoii KaTeTep
5 Fr 100 QM
DxTerity TRA
TRApease 4.0
KarteTep

5Fr 110 QM
DxTerity 145°
Pigtail katetep
5 Fr 100 QM
DxTerity TRA
TRAnsformer 3.5
KaTeTep

5Fr 110 av
DxTerity Pigtail
npsiMoli KaTeTep

- 5Fr, 100 QM

DxTerity TRA
TRAnsformer 3.5
KaTeTep

5Fr 110 av
DxTerity 145°
Pigtail katetep

6 Fr 100 cm
DxTerity TRA



3. Hudopmauns o nepetne 0CHOBHLIX XAPRKTEPHCTHK 110 axcnnyiman (rpaMenenn0)
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MpunoXxeHue K VIHCTPYKUWK MO NMPUMEHEHNIO
KaTeTepbl AnMarHocTuyeckne aHruorpaguueckue DxTerity

NPOTMBHOM C/lydyae BO3MOXEH MepesioM, paspblB WU OTAeNeHMEe KaTeTepa, uTo npuBeaeT K
NoBpeX/eHuto cocyaa.

He npeBbilwaliTe 3HaueHWI AaBeHUs, YKa3aHHbIX Ha STUKETKE.
Temnepatypa, °C - OT +32 fo + 42

BnaxHocTb, % - 1o 100

OTHoOCUTeNbHOe aaBneHune, KiMa - OT 700 go 1060

XpaHuTe AMarHoCTMYeCKMe KaTeTepbl B MPOXaafgHOM, CYXOM, TEMHOM MEeCTE.
He nogBepraiiTe pfumarHocTUYecKWe KaTeTepbl BO3JeACTBUIO  yNbTParoneToBOro
N3nyyeHus.

He HarpeBaliTe u He crubaliTe uarHOCTUYECKNIA KaTeTep nepes NCNO0/Ib30BaHUEM.
Temnepatypa ot +20°C go + 25°C

OTHOCKTeNbHAA BaXXHOCTb 0T 20% o 80%

JaBneHue ot 100 klMago 103 klla
4. TlepevyeHb MNPUMEHSEMbIX MPOU3BOAUTE/IEM MELULMHCKOFO W3LeNns HalWOHa/bHbIX
CTaH4apToB

KaTteTepbl gunarHoctuyeckume aHruorpagumyeckue DxTerity B Habope B BapuMaHTax WUCMOJIHEHUSA
COOTBETCTBYIOT [eMCTBYIOLW;UM HaLMOHa/IbHbIM CTaHAapTam, YyKasaHHbIM B [eknapauum o
COOTBETCTBUMN.

5. MpegynpexgeHus n (Mnn) mepbl NPeSOCTOPOXHOCTU, NPeanpuUHNUMaeMblie NOTpebuTenem
npu yTunmsaynm MeguuuHCKOro U3gesns, NpuHagiexXHocTeid U pacxofHbiX MaTepuasnos,
NCNOoNb3yeMblX BMecTe C HMM (Mpu HanuMumu), BKAKOYas CBeAeHUA 00 MHGHEKLMOHHOW,
MWKPOBHOM, 3KONTOTMYeCKOn nnm rnanyeckom onacHOCTU MeANLUHCKOT0 U3aenmns

Mpu ncnonb3oBaHMN NEKapCTBEHHOIO CPeACcTBa WM YCTPOCTBA C ANArHOCTUYECKUM KaTeTepOM
cnefyeT 3HaTb O CBOWCTBAX W XapaKTepUCTUKax JIEKapCTBEHHOro cpeAcTBa WauM YCTPoOUCTBa U
NPOSIBNATbL [O/DKHYK OCTOPOXXHOCTb, 4TO6bI M36eXaTb MOBPEXAeHUSA AMarHOCTUYECKOro
KaTeTepa.

N3berainTe ynoTpebneHUs ankorons, aHTUCEeNTUYECKUX PacTBOPOB U APYrUX pacTBOpuUTenen ¢
MOMOLLbI ANAarHOCTMYECKOro KaTeTepa.

6. MopsAKOK 1 YCNOBUA YTUAMN3ALUN NN YHUUTOXEHNE MEAULMHCKOT0 NU3genuns.

Mocne wncnonb30BaHUA fAaHHOE W3[enve MOXeT MNPeAcTaBNATb MNOTEHUMANbHYIO OMacHOCTb
(knacc onacHocTM oTxogoB bB). Mpu obpaweHnn ¢ HUM WU yTUAM3aumMnm Heobxoammo
NPUAEPXXMBATLCS 0OLLENPUHATON MEAULMHCKOWA NPaKTUKK, a Takke MPUMEHMMbIX MECTHbIX,
061aCTHbIX U HaLMOHa/IbHbIX 3aKOHOB U MOCTAHOBEHWIA.

7. CpOK rogHocTH

CpOK rogHoOCTM yKasaH Ha 3TUKETKE n3fenmsa ans Kaxagoro koga CFN.

MpegocTaBnsieTcss No 3anpocy
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MepeBof faHHOTO TekcTa cAenaH MHOW, nepesofunkom KnenHésblM BukTopom
Mropesnyem.

MoANCb

Poccuiickaa degepayuns
[opog Mocksa
WecToro anpens ABe ThiCAYM BOCEMHAALATOro roga

A, AkumoB Mne6 bopucosuy, HoTapuyc ropoga MoCKBbI, CBUAETENLCTBYIO NOAAMHHOCTb nognu®
nepesofunka KnenHesa BukTopa Vropesuya.
Mognuck caenaHa B MOEM MPUCY TCTBUN.

JINYHOCTb NOANMCABLLETO JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peecTpe: No 77/09-n/77-2018- ~ » A A
BuickaHo rocygapcTBEHHON nownmHbi(no Tapudy): 100py6.
YnnayeHo 3a oKasaHue ycnyr npaBoBOro M TexHuyeckoro xapakTepa: 200 pyo6.

MOAMUCH

I.6. AKumos
lep6oBas neyaTb
HoTapuyca r.Mocksbl
Akumosa I.b

Bcero npoLUHypoBaHo, NMPOHYMEpPOBaHO
1 CKpenneHo nevyaTbio amcT(a)(oB)

HoTapuyc

MOAMUCH

Poccuitckas degepauus
["opog Mocksa

LLlecToro anpens fBe TbiCAYM BOCEMHAALATOrO roja.
A, Akumos ne6 Bopucosuy, HoTapuyc ropoga MockBb! |,

./ csufere;|bclsy]O BEPHOCTb KOMMUM C NPCACTABOLIOIO MHe JOKYMEHTA,
0 K p
' %"aperncnpupoBaHo B peectpe: Ne 77/09-H/77-2018-
&:? m M '+'|B3bICKaHO roCcyfapCTBEHHOM MOLAUHBI (HO Tapudy); PY6
. .YnnayeHo 3a OKa3aHve yCnyr NpaBoBOro M TEXHWUYECKOro XapaKTepa: B3ro
Ipy6.
o
o -
r.b. Akumos
VWA
" * N

Bcero npowunTo, NpoOHYMepoBaHo, CKPEMnieHo
neyaTbio nuct(a) (oB)

HoTtapuyc I
A B . AKMMOB
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