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April 3, 2018
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Suzanne Redman, inmy capacity as Regulatory Affairs Project Manager - Abbott Vascular certify that
the attached

Instructions for Use - Supers Peripheral Stent System

is a true, correct and complete copy of the original certificate in my control.

Suianne Redman
Regulatory Affairs Project Manager

A notary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document to which this
certificate is attached, and not the truthfulness,
accuracy, or validity of that document.

State of California
County of Riverside

On April 3,2018, before me, Dorothy G. Wilson, Notary Public, personally appeared Suzanne Redman,
who proved to me on the basis of satisfactory evidence to be the person whose name is subscribed to the
within instrument and acknowledged to me that she executed the same in her authorized capacity, and
that by her signature on the instrument the person, or the entity upon behalf of which the person acted,
executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the foregoing
paragraph is true and correct.

WITNESS my hand and official seal.

-
.<d| .DOROTHY G. Wilson:

COMM. #2203265
. NOTMnrpuaue =«Mmuraem
Notary Public RK/ERSIOE COUNTY  ~
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Vascular SUPERA Peripheral Stent System

Mflpnetic Resonance Imagine (MRI)
Non-clinical testing has demonstrated the SUPERA Peripheral Stent System are MR Conditional. A
patient with this stent can be scanned safely, immediately after placement, under the following
conditions:
+  Static magnetic field of 1.5 or 3.0 Tesla
+ Highest spatial gradient magnetic field of 2,500 Gauss/cm or less
+  Maximum whole body averaged specific absorption rate (SAR) of
0 2 Wr/kg for landmarks (i.e. center of RF coil) above the umbilicus
0 1Wr/kg for landmarks below the umbilicus and above the mid-thigh
0 0.5 W*g for landmarks below the mid-thigh
0 2WI/kg (for biliary) for 15 minutes of scanning, operating in the Normal Operating Mode
(i.e., MR system mode of operation where there is no physiological stress to the patient). The
legs of the patient should not be touching during the procedure.

RF Heatin
In non-clir?ical testing and analysis of individual stents and testing of two overlapped stents totaling 270
mm in length for vascular and 100 mm in length for biliary, the SUPERA Stent(s) produced a
temperature rise of less than

+ 7.6°C accounting for the cooling effects of blood flow (for vascular)

o 4.1°C (for biliary)
at the maximum MR system reported whole body averaged specific absorption rate (SAR) stated above
as assessed by calorimetry, for 15 minutes of MR scanning (per pulse sequence) at both 1.5 Tesla and
3.0 Tesla in an MR scanner (GE Signa whole body coil, model #46- 258170G1 for 1.5T; and GE Signa
HDx 3T whole body scanner, software version 15/LX/MR (15.0.M4.0910a) for 3.0T).

The effect of heating in the MRI environment for stents with fixtures is unknown. High heating of the
SUPERA Stent can occur for knee scans if the stent is implanted in the proximal popliteal anatomy.
Particularly knee or leg scans of patients with Supera Stents implanted in the proximal popliteal
anatomy with a stent length of about 180mm at 1.5 T (64 MHz) or about 100mm at 3 T (128 MHz)
should be closely monitored during the MR scan and thoroughly examined after the scan. For these
scans a reduction of the whole body averaged SAR below the allowed 0.5 W/kg will further reduce the
possible heating of the SUPERA Stent and should be considered for scanning of these patients.

Artifacts

The maximum artifact measured extended ~2cm fi‘'om the stent, and the image of the stent Iximen was
obscured in the tests. MR image quality may be compromised if the area of interest is in the same area
or relatively close to the position of the SUPERA Stent. Therefore, it may be necessary to optimize MR
imaging parameters for the presence of this implant. The shape of the expected artifact followed the
approximate contour of the device and extended radially up to 2 cm from the implant in a gradient echo
sequence (in tests performed in accordance with ASTM F2119-01).

6.0 POTENTIAL ADVERSE EVENTS
Potential adverse effects of peripheral percutaneous intervention include, but are not limited to:
+  Abrupt stent closure

Version 2.0
April 04,2018 Confidential
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Onncanne MEAUUHHCKOTO YCTPOHCTES
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Abbott MHCTpyKUmMa no npumeHeHmto (Poccus) CtpaHuua 4

Vascular CteHT neprdepnyecknii HUTUHO/OBLIA CaMOPaCKPbIBaIOLLNIACS n3 22
SUPERA
C CMCTEMOW [0CTaBKM
OO0 0 oo O
00O 0
Tabnnua 3.
No HanmeHoBaHune OnwucaHue 1 QyHKUMN
KOMMNOHEHTa
1 PykosTb *  Mcnonb3yeTca Ana ynpaeieHUsa pacKpbITUEM W AOCTaBKOW CTeHTa
(2)
2 CteHT +  COCTOUT M3 LLECTU nepenaeTeHHbIX HUTUHOJI0BbIX MPOBOJ1IOK CO

Cc/ienbIMU KOHL,aMK
¢« CXMMaeTcs [0 TpexX 3Ha4YeHU HOMUHIbHOWN [/INHBI BHYTPU
BHeLHen rmnb3bl (5)
3 Mapkep AHbI +  COBMECTHO C AMCTa/IbHbIM MapKepoM runb3bl (4) onpegenset
CTeHTa HOMWHa/TbHYIO [/INHY CTEHTA (2) A/IMHA 1 COOTBETCTBYIOLLEE MOKPbITME

NMopaXXeHWs 0 YCTaHOBKW CTeHTa
+ BcTpoeH BO BHelWwH00 rnb3y (5)
*  PeHTreHOKOHTPAaCTHbIiA

4  OuctanbHblli mapkep  © COBMECTHO C MapKepoM [/IMHbI cTeHTa (3) 0603HavaeT

r/b3bl HOMWHA/TbHYIO [/INHY CTEHTA (2) U 0XK1AaeMoe NMOKPbITUE NMOPaKeHUS

[0 YCTaHOBKW CTEHTa
« OO603HayvaeT AUCTaIbHbIA KOHEL, Hapy»HoI 060104kmn KateTepa (5)
+ BCTpoeH B Hapy)XXHY0 060/104KY
*  PeHTreHOKOHTPAaCTHbIiA

5 BHewwHAs rnnb3a + BwmeuaeT cTeHT (2) 4O MOMEHTA YCTaHOBKMN
« [BuraeTca B Harpas/ieHU, NPOTUBOMOJIOXKHOM Harpas/eHNIO
PacKpbITUA CTEHTA

6 Mon3yHok + O6ecneynBaeT BblABMKEHWE CTEHTa (2) 13 BHELIHeN runb3bl (5), B
TO BpeMs Kak Hapy>Hasi 060/104Ka [ABMXETCA B NPOTMBOMOI0XKHOM
Harpas/fieHUM B HECUHXPOHHOM peXuMe.
*  VIMeeT BHyTpeHHee CoeANHeHVE C ABVDKYLLMM MeXaHU3MOM CTeHTa

(")

7 OTBepcTue NpombiBKM ¢ Mcnonb3yeTcs Ans NPOMbIBKU LIEHTPaIbHOTO NMPOCBeTa 13genus

TUb3bI

8 Bnoknposka + B 3a6/10KMpOBAHHOM COCTOSIHUM NPeLOoTBpaLlaeT 0TcoeANHeHMe
pacKpbITUA CTeHTa (2)

Bepcusa 2.0

Anpenb 04, 2018
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Poccuiickaa Pepepauus
Mopoa Mocksa
Tpuauatb nepeoe siHBaps [Be ThICAUM [EeBATHAALATOrO roja

A, AspeeBa EneHa VBaHOBHa, BpPEMEHHO WCMOMHSAKOWAA 0053aHHOCTU HOTapuyca ropoge
Mocksbl MakapeHKo Anekcest Anekceesmua, CBUAETENbCTBYH BEPHOCTb KOMUW C NPeACTaB/1eHHON
MHe [JOKYMeHTa.

3apeructpupoBaHo B peectpe: Ne 77/337-H/77-2019-'N'ANAN

B3bicKaHO rocyapCTBEHHOM MOWAMHbLI N 0 Tapudy):

YnnayeHo 3a okKasaHue ycnyr npasoB EXHNYECKOro xapakrepa

y;"
E.N. ABpLeeBa

ro NWWuMT("pOHYMepoBaHO n
penne”mMecTbto 43 {COPOK TPW) NUCTa

E.N. ABfeeBa
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