Cardiac Multipack
Instruction for Use
Dated: June 28, 2018

ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 28th day of June. 2018. before me, Jennifer Fordham, a notary public,
personally appeared Dan Clark, Director, Regulatory Affairs, proved on the basis of
satisfactory evidence to be the person whose name is subscribed to the attached
instrument, and acknowledge he executed the same.

Witness my hand an official seal.

[ I QI Q-
JENNIFER F-OROHAM

Notary Public - State of Utah
Comm. N0.695417
My Commission Ei*ireson

Jun 27,2021 My Commission Expires: June 27. 2021

otarv Public
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Cardiac Multipack

INSTRUCTIONS FOR USE

J™egulatory Affairs Director
it Medical Systems, Inc.

k =

Dan Clark

(sign and seal)

A Oxn 2018
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(PRO) Sheath Tubing - 4F through 6F. all lengths Polypropylene
Sheath Cap, all sizes Polycarbonate Resin

Suture Ring, all sizes Polyethylene Resin
Valve, all sizes Silicone Rubber

Valve Lubricant Silicone Fluid
Side-Arm Tubing. all sizes Polyurethane Resin
Acetal Resin

Stopcock Handle, all sizes
Stopcock Body, all sizes
Stopcock Lubricant
Stopcock Cap. all sizes
Dilator Hub. all sizes

Dilator Tubing (Polypropylene) - 4F and 5F, all
lengths

Dilator Tubing (Polyethylene)- 6F High Density Polyethylene Resin/USP Grade Barium Sulfate
Silicone Fluid

Polycarbonate Resin
Silicone Fluid

ABS Resin
Polyethylene Resin

Polypropylene Resin/
DSP Grade Barium Sulfate

Dilator Lubricant, all sizes

INQWIRE GUIDE WIRE
The Merit Diagnostic Guide Wires are intended to facilitate the placement of devices during diagnostic and interventional

procedures.

Description; Merit Medical guide wires are fabricated from high quality stainless steel utilizing a sophisticated
construction process and are available with or without a PTFE coating. Guide wires are supplied sterile, non-pyrogenic,
and are intended for single use only.

Merit Medical guide wires are packaged in a plastic hoop, which is fitted with a luer hub. This packaging is provided to
facilitate compliance with the manufacturer recommended guidelines that the wire be flushed with saline or heparinized
saline prior to use (See directions for use - Note).

The following product configurations are available in the InQwire product family for Cardiac and Radial Multipack Plus;

Outer Diameter - 0.035” {.89mm);
Length - 150 and 180 cm;
Curved Distal Tip Configurations - Jtip 3mm.
The materials used in the manufacture of the InQwire guide wire are Identified below.

r Component Material Specifications
Component Material
Core Wire 304V or 304 Stainless Steel
Wire Coll 304 Stainless Steel
Wire Coil Coating Polytetrafluoroethylene (PTFE)
Safety Wire 304V or 304 Stainless Steel

Compatibility; 0.035” (.89mm) InQwire guide wire may be used with any device with an inner diameter appropriately
sized to accommodate a 0.035 inch ( 89mm) guide wire.
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B NIMHeNKe NPoBOAHUKOB INnQwire ans KapamanbHOro n pagnanbHoro Habopos Multipack Plus
MMEITCA CrefytoLme KOH(Urypauum nposyKumm:

- BHewHwuiA gnameTp - 0,035 atoinma (0,89 mm);

- AnnHa - 150 n 180 cwm;

- KoHhurypaumm n3orHyToro AnCTaslbHOro KOHYMKA - J-KOHUMK 3 MM,

MaTepunanbl, MCMOMb30BaHHbIE B MPOM3BOACTBE MPOBOAHMKOB InQwire, npefcTaBneHbl B Tabnmue
HUXE.

NUE4LUMPUKaM«| >WTepLU 0B KOLW o aelw B

KomMnoHeHT MaTtepuan

MpoBof cepaeyHmnKa HeprkaBetoLwas ctaslb MapKu
304V vnn 304

OnneTka cepeyHMKa Hepxxasetowas ctanb mapku 304

[MOKpbITHE OMMETKN MonutetpadTopatuneH (MTDI)

cepAeyHuKa

MpefoxpaHUTENbHBbIA HepxxaBetoLLiaa CTaslb MapKu

NnpoBoA, 304V nnn 304

CoBMecTMoCTb: [MpoBogHuk InQwire Ha 0,035 groiima (0,89 MM) MOXET NPUMEHATLCA C NIHOOLIM
n3LenneM C BHYTPEHHUM [AMaMeTpoM, MNPUMEPHO MNOAXOLAMM [N pasMeLLeHNs MPOBOAHMKA
Anametpom 0,035 (0,89 mwm).

CVMBO/bI NPUMEHUMbIE 11 HAGOPOB KapAauanbHbIX Multipack

[aHHbin  cumBon oBifanaei. uyto wm3genue

C €0086 MOSIHOCTLKO COOTBETCTBYET aupekTnBe EC
93/42/EHC

- NpownssoanTens
11J POVSEOA

EC AEP YNOMHOMOYEHHbI NPeACTaBUTENb
(2) OpHOKpaTHOoe MCnob30BaHne

REF N\ aeHTU(PUKALIMOHHBIA HOMEpP

LOT Homep napTum

[STERILE ;EOQ|  Crepunusauus: ra3oo6pasHblii 3TUNEHOKCUL,

BHUMaHVe: (hefepanbHOe 3aKOHOAATENLCTBO
FJcOnly CLUA paspeLuaeT npofaxy AaHHOro u3aenvs
TOMLKO Bpayam UM no npeanmcaHunio Bpava.
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1.9. PaguanbHbilii Habop Multipack Plus

|. Hab6op pagunanbHbiii MultiPack Plus, B cocTaBe:

1 Kartetep aHruorpagmueckuii Performa, pasmepbl:  guvametrp 5P(1.7mm); anuHa 100cwm;
KoH(urypaums katetepa: Ultimate 1, Ultimate4-T40.

2. TpoBogHWK pAmarHocTuyecknini  InQwire, amametp 0.0357(0.89 wmm); pgnmHa  180cwm;
KOH(urypaumsa kKoHumnka J3, Fixed Core.

3. nTpogbtocep Prelude, guametp 5F(1.7mm); anuHa: 7cm, 11lcm; B cocTaBe:

- MHTpofbtocep Prelude;

- NPOBOAHUK, pa3mMepsbl: anameTp: 0.018” (0.46mm), 0.035” (0.89mm); 0.038” (0.97mMm); AnvHa:
40cm, 50cm.

- coCyamncTblli gunartatop, pasmepbl: gnameTtp 5F(1.7mm); anvHa: 12cm, 16¢m;

- urna, pasmepsbl: 21G, gnvHa 4cm.

Il. Habop pagunanbHblil MultiPack Plus, B cocTaBe:

1. Katetep aHruorpaguyeckuii Performa, pasmepbl:  guvametp 5F(1.7mm); gnvHa 100cwM;
KOH(urypaums karetepa: JR4.0.

2. Katetep aHruorpaguueckmii Performa, pasmepbl:  avametrp 5F(1.7mm); anmHa 100cwm;
KOHurypaums katetepa: JL3.5.

3. TpoBogHUK pamarHocTuyeckuii  InQwire, pauameTtp 0.0357(0.89 wmm); anmHa  180cwM;
KOH(urypaumsa KoHumka J3, Fixed Core.

4. Nutpogabtocep Prelude, gnameTp 5F(1.7mm); AnvMHa: 7cM, 11cm; B cocTase:

- MHTpogbtocep Prelude;

- MPOBOAHUK, pasmepbl: gnametp 0.018” (0.46mm); anmHa: 40cm, 50cwm;

- COCYAMUCTLIV gunatatop, pasmepsl: gnameTtp 5F(1.7mm); anuHa: 12cm, 16¢Mm;

- urna, pasmepbl: 21G, annHa 4cwm.
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Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4-T45; pramepsbl: gvameTp: 4F(1.3mm), 5F(1.7mm),
6F(2.0mm); gnamHa: 100cm, 110cwm..

MpumeyaHve: KateTepbl Pigtail vumeroT cnvpasbHYt0 KOHCTPYKLMIO [4/19 paBHOMEPHOM [O0CTaBKM
KOHTPACTHOr0 BeLLlecTBa C LWaroMm 2 MM B npegenax cermeHta 10 mw.

BokoBble 0TBepCTUSA: 5 OTBEPCTUIA PacnonoXeHbl No cnupav B npegenax 10 MM oT KoHua Pigtail, uto
MO3BOJISIET KOHTPACTHOMY BELLECTBY OCTaBaTbCsA BHYTPU XeNyfo4Ka naumeHTa.

Tabnuua CooTBETCTBMS CreLmduKaL i

BHowwnll gansai~etp OAuvnamrrp 60KOBbIX; OTBEpPCNTii

4 .042"/1.07 mm .05471.37 mMm 0.8 Mm
5 .04671.17 mm .06671.68 mm 0.9 mm
5 .05271.32 mm .068"/1.73 Mm 0.9 Mm
6 .0547/1.37 mMm .0775"/1.97 mMm 1mm
6 .05971.49 mMm .079"/2.01 mMm 1mMm

OCHOBHble MaTepuanbl, MCMONb30BaHHbIE B MNPOM3BOACTBE KaTeTepoB Performa, npeacTtaBneHbl B
Tabnuue HMxe.

KoMnoHeHT Cneunukauus matepvana
OnneTka NpoBoAHNKA HeprkagerolLiaa ctasib 304V
CTepxeHb (C OnneTKoi) lMebakc
CrepykeHb (663 OnneTkun) HeiinoH
KoHumk (4F, 5F, 6F) Mebakc
AMOPTU3NPYHOLLMIA KOHUMK (4F, 5F) Mebakc
KoHumk 6F (6e3 onnieTkm) Mebakc/ HeiAnoH
PykaB Mebaxc
BbinpamuTess Nnrteiin HeitnoH
Pasbem lMonvkap6oHaT

CAELUOUKALUU U3OENNS

B nuHelike wn3genuin Prelude pana  KapamanbHoro Habopa Multipack AoCTynHbl  crnegyrolime
KOH(Mrypauum NHTpoabocepa:

MHTpoabtocep Prelude nnn Prelude PRO, gnametp: 4F(1.3vm), 5F(1.7mMMm), 6F(2.0mm); anivHa: 7cm,
11cwm, B cocTaBe:
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MepeBog”™  tOro TeKCTa caesiaH MHOW, nepeBoaunkom KnenHésbiM BukTopom Vropesnyem.

Poccuiickast depepauys
lopop™ockea
[JB/HaauaToro nona Ase ThICAYM BOCEMHaALATOro rofa
6pTbHOBa HaTavs AHOpeeBHa, BPeMeHHO UCTIONHSIOLLIaA 06513aHHOC TV HO Tapuyca
Mocksbl AknvoBa I'neba BopricoBiya, CBAIETENBLCTBYHO NOL4/MHHOC T NOAMMCY NeEpeBoaUmKa
yenHéea BrkTopa Vropesnya.

'Tlognunck caenaHa B MOEM MpYCYy TCTBUN.
JIMyHOCTB NMofnvcaBLLIErO IOKYMEH T YC TaHOB/IEHA.

3apervicTprpoBaHo B peecTpe: Nq 77/09-H/77-2018-
B3bicKaHO rocyAapcTBEHHOM NOLLMHBI (1o Tapmday): 100 pyo.
YnnayeHo 3a OKkasaHve Yy MPaBoBOro M TeXHNYECKOro xapakTepa: 200 pyo.

HA. MapTbHoBa
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