bsi.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex IT Section 4

By Kowal Charter

No. CE 560101

Issued To: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

In respect of:
InQwire® Diagnostic Guide Wires

InQwire® Amplatz Guide Wires

B5I has performed a design examination on the above devices In accordance with the Council Directive 93/42EEC,
Annex 11 Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex 1T excleding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Natified Body Number 2797):

(Qeomn C_Roelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

By Koyal Charter

Supplementary Information to CE 560101

Merit Medical Systems; Inc.
1600 West Merit Parkway
South Jordan

Utah

84095

Usa

Issued To:

Intended Purpose per IFU: Merit Medical guide wires are used to facilitate the placement of devices
during diagnostic and interventional procedures.

Classification: 111

# | Catalogue Number Device Name Model, Type
1 IQ35F10Q115 InQwire Diagnostic InQwire®, Guide Wire.0.035" (0.89 mm).100 cm
Guide Wires (39.4").15 mm J-Tip.Standard....,Fixed Core.PTFE |
Coated....Sterile I
2 | IQ35F1508 InCwire Diagnastic InQwire®.Guide Wire,0.0357 (0.89 mm).150 cm |
Guide Wires (55").Straight Tip.Bentson (23 om).....Fixed
Core.PTFE Coated....Sterile |
3 | IQ35F150BC InQwire Diagnostic InQwire®.Guide Wire.0.035" (0.89 mm).150 cm |
Guide Wirss {59").5traight Tip.Bentson C (15 cm).....Fixed |
Core,PTFE Coated....Sterile |
4 | IQ35F15085T InQwire Diagnostic InQwire®, Guide Wire,0,035" (0.89 mm).150 cm |
Guide Wires (59").5traight Tip.Bentson ST (10 cm).....Fixed
Core.PTFE Coated....Sterile
5 | I035F150015 InCwire Diagnostic InQwired, Guide Wire,0.035" (0.89 mm).150 cm |
Guide Wires {59").15 mm J-Tip.Standard.....Fixed Core.PTFE
Coated....Sterile !
& | IQ35F1501105 InQwire Diagnostic InQwire®.Guide Wire.0.035 (0.89 mm).150 cm |
Guide Wires {59").1.5 mm }-Tip.Standard.....Fixed Core.PTFE
Coated....Sterile

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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# | Catalogue Number Device Name Model, Type
7 IQ35F1501105K InCwire Diagnostc InQwire®:. Guide Wire.0.035% (0,89 mm).150 cm
Guide Wiras {59").1.5 mm J-Tip.5tandard.,...Fixed Core.PTFE
Coated....Sterile
8 I035F150]105RS InQwire Diagnastic InQwire®, Guide Wire.0.035% (0,89 mm).150 cm
Guide Wiras (59").1.5 mm J-Tip.Rosen.....Fixed Core, PTFE
Coated....Sberile
4 IQ35F150J105R5K InChwire Diagnostic InQwire®. Guide Wire.0.035% (.89 mm).150 cm
Guide Wires (55").1.5 mm J-Tip.Rosen.....Fixed Core.PTFE
Coated....Sterile
10 | IQ35F15011055 InCrwire Diagnostc InCwire®:. Guide Wire.0.035" (.89 mm}.150 cm
Guide Wires {59").1.5 mm J-Tip/ Straight.Double Ended.....Fixed
Core,PTFE Coated....Sterile
11 | IQ35F15013 InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.150 cm
Guide Wiras {59").3 mm J-Tip.Standard.... . Fixed Core.FTFE
Coated....Sterile
12 | IQ35F150)3F InQwire Diagnostic InQwire®®, Guide Wire,0.035% (0.89 mm).150 cm
Guide Wires (59").3 mm J-Tip.Firm.... Fixed Core.PFTFE
Coated....5terile .
13 | IQ35F15013K InQwire Diagnostic InQwire®. Guide Wire.0.035™ (0,89 mm).150 cm |
Guide Wires (29").3 mm J-Tip.Standard.....Fixed Core.FTFE
Costed....Sterle-Multipack |
14 | IQ35F150135 InCwire Diagnostic InQwire®.Guide Wire.0.035 (0.89 mm).150 cm
Guide Wires {59").3 mm 1-Tip/ Straight.Double Ended.....Fixed
Core,PTFE Coated... Sterile

First Issued: 2010-03-30

Date: 2020-11-11

Expiry Date: 2024-05-26
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# | Catalogue Number Device Name Model, Type R .
15 | IQ35F150135HD InCwire Diagnostc InQwire®:. Guide Wire.0.035% (0,89 mm).150 cm
Guide Wires {59").3 mm 1-Tip/ Straight.Heavy Duty..Double
Ended...Fixed Core.PTFE Coated....Sterile
16 | IQ35F150135K InQwire Diagnastic InQwire®, Guide Wire.0.035 (0.89 mm).150 cm
Guide Wires (59").3 mm 1C0Tip/ Straight.Double Ended. ....Fixed
Core. PTFE Coated....Sterile-Multipack
17 | IQ35F15016 [nCwire Diagnostic InQwire®. Guide Wira.0.035% (.89 mm).150 cm
Guide Wires (58").6 mm J-Tip.Standard.....Fixed Core.PTFE
Coated....Sterile
18 | IQ35F150MLLLT InCrwire Diagnostc InCwire®:. Guide Wire.0.035" (0.B9 mm}.150 cm
Guide Wires {59").5traight Tip.Newton LLLT (23.5 cm).....Fixed
Core, PTFE Coated....Sterile
19 | IQ35F10NLLT InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.150 cm
Guide Wires (59").Straight Tip.Newton LLT (18.5 ¢m),....Fixed
Core. PTFE Coated....Sterile
20 | IQ35F150MNLT InQwire Diagnostic InQwire®, Guide Wire,0.035% (0.89 mm).150 cm
Guide Wires (59").Straight Tip.Newton LT (13.5 cm).....Fixed
Core. PTFE Coated....Sterile .
21 | IQ35F1505 InQwire Diagnostic InQwire®. Guide Wire.0.035™ (0.89 mm).150 cm |
Guide Wires (59" ). Straight Tip.Standard.....Fixed Core.PTFE
Contod... 2l O

First Issued: 2010-03-30
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# | Catalogue Number Device Name Model, Type
22 | IQ35F1B0B InCwire Diagnostc InQwire®. Guide Wire.0.035% [0.89 mm).180 cm
Guide Wiras {71").Straight Tip.Bentson (23 cm).....Fixed
Core,PTFE Coated....Sterile
23 | IQ35F180BC InQwire Diagnastic InQwire®, Guide Wire.0.035 (0,89 mm).180 cm
Guide Wires (71").5Straight Tip.Bentson C (15 cm).....Fixed
Core.PTFE Coated... Sterile
24 | 1035F1B0BK InCQwire Diagnostic InQwired.Guide Wire,0.035" (0.89 mm), 180 cm
Guide Wires (71").5trakght Tip.Bentson (23 om).....Fixed
Core,PTFE Coated....Sterle-Multipack
25 | IQ35F1BOBST InCrwire Diagnostc InOwire®:. Guide Wire.0.035" (0.B9 mm).180 cm
Guide Wires {71").5traight Tip.Bentson ST (10 om).....Fixed
Core, PTFE Coated....Sterle
26 | IQ35F180115 InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.180 cm
Guide Wiras {71").15 mm J-Tip.Standard.....Fixed Core PTFE
Coated....Sterile
27 | 1Q35F1801105 InQwire Diagnostic InQwira®®, Guide Wire,0.035% (0,89 mm).180 cm
Guide Wires (71").1.5 mm J-Tip.Standard.....Fixed Core PTFE
Coated....Sterile .
28 | IQ35F1B01LI0OGRS InQwire Diagnostic InQwire®. Guide Wire.0.035™ (0,89 mm).1B0 cm |
Guide Wires (71"%.1.5 mm J-Tip.Rosen.....Fixed Core,PTFE
Contod... 2l O
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# | Catalogue Number Device Name Model, Type
29 | IQ35F1B013 InCwire Diagnostc InQwire®:. Guide Wire.0.035% (0,89 mm).180 cm
Guide Wires {71").3 mm J-Tip.Standard....,Fixed Core.PTFE
Coated....Sterile
30 | IQ35F18013F InQwire Diagnastic InQwire®, Guide Wire.0.035% (0.89 mm).180 cm
Gl..ll.dE 1|"|||'Ir'E'_E {?1":'.3 T J'Tlqulrmr111 rFIxEd CUI'&PTFE
Coated....Sberile
31 | IQ35F1B013K InQwire Diagnostic InQwire®. Guide Wire.0.035 (0.89 mm).180 cm
Guide Wires (71".3 mm J-Tip.Standard.....Fixed Core.FTFE
Coated....Sherile-Multipack
32 | IQ35F1B013S InCrwire Diagnostc InOwire®:. Guide Wire.0.035" (.89 mm).180 cm
Guide Wires {71").3 mm 1-Tip/ Straight.Double Ended.....Fixed
Core, PTFE Coated....Sterila
33 | IQ35F180)6F InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.180 cm
Guide Wiras {71").6 mm 1-Tip.Firm...,.Fixed Core.PTFE
Coated....Sterile
34 | IQ35F2101105 InQwire Diagnostic InQwire®, Guide Wire,0.035% (0,89 mm).210 cm
Guide Wires (83".1.5 mm J-Tip.Standard.....Fixed Core.FTFE
Coated....5terile
35 | IQ35F2101105F InQwire Diagnostic InQwire®. Guide Wire.0.035™ (0,89 mm).210 cm
Guide Wires (83").1.5 mm J-Tip.Firm.....Fixed Core.FTFE
Contod... 2l O

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
..making excellence a habit’

Page 6 of 18



bsi.

EC Design-Examination Certificate

Supplementary Information to CE 560101

By Koyal Charter

Issued To: Merit Medical Systems; Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
Usa
# | Catalogue Number Device Name Model, Type
36 | IQ35F21003 InCwire Diagnostc InQwire®:. Guide Wire.0.035% (0,89 mm).210 cm
Guide Wires {83").3 mm J-Tip.Standard....,Fixed Core.PTFE
Coated....Sterile
37 | IQ35F21013K InQwire Diagnastic InQwire®, Guide Wire.0.035% (0,89 mm).210 cm
Guide Wires {83").3 mm J-Tip.Standard..... Fixed Core.PTFE
Coated....Sterile-Multipack
38 | IQ35F22003 InChwire Diagnostic InQwire®. Guide Wire.0.035% (.89 mm).220 cm
Guide Wires (87"1.3 mm J-Tip.Standard.....Fixed Core.FTFE
Coated. PTFE Coated...Sterile
39 | IQ35F2608 InCrwire Diagnostc InOwire®:. Guide Wire.0.035" (0.B9 mm).260 cm
Guide Wires {102").5traight Tip.Bentson (23 cm)
Exchange.....Fixed Core.PTFE Coated....Sterile
40 | IQ35F2e0BST InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.260 cm
Guide Wires {102%).Straight Tip.Bertson ST (10 ¢m)
Exchange..... Fixed Core.PTFE Coated.FTFE
Coated...5terile
41 | IQ35F2601105 [mQwire Diagnaostc InQwire®. Guide Wire.0.035" (.89 mm).260 cm
Guide Wires (1027).1.5 mm J-Tip.Standard Exchange.....Fixed
Core. PTFE Cﬂate.d....s_terile
42 | IQ35F2601105F InCwire Diagnaostc InCwire®:. Guide Wire.0.035% (0,89 mm).260 cm
Guide Wires {102%).1.5 mm }-Tip.Firm.....Fixed Core.PTFE
Coated....Sterile
First [ssued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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# | Catalogue Number Device Name Model, Type R .
43 | IQ35F2e00105RS InCwire Diagnostc InQwire®:. Guide Wire.0.035% (0.89 mm).260 cm
Guide Wires {102%).1.5 mm J}-Tip.Rosen Exchange.....Fixed Core.
PTFE Coated.... Sterile
44 | IQ35F26013 InQwire Diagnastic InQwire®, Guide Wire.0.035 (0.89 mm).260 cm
Guide Wires {1027).3 mm J-Tip.Standard Exchange.....Fixed
Core, PTFE Coated....Sberile
45 | 1035F26013K InCQwire Diagnostic InQwired.Guide Wire,0.035" (0.89 mm),260 cm
Guide Wires (102%}.3 mm M}Tip.Standard Exchange.....Fixed
Core,PTFE Coated....Sterle-Multipack
46 | IQ35F260135 InCrwire Diagnostc InOwire®:. Guide Wire.0.035" (0.B9 mm).260 cm
Guide Wires {102%).3 mm J-Tip/ Straight.Double Ended.....Fixed
Core, PTFE Coated. PTFE Coated... Sterile
47 | IQ35F2e05 InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.260 cm
Guide Wires {102%).Straight Tip.Standard Exchange.....Fixed
Core. PTFE Coated....Sterlle
48 | IQ35F808 InQwire Diagnostic InQwire®. Guide Wire,0.035" (0.89 mm).B0 om
Guide Wires (31.5").Straight Tip.Bentson (23 cm).....Fixed
Core PTFE Coated....Sterile .
49 | IQ35FB0J105RS InQwire Diagnostic InQwire®. Guide Wire.0.035™ [0.89 mm).B0 om |
Guide Wires (31.57).1.5 mm J-Tip.Rosen.....Fxed Core,PTFE
Contod... 2l O
First [ssued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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# | Catalogue Number Device Name Model, Type R .
50 | IQ35F2013 InCwire Diagnostc InQwire®:. Guide Wire.0.035% [0.89 mm).20 om
Guide Wiras {31.5").3 mm J-Tip.5tandard.,...Fixed Core.PTFE
Coated....Sterile
51 | IQ38F1508 InQwire Diagnastic InQwire®, Guide Wire.0.038" (0,97 mm).150 cm
Guide Wires {59").5traight Tip.Bentson (23 cm).....Fixed
Core.PTFE Coated... Sterile
52 | IQ38F150BC InChwire Diagnostic InQwire®. Guide Wire.0.038% (0.97 mm).150 cm
Guide Wires {59").5traight Tip.Bentson C (15 cm).....Fixed Core.
FTFE Coated....5terile
53 | IQ3BF150115 InCrwire Diagnostc InCwire®:. Guide Wire.0.038™ (.97 mm).150 cm
Guide Wires {59").15 mm J-Tip.Standard.....Fixed Core.PTFE
Coated,...Sterila
54 | IQ38F150J105RS InCwire Diagnostc InCrwire®. Guide Wire,0.038" (0,97 mm)}.150 cm
Guide Wiras {59").1.5 mm J-Tip.Rosen.....Fixed Core.PTFE
Coated....Sterlle
55 | IQ38F15013 InQwire Diagnostic InQwire®®, Guide Wire,0.038% (0,97 mm).150 cm
Guide Wires (58").3 mm J-Tip.Standard.... Fixed Core.PTFE
Coated....Sterile
56 | IQ3BF1S013F InQwire Diagnostic InQwire®. Guide Wire.0.038™ (0,97 mm).150 cm
Guide Wires (29").3 mm J-Tip.Firm.... Fixed Core.FTFE
Contod... 2l O
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57 | IQ3BF150135 InCwire Diagnostc InQwire®:. Guide Wire.0.038™ (0.97 mm).150 cm
Guide Wiras {59").3 mm 1-Tip/ Straight.Double Ended.....Fixed
Core, PTFE Coated....Sterile
58 | IQ38F15016 InQwire Diagnastic InQwire®, Guide Wire.0.038" (0.97 mm).150 cm
Guide Wires (59").6 mm J-Tip.Standard.....Fixed Core.PTFE
Coated,...Sterile
59 | IQ38F15016K InChwire Diagnostic InQwire®. Guide Wire.0.038% (0.97 mm).150 cm
Guide Wires (58").6 mm J-Tip.Standard.....Fixed Core.PTFE
Coated....Sherile-Multipack
60 | IQ38F1505 InCrwire Diagnostc InCwire®:. Guide Wire.0.038™ (.97 mm).150 cm
Guide Wires {59").5traight Tip.Standard.....Fixed Core FTFE
Coated....Sherile
0l | IQ3BF1B0IGF InCwire Diagnostc InCrwire®. Guide Wire,0.038" (0,97 mm)}.180 cm
Guide Wires {71").3 mm 1-Tip.Firm...,.Fixed Core.PTFE
Coated....Sterile
62 | IQ38F1BOIGF InQwire Diagnostic InQwire®, Guide Wire,0.038% (0,97 mm).180 cm
Guide Wires (71™).6 mm J-Tip.Firm Bodvy.....Fowed Core, PTFE
Coated....Sterile
63 | IQ3BF2E013 InQwire Diagnostic InQwire®, Guide Wire.0.038" (0,97 mm).260 cm
Guide Wires (1027}).3 mm Hip.Standard Exchange.....Fixed
Core PTFE Coated....Sterile

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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64 | IQ3BF26013F InCwire Diagnostc InQwire®:. Guide Wire.0.038™ (0.97 mm).260 cm
Guide Wires {102*).3 mm J)-Tip.Firm.....Fixed Cora.PTFE
Coated....Sterile
65 | IQ38F2605 InQwire Diagnastic InQwire®, Guide Wire.0.038" (0.97 mm).260 cm
Guide Wiras (1027).Straight Tip.Standard Exchange.....Fixed
Core. PTFE Coated... Sterile
66 | IQ3BF5013 InChwire Diagnostic InQwire®. Guide Wire.0.038% (0.97 mm).50 cm
Guide Wires (20".3 mm J-Tip.Standard.....Fixed Core.FTFE
Coated....Sterile
67 | IQ38FE013 InCrwire Diagnostc InQwire®:. Guide Wire.0.038™ (0,97 mm}.20 cm
Guide Wires {31.5").3 mm J-Tip.5tandard.....Fixed Core.PTFE
Coated,...Sherila
08 | IQR3SF1S0E InCwire Diagnostc InCrwire®. Guide Wire,0.035" (0.89 mm)}.150 cm
Guide Wires {59").Straight Tip.Bentson (23 cm).....Fixed
Core. PTFE Coated...Ringmaster ™. Sterlle
69 | IQR3ISFIS0BST InQwire Diagnostic InQwire®®, Guide Wire,0.035% (0.89 mm).150 cm
Guide Wires (59").5traight Tip.Bentson Short Taper.....Fixed
Core FTFE Coated...Ringmaster™.Sterile
70 | IOR3SF15013 InQwire Diagnostic InQwire®. Guide Wire.0.035™ (0.89 mm).150 cm
Guide Wires (59"%.3 mm J-Tip.Standard J 3.0 mm Tip.....Fixed
Core. PTFE Coated...Ringmaster™.Sterile.
First [ssued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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71 | IQR35F15013F InQuwire Diagnostic InQwire®:. Guide Wire.0.035" (0.89 mm). 15[! cm
Guide Wires {59").3 mm J-Tip.Firm Body J 3.0 mm Tip.....Fixed
Core. PTFE Coated.,. Ringmaster ™ Sterile
72 | IQR3SF150135 InQuwire Diagnostic InQwire®.Guide Wire,0.035" (0,89 mm).150 cm
Guide Wires (59").3 mm 1-Tip/ Straight.Double Ended 1 3.0 mm

[/ Straight Tip.....Fixed Core.PTFE
Coated...Ringmaster™ Sterile |

73 | IQR35F26013 InCrwire Diagnastic InQwire®. Guide Wire.0.035™ (0,89 mm).260 cm
Guide Wiras {102%).3 mm J-Tip.Standard J 3.0 mm Tip
Exchange..... Fixed Core.FTFE
Coated...Ringmaster™ .Sterile

74| 1QASDD InQwire Amplatz Guide | InQwire® Amplatz. Guide Wire,0.035% (0.89 i
Wires mm).145 cm (57753 mm J-Tip.Amplatz.... .Fixed
Core.PTFE Coated.PTFE Coated...Sterile
75 | IQAS01 InChwire Amplatz Guide | InQwire® Amplatz.Guide Wire.0.035" (0.89
Wires mm). 180 cmn (71").3 mm J-Tip.Amplatz.....Fixed
Caore, PTFE Cﬂated PTFE 'I:Dated Stenle
76 | IQASD2 InQrwire Amplatz Guide IF'IQWI'I'E.‘E' Arnpialz Gml:re ere [I IEI]-E' |[I] 89
Wires mm).260 cm (102%).3 mm J-Tip.Amplatz '

Exchange...Exchange..Fixed Core.PTFE
Coated.PTFE Coated...Sterile

77 1QAS03 InQwire Amplatz Guide | InQwired Amplatz. Guide Wire 0.038° (0.97
Wires mm}.145 cm (57753 mm J-Tip.Amplatz.....Fixed
Core,PTFE Coated PTFE Coated...Sterile

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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78 | IQAS04 InQwire Amplatz Guide | InQwire® Amplatz. Guide Wire,0.038" [0.97
Wires mm).180 cm (71").3 mm J-Tip.Amplatz.....Fixed
Core, PTFE Coated.PTFE Coated...Sterfle
79 | I0ASDS InCQwire Amplatz Guide | InQwire® Amplatz,Guide Wire,0.035 (0.89
Wires mm}.260 cm (102").Straight Short (1.0 cm)

Tip.Amplatz Exchange..Short (1.0 cm).Short Taper !
Exchange.1.0 cm.Fined Core.PTFE Coated.PTFE '

_ _ _C::rated..,steﬁle I
80 | IQAS1D InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.038" (0.97
Wires mm).260 cm (102").Straight Short (1.0 cm)

Tip.Amplatz Exchange..Short (1.0 cm).Short Taper
Exchange. 1.0 cm.Fixed Core.PTFE Coated.PTFE |

Coated...Sterile
81 | IQA511 InQwire Amplatz Guide | InQwire® Amplatz. Guide Wire.0.035" (0.89 |
Wires mm}.180 cm (71%).Straight Short (1.0 cm)

Tip.Amplatz, Shart (1.0 cm).Short Taper. 1.0
cm.Fixed Core.PTFE Coated.PTFE Coated.. Sterile |

82 | IQAS12 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.038° (0.97

Wires mm). 180 cmn (71%).5traight Shoet (1.0 om) |
Tip.Amplatz. . Short {1.0 cm).Short Taper.1.0 I

¢m,Fixed Core,PTFE Coated.PTFE Coated... Sterile |

83 | IQAS13 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.035" (0.89
Wires mm).75 cm (29").Straight Short (1.0 cm)
Tip.Amplatz. . Short { 1.0 cm).Short Taper. 1.0
cm.Fixed Core.PTFE Coated.PTFE Coated...Sterile

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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84 | IQALLT InCwire Amplatz Guide | InQwire® Amplaiz.Guide Wire,0.038 (0.97
Wires mm).145 cm (57").5traight (6.0 cm)

Tip.Amplatz. 6.0 ¢m..6.0 cm.Fixed Core.PTFE
Coated.PTFE Coated...Sterile

85 | IQgAaS18 InCQwire Amplatz Guide | InQwire® Amplatz.Guide Wire.0.038° (0.97
Wires mm).145 cm (57").Straight Short (4.0 cm)
Tip.Amplatz..Short (4.0 cm).Short Taper4.0
em.Fixed Core,PTFE Coated. PTFE Coated...Sterile

86 | IQAS19 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.038" (0,97
Wires mm). 180 cm (71%).Straight (6.0 cm)
Tip.Amplatz..6.0 cm..6.0 cm.Fixed Core.PTFE
Coated . PTFE Coated...Sterile |

87 | IQAS520 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire.0.038™ (0.97
Wires mim ). 260 cmn (102").5traight (6.0 om) Tip.Amplatz
Exchange..6.0 cm.Exchange. 6.0 cm.Fixed

Core, PTFE Coated. PTFE Coated... Sterile

88 | IQAS521 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.035" (0.89

Wires mm).75 em (29").Straight Short (4.0 om)
Tip.Amplatz. . Short (4.0 cm).Short Taper.d.0

cm.Fixed Core.PTFE Coated.FTFE Coated...Sterile |

89 | IQAG22 [nQwire Amplatz Guide | InCwire® Amplaiz.Guide Wire,0.035 (0.89 |
Wires mm}.180 cm (71%).Straight Short (4.0 om)
Tip.Amplatz, Short (4.0 cm).Short Taper4.0

crm.Fived Core, PTFE Coated PTFE Coatied... Sterile

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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Usa
# Eataln:_rgue Number Device Name Hudel_, Type R .
a0 | IQAL23 InQwire Amplatz Guide | InQwire® Amplaiz.Guide Wire.0.035 (0.89
Wires mm). 145 cm (57").Straight (7.0 cm)

Tip.Amplatz..7.0 am..7.0 cm.Fixed Core,PTFE
Coated.PTFE Coated...Sterile

91 | IQaS24 InCQwire Amplatz Guide | InQwire® Ampilatz.Guide Wire.0.0357 (0.89
Wires mm).145 cm (57").Straight Short (4.0 cm)
Tip.Amplatz..Short (4.0 cm).Short Taper4.0
em.Fixed Core,PTFE Coated. PTFE Coated...Sterile

92 | IQAS25 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire.0.035% (0.89
Wires mm). 180 cm (71%).Straight (7.0.cm)
Tip.Amplatz..7.0 om.. 7.0 c.Fixed Core. PTFE
Coated.PTFE Coated...Sterile !

93 | IQA526 InCywire Amplatz Guide | InQwire® Amplatz.Guide Wire.0.035" (0.89
Wires mim ). 260 cmn (102" ).5traight (7.0 cm) TipAmplatz
Exchange..7.0 om.Exchange.?.0 cm.Fixed

Core, PTFE Coated. PTFE Coated... Sterile

04 | IQAS27 InQwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.035% (0,89

Wires mm). 145 cm (577).5traight Short (3.5 cm)
Tip.Amplatz. .Short {3.5 cm).Short Taper.3.5 |
cm.Fixed Core.PTFE Coated.PTFE Coated...Sterile |

95 | IQAG2E [nQwire Amplatz Guide | InCwire® Amplaiz. Guide Wire,0.038" (0.97 |
Wires mm).145 cm (57%).Straight Short (3.5 cm)
Tip.Amplatz, Short (3.5 ¢m).Short Taper.3.5

crm.Fived Core, PTFE Coated PTFE Coatied... Sterile

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
..making excellence a habit’
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1600 West Merit Parkway
South Jordan

Utah
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Usa

By Koyal Charter

& | Eatalq-gue MNumber

Device Name

InQwire Amplatz Guide | InQwire® Amplatz. Guide Wire,0.035" [0.89

Hudel_, 1_'1r|_rg_ ]

96 | IQASG3 - I
Wires mm).75 cm (29").Straight (7.0 cm) Tip.Amplatz..7.0 |

em..7.0 cm.Fixed Core.PTFE Coated.PTFE ,

Coated...Sterile i

97 | 104564 InCwire Amplatz Guide | InQwire® Amplatz.Guide Wire,0.038" (0.97 |

First Issued: 2010-03-30

Wires mm).75 cm (25").Straight (6.0 cm)

Date: 2020-11-11

Tip.Amplatz..6.0 om..6.0 cm.Fixed Core.PTFE |
Coated. PTFE Coated.. . Sterile | =

Expiry Date: 2024-05-26

..making excellence a habit’
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Certificate History

Date Reference Action

Number i Ll “ -
30 March 2010 10114148 | First Issue — Classification change from IIa to III per 2007/47/EC

07 July 2010 10116686 Addition of alternative sterlization cycles at Sterigenics, Salt
Lake City and Caridian BCT, Colorado and correction of a typing
errar on the catalog number listing.

17 August 2010 10117400 Qutline the Bracketing of the Qualified Guide Wire Parameter
Ranges to replace individual catalogue nurr'd:re_rs with a table,

03 Awgust 2011 10125932 Modifications to the ETO sterilization cycle for all catalogue
numbers,

11 March 2015 10153259 Certificate renewal.

11 March 2016 10159617 Change affecting Tywek™ 107386 and Tyvek® 10598
packaging materials - All product codes are affected.

26 April 2017 10168199 The addition of InQwire® Amplatz Super SEff Guide Wire
product codes.

26 October 2017 BE14857 Addition of alternate sterilization facility, Sterigenics
Belgium {Petit-Rechain).

23 November 2017 | 8849372 Change in supplier from KOBUSCH (Baottom Yeb) and

BEMIS/Perfecseal (Top Web) to AMCOR (Top and Bottom
Web). Change to 100 micron PE Film (Top Web) and 2F5
coated Tyvek {Bottom Web), and change in thermoforming
process parameters.

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
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Date Reference Action
Mumber
22 May 2018 2843518 Line extension by 3 new catalogue codes to the range of
InQwire & Amplatz Super Stiff Guides Wires
(8 February 2019 FTE0G16 Traceable ta NE 0086,
27 September 2019 | 9767460 Modification of ETO sterilization cycle at Sterigenics Belgium
i I;.P'Et'lt-HEChail'l,'!. | LA T
16 December 2019 3058360 Reformat Product Table. Addition of alternative sterilization site:

Steriganics US LLC

5725 West Harold Gatty Drive
Salt Lake City

Litah

B7116

LESA

19 February 2020 9715455 Certificate Renewal

Current 3264850 Replacement of extermal Process Challenge Device (ePCD) for
Merit Medical EO Cycle 17 at Sterigenics Petit Ftel:l_‘lain, Belgium.

First Issued: 2010-03-30 Date: 2020-11-11 Expiry Date: 2024-05-26
..making excellence a habit’
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