
  
REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Tip  Denumire  

I.2. Declarația de conformitate
CE

Declaratie de conformitate
CE_2

I.2. Declarația de conformitate
CE

Declaratie de conformitate
CE_1

I.3. Certificatul CE Certificat CE_Design
Examination_2

I.3. Certificatul CE Certificat CE_Design
Examination_1

I.3. Certificatul CE Certificat CE_Full Quality

Nr  Denumire  Den.comerc. Model  Nr. catalog  Tara  Producatorul Reprezentant Ordin  Data  Cod vamal  

DM000196111

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,5 x 8 mm RONYX25008X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196131

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 3,0 x 15 mm RONYX30015X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196108

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,25 x 30 mm RONYX22530X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196121

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,75 x 12 mm RONYX27512X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196107

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,25 x 26 mm RONYX22526X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196096

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,0 x 12 mm RONYX20012X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196110

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,25 x 38 mm RONYX22538X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

DM000196115

STENT
CORONARIAN
CU ELIBERARE
DE
ZOTAROLIMUS

Resolute Onix 2,5 x 22 mm RONYX25022X SUA MEDTRONIC,
INC. CLASDAC S.R.L. A07.PS-

01.Rg04-5 14-01-2019  

STENT
CORONARIAN

Resolute Onix

http://89.32.230.138:8081/








































THE ADVANCED 
WORKHORSE  
POWERED BY 
CORE WIRE 
TECHNOLOGY

Resolute Onyx™

Zotarolimus-Eluting
Coronary Stent System

Including COMPLEXLV sizes  
4.5mm and 5.0mm



Most deliverable DES1 

featuring Core Wire  
Technology

Broadest size matrix  
to optimise treatment of 
complex clinical scenarios

Proven long-term safety 
and efficacy shown in the 
Global RESOLUTE Program2

RESOLUTE ONYX™ DES
THE ADVANCED WORKHORSE



Helical wrap Fluid range of motionLaser-fused

5.75 mm

1Based on bench test data vs. Resolute Integrity™ DES, Ultimaster™* DES, BioMatrix NeoFlex™* DES, Orsiro™* DES, Xience Xpedition™* DES, 
Synergy™* II DES, Promus Premier™* DES, and Xience Alpine™* DES. Bench test data of 3.0-mm stents on file at Medtronic.
2RESOLUTE FIM, RESOLUTE All Comers, RESOLUTE International, RESOLUTE US, RESOLUTE US 38 mm, RESOLUTE Japan, RESOLUTE China 
RCT, RESOLUTE China Registry, RESOLUTE Asia, RESOLUTE Japan SVS.

COMPLEXLV 4.5- and 5.0-mm sizes are 
specifically designed to expand treatment 
options for extra-large vessels and 
feature the same proven safety profile of 
Resolute Onyx™ DES.

Continuous Sinusoid Technology
Resolute Onyx™ DES is manufactured from 
a single strand of core wire into a continuous 
sinusoidal wave form to provide a fluid range 
of motion.

At Medtronic, we are committed to creating innovative solutions that expand your 
treatment options. That's why we developed Resolute Onyx™ DES — our advanced 
workhorse coronary stent system to help you treat complex cases.

COMPLEXLV



EVEN GREATER 
DELIVERABILITY 

MOST DELIVERABLE 3
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Lower Is Better

Resolute Onyx™ DES
3.00 mm x 18 mm

Resolute Integrity™ DES
3.00 mm x 18 mm

Ultimaster™* DES
3.00 mm x 18 mm

Orsiro™* DES
3.00 mm x 18 mm

BioMatrix NeoFlex™*  DES 
3.00 mm x 18 mm

Xience Xpedition™* DES
3.00 mm x 18 mm

Synergy™* II DES
3.00 mm x 20 mm

Promus Premier™* DES
3.00 mm x 20 mm

Xience Alpine™* DES
3.00 mm x 18 mm

100

125

133

156

177

187

201

208

263

Core Wire Technology 
enables:
n  Increased deliverability
n   Thinner struts with  

enhanced radiopacity
n   No compromise to  

structural strength

THE MOST DELIVERABLE DES3

FEATURING CORE WIRE TECHNOLOGY



SUSTAINED RADIAL 
STRENGTH

3Based on bench test data vs. Resolute Integrity™ DES, Ultimaster™* DES, BioMatrix NeoFlex™* DES, Orsiro™* DES, Xience Xpedition™* DES, 
Synergy™* II DES, Promus Premier™* DES, and Xience Alpine™* DES. Bench test data of 3.0-mm stents on file at Medtronic.

Resolute Onyx™ DES
5.00 mm x 18 mm

Resolute Onyx™ DES
3.00 mm x 18 mm

Promus Premier™* DES
3.00 mm x 20 mm

Resolute Integrity™ DES
3.00 mm x 18 mm

Synergy™* II DES
3.00 mm x 20 mm

BioMatrix NeoFlex™* DES
3.00 mm x 18 mm

Orsiro™* DES
3.00 mm x 18 mm

Ultimaster™* DES
3.00 mm x 18 mm

Xience™* DES
3.00 mm x 18 mm

MOST PUSHABLE 3

Higher Is Better Higher Is Better
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INCREASED
PUSHABILITY

Resolute Onyx™ DES
3.00 mm x 18 mm

Resolute Integrity™ DES
3.00 mm x 18 mm

Ultimaster™* DES
3.00 mm x 18 mm

Orsiro™* DES
3.00 mm x 18 mm

BioMatrix NeoFlex™* DES 
3.00 mm x 18 mm

Xience Xpedition™* DES
3.00 mm x 18 mm

Synergy™* II DES
3.00 mm x 20 mm

Promus Premier™* DES
3.00 mm x 20 mm

Xience Alpine™* DES
3.00 mm x 18 mm

175

129

162

160

140

142

163

143

168

4.6

4.3

4.3

4.2

4.0

4.0

3.4

3.3

3.1

PROCEDURAL 
SUCCESS
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Time After Initial Procedure (months)
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p = 0.52

Extra-Small Vessel (N = 1204)
Small Vessel (N = 2773)

6.3
4.6

Small vessels
RVD up to 5.0 mm 
Long lesions 
CTOs
Total occlusions 
AMIs
ISR
Multivessels 
Diabetes
ACS
UA
Bifurcations
Left Main

DAPT: Low risk of ST 
after one month
Please see Page 8 for further discussion

EXCELLENT RESULTS IN PATIENTS WITH
EXTRA-SMALL VESSELS4

Featuring a 2.0-mm 
diameter and longer 
stent lengths 

BROADEST SIZE MATRIX
TO OPTIMISE TREATMENT OF 
COMPLEX CLINICAL SCENARIOS



COMPLEX CASES

Impact to DES coating  
integrity
COMPLEXLV maintains 
drug-coating integrity even 
when overexpanded.

4RESOLUTE Pooled—extra-small vessel (RVD ≤2.25 mm) vs. small vessel (RVD >2.25 mm but ≤2.75 mm) stenting TLR at three years. Post-hoc RESOLUTE Pooled analysis was not powered 
for the analysis shown. RESOLUTE FIM, RESOLUTE All Comers, RESOLUTE International, RESOLUTE US, RESOLUTE US 38 mm, RESOLUTE Japan, RESOLUTE China RCT, RESOLUTE China 
Registry, RESOLUTE Asia, RESOLUTE Japan SVS

CONSIDERATIONS FOR TREATING EXTRA-LARGE VESSELS
Standard DES treatment has historically involved overexpanding a 4.0-mm stent; however, 
important considerations exist:

 n Radial strength and stent recoil 
 n Vessel scaffolding
 n Foreshortening
 n Resistance to longitudinal compression

Maximum labelled 
overexpansion capabilities
COMPLEXLV offers enhanced 
scaffolding and less  
foreshortening.

Resolute Onyx™ DES 
5.0 mm x 18 mm

Synergy™* DES  
4.0 mm x 20 mm

Resolute Onyx™ DES overexpanded to 5.75 mm, per 
the IFU. 

Synergy™* DES overexpanded to 5.75 mm, per  
the IFU.

Resolute Onyx™ DES overexpanded to 5.75 mm, 
per the IFU.

Promus Premier™* DES overexpanded to 5.75 mm, 
per the IFU.



Time After Initial Procedure (years)

SUSTAINED SAFETY OF 1.2% ST 
THROUGH FIVE YEARS IN MORE  
THAN 7500 PATIENTS5

ST Rate Through 5 Years6

RESOLUTE Pooled6 Analysis   

0     1            2                   3                   4                            5

ResoluteTM ZES Pooled (N = 7618)

0.67

No. at risk  7618  7610  7344  6676  4511 2443
% CI  0.08  0.67  0.84  0.95  1.07 1.20
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“  One year data from the RESOLUTE 
Clinical Program indicates low stent 
thrombosis rates for those that 
interrupted or discontinued DAPT any 
time after one month. While physicians 
should adhere to current ESC or ACC/ 
AHA/SCAI guidelines for PCI, patients who 
interrupt or discontinue DAPT medication 
one month or more after stent  
implantation are considered at low risk 
and showed no increased risk for stent 
thrombosis. Early discontinuation of 
prescribed antiplatelet medication could 
result in a higher risk of thrombosis,  
MI or death. ”

—DAPT language in CE Mark IFU

5Silber S. Five-year follow-up of safety and efficacy of the Resolute™ zotarolimus-eluting stent: Insights from the 
RESOLUTE Global Clinical Trial Program in approximately 8000 patients EuroPCR 2015. Post-hoc RESOLUTE Pooled 
analysis was not powered for the analysis shown. 
6RESOLUTE FIM, RESOLUTE All Comers, RESOLUTE International, RESOLUTE US, RESOLUTE US 38 mm,   
RESOLUTE Japan, RESOLUTE China RCT, RESOLUTE China Registry, RESOLUTE Asia, RESOLUTE Japan SVS 

PROVEN LONG-TERM SAFETY 
AND EFFICACY
SHOWN IN THE GLOBAL RESOLUTE PROGRAM



Three-year follow-up was available in almost 5000 patients and showed no increased ST risk in patients interrupting beyond one month11

(R-China, R-Japan SVS, R-Asia, R-US 38 mm and China Registry had not completed follow-up beyond one year and will be included in future analyses). 

NO INCREASED RISK FOR ST WITH INTERRUPTION OR 
DISCONTINUATION OF DAPT AFTER ONE MONTH7

DAPT Interruption TIMING >1 Day
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Never
Interrupted8 

Interrupted
0-1 Mo

Interrupted
1-12 Mo

>1-Day
Interruption

≥3-Day
Interruption9 Discontinuation

0.09 0.09 0.00 0.00

Patients at risk

No. of events

Median days
to interruption

5816

42

NA

221

7

3

1094

110

240.5

1094

1

240.5

1059

0

242

744

0

273

3.17

0.72

TIMING OF FIRST DAPT INTERRUPTION AND ST THROUGH 1 YEAR

Interrupted 1-12 Mo 
Interruption DURATION breakout

Bhatt. Relation of stent thrombosis to interruption of dual antiplatelet therapy after Resolute™ zotarolimus-eluting stent Implantation. TCT 2013. Kandzari. Pharmacodynamic considerations and clinical 
impact of dual antiplatelet therapy interruption after Resolute™ zotarolimus-eluting stent implantation. ACC 2014. Post-hoc RESOLUTE Pooled DAPT analysis was not powered for the analysis shown.
7Silber S et al. Eur Heart J. 2014;35(29):1949–1956  
8Including patients with no DAPT interruption except for ST while on DAPT through 12 months.
9Three-day cutoff selected because studies have shown that discontinuation of at least three days is necessary for platelet function recovery in most individuals.
10Patient with a history of thrombosis was on DAPT at the time of ST event but had interrupted DAPT for two consecutive days prior to the event.
11Kirtane. Long-term impact of antiplatelet therapy interruption on ST following PCI with the Resolute™ zotarolimus-eluting stent.  
TCT 2013. ESC guidelines recommend DAPT duration of 6–12 months after DES implantation in all patients and one year after ACS, irrespective of the type of implanted stent.

SAFETY ASSUREDComprehensive, unique 
Global RESOLUTE Program with 
more than 7500 patients enrolled.



Stent 
Diameter  
(mm)

Stent Length (mm)

8 12 15 18 22 26 30 34 38

2.00 RONYX20008X RONYX20012X RONYX20015X RONYX20018X RONYX20022X RONYX20026X RONYX20030X — —

2.25 RONYX22508X RONYX22512X RONYX22515X RONYX22518X RONYX22522X RONYX22526X RONYX22530X RONYX22534X RONYX22538X

2.50 RONYX25008X RONYX25012X RONYX25015X RONYX25018X RONYX25022X RONYX25026X RONYX25030X RONYX25034X RONYX25038X

2.75 RONYX27508X RONYX27512X RONYX27515X RONYX27518X RONYX27522X RONYX27526X RONYX27530X RONYX27534X RONYX27538X

3.00 RONYX30008X RONYX30012X RONYX30015X RONYX30018X RONYX30022X RONYX30026X RONYX30030X RONYX30034X RONYX30038X

3.50 RONYX35008X RONYX35012X RONYX35015X RONYX35018X RONYX35022X RONYX35026X RONYX35030X RONYX35034X RONYX35038X

4.00 RONYX40008X RONYX40012X RONYX40015X RONYX40018X RONYX40022X RONYX40026X RONYX40030X RONYX40034X RONYX40038X

4.50 — RONYX45012X RONYX45015X RONYX45018X RONYX45022X RONYX45026X RONYX45030X — —

5.00 — RONYX50012X RONYX50015X RONYX50018X RONYX50022X RONYX50026X RONYX50030X — —

Ordering Information

Diameter

RONYX22508X

Product Code

Length
Rapid Exchange

Indicates new sizes

 n Enhanced balloon 
material improves 
flexibility and 
trackability

 n 0.91 mm (2.7 F) distal 
shaft 4.50–5.00 mm: 
1.07 mm (3.2 F)

 n Platinum iridium 
marker bands 
enhance visibility

 n Reduced catheter profile 
under the stent enables 
lower crossing profiles

 n Lubricious hydrophilic 
coating for reduced 
drag

 n Resilient hypotube 
for high shaft column 
strength

 n 0.69 mm (2.1 F) 
proximal shaft

 n PowerTrac™ 
technology enhances 
deliverability

PRODUCT INFORMATION



Pressure
kPa (atm)

Stent Diameter  
Deployed Stent I.D. (mm)

 2.00  2.25  2.50  2.75  3.00  3.50 4.00 4.50 5.00

709 (7) 1.85 2.05 2.25 2.45 2.75 3.05 3.60 4.10 4.55

811 (8) 1.90 2.10 2.30 2.55 2.80 3.15 3.70 4.20 4.65

912 (9) 1.90 2.15 2.35 2.60 2.90 3.25 3.80 4.30 4.80

1013 (10) 1.95 2.20 2.45 2.65 2.95 3.35 3.85 4.40 4.90

1115 (11) 2.00 2.25 2.50 2.70 3.00 3.40 3.95 4.45 4.95

1216 (12) 2.05 2.30 2.55 2.75 3.05 3.45 4.00 4.50 5.05

1317 (13) 2.05 2.35 2.55 2.80 3.10 3.50 4.05 4.55 5.10

1419 (14) 2.10 2.35 2.60 2.80 3.10 3.55 4.05 4.60 5.15

1520 (15) 2.10 2.35 2.60 2.85 3.15 3.55 4.10 4.65 5.20

1621 (16) 2.15 2.40 2.65 2.90 3.20 3.60 4.15 4.70 5.25

1723 (17) 2.15 2.40 2.70 2.90 3.20 3.65 4.20 4.80 5.30

1824 (18) 2.20 2.45 2.70 2.95 3.25 3.70 4.25 4.85 5.35

1925 (19) 2.20 2.45 2.75 3.00 3.30 3.75 4.30 – –

2027 (20) 2.25 2.50 2.75 3.00 3.35 3.80 4.35 – –

2128 (21) 2.25 2.50 2.80 3.05 3.40 3.80 4.40 – –

MSID 3.2512 3.2512 3.2512 3.7512 3.7512 4.7512 4.7512 5.7512 5.7512

   Nominal pressure    Rated burst pressure13    Maximum stent I.D.

Compliance Data

12Do not postdilate greater than listed value.
13Do not exceed rated burst pressure.
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Resolute Onyx™

Zotarolimus-Eluting
Coronary Stent System

THE ADVANCED 
WORKHORSE

© 2017 Medtronic. All rights reserved. Medtronic, Medtronic logo and Further, Together are trademarks of Medtronic. All other 
brands are trademarks of a Medtronic company. For distribution only in markets where the Resolute Onyx™ coronary stent has been 
approved. Not for distribution in USA, Japan or France. UC201705543ML 2/17

Europe 
Medtronic Intl. Trading SARL
Route du Molliau 31 
Case Postale 
CH-1131 Tolochenaz 
Switzerland 
Tel: 41.21.802.7000 
Fax: 41.21.802.7900

Latin America 
Medtronic
9850 Doral Blvd., 4th Floor 
Miami, FL 33178 
USA 
Tel: 786.709.4200 
Fax: 786.709.4244

Asia Pacific 
Medtronic Intl. Ltd.
49 Changi South Avenue 2 
Nasaco Tech Centre 
Singapore 486056 
Singapore 
Tel: 65.6436.5000 
Fax: 65.6776.6335

medtronic.com

Pressure
kPa (atm)

Stent Diameter  
Deployed Stent I.D. (mm)

2.00 2.25 2.50 2.75 3.00 3.50 4.00 4.50 5.00
709 (7) 1.85 2.05 2.25 2.45 2.75 3.05 3.60 4.10 4.55
811 (8) 1.90 2.10 2.30 2.55 2.80 3.15 3.70 4.20 4.65
912 (9) 1.90 2.15 2.35 2.60 2.90 3.25 3.80 4.30 4.80
1013 (10) 1.95 2.20 2.45 2.65 2.95 3.35 3.85 4.40 4.90
1115 (11) 2.00 2.25 2.50 2.70 3.00 3.40 3.95 4.45 4.95
1216 (12) 2.05 2.30 2.55 2.75 3.05 3.45 4.00 4.50 5.05
1317 (13) 2.05 2.35 2.55 2.80 3.10 3.50 4.05 4.55 5.10
1419 (14) 2.10 2.35 2.60 2.80 3.10 3.55 4.05 4.60 5.15
1520 (15) 2.10 2.35 2.60 2.85 3.15 3.55 4.10 4.65 5.20
1621 (16) 2.15 2.40 2.65 2.90 3.20 3.60 4.15 4.70 5.25
1723 (17) 2.15 2.40 2.70 2.90 3.20 3.65 4.20 4.80 5.30
1824 (18) 2.20 2.45 2.70 2.95 3.25 3.70 4.25 4.85 5.35
1925 (19) 2.20 2.45 2.75 3.00 3.30 3.75 4.30 –– ––
2027 (20) 2.25 2.50 2.75 3.00 3.35 3.80 4.35 –– ––
2128 (21) 2.25 2.50 2.80 3.05 3.40 3.80 4.40 –– ––
MSID 3.251 3.251 3.251 3.751 3.751 4.751 4.751 5.751 5.751

Compliance Data

   Nominal pressure    Rated burst pressure2
1Do not postdilate greater than listed value.
2Do not exceed rated burst pressure.   Maximum stent I.D.
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