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KEMENTERIAN KESEHATAN REPUBLIK INDONESIA 
DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN

Jalan H.R. Rasuna Said Blok X-5 Kavling 4 - 9 Jakarta 12950
Telepon : (021) 5201590 Pesawat 2029, 8011
Faksimile : (021) 52964838 Kotak Pos : 203

Catatan: 
- UU ITE No 11 Tahun 2007 Pasal 5 ayat 1
  Informasi Elektronik dan/atau Dokumen Elektronik dan/atau hasil cetaknya merupakan alat bukti hukum yang sah.
- Dokumen ini telah ditandatangani secara elektronik menggunakan sertifikat elektronik yang diterbitkan BSrE.

Berdasarkan Peraturan Menteri Kesehatan R.I Nomor 62 Tahun 2017 Tentang Izin Edar Alat Kesehatan,
Alat Kesehatan Diagnostik In Vitro Dan Perbekalan Kesehatan Rumah Tangga dengan ini diberikan
persetujuan untuk diedarkan dengan :

 NOMOR IZIN EDAR

A L A T  K E S E H A T A N

  
    KEMENKES RI AKL 30503811368

Nama Dagang / Merek : CARPENTIER-EDWARDS® PERIMOUNT Magna® Mitral Ease™

Pericardial Bioprosthesis

Kelompok / Kelas Resiko : Non Elektromedik Steril / D

Kategori Produk : Peralatan Kardiologi

Sub Kategori : Peralatan Kardiologi Prostetik

Jenis Produk : Replacement heart valve.

Tipe / Ukuran : Terlampir

Kemasan : Dus

Nama Produsen / Pabrikan : EDWARDS LIFESCIENCES (SINGAPORE) PTE., LTD., Singapore
Untuk EDWARDS LIFESCIENCES LLC., United States
Melalui EDWARDS LIFESCIENCES (THAILAND) LIMITED, Thailand

Nama Pendaftar : PT. REKAMILENIUMINDO SELARAS, DKI Jakarta

Atas dasar lisensi dari : -

Ketentuan

1. Persetujuan izin edar berlaku sampai dengan 15 September 2023.

2. Wajib menyampaikan laporan berkala dan laporan jika ada kejadian yang tidak diinginkan akibat

penggunaan Alat Kesehatan tersebut di atas sesuai ketentuan berlaku.

3. Izin edar ini merupakan persetujuan perpanjangan dari Nomor Izin Edar Alat Kesehatan

KEMENKES RI AKL 30503811368 tanggal 27 Agustus 2020. Dengan demikian izin edar

sebelumnya dinyatakan tidak berlaku.

4. Apabila dikemudian hari ada pihak lain yang berhak atas merek dan/atau keagenan produk

tersebut, pendaftar bersedia mengembalikan izin edar.

5. Penandaan dan informasi produk yang terlampir merupakan bagian yang tidak terpisahkan dari

persetujuan izin edar ini.

6. Apabila di kemudian hari terdapat kekeliruan, maka persetujuan izin edar ini akan ditinjau

kembali.
Jakarta, 30 Juli 2021



KEMENTERIAN KESEHATAN REPUBLIK INDONESIA 
DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN

Jalan H.R. Rasuna Said Blok X-5 Kavling 4 - 9 Jakarta 12950
Telepon : (021) 5201590 Pesawat 2029, 8011
Faksimile : (021) 52964838 Kotak Pos : 203

Catatan: 
- UU ITE No 11 Tahun 2007 Pasal 5 ayat 1
  Informasi Elektronik dan/atau Dokumen Elektronik dan/atau hasil cetaknya merupakan alat bukti hukum yang sah.
- Dokumen ini telah ditandatangani secara elektronik menggunakan sertifikat elektronik yang diterbitkan BSrE.

LAMPIRAN
  NOMOR IZIN EDAR

ALAT KESEHATAN
KEMENKES RI AKL 30503811368

No. Deskripsi Tipe / Kode

1 Carpentier-Edwards 7300TFX25

2 Carpentier-Edwards 7300TFX27

3 Carpentier-Edwards 7300TFX29

4 Carpentier-Edwards 7300TFX31

5 Carpentier-Edwards 7300TFX33

Dengan ketentuan bahwa izin edar tersebut hanya berlaku untuk deskripsi dan tipe / kode produk yang
tercantum dalam lampiran ini
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Carpentier-Edwards PERIMOUNT

Pericardial Aortic Bioprosthesis

Magna Ease

The Proven Choice

Inside of Pocket Folder Inside of Pocket Folder

Carpentier-Edwards  
PERIMOUNT Magna Ease
With the Magna Ease valve, you can choose 
with confidence, knowing you are getting 
an industry-leading valve from Edwards 
Lifesciences, the leader in heart valve 
therapy. 

Built upon the unique and proven 
PERIMOUNT design, the Magna Ease  
valve gives you and your patients:

 • Excellent and stable hemodynamics

 •  Excellent long-term durability

 •  A low profile, supra-annular valve  
  that is easy to implant 
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an industry-leading valve from Edwards 
Lifesciences, the leader in heart valve 
therapy. 

Built upon the unique and proven 
PERIMOUNT design, the Magna Ease  
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 •  A low profile, supra-annular valve  
  that is easy to implant 



The Magna Ease valve is built upon the proven, time-tested 
PERIMOUNT valve design, with unique design elements including:

 It all starts with the

Proven PERIMOUNT Design

Flexible cobalt-chromium alloy stent 
Absorbs energy to reduce leaflet stress

Three independent bovine pericardial leaflets 
Matched for thickness and elasticity to optimize stress 
distribution

Mathematically modeled, bioengineered design 
Optimized for hemodynamics, durability and implantability

† Based on a double-blinded survey of 255 U.S. cardiac surgeons conducted in Q4 2014. Data on file.

Brief Summary: Aortic Bioprostheses 

Indications: For use in patients whose aortic valvular disease warrants replacement of their natural or previously placed prosthetic valve. 
Contraindications: Do not use if surgeon believes it would be contrary to the patient’s best interests. Complications and Side E!ects: Stenosis, 
regurgitation, endocarditis, hemolysis, thromboembolism, valve thrombosis, nonstructural dysfunction, structural valve deterioration, anemia, 
arrhythmia, hemorrhage, transient ischemic attack/stroke, congestive heart failure, myocardial infarction, angina, any of which could lead to 
reoperation, explantation, permanent disability, and death. Warnings: Alternative therapies should be considered in the presence of conditions 
a!ecting calcium metabolism or when calcium containing chronic drug therapies are used, including children, adolescents, young adults, and patients 
on a high calcium diet or maintenance hemodialysis. Should be used with caution in the presence of severe systemic hypertension or when anticipated 
patient longevity is longer than the known longevity of the prosthesis.

CAUTION: Federal (United States) law restricts this device to sale by or on the order of a physician. See Instructions for Use for full  
prescribing information, including indications, contraindications, warnings, precautions and adverse events.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards, Magna, Magna Ease, PERIMOUNT, PERIMOUNT Magna, and ThermaFix  
are trademarks of Edwards Lifesciences Corporation.  All other trademarks are the property of their respective owners.

© 2018 Edwards Lifesciences Corporation.  All rights reserved. PP--US-2937 v1.0

Edwards Lifesciences • One Edwards Way, Irvine CA 92614 USA • edwards.com
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Model 3300TFX Nominal Specifications (mm)

19 mm

19

18

13

24

Size

A. Stent Diameter (TAD*)

B. Internal Diameter (Stent I.D.)

C. Profile Height

D. External Sewing Ring Diameter

21 mm

21

20

14

26

23 mm

23

22

15

28

25 mm

25

24

16

30

27 mm

27

26

17

32

29 mm

29

28

18

34

* Tissue Annulus Diameter

Model Description

1133SET Sizers – Complete Set

1133 Sizers – Individual

TRAY1133 Accessory Tray

1111 Reuseable Handle

1126 Longer Single-Use Handle

Accessories

Excellent and Stable Hemodynamics
Excellent EOAs and low gradients based on the proven PERIMOUNT 

valve design15

Years After Operation
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Excellent Long-Term Durability
 More long-term clinical study publications than any other bioprosthetic aortic valve

After more than 1 billion cycles, the Magna Ease valve still 
performs like new.14  

The Magna Ease valves demonstrated excellent durability after the equivalent of 25 years in simulated 
in vitro wear, with hydrodynamic performance similar to that of a new valve.
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*Freedom from explant/prosthesis replacement/reoperation due to SVD

*No clinical data are available that evaluate the long-term impact of the Carpentier-Edwards ThermaFix tissue process in patients.

Raghav V, et al. Long-term durability of Carpentier-Edwards Magna Ease valve: A one billion cycle in-vitro study. Ann Thorac Surg 2016;101:1759-67.

Ease of Implant
O!ers many key design features that enhance the valve’s ease of implant

Low Stent Base
Maximizes coronary 
ostia clearance

Low Profile
Eases insertion and
aortotomy closure

Sleek 
Commissure 
Posts
Ease insertion and 
knot tying

Suture Markers
Aid in valve orientation 
and suture placement

Supra-annular 
Placement
For optimal 
hemodynamics

17 years
of hemodynamic 
stability data with the 
PERIMOUNT valve 
design

of clinical durability with  
the PERIMOUNT valve design20+

Years

New Valve Billion Cycled Valve

ThermaFix 
Process*
Anti-calcification 
treatment 

70% of cardiac  surgeons would choose an Edwards tissue valve  

for themselves or a close family member.†

Carpentier-Edwards PERIMOUNT valve platform

The Surgeons’ Choice



The Magna Ease valve is built upon the proven, time-tested 
PERIMOUNT valve design, with unique design elements including:

 It all starts with the

Proven PERIMOUNT Design

Flexible cobalt-chromium alloy stent 
Absorbs energy to reduce leaflet stress

Three independent bovine pericardial leaflets 
Matched for thickness and elasticity to optimize stress 
distribution

Mathematically modeled, bioengineered design 
Optimized for hemodynamics, durability and implantability

† Based on a double-blinded survey of 255 U.S. cardiac surgeons conducted in Q4 2014. Data on file.

Brief Summary: Aortic Bioprostheses 

Indications: For use in patients whose aortic valvular disease warrants replacement of their natural or previously placed prosthetic valve. 
Contraindications: Do not use if surgeon believes it would be contrary to the patient’s best interests. Complications and Side E!ects: Stenosis, 
regurgitation, endocarditis, hemolysis, thromboembolism, valve thrombosis, nonstructural dysfunction, structural valve deterioration, anemia, 
arrhythmia, hemorrhage, transient ischemic attack/stroke, congestive heart failure, myocardial infarction, angina, any of which could lead to 
reoperation, explantation, permanent disability, and death. Warnings: Alternative therapies should be considered in the presence of conditions 
a!ecting calcium metabolism or when calcium containing chronic drug therapies are used, including children, adolescents, young adults, and patients 
on a high calcium diet or maintenance hemodialysis. Should be used with caution in the presence of severe systemic hypertension or when anticipated 
patient longevity is longer than the known longevity of the prosthesis.

CAUTION: Federal (United States) law restricts this device to sale by or on the order of a physician. See Instructions for Use for full  
prescribing information, including indications, contraindications, warnings, precautions and adverse events.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards, Magna, Magna Ease, PERIMOUNT, PERIMOUNT Magna, and ThermaFix  
are trademarks of Edwards Lifesciences Corporation.  All other trademarks are the property of their respective owners.

© 2018 Edwards Lifesciences Corporation.  All rights reserved. PP--US-2937 v1.0

Edwards Lifesciences • One Edwards Way, Irvine CA 92614 USA • edwards.com
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valve design15
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Excellent Long-Term Durability
 More long-term clinical study publications than any other bioprosthetic aortic valve

After more than 1 billion cycles, the Magna Ease valve still 
performs like new.14  

The Magna Ease valves demonstrated excellent durability after the equivalent of 25 years in simulated 
in vitro wear, with hydrodynamic performance similar to that of a new valve.
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*No clinical data are available that evaluate the long-term impact of the Carpentier-Edwards ThermaFix tissue process in patients.

Raghav V, et al. Long-term durability of Carpentier-Edwards Magna Ease valve: A one billion cycle in-vitro study. Ann Thorac Surg 2016;101:1759-67.

Ease of Implant
O!ers many key design features that enhance the valve’s ease of implant

Low Stent Base
Maximizes coronary 
ostia clearance

Low Profile
Eases insertion and
aortotomy closure

Sleek 
Commissure 
Posts
Ease insertion and 
knot tying

Suture Markers
Aid in valve orientation 
and suture placement

Supra-annular 
Placement
For optimal 
hemodynamics

17 years
of hemodynamic 
stability data with the 
PERIMOUNT valve 
design

of clinical durability with  
the PERIMOUNT valve design20+

Years

New Valve Billion Cycled Valve

ThermaFix 
Process*
Anti-calcification 
treatment 

70% of cardiac  surgeons would choose an Edwards tissue valve  

for themselves or a close family member.†

Carpentier-Edwards PERIMOUNT valve platform

The Surgeons’ Choice



The Magna Ease valve is built upon the proven, time-tested 
PERIMOUNT valve design, with unique design elements including:

 It all starts with the

Proven PERIMOUNT Design

Flexible cobalt-chromium alloy stent 
Absorbs energy to reduce leaflet stress

Three independent bovine pericardial leaflets 
Matched for thickness and elasticity to optimize stress 
distribution

Mathematically modeled, bioengineered design 
Optimized for hemodynamics, durability and implantability

† Based on a double-blinded survey of 255 U.S. cardiac surgeons conducted in Q4 2014. Data on file.

Brief Summary: Aortic Bioprostheses 

Indications: For use in patients whose aortic valvular disease warrants replacement of their natural or previously placed prosthetic valve. 
Contraindications: Do not use if surgeon believes it would be contrary to the patient’s best interests. Complications and Side E!ects: Stenosis, 
regurgitation, endocarditis, hemolysis, thromboembolism, valve thrombosis, nonstructural dysfunction, structural valve deterioration, anemia, 
arrhythmia, hemorrhage, transient ischemic attack/stroke, congestive heart failure, myocardial infarction, angina, any of which could lead to 
reoperation, explantation, permanent disability, and death. Warnings: Alternative therapies should be considered in the presence of conditions 
a!ecting calcium metabolism or when calcium containing chronic drug therapies are used, including children, adolescents, young adults, and patients 
on a high calcium diet or maintenance hemodialysis. Should be used with caution in the presence of severe systemic hypertension or when anticipated 
patient longevity is longer than the known longevity of the prosthesis.

CAUTION: Federal (United States) law restricts this device to sale by or on the order of a physician. See Instructions for Use for full  
prescribing information, including indications, contraindications, warnings, precautions and adverse events.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards, Magna, Magna Ease, PERIMOUNT, PERIMOUNT Magna, and ThermaFix  
are trademarks of Edwards Lifesciences Corporation.  All other trademarks are the property of their respective owners.

© 2018 Edwards Lifesciences Corporation.  All rights reserved. PP--US-2937 v1.0

Edwards Lifesciences • One Edwards Way, Irvine CA 92614 USA • edwards.com
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Excellent EOAs and low gradients based on the proven PERIMOUNT 
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Excellent Long-Term Durability
 More long-term clinical study publications than any other bioprosthetic aortic valve

After more than 1 billion cycles, the Magna Ease valve still 
performs like new.14  

The Magna Ease valves demonstrated excellent durability after the equivalent of 25 years in simulated 
in vitro wear, with hydrodynamic performance similar to that of a new valve.
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Raghav V, et al. Long-term durability of Carpentier-Edwards Magna Ease valve: A one billion cycle in-vitro study. Ann Thorac Surg 2016;101:1759-67.

Ease of Implant
O!ers many key design features that enhance the valve’s ease of implant

Low Stent Base
Maximizes coronary 
ostia clearance

Low Profile
Eases insertion and
aortotomy closure

Sleek 
Commissure 
Posts
Ease insertion and 
knot tying

Suture Markers
Aid in valve orientation 
and suture placement

Supra-annular 
Placement
For optimal 
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PERIMOUNT valve 
design
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New Valve Billion Cycled Valve
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treatment 

70% of cardiac  surgeons would choose an Edwards tissue valve  

for themselves or a close family member.†

Carpentier-Edwards PERIMOUNT valve platform

The Surgeons’ Choice



The Magna Ease valve is built upon the proven, time-tested 
PERIMOUNT valve design, with unique design elements including:

 It all starts with the

Proven PERIMOUNT Design

Flexible cobalt-chromium alloy stent 
Absorbs energy to reduce leaflet stress

Three independent bovine pericardial leaflets 
Matched for thickness and elasticity to optimize stress 
distribution

Mathematically modeled, bioengineered design 
Optimized for hemodynamics, durability and implantability

† Based on a double-blinded survey of 255 U.S. cardiac surgeons conducted in Q4 2014. Data on file.

Brief Summary: Aortic Bioprostheses 

Indications: For use in patients whose aortic valvular disease warrants replacement of their natural or previously placed prosthetic valve. 
Contraindications: Do not use if surgeon believes it would be contrary to the patient’s best interests. Complications and Side E!ects: Stenosis, 
regurgitation, endocarditis, hemolysis, thromboembolism, valve thrombosis, nonstructural dysfunction, structural valve deterioration, anemia, 
arrhythmia, hemorrhage, transient ischemic attack/stroke, congestive heart failure, myocardial infarction, angina, any of which could lead to 
reoperation, explantation, permanent disability, and death. Warnings: Alternative therapies should be considered in the presence of conditions 
a!ecting calcium metabolism or when calcium containing chronic drug therapies are used, including children, adolescents, young adults, and patients 
on a high calcium diet or maintenance hemodialysis. Should be used with caution in the presence of severe systemic hypertension or when anticipated 
patient longevity is longer than the known longevity of the prosthesis.

CAUTION: Federal (United States) law restricts this device to sale by or on the order of a physician. See Instructions for Use for full  
prescribing information, including indications, contraindications, warnings, precautions and adverse events.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards, Magna, Magna Ease, PERIMOUNT, PERIMOUNT Magna, and ThermaFix  
are trademarks of Edwards Lifesciences Corporation.  All other trademarks are the property of their respective owners.

© 2018 Edwards Lifesciences Corporation.  All rights reserved. PP--US-2937 v1.0
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Excellent Long-Term Durability
 More long-term clinical study publications than any other bioprosthetic aortic valve

After more than 1 billion cycles, the Magna Ease valve still 
performs like new.14  

The Magna Ease valves demonstrated excellent durability after the equivalent of 25 years in simulated 
in vitro wear, with hydrodynamic performance similar to that of a new valve.
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*Freedom from explant/prosthesis replacement/reoperation due to SVD

*No clinical data are available that evaluate the long-term impact of the Carpentier-Edwards ThermaFix tissue process in patients.

Raghav V, et al. Long-term durability of Carpentier-Edwards Magna Ease valve: A one billion cycle in-vitro study. Ann Thorac Surg 2016;101:1759-67.

Ease of Implant
O!ers many key design features that enhance the valve’s ease of implant

Low Stent Base
Maximizes coronary 
ostia clearance

Low Profile
Eases insertion and
aortotomy closure

Sleek 
Commissure 
Posts
Ease insertion and 
knot tying

Suture Markers
Aid in valve orientation 
and suture placement

Supra-annular 
Placement
For optimal 
hemodynamics

17 years
of hemodynamic 
stability data with the 
PERIMOUNT valve 
design

of clinical durability with  
the PERIMOUNT valve design20+

Years

New Valve Billion Cycled Valve

ThermaFix 
Process*
Anti-calcification 
treatment 

70% of cardiac  surgeons would choose an Edwards tissue valve  

for themselves or a close family member.†

Carpentier-Edwards PERIMOUNT valve platform

The Surgeons’ Choice
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Make the choice you 
would make for yourself

Carpentier-Edwards PERIMOUNT

Magna Mitral Ease 
Pericardial Bioprosthesis



*As compared to the Carpentier-Edwards PERIMOUNT Theon mitral valve

Carpentier-Edwards PERIMOUNT

Magna Mitral Ease 
Pericardial Bioprosthesis

With the Magna Mitral Ease valve, you can choose with 

confidence, knowing you are getting a valve from Edwards 

Lifesciences, the worldwide leader in heart valve therapy.

Built upon the unique and proven PERIMOUNT valve design, 

the Magna Mitral Ease valve gives you and your patients:

•	 Ultra-low profile, with reduced ventricular  

projection by up to 40%*

•	 Exceptional long-term durability 

•	 Ease of implant 



The Magna Mitral Ease valve is built upon the proven, time-tested 
PERIMOUNT valve design, with unique design elements including:

 It all starts with the

Proven PERIMOUNT design

Three independent bovine pericardial leaflets 

Matched for thickness and elasticity to optimize stress distribution

Mathematically modeled, bioengineered design  
Intended to optimize implantability, hemodynamics and  

long-term durability 

Flexible cobalt-chromium alloy stent 

Absorbs energy to reduce leaflet stress



Exceptional long-term durability
•  �Built on the proven performance of the PERIMOUNT valve design, with 

published clinical durability of up to 20 years

Ultra-low profile, with reduced ventricular 
projection by up to 40%*

• 	Supra-annular position and asymmetrical design,  
help to reduce ventricular projection†

Actuarial freedom from structural valve deterioration‡  perimount mitral bioprostheses

‡Patients and results are a subset of each study. Reporting methods vary among literature sources. See references for definitions.
 

*†As compared to the Carpentier-Edwards PERIMOUNT Theon mitral valve 
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Ease of implant
•	 Wide, contoured cuff with unique anterior saddle and lateral contour  

to mimic the shape of the native mitral anatomy 

Long, multi-bend handle
enhances reachability

Unique  
suture guide
simplifies suture  
placement

Single-cut 
handle
for quick release

Wide, saddle-shaped cuff
mimics annular anatomy

ThermaFix 
process**

Retractable stent posts
to minimize the potential  
for suture entrapment during 
implantation 

LVOT reference 
markers
help ensure  
optimal orientation 

Actuarial freedom from structural valve deterioration‡  perimount mitral bioprostheses

**No clinical data are available that evaluate the long-term impact of the Carpentier-Edwards ThermaFix treatment in patients. 
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Pre-attached barrel and replica sizers facilitate valve sizing

SET1173B

SET1173R

1173

Accessories

Barrel sizer accessory set	

Replica sizer accessory set

Flexible, reusable handle

Flexible handle with valve attached

Model 7300TFX nominal specifications (mm)

25 mm

25

28

36

7

Size

A. Stent diameter (wireform)	

B. Tissue annulus diameter

C. External sewing ring diameter

D. Anterior effective profile

27 mm

27

29.5

38

7.5

29 mm

29

31.5

40

8

31 mm

31

33.5

42

8.5

33 mm

31

33.5

44

8.5

A

B

C

D
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Brief Summary: Mitral Bioprostheses 

Indications: For use in patients whose mitral valvular disease warrants replacement of their natural or previously placed prosthetic valve and when the valve cannot 
be repaired. Contraindications: Do not use if surgeon believes it would be contrary to the patient’s best interests. Complications and Side Effects: Stenosis, 
regurgitation, endocarditis, hemolysis, thromboembolism, valve thrombosis, nonstructural dysfunction, structural valve deterioration, anemia, arrhythmia, 
hemorrhage, transient ischemic attack/ stroke, congestive heart failure, myocardial infarction, angina, ventricular perforation by stent posts,  
any of which could lead to reoperation, explantation, permanent disability and death. Warnings: Alternative therapies should be considered in the presence of 
conditions affecting calcium metabolism or when calcium containing chronic drug therapies are used, including children, adolescents, young adults and patients 
on a high calcium diet or maintenance hemodialysis. Should be used with caution in the presence of severe systemic hypertension or when anticipated patient 
longevity is longer than the known longevity of the prosthesis.

CAUTION: Federal Law (USA) restricts this device to sale by or on the order of a physician. See the Instructions for Use for  
a full description of prescribing information.
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