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Endo GIA™ loading units
The reload design with Tri ‑Staple™ technology, intended to be used over a wider range of tissue 
thicknesses  They are compatible with the Endo GIA™ Ultra and the standard Endo GIA™  
stapling system 

Order Code Color Code Description Box Qty

EGIA30AV  Endo GIA™ 30 mm articulating vascular reload 6

EGIA30AVM 
Endo GIA™ 30 mm articulating vascular/medium reloads  
With Tri ‑Staple™ technology 6

EGIA30AMT 
Endo GIA™ 30 mm articulating medium/thick reloads
With Tri ‑Staple™ technology 6

EGIA45AV  Endo GIA™ 45 mm articulating vascular reloads* 6

EGIA45AVM 
Endo GIA™ 45 mm articulating vascular/medium reloads 
With Tri ‑Staple™ technology 6

EGIA45AMT 
Endo GIA™ 45 mm articulating medium/thick reloads
With Tri ‑Staple™ technology 6

EGIA45AXT 
Endo GIA™ 45 mm articulating x ‑tra thick reloads
With Tri ‑Staple™ technology 6

EGIA60AVM 
Endo GIA™ 60 mm articulating vascular medium reloads  
With Tri ‑Staple™ technology 6

EGIA60AMT 
Endo GIA™ 60 mm articulating medium/thick reloads
With Tri ‑Staple™ technology 6

*Code EGIA30AV and EGIA45AV do not come with Tri‑Staple™ technology, have a slimmer fixed anvil

Endo GIA™ Ultra universal handle
45° of articulation, approved for 25 firings. Compatible with Tri‑Staple™ technology  
and Endo GIA™ Ultra universal single use loading units (SULUs)  

Order Code Description Box Qty

EGIAUSHORT Endo GIA™ Ultra universal short stapler
6 cm shaft length 3

EGIAUSTND Endo GIA™ Ultra universal standard stapler
16 cm shaft length 3

EGIAUXL Endo GIA™ Ultra universal XL stapler
26 cm shaft length 3

4 5

Endo GIA™ reloads with Tri‑Staple™ technology  
and Endo GIA™ Ultra universal staplers
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Order Code Color Code Description Box Qty

EGIA30CTAV 
Endo GIA™ curved tip 30mm  
reload articulating vascular reload* 6

EGIA30CTAVM 
Endo GIA™ curved tip 30 mm
articulating vascular/medium reloads
With Tri ‑Staple™ technology

6

EGIA45CTAV 
Endo GIA™ curved tip 45 mm
articulating vascular reload* 6

EGIA45CTAVM 
Endo GIA™ curved tip 45 mm
articulating vascular/medium reloads
With Tri ‑Staple™ technology

6

EGIA60CTAVM 
Endo GIA™ curved tip 60 mm
articulating vascular/medium reloads
With Tri ‑Staple™ technology

6

EGIA60CTAMT 
Endo GIA™ curved tip 60 mm
articulating medium/thick reloads
With Tri ‑Staple™ technology

6

Endo GIA™ curved tip reload with Tri ‑Staple™ technology

SURGICAL STAPLERS STAPLING PRODUCT CATALOGUE 2016

Endo GIA™ radial reload with Tri ‑Staple™ technology

Order Code Color Code Description Box Qty

EGIARADVM 
Endo GIA™ radial reload  – medium tissue
With Tri ‑Staple™ technology

6

EGIARADMT 
Endo GIA™ radial reload – thick tissue
With Tri ‑Staple™ technology

6

EGIARADXT 
Endo GIA™ radial reload – extra ‑thick tissue
With Tri ‑Staple™ technology

6

iDrive™ Ultra powered stapling system
The iDrive™ Ultra powered stapling system provides surgeons with improved precision,1 
enabling them  to position and keep the stapler exactly where they intend, completely  
one ‑handed and at a push of a button.

Order Code Description Box Qty

IDRVULTRA1 iDrive™ Ultra powered handle 1

EGIAADAPT Endo GIA™ adapter 1

EGIAADAPTXL Endo GIA™ extra long adapter 1

IDRVBIG iDrive™ battery insertion guide 1

INTB100 iDrive™ battery pack 1

INTBIC1NC iDrive™ battery charger and power supply 1

IDRVTRAY iDrive™ sterilization tray 1

IDRVRET iDrive™ Ultra manual adapter tool 1

Average 61% reduction in reload tip travel during firing when compared to Ethicon Endo‑Surgery Echelon Flex™*  
in indicated media, n=10 surgeons, 172 total trials, p<0 0005  Seils D, Tantawy T, Peterson D  Final report on results,  
University of Connecticut Biodynamics study  2012; p 7, table 3   Internally funded study 

6 7

Endo GIA™ reloads with Tri‑Staple™ technology iDrive™ Ultra powered stapling system

* Code EGIA30CTAV and EGIA45CTAV vascular reloads do not come with Tri‑Staple™ technology, have a slimmer fixed anvil
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Endo GIA™ universal stapling system
It accommodates straight and articulating loading units, approved for 25 firings.

Order Code Description Box Qty

030403
GIA™ universal 12 mm
Single use instrument for open surgery, 6 cm shaft length

3

030449
Endo GIA™ universal 12 mm
Single use instrument, 16 cm shaft length

3

EGIAUNIVXL
Endo GIA™ universal XL 12 mm
Single use instrument for bariatric surgery, 26 cm shaft length

3

Endo GIA™ universal Roticulator™ loading units
Single use loading units (SULUs) with titanium staples for use with the Endo GIA™ universal 
(030449), GIA™ universal (030403), and Endo GIA™ universal XL (EGIAUNIVXL) articulation  
up to 45°  Also compatible with the Endo GIA™ Ultra stapling system  

Order Code Color Code Description Box Qty

030450  Endo GIA™ universal Roticulator™ 30 – 2.0 mm 6

030451 Endo GIA™ universal Roticulator™ 30 – 2.5 mm 6

030452  Endo GIA™ universal Roticulator™ 30 – 3.5 mm 6

030453 
Endo GIA™ universal Roticulator™ 45 – 4.8 mm
Requires 15 mm trocar

6

030454 Endo GIA™ universal Roticulator™ 45 – 2.5 mm 6

030455  Endo GIA™ universal Roticulator™ 45 – 3.5 mm 6

030456 
Endo GIA™ universal Roticulator™ 45 – 4.8 mm
Requires 15 mm trocar

6

030457 Endo GIA™ universal Roticulator™ 60 – 2.5 mm 6

030458  Endo GIA™ universal Roticulator™ 60 – 3.5 mm 6

030459 
Endo GIA™ universal Roticulator™ 60 – 4.8 mm
Requires 15 mm trocar

6

8 9

Endo GIA™ universal stapling system Endo GIA™ universal stapling system

Endo GIA™ universal straight loading units
Single use loading units (SULUs) with titanium staples for use with Endo GIA™ universal (030449), 
GIA™ Universal (030403) and Endo GIA™ universal XL (EGIAUNIVXL) single use instruments   
Also compatible with the Endo GIA™ Ultra stapling system 

Order Code Color Code Description Box Qty

030416  Endo GIA™ universal straight 30 – 2.0 mm 6

030418 Endo GIA™ universal straight 30 – 2.5 mm 6

030419  Endo GIA™ universal straight 30 – 3.5 mm 6

030426  Endo GIA™ universal straight 45 – 2.0 mm 6

030425 Endo GIA™ universal straight 45 – 2.5 mm 6

030422  Endo GIA™ universal straight 45 – 3.5 mm 6

030423 
Endo GIA™ universal straight 45 – 4.8 mm
Requires 15 mm trocar

6

030412 Endo GIA™ universal straight 60 – 2.5 mm 6

030414  Endo GIA™ universal straight 60 – 3.5 mm 6

030415 
Endo GIA™ universal straight 60 – 4.8 mm
Requires 15 mm trocar

6
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Multifire Endo GIA™ 30 staplers and reloads MultiFire Endo TA™ 30 staplers and reloads 

Order Code Color Code Description Box Qty

030811
MultiFire Endo GIA™ 30 – 2.5 mm
12 mm stapler

3

030813 
MultiFire Endo GIA™ 30 – 3.5 mm
12 mm stapler

3

Multifire Endo GIA™ 30 staplers
Single use staplers with titanium staples, approved for 8 firings.

Order Code Color code Description Box Qty

030805L MultiFire Endo GIA™ 30 – 2.5 mm 6

030807L  MultiFire Endo GIA™ 30 – 3.5 mm 6

Multifire Endo GIA™ 30 reloads
Single use loading units (SULU’s) with titanium staples for use with 
Multifire Endo GIA™ 30 – 12mm stapler 

Order Code Color Code Description Box Qty

010911L MultiFire Endo TA™ 30 – 2.5 mm 6

Endo TA™ 30 multiFire loading units
Single use loading units (SULU’s) with titanium staples for use with 
MultiFire Endo TA™ 30 staplers 

Order Code Color Code Description Box Qty

010901
MultiFire Endo TA™ 30 – 2.5 mm 
12 mm single use stapler

3

Endo TA™ 30 multifire stapling system
Single use staplers with titanium staples, approved for 8 firings.
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Order Code Color Code Description Box Qty

EEA21 
EEA™ 21mm stapler with DST Series™ technology
Single use stapler with 4 8 mm staples

3

EEA2135 
EEA™21 mm stapler with DST Series™ technology
Single use stapler with 3 5 mm staples

3

EEA25
EEA™ 25 mm stapler with DST Series™ technology
Single use stapler with 4 8 mm staples

3

EEA2535
EEA™ 25 mm stapler with DST Series™ technology
Single use stapler with 3 5 mm staples

3

EEA28 
EEA™ 28 mm stapler with DST Series™ technology 
Single use stapler with 4 8 mm staples

3

EEA2835 
EEA™ 28 mm stapler with DST Series™ technology 
Single use stapler with 3 5 mm staples

3

EEA31 
EEA™ 31 mm stapler with DST Series™ technology 
Single use stapler with 4 8 mm staples

3

EEA33 
EEA™ 33 mm stapler with DST Series™ technology
Single use stapler with 4 8 mm staples

3

EEA™ staplers with DST Series™ technology
Circular staplers, available in 22 and 35 cm shaft length and in 3 5 and 4 8 mm staple heights 

Directional 
stapling
technology

Order Code Color Code Description Box Qty

HEM3335 
EEA™ haemorrhoid and prolapse stapler set 33 mm
with DST Series™ technology  3 5 mm staples

3

HEM3348 
EEA™ haemorrhoid and prolapse stapler set 33 mm
with DST Series™ technology  4 8 mm staples

3

EEA™ haemorrhoid and prolapse stapler with DST Series™ technology
Shaft length 12 cm, 33 mm diameter, 32 DST Series™ titanium staples, 3 5 and 4 8 mm size   
Shell volume 20 cc  Comes with a transparent anoscope, a detachable anvil and a conical dilator  Order Code Color Code Description Box Qty

EEAXL21 
EEA™ XL 21 mm stapler with DST Series™ technology
Single use stapler with 4 8 mm staples

3

EEAXL2135 
EEA™ XL 21 mm stapler with DST Series™ technology 
Single use stapler with 3 5 mm staples

3

EEAXL25
EEA™ XL 25 mm stapler with DST Series™ technology 
Single use stapler with 4 8 mm staples

3

EEAXL2535
EEA™ XL 25 mm stapler with DST Series™ technology 
Single use stapler with 3 5 mm staples

3

EEAXL28 
EEA™ XL 28 mm stapler with DST Series™ technology 
Single use stapler with 4 8 mm staples

3

EEAXL2835 
EEA™ XL 28 mm stapler with DST Series™ technology 
Single use stapler with 3 5 mm staples

3

EEAXL31 
EEA™ XL 31 mm stapler with DST Series™ technology 
Single use stapler with 4 8 mm staples

3

EEAXL33 
EEA™ XL 33 mm stapler with DST Series™ technology
Single use stapler with 4 8 mm staples

3

EEA™ XL staplers with DST Series™ technology

Order Code Color Code Description
Box 
Qty

EEAORVIL21 
EEA™ OrVil™ 21 mm device with DST Series™ technology
Compatible with XL stapler 21 only

3

EEAORVIL25
EEA™ OrVil™ 21 mm device with DST Series™ technology
Compatible with XL stapler 25 only

3

OrVil™ device
Pre ‑tilted anvil trans ‑oral delivery device, mounted on a 90 cm long PVC nasogastric tube
Attention: Only compatible with XL staplers 21 and 25 

STAPLERS FOR OPEN SURGERY 

12 13

Circular Staplers Circular Staplers
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Order Code Color Code Description Box Qty

EEATAID21D  EEA™ 21 mm introducer 6

Endoscopic EEA™ 25 mm introducer 6

EEATAID28D EEA28 disposable trans‑anal/abdominal introducer 6

EEATAID31D EEA31 disposable trans‑anal/abdominal introducer 6

EEATAID33D EEA33 disposable trans‑anal/abdominal introducer 6

EEA™ introducer device with DST Series™ technology
Facilitate the smooth insertion of the EEA™ circular stapler during bariatric and  
colorectal procedures 

Purstring™ device
Single use instruments with stainless steel staples 

Order Code Description Box Qty

020242
Purstring™ 65
Single use instrument with Monosof ™ 2 – 0 mm
non absorbable monofilament nylon suture

3

020730
Purstring™ 45
Single use instrument with Surgidac™ 2 – 0 mm
non absorbable braided polyester surgical suture  

3

EEA™ sizers

Order Code Description Box Qty

020250 EEA™ reusable sizer set
(25, 28, 31 mm)         1

Order Code Color code Description Box Qty

030775 
Poly GIA™ 75 – 0.060 mm
Closure gap 1 5 mm  6

Poly GIA™ 75 stapler – 0.060 mm
Single use stapler with Lactomer™ absorbable staples 

Order Code Color code Description Box Qty

GIA6025S GIA™ 60 mm – 2.5 mm 3

GIA6038S  GIA™ 60 mm – 3.8 mm 3

GIA6048S  GIA™ 60 mm – 4.8 mm 3

GIA8038S  GIA™ 80 mm – 3.8 mm 3

GIA8048S  GIA™ 80 mm – 4.8 mm 3

GIA10038S  GIA™ 100 mm – 3.8 mm 3

GIA10048S  GIA™ 100 mm – 4.8 mm 3

SGIA6038S  SGIA™ 60 – 3.8 mm Knifeless 3

GIA™ staplers with DST Series™ technology
Single use reloadable stapler with titanium staples, approved for 8 firings.

Order Code Color code Description Box Qty

GIA6025L GIA™ 60 – 2.5 mm 6

GIA6038L  GIA™ 60 – 3.8 mm 6

GIA6048L  GIA™ 60 – 4.8 mm 6

GIA8038L  GIA™ 80 – 3.8 mm 6

GIA8048L  GIA™ 80 – 4.8 mm 6

GIA10038L  GIA™ 100 – 3.8 mm 6

GIA10048L  GIA™ 100 – 4.8 mm 6

GIA™ loading units
Single use loading units (SULUs) with titanium staples for use with 
GIA™ DST Series™ reloadable staplers 

Directional 
stapling
technology

14 15

Staplers for Open SurgeryCircular Staplers
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Staplers for Open Surgery

Order Code Color Code Description Box Qty

TA30V3L TA™ 30 mm – V3 (Vascular) 6

TA3035L  TA™ 30 – 3.5 mm 6

TA3048L  TA™ 30 – 4.8 mm 6

TA4535L  TA™ 45 – 3.5 mm 6

TA4548L  TA™ 45 – 4.8 mm 6

TA6035L  TA™ 60 – 3.5 mm 6

TA6048L  TA™ 60 – 4.8 mm 6

TA9035L  TA™ 90 – 3.5 mm 6

TA9048L  TA™ 90 – 4.8 mm 6

TA™ loading units
Single use loading units (SULUs) with titanium staples for use with
TA™ staplers with DST Series™ technology reloadable staplers 

Order Code Color Code Description Box Qty

010315 Premium MultiFire TA™ 30 mm – V3 (Vascular)
Single use reloadable stapler 3

Premium MultiFire TA™ stapler
Single use reloadable stapler with titanium staples, approved for 8 firings.

Order Code Color Code Description Box Qty

010316L Premium MultiFire TA™ 30 mm – V3
(Vascular) single use loading unit 6

Premium MultiFire TA™ loading units
Single use loading units (SULUs) with titanium staples for use with Premium MultiFire TA™

single use reloadable stapler 

Order Code Color Code Description Box Qty

017619 Roticulator ™ 30 – V3 (Vascular) 3

017615  TA™ Roticulator™ 30 – 3.5 mm 3

017617  TA™ Roticulator™ 30 – 4.8 mm 3

017612  TA™ Roticulator™ 55 – 3.5 mm 3

017614  TA™ Roticulator™ 55 – 4.8 mm 3

Roticulator™ staplers
Single use staplers with titanium staples 

Order Code Color Code Description Box Qty

013602  Roticulator 55 Poly™ – 0.170 mm 3

013601  Roticulator 55 Poly™ – 0.200 mm 3

Roticulator 55 Poly™ staplers
Single use staplers with absorbable Lactomer™ staples 

Order Code Color Code Description Box Qty

TA30V3S TA™ 30 mm – V3 (Vascular) 3

TA3035S  TA™ 30 – 3.5 mm 3

TA3048S  TA™ 30 – 4.8 mm 3

TA4535S  TA™ 45 – 3.5 mm 3

TA4548S  TA™ 45 – 4.8 mm 3

TA6035S  TA™ 60 – 3.5 mm 3

TA6048S  TA™ 60 – 4.8 mm 3

TA9035S  TA™ 90 – 3.5 mm 3

TA9048S  TA™ 90 – 4.8 mm 3

TA™ stapler with DST Series™ technology
Single use reloadable stapler with titanium staples, approved for 8 firings.

Directional 
stapling
technology

Staplers for Open Surgery
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Reusable Stapling Instruments

Order Code Color Code Description Box Qty

015140 Premium Poly™ CS 57 – 0.140 mm 3

015170  Premium Poly™ CS 57 – 0.170 mm 3

Premium Poly™ CS 57 staplers 
Single use staplers with absorbable Lactomer™ staples (2 instruments per kit) 

GIA 50 Premium™ stapler
Reusable instrument 

Order Code Description Box Qty

030470 GIA 50 Premium™

Reusable instrument 1

Order Code Color code Description Box Qty

030424L
030472L 

GIA 50 Premium™ 3.8 mm 
Single use loading unit 6

GIA 50 Premium™ loading units
Single use loading units (SULUs) with stainless steel staples for use with GIA 50 Premium™ 
stainless steel instruments 

Order Code Color code Description Box Qty

030735L 
GIA 90 Premium™ 3.8 mm
Single use loading unit 6

GIA 90 Premium™ loading units
Single use loading units SULUs with stainless steel staples for use with GIA 90 Premium™ 
stainless steel instruments 

Order Code Description Box Qty

3957
ILA™ 52
Two ‑piece reusable anastomotic stapler

1

3975
ILA™ 100
Reusable stapler

1

ILA™ stapler

Staplers for Open Surgery
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Reusable Stapling Instruments

TA Premium™ stapler
Reusable Instruments 

Order Code Description Box Qty

010450 TA Premium™ 30 mm 1

010460 TA Premium™ 55 mm 1

010470 TA Premium™ 90 mm 1

TA Premium™ loading units
Single use loading units (SULUs) with titanium staples for use with
TA Premium™ stainless steel instruments 

Order Code Color code Description Box Qty

015441L TA Premium™ 30 mm – V3 mm (Vascular) 6

015427L  TA Premium™ 30 – 3.5 mm 6

015433L  TA Premium™ 30 – 4.8 mm 6

015451L  TA Premium™ 55 – 3.5 mm 6

015458L  TA Premium™ 55 – 4.8 mm 6

015477L  TA Premium™ 90 – 3.5 mm 6

015485L  TA Premium™ 90 – 4.8 mm 6

Order Code Color code Description Box Qty

3948L 
ILA™ 52 – 3.8 mm anastomotic  
Single use loading unit

6

3972 
ILA™ 100 – 3.8 mm anastomotic
Single use loading unit

6

ILA™ loading units
Single use loading units (SULU’s) with titanium staples for use with ILA™ 52 
and ILA™ 100 stainless steel instruments 

Order Code Color code Description Box Qty

015888L  TA™ 90 B – 4.8 mm 6

TA™ 90 B loading units
Single use loading units (SULUs) with titanium staples for use with TA™ 90 B and  
TA™ 90 BN stainless steel instruments 

Premium Polysorb™ 55 loading units
Single use loading units (SULUs) with absorbable Lactomer™ staples for use with
TA Premium™ stainless steel instruments 

Order Code Color code Description Box Qty

013501L  Premium Polysorb™ 55 – 0.060 mm 6

013507L  Premium Polysorb™ 55 – 0.200 mm 6

Reusable Stapling Instruments
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Skin Staplers

MultiFire Premium™ skin staplers
Single use skin staplers with stainless steel staples 

Order Code Description Box Qty

059035 MultiFire Premium™

With 35 regular staples 6

059037 MultiFire Premium™

With 35 wide staples 6

MultiFire Premium™ loading units
Single use loading units (SULUs) with stainless steel staples for use  
with MultiFire Premium™ single use skin staplers 

Order Code Description Box Qty

059036 MultiFire Premium™

With 35 regular staples 12

059038 MultiFire Premium™

With 35 wide staples 12

Appose™ ULC 35 staplers
Single use skin staplers with stainless steel staples 

Order Code Description Box Qty

8886803512 Skin Stapler
With 35 regular staples 12

8886803712 Skin Stapler
With 35 wide staples 12

DFS™ staplers
Single use fascia stapler with stainless steel staples 

Order Code Description Box Qty

070614
DFS™ – 20 W
Single use fascia stapler, 20 wide staples 6

Skin Staplers

Premium™ skin staple remover
Single use skin staple remover 

Order Code Description Box Qty

150462 Premium[TM] skin staple remover
Plastic with metal tips 12
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IMPORTANT: Please refer to the package insert for complete instructions,  
contraindications, warnings and precautions 

© 2016 Medtronic  All rights reserved  Medtronic, Medtronic logo and Further, Together  
are trademarks of Medtronic  All other brands are trademarks of a Medtronic company    
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To contact us, please visit
medtronic.com/covidien/support/emea-customer-service

Use scan app to read
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E f covrDteN Declaration of Conformity

We hereby declare, under our sole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- gg/42lEECand the Essential principles.
This is also a declaration made in accordance with the requirements of clause 1.g of schedule 3 of the
Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to the stated device.

lssued by Manufacturer: Covidien llc
L5 Hampshire Street
Mansfield, MA 02048, U.S.A.

08/04/1.995 North Haven, CT

Surgical Staplers and Single Use Loading Units

EEA'" Staplers - See Attached

Surgical Staple, Clip Products and Accessories,
Manual Surgical lnstruments

MDDClassification/ReorderCodes/GMDN SeeAttached
Codes:

Conformity Assessment:

Original Date/Place of lssue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current MDD Certificate:

EC Certificate:
Certificate of Conformity Valid Until:

Standards Associated:

Directive 93/42|EEC on Medical Devices (MDD),
For Class lla/llb:Annex tl excluding (4)
All Class l, non-sterile, non-measurement devices listed
on Declarations of Conformance are not regulated by
TUV SUD P.S. and follow conformity assessment
procedures set out in Annex Vll.

G1077608 0079 Rev 00 (expires 26-May-2024)
26-May-2024

See Attached

Notified Bodv
TUV SUD Product Service GmbH
Ridlerstrasse 65,
80339 Munich, Germany (0123)

Authorized Representative in EU

IDA Business and Technology park
Tullamore, lreland

Revision Date: September 24,2020
Page 1 of 7

USS-041
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Sr. Manager, Regulatory Affairs
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E f covrDrcN Declaration of Conformity
I

Reorder
Code Description

MDD MDD
Class Rule

GMDN
Code

Dste Added to
Declaration
M/D/YYW

Reorder
Code
Status

020250

020251

110214L

1 1 02381

1102761

1'l 1981

111983

1 1 1985

I 1 1987

1 1 1989

EEA21

EEA21 35

EEA25

EEArM Auto SuturerM Reusable
Sizer 25mm / 28mm / 31mm

EEATM Auto SuturerM Reusable
Sizer 34mm

EEArM Auto SuturerM Loading
Unit 25mm

EEArM Auto SuturerM Loading
Unit 28mm

EEArM Auto SutureTM Loading
Unit 31mm

Premium Plus CEEATM Auto
SuturerM Circular Stapler 34mm

Premium Plus CEEATM Auto
SuturerM Circular Stapler 21mm

Premium Plus CEEATM Auto
SuturerM Circular Stapler 25mm

Premium Plus CEEAIM Auto
SuturerM Circular Stapler 28mm

Premium Plus CEEATM Auto
SuturerM Circular Stapler 31mm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 21mm - 4.Bmm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 21mm - 3.Smm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 25mm - 4.8mm

Colorectal sizer
[58016]

Colorectal sizer
[58016]

Surgical staple,
n o n-b io a bsorba ble

[35615]

Surgical staple,
n on-b ioa bso rba b le

[3561 5]

Surgical staple,
non-bioa bsorbable

[356 1 5]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e87s]

lntraluminal
circular stapler

[59875]

lntraluminal
circular stapler

[59875]

lntraluminal
circular stapler

[5e875]

lnlraluminal
circular stapler

I5eB75l

81411995 Current

81411995 Currenl

81411995 Current

611711997 Current

81411995 Current

1112211996 Current

9/9/1996 Current

81411995 Current

81411995 Current

81411995 Current

212'112007 Current

312212007 Current

1212012005 Current

I non-
sterile

I non-
sterile

ilb

ltb

ilb

Ib

ilb

ilb

llb

ilb

ilb

ilb

ilb

Rr/r4/a /a* K4z*r'o
Ln{enVan Arsdalc

ffi'o*'%

E f covrD,EN
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Revision Date:
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E I covtDrEN Declaration of Conformity

Reorder
Code Description

MDD MDD
Class Rule

GMDN
Code

Dste Added to
Declaration
M/D/YYYY

Reorder
Code
Status

EEA2535

EEA28

EEA2835

EEA31

EEA33

EEAORVIL2l

EEAORVIL2lA

EEAORVIL25

EEAORVIL25A

EEATAID2l D

EEATAID2,l R

EEATAID25D

EEATAID25R

EEAIM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 25mm - 3.5mm

EEAIM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 2Bmm - 4.Bmm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 28mm - 3.5mm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 31mm - 4.Bmm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 33mm - 4.8mm

EEArM OrVilrM Auto SuturerM
Transoral Circular Stapler Anvil
21mm

EEArM OrvilrM Auto SuturerM
Transoral Circular Stapler Anvil
with Advancing Proximal Guide
Suture 21mm

EEArM OrVilrM Auto SuturerM
Transoral Circular Stapler Anvil
25mm

EEArM OrVilrM Auto Suturer"
Transoral Circular Stapler Anvil
with Advancing Proximal Guide
Suture 25mm

EEArM Auto SutureTM
lntroducer Device 21mm

EEArM Auto SuturerM
lntroducer Device 21mm

EEArM Auto SuturerM
lntroducer Device 25mm

EEArM Auto SuturerM
lntroducer Device 25mm

ilb

Ib

ilb

ilb

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[59875]

lntraluminal
circular stapler

[59875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e875]

Dilator, rectal
1112621

Guide [37150]

Dilator, rectal
1112621

Guide [37150]

212112007 Current

5t9t2006 Current

212112007 Currenl

519t2006 Current

3122t2007 Current

1t23l2OO7 Current

311312013 Qurrent

112312007 Current

311312013 Current

112712010 Current

112712010 Current

112712010 Current

112712010 Current

lla

lla

lla

I non-
sterile

lla

I non-
sterile

Revision Date: Septen$er 24,2020
Page 3 of7
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E I covrDrEN Declaration of Conformity

Reorder
Code Description

MDD MDD
Class Rule

GMDN
Code

Date Added to
Declurstion
M/D/vvw

Reorder
Code
Stutas

EEATAID2BD

EEATAID2sR

EEATAID3l D

EEATAID3l R

EEATAID33D

EEATAID33R

EEAXL2l

EEAXL2l 35

EEAXL25

EEAXL2535

EEAXL2B

EEAXL2835

EEAXL3l

EEAXL33

EEArM Auto SuturerM
lntroducer Device 2Bmm

EEA]M Auto SuturerM
lntroducer Device 2Bmm

EEA]M Auto SuturerM
lntroducer Device 31mm

EEArM Auto SuturerM
lntroducer Device 3'1 mm

EEArM Auto SuturerM
lntroducer Device 33mm

EEATM Auto SuturerM
lntroducer Device 33mm

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 21mm - 4.8mm XL

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 21mm - 3.5mm XL

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 25mm - 4.8mm XL

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 25mm - 3.5mm XL

EEArM Auto SutureTM Circular
Stapler with DST SeriesrM
Technology 28mm - 4.Bmm XL

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 28mm - 3.Smm XL

EEAIM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 31mm - 4.8mm XL

EEArM Auto SuturerM Circular
Stapler with DST SeriesrM
Technology 33mm - 4.8mm XL

lla

I non-
sterile

lla

Dilator, rectal
[11262]

Guide [37150]

Dilator, rectal

[112621

Guide [37150]

Dilator, rectal

[112621

Guide [37150]

lntraluminal
circular stapler

[5s875]

lntraluminal
crrcular stapler

[5e875]

lntraluminal
circular stapler

[59875]

lntraluminal
crrcular stapler

[5e875]

lntraluminal
circular stapler

[5s875]

lntraluminal
circular stapler

[5e875]

lntraluminal
circular stapler

[5e87s]

lntraluminal
circular stapler

[5e875]

112712010 Current

112712010 Current

112712010 Current

112712010 Current

112712010 Current

112712010 Currenl

5t9t2006 Current

112312007 Current

919t2005 Current

91912005 Current

312212007 Current

212112007 Current

312212007 Current

3t22t2007 Current

I non-
sterile

lla

I non-
sterile

ilb

ilb

ilb

lrb

ilb

ilb

ilb

ilb

Revision Date: Septen$er 24,2020
Page 4 of7
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E f covrDrEN Declaration of Conformity

Reorder
Code Description

MDD MDD
Cluss Rule

GMDN
Code

Date Added to
Declaration
M/D/YYYY

Reorder
Code
Status

HEM3348

EEArM Auto SuturerM
Hemorrhoid and Prolapse
Stapler with DST SeriesrM
Technology 33mm - 3.5mm

EEArM Auto SuturerM
Hemorrhoid and Prolapse
Stapler with DST SeriesrM
Technology 33mm - 4.8mm

Haemorrhoidal
surgical stapler

1467371

Haemorrhoidal
surgical stapler

1467371

6115t2009

611512009

ff'*o%
f f cov,DrEN

kso,"o*.od

Kn 4/2, l/a* d4zilz.
Ange{a Van ArsdaleRevision Date: Septenfier 24,2020
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E I covrDrEN

Standards/Directives List

Revision date: September 24,2020
Page 6 of7

Decla ration of Conformity
uss-041

Standard/Directive Year Title

EN 556-I + AC
20ol +

AC:2006

Sterilization of Medical Devices - Reqnirements for Medical Devices to
Be Designatetl "Sterile" - Parl 1: Requirernents for Terrninally Sterilizecl
Medical Devices

EN rSO l il35-t + Al 2014,
A I :2019

Sterilization of health care products - Ethylene oxide - Parl I :

Requiroments for cleve lopment, validation and routino control 0f a

sterilization process for rnedical devices

EN ISO 11137-I + AC
2006 +
2009

Sterilization of medical clevices - Microbiological methods - Part I

Deterrnination of a population of rnicroorganisms on products.

EN ISO I II37-I + AC 2006 +
20r3

Sterilization of health care products - Radiation - Part l: Requirernents for
development, validation and routine control of a sterilization process for
medical devices.

EN ISO tl37-2 2013
Sterilization of health care products - Radiati<ln - Part2: Establishing the
sterilization dose

EN ISO I 1607-l 2009
Packaging for terminally sterilized medical devices Parl l: Requirements
fbl rnaterials, sterile balrier systems and packaging systems

EN ISO 1t607-2 2006
Pacl<aging fbr terminally sterilized medical devices - Parl 2: Validation
requirements fbr fbrnting, sealing and assembly processes

rso 15223-r 20t2 Medical devices - Symbols to be used with medical device labels, labeling
and information to be supplied - Part l: General requirenrents

EN ISO I3485 2016
Medical devices. Quality rnanagement systerns. Requirements for
regulatory purposes.

EN ISO 14630 20t2 Non-active surgical implants - General Requirements

EN l04l 2008 Intbmration sLrpplied by the manutacturer with medical devices.

EN ISO I497I 2012 Medical devices -- Application of risk management to medical devices.

EN ISO 17664 2004
Sterilization of medical devices - Information to be provided by the
manufacturer tbr the plocessing of resterilizable medical devices.

ff'o"%
E f covrorEN

RS* ,o**u{:U

Kr/4e/a. l/a* 442/a/z
An{4la Van Arsdale



E tr covrDrEN

Revision date:
PageT of7

Decla ration of Conformity
USS.041

Kn+oh- l/a** Kod*Z.
An{6la Van Arsdale
Sr, Manager Regulatory

EN 62366 2008 Meclical devices --Application of Lrsability engineering to medical clevices

ISO 14644-t l 999 cleanrooms and associated controlled environments - part l: classification
of air cleanliness by parlicle concentration

lso t4644-2 2000
Cleanrooms antl associated controllecl environrnents - part 2: Uonitoiingf
provicle eviclence or cleanroom performance relatecl to air cleanliness by
particle concentration

rso 14644-3 2005
cleanrooms and associated controlled environments - part 3: Test methods

EN ISO I0993-I + AC 2009 +
2010

Biological evaluation of medical devices - Part l: Evalnation and testing.

EN rSO 10993-3 20t4 Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
carcinogerricity and leproductive toxicity

EN rSO t0993-4 2009 Biological evaluation of medical devices - Parl 4: Selection of tests tbr
interactions with blood

EN rSO 10993-s 2009
Biological evaluation of medical devices Part 5: Tests for in vitro
cytotoxicity

EN rSO 10993-6 2009
Biological evahration of medical devices Part 6: Tests fo. local .ffects afte.
implantation

EN ISO I0993-7 I AC 2008 +
2009

Biological evaluation of medical clevices. Part 7: Ethylene oxide
sterilization residuals

rso 10993-10 2010 Biological evalnation of medical devices Part l0: Tests fcrr irritation and
skin sensitization

EN rSO 10993-ll 2009 Biological evaltration of medical devices Part I l: Tests for systemic
toxicity

G
Standard/Directive/Guidance Year Title
MEDDEV 2.7.l Rev.4 2016 European Cornmission Guidelines for Medical Devices -

Evaluation of Clinical Data

6d's'o*",

I f covrorcN

R*"*#

September 24,2020



E I covrDrEN Declaration of Conformity

We hereby declare, under our sole responsibility, that the cJevices specified below meet the relevant
provisions of the Council Directive concerning medicaldevices- 93/42/EEC and the Essential principles.
This is also a declaration made in accordance with the requirements of Clause 1.8 of schedule 3 of the
Australian Therapeutic Goods (Medical Devices) Regulations 2002 relatlng to the statecj device.

lssued by Manufacturer:

Original Date/Place of tssue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current MDD Certificate:

MDD Classification/Reorder Codes/GM DN

Codes:

Conformity Assessment:

EC Certificate:
Certificate of Conformity Valid Until:

Standards Associated:

Covidien llc

15 Hampshire Street
Mansfield, MA 02048, U.S.A.

09/18/201,2 North Haven, CT

SurgicalStaplers

GIAIM and Endo GIArM Surgicalstaplers

Manual Surgical lnstruments / f ndoscopy lnstruments
and Accessories including Lubricant

See Attached

Directive 93/42/EEC on Medical Devices (MDD),
Annex ll excluding (4)

Gt 077608 0079 Rev 00 (expires 26-May-2O24)
26-May-2024

See Attached

Authorized Representative in EU
Covidien lreland Limited
IDA Business Technology Park
Tullamore, lreland

Revision Date: October 3, 20'19
ease i ot Ll

USS.O33B-TF-O1

Maryffi Manag



f I covrDrEN Declaration 0f Conformity

0338-TF-01

Reotder
Corle Descripliorr

MDD MDD
Class Rule

GMDN
Code

Dtle Added lo lleorder
Declariliotr Corle
M/D/YYYY Strttus

GlAru Auto Suturerfi Universal
Stapler

Open-surgery
manual linear

cutting stapler,
single-use [59870]

Endo GlAril Auto Suturerrr
Universal Stapler 12mm

lla Endoscopic
nranual linear

cutting stapler,
single-use [59871]

Current

EGIAUNIVXL Endo GlAril Auto SutureTrr
Universal Stapler 12mm XL

Endoscopic
manual linear

cutting stapler,
single-use [59871]

Current

Revision Date: Octobcr' 3,2019



Standards List

Standard Year Title

EN 556-1 + AC 2001 + ZOO0

Sterilization of Medical Devices - Requirements for Medical
Devices to Be Designated "Sterile" - part 1: Requirements for
Terminally Sterilized Medical Devices

EN 1041 2008 lnformation supplied by the manufacturer with medical
devices,

EN ISO 10993-1 +

AC 2009 + ZOtO
Biological evaluation of medical devices - part 1: Evaluation
and testing within a risk management process

EN tSO 10993-3 2014 Biological evaluation of medical devices - part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxieity.

EN tSO 10993-4 2009 Biological evaluation of medical devices - part 4: Selection of
tests for interactions with blood

EN ISO '10993-5 2009 Biological evaluation of medical devices - part 5: Tests for in
vitro cytotoxicity

EN tSO 10993-6 2009 Biological evaluation of medical devices - part 6: Tests for
local effects after implantation

EN ISO 10993-7 +
AC 2008 + 2009 Biological evaluation of Medical Devices: pariZ - Ethylene

Oxide Sterilization Residuals

lso 10993-10 2010 Biological evaluation of medical devices - part 10: Tests for
irritation and skin sensitization

EN tSO 10993-11 2009
Biological evaluation of medical devices - part .l 

1: Tests for
systemic toxicity

EN tSO 11135-1 2007
Sterilization of health care products - Ethylene oxide - part 1:
Requirements for development, validation and routine control
of a sterilizatlon process for medical devices

EN tSO 11607-1 2009
Packaging for terminally sterilized medical devices - part
Requirements for materials, sterile barrier systems and
packaging systenls

1"

EN tSO 11607-2 2006
Pacl<aging for terminally sterilized medical devices - parL 2.,

Validation requirements for forming, sealing, and assembly
processes.

EN ISO 11737-1 +
AC 2006 + 2013

Sterilization of medical devices - Microbiological methods -
Part 1: Determination of a population of microorganisms on
products.

EN ISO 11737-2 2013
Sterilization of medical devices - Microbiological methods -
Part 2: Test of sterility performed in the definition, validation
and maintenance of a sterilization process.

EN ISO 13485 + AC 2012 + Z01Z
Medical devices - Quality management systems.
Requirements for regulatory purposes.

EN ISO 14630 2009 Non-active surgical implants - General Requirements

lso 14644-1 1 999 Cleanrooms and associated controlled environments - part 1:
Classification of air cleanlinesg by particle conrentration

Revision Date: October 3,

eage 3 of*!-
2019 Mary Mell

M

/,1,,', /
1er, Regillatory Aff4irs

E f covtntEN
Decl aration of Conformity
USS-033B-TF-01



E,I covtnlxN
Declalation of Conformity
uss-033u-TIr-01

Standard Year Title

lso 14644-2 2000 Cleanrooms and associated controlled environments - part 2:
Monitoring to provide evidence or cleanroom performance
related to air cleanliness by particle concentration

rso 14644-3 2005 Cleanrooms and associated controlled environments - part 3:
Test methods

EN lso'14971 2012 Medical devices - Application of risk management to medlcal
devices.

lso 15223-1 2012
Medical devices - Symbols to be used with medical device
labels, labeling and information to be supplied - part 1:
General requirements

EN 62366 2008 Medicaldevices - Application of usability engineer.ing to
medicaldevices

',., 
t.i'lr I

.'., ,t,.,' a

' 1:'

Revision Date: Octobe r 3,201,9
Paee L/ ofj

Mary Mell



E'tr covrDrEN Declaration of Conformity

we hereby declare, underoursole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- 93/42/EECand the Essential
Principles. This is also a declaration made in accordance with the requirements of Clause 1.8 of
schedule 3 of the Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to the
stated device.

lssued by Manufacturer:

Original Date/Place of lssue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current MDD Certificate:

MDDClassificationfReorderCodes/GMDN SeeAttached
Codes:

Covidien llc
L5 Hampshire Street
Mansfield, MA 02048, U.S.A.

09/LB/2012 North Haven, CT

SurgicalStaplers

Endo GIATM Ultra Universalstaplers and SigniarM
lntelligent Loading Units

Endoscopy lnstruments and Accessories including
Lubricant; Surgical Staple, Clip products and Accessories

Directive 93/42/EEC on Medical Devices (MDD),
Annex ll excluding (4)

G1. O77608 0079 Rev 00 (expires
26-May-2024

See Attached

Notified Fody
TUV SUD Product Service GmbH
Ridlerstrasse 65,
80339 Munich, Germany (0123)

Conformity Assessment:

EC Certificate:
Certificate of Conformity Valid Until:

Standards Associated:

4uthgrized Representative in EU
Covidien lreland Limited
IDA Business and Technology park
Tullamore, lreland

Revision Date: October 3,201g

Rage i ot \'{

USS-033C-"rF-01

Mary Mellows



E f covrDreN Declaration of Conformity

033C-TF-01

Reorder
Code Descriptiorr

MDD MDD
Closs Rule

Dtle Alrled to
Declardiott
I,I/D/WYY

Reoxler
Code
Slotus

GMDN
Code

EGIAUSHORT ENdO GIATTI UItrA UNIVCTSAI

Stapler 12mm Short
Endoscopic 3l1\l2ol0 Current

nranual linear
cutting stapler,

single-use [59871]

EGIAUSTND ENdO GIATII UItrA UNiVETSAI
Stapler 12mm

lla Endoscopic 3/1512010
manual linear
cutting stapler,

single-use [59871]

EGIAUXL Endo GlAri Ultra Universal
Stapler 12mnr XL

lla Endoscopic 311512010
manual linear

cutting stapler,
single-use [59871]

Current

SIGLU45A SigniarM lntelligent Loading Unit
45mm

Endoscopic 912712017
manual linear

cutting stapler,
single-use [59871]

Current

SIGLU60A SigniarM lntelligent Loading Unit
60mm

Endoscopic 912712017
manual linear

cutting stapler,
single-use [59871]

Current

:. 1,, ; ;,1.lyiil.tiii:;,1

k*"--,#

Revisiorr Date: October. 3,2019
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E f covrDrrN

Standards list

Declaration o1' Conformi ty
USS-033CI-TF-01

Standard Year Title

EN 556-L + AC 2001 + 2006
sterilization of Medical Devices - Requirements for Medical D;;ices
to Be Designated "Sterile" - part L: Requirements for Terminally
Sterilized Medical Devices

EN 1041 2008 !llrr:, rrrt,,", ,, *facturer with medicat devices.

EN ISO 10993-1 + AC 2OO9 + 201.0
Biological evaluation of medical devices - part L: Evaluation and
testi ns w it hry n-t11lgEgllgllp ro cess

EN tSO 10993-3 2014
Biological evaluation of medical devices - part 3:Tests for
genotoxicity, carcinogenicity and reproductive toxicity.

EN tSO 10993-4 2009
Biological evaluation of medical devices - part 4: Serection of tests
for interactions with blood

EN tSO 10993-5 2009
Biological evaluation of medical devices - purt S, f.rt, foii*it.
cytotoxicity

EN tSO 10993-6 2009
Biological evaluation of medical devices - part 6: Tests for local
effects after im pla ntation

EN ISO 10993-7 + AC 2008 + 2009
Biological evaluation of Medical Devices: partT - Ethylene Oxide
Sterilization Residuals

tso 10993-10 20rc Biological evaluation of medical devices - part 10: Tests for irritation
and skin sensitization

EN tSO 10993-11 2009
Biological evaluation of medical devices - part 11:Tests for systemic
toxicity

EN tSO 11135 201.4

Sterilization of health care products - ftf,yffi
Requirements for development, validation and routine control of a
sterilization process for medical devices

EN ISO L1607-1 + A1 201,0 + 2014
Packaging for terminally sterilized medical devices - part L:
Requirements for materials, sterile barrier systems and packaging
svstems

EN ISO 11607-2 + At 2006 + 201,4

Packaging for terminally sterilized medical devices - part 2:
Validation requirements for forming, sealing, and assembly
pfOCeSSeS. : , , r1:i:'.1/

EN ISO 71737-t + AC 2006 + 2013
on products.

EN tSO 13485 2012
Medical devices - Quality management syster
regulatory purposes. (lSO 13485:2003)

s. {Hoffietrr61t$f6trN

EN tSO 14630 201.2 Non-active surgical implants - General nequiren ihF

tso L4644-1, 2015
cleanrooms and associated controiled enviroffi
Classification of air cleanliness by particle concentration '

AA

Revision Date: Octobe r 3, 20tg
Page_:L of_ql_

Itt /
/( t,tt -4 IUilL ,

Mary Mellor,/s
Manager, R{gulatory Affairs



E f covrDrEN Dcclaration of Clonformitv
USS-033C..'ftr-01

Standard Year Title

tso 14644-2 2015
Cleanrooms and associated controlled environments _ part 2:
Monitoring to provide evidence or cleanroom performance related
to_ a i r cl e a n I i n e ss_ by_pa rt i c le co n ce n tra t i o n

lso L4644-3 200s Cleanrooms and associated controlled environments - part 3: Test
methods

EN tSO L4971 201,2
Medical devices - Application of risk management to medical
d evices, ( ISO 1497 1 : 2ooZ.:gtggE! ve rsio n 2 007-10-01)

tso 15223-1 2012
Medical devices - Symbols to be used with medical device labels,
labeling and information to be supplied - part 1: General
req uirements

EN 62366 2015
Medical devices - Application of usability engineering to medical
devices (lEC 62366:2007)

IEC 60601-1 + A1 2005 + 2012
Medical electrical equipment -- part L: General requirements for
basic safety and essential performance

tEC 60601"-1-2 2014
Medical electrical equipnrent -- part 1-2: General requirements for
basic safety and essential performance -- Collateral standard:
Electromagnetic disturbances - Requirements and tests

Revision Date: Octobe r 3, 2Ol9
Page*!_of -y

Mary Mellows
Manager,
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E f covrnrEN Declaration of Conformity

We hereby declare, under our sole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- 93l42lEEC and the Essential principles.
This is also a declaration made in accordance with the requirements of Clause 1.8 of schedule 3 of the
Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to the stated device.

lssued by Manufacturer: Covidlen llc
15 Hampshire Street
Mansfield, MA 02048, U.S.A.

03/1.3/201,3 North Haven, CT

Wound Protection Ring

Su rgiSleeve'"

Endoscopy lnstruments and Accessories

MDDClassification/ReorderCodes/GMDN SeeAttached
Codes:

Authorized Representative in EU

IDA Business and Technology park
Tullamore, lreland

Revision Date: September 30, 2O2O
Page 1 of4

Origina! Date/Place of Issue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current M DD Certificate:

Conformity Assessment:

EC Certificate:

Certificate of Conformity Valid Unti!:

Standards Associated:

Directive 93/42/EEC on Medical Devices (MDD),
Annex ll excluding (4)

Gt 077608 0079 Rev 00 (exp 26-May-2024)

24-May-2024

See Attached

Notified Bodv
TUV SUD Product Service GmbH
Ridlerstrasse 65,
80339 Munich, Germany (0123)

4rr44/e t/a*o 4"d*r'offi
Sr. Manager, Regulatory Affairs

E I covrorcN
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E,I covtDtEN Declaration of Conformity

I

Reorder
Code Description

MDD
Class

MDD
Rule

GMDN
Code

Date Addetl to
Declaration
M/D/YYW

Reorder
Code
Status

WPLGg14

WPLGR914

WPMD5O9

WPSM256

WPXLGR1l17

WPXSM24

SurgiSleeveTM Large Wound
Protector 9cm-14cm

SurgiSleeverM Large Wound
Protector with Retraction Ring
9cm-14cm

SurgiSleeverM Medium Wound
Protector 5cm-9cm

SurgiSleeverM Small Wound
Prolector 2.5cm-6cm

SurgiSleeverM Large Wound
Prolector with Retraction Ring
'l 1cm-1 7cm

SurgiSleeverM Extra Small
Wound Protector 2cm - 4cm

lla

lla

lla

lla

lla

6

6

b

o

Abdominal radial
retractor [47431]

Abdominal radial
rcVactot 1474311

Abdomrnal radial
retractor [47431]

Abdominal radial
retractor [47431]

Abdominal radial
retractor [47431]

Abdominal radial
retractor [47431]

311312013 Current

1112112014 Current

311312013 Current

311312013 Current

1112112014 Current

1112112014 Current

Revision Date:

Page2 of 4

6d'o"*'^\

E f covrDrEN

ftp"on*{$
Septernber 30,2020

Sr. Manager, Regulatory Aftairs

,/r*rh- l/a* 4"zh&.
l,ng(hVan Arsdale



E I covrDrEN Declaration of Conformity
uss-141

Standards List:

Standard/Directive Year Tvpe Title

EN 556-I + AC 200t + 2006 Sterility

Sterilization of meclical devices - Requirements for medical
devices to be designated "STERILE" - Part l: Requirenrents
for terminally sterilized medical devices.

ISO 15223-l 2012 Labeling

Medical devices - Symbols to be used with medical device
labels, labelling and information to be supplied - Part 1;

General requirements

ENISO 11135-l 2007 Sterility

Sterilization of health care products - Ethylene oxide - Part l:
Requirements for development, validation and rontine control
ofa sterilization process for rnedical devices

ISO 14644-l t999 Sterilitv
Cleanrooms ancl associated controlled environments - Part I

Classification of air cleanliness by pafiicie concentration

ISO 14644-2 2000 Sterility

Cleanrooms and associated controlled environments - Part 2:
Monitoring to provide evidence or cleanroom performance
related to air cleanliness by particle concentration

ISO 14644-3 2005 Sterilitv
Cleanrooms and associated controlled environments - Part 3:
Test methods

EN rSO I 1607-r 2009 Packaging

Packaging for terminally sterilized medical devices - Part I

Requirements for materials, sterile barrier systems and
packaging svstems

EN ISO n601-2 2006 Packasins

Packaging for terminally sterilized medical devices - Part2
Validation requirements lbr fonning, sealing and assembly
processes

EN ISO 11731-1 +
AC 2006 + 2009 Sterilitv

Sterilization of medical devices - Microbiological methods -
Part l : Detennination of a population of microorganisms on
products

EN ISO 1t737-2 2009 Sterility

Sterilization of rnedical devices - Microbiological rnethods -
Part 2: Tests of sterility pertbmred in the delinition, validation
ancl maintenance of a stelilization process

EN ISO I3485 2016
Quality
Management

Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 10993-l +
AC 2009 + 2010

Biological
Evaluation

Biological evaluation of rnedical devices - Part l: Evaluation
and testing within a risk management process

EN rso 10993-5 2009
Biological
Evaluation

Biological evaluation of rnedical devices - Part 5: Tests for in
vitro cytotoxicity

EN rso 10993-6 2009
Biological
Evaluation

Biolclgical evaluation of rnedical devices - Part 6: Tests for
local effects after implantation

E f covrCIrEN

ff'o*,r\

kS'coilNr#

Revision date: September 30,2020
Page 3 of4

Knq4/a l/a* K"zt/L
AngelH Van Arsdale
Sr. Manager, RegLrlatory Affairs



E I covrDrrN Declaration of Conformity
uss-141

Standards List:

Standard/Directive Year Tvpe Title

EN ISO 10993-7 + AC 2008 + 2009
Biological
Evaluation

Biological evalnation of medical devices -Pafi7: Ethylene
oxide sterilization residuals

ISO 10993-10 2010
Biological
Evaluation

Biological evaluation olmedical devices - Parl I0: Tests lbr
and skin sensitrzation

EN l04l 2008
Manufacturer
Intbrmation

Information supplieil by the n.ranufacturer with medical
devices.

EN ISO 1497I 2012
Risk
Management

Medical devices - Application of risk management to n.redical
devices.

EN 62366 2008
Medioal
Devices

Meclical devices - Application of usability engineering to
medical devices.

E tr covrDrEN

@"*'%

$- ,on*u$

Revision date: Septernber 30,2020
Page 4 of 4

,lrqa/a, l/a* rlrz/ar'o
Sr. Manager, Regulatory Affairs
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Valid from:
Valid until:

Date, 2019-09-1 3

2019-09-13
2024-05-26

l. /r---,4
Stefan PreiB
Head of Certifl catlon/Notified

ffi@
Product Service

Body

Page 1 of2
Tuv suD Product service GmbH is Notified Body with identification no. 0123

T0V SUD Product Service GmbH . Certlfication Body. RldterstraBe 65. BO3A9 Munich . Germany

EC Certificate
Full Quality Assurance System
Directive 93l42lEEc on MedicalDevices (MDD), Annex llexcluding (4)
(Devices in Class lla, llb or lll)
No. G{ 077608 0079 Rev. 00

Manufacturer: Govidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

P rod u ct c ate s o ry( i es ) : }|,T,;:li::gi,T ffS;f,1s 
icar p rod ucrs

. Surgical Suture Products, pledgets and Retenfion Tapes

. Endoscopy lnstruments and
Accessories lncluding Lubricant

. Surglcal Staple, Clip Products and Accessories

. Manual Surglcal lnstruments

. lmplantable Wound Dresslng Materials

. Ultrasonic Surgical Devices and Accessorles

. Suctlon I !rrigation Devices and Accessorles
' Arth roscopy I m plants, lnstruments an d Accessories
. Bone Wax
. Temporary Cardlac Paclng Lead
' Powered Stapllng Systems

The C-ertification Body of T0V SUD Produci Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture ana tinat
inspection of the respective devices / device categoriis in accordanie with MDD Annex ll. This qualig
assurance system confo.rms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class lll devices an additionatAnnex ll (4) ceitificate is manOatory. See
also notes overleaf.

Report No.: 713164286
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Product Service

EC Certificate
Full Quality Assurance System
Directive 93l42liEc on MedicalDevices (MDD), Annex llexcluding (4)
(Devices in Class lla, llb or lll)
No. Gl 077608 0079 Rev.00

Facility(ies): Covldien llo
15 Hampshire Street,
Mansfleld, MA 02048, USA

Page 2 ol 2
Tuv suD Product Service GmbH is Notified Body with identification no, 0123

TUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . g0339 Munich . Germany TTj,V@
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E I covlDrEN Declaration of Conformity

we hereby declare, under our sole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- 93/42/EEcand the Essential principles.
This is also a declaration made in accordance with the requirements of Class L.g of schedule 3 of the
Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to the stated device.

lssued by Manufacturer:

Original Date/place of !ssue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current MDD Certificate:

MDD Clissification/Reorder Codes/GM DN
Codes:

Conformity Assessment:

Design Examination Certificate #:
EC Certificate:

Certificate of Conformity Valid Until:
Standards Associated:

Covidien llc
15 Hampshire Street
Mansfield, MA 02048, U.S.A.

09/181201,2 North Haven, CT

Surgical Staplers and Single Use Loading Units

Endo GIArM Surgical Stapling Single Use Loading Units,
Tri-StapleTM 2,0 lntelligent Reloads and Cartridges

Surgical Staple, Clip Products and Accessories

See Attached

Directive 93/42|EEC on Medical Devices (MDD), Annex ll

G7 077608 0050 Rev. 03 (expires 26-May-2024)
G1 077608 0079 Rev.00 (expires 26-May-2024)

26-May-2024
See Attached

Authorized Reprgsentative in EU
Covidien lreland Limited
IDA Business and Technology park
Tullamore, lreland

Revision Date: September 30, 2020
Page I of 8

Notified Body
TUV SUD Product Service GmbH
Ridlerstrasse 65,
80339 Munich, Germany (0123)

USS.O33C

6'n*"t\
tt covrorerv

k,,*.o#
Sr. Manager, Regulatory Affairs



E f covtDtxN

Declaration of Conformity

USS-033C

Reorder
Code

Description GMDN
Code

Dute Added to
Declaration
M/D/YYYY

Reorder
Code

Status

MDD
Class

MDD
Rule

Articulating
Reload with Tri-StaplerM

staple, 9127 t201

Reload with Tri-StaplerM non_
Technology 30mm biodegradable

==,, ===,,, Yttt'fu'/Medium , . = [356t51
fOtRgOCfRV Endo rpt", j2t2Zt2O1S Current

Articulating Reload 30mm non_

EGIA3OAV

Technoloqy 30mm

Reload 30mm Extra
ThinAy'ascular

Extra Thinfuascular

ThinA/ascular

non-
biodegradable

non-
biodegradable

biodegradable

biodegradable

Articulating Reload with Tri- non-
StaplelM Technology 30mm biodegradable

==,,, ,,,= V"t'1"/Medium 

- 

- tssotstfCln+S - SurilcaGapre, 3/1St2Ol,O Current
Reload with Tri-StaplerM non_
Technology 45mm biodegradable
Medium/Thick

Reload 45mm Extra non_

Endo
Reload with Tri-Stapleru

1

staple,

Technoloqy 45mm
non-

biodegradable

Surgical staple,
non-

11t18t2010Endo GIArM Black Articulating
Reload with Tri-Stapletu
Technology 45mm Extra Thick

rM Single Use
Curved Tip Articulating
Mediumffhick Reload with Tri-
Staplsru Technology (4Emm

Articulating Reload 45mm

151

staple,
non-
biodegradable

[35615]

= ,, '===,,, 
M€diuffifhick)

EGlA4scrAV 
Endo GrArM Gray curved;

non-
biodegradable

Revision date: September 30, 2020
Page 2 of 8

C f covrorcN
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Sr. Manager, Regulatory Affairs



E I covrDtrN

Declaration of Conformity

USS-033C

Reorder
Code

Description MDD MDD
Class Rule

GMDN
Code

Date Added to Reorder
Declaration Code
M/D/YYYY Status

EGI445CTAVM Endo GIArM Curved Tip Surgical staple,
non-

biodegradable

Surgical staple,
non-

non-
biodegradable

[356151

biodegradable
[3561 5]

biodegradable

[3561 5]

1111812010 Current

3t't5t2010

Technology 60mm biodegradable

#nni"r _ . tesorslecteoonvu@t -- a-----Sl[icat staple, 3t1st2o1o current
Reload with Tri-Stapleru non_
Technology 60mm biodegradable

==,, ==,,, V'lt'!'rlMedium 
=----------iqgglsleotnoonxr -

Articulating surglcal staple' 1111812010 current

Articulating Reload with Tri-
StapleTM Technology 45mm

Endo GIArM Articulating
Reload with Tri-StaplerM

Reload with Tri-Staple.u
Technology 60mm Extra
Thick

Tri-SlaplerM Technology,
Pre-Loaded with Polyglycolic
Acid (PGA) Reinforcement
Material (45 mm

StaplerM Technology, Pre-
Loaded with Polyglycolic Acid
(PGA) Reinforcement

EGI46O
Articulating Reload with Tri- non_
StaplerM Technology 60mm biodegradable

#nni"r ,, = .t3s6iaeOtnOOCfRV rupt", 11t1Bt2O1O Current
Articulating Reload with Tri- non_
StaplerM Technology 60mm biodegradable

==,r === , = ,, ,= Y'lt'!'rlMedium t356151
ECtRf nS+SRnt t.plu, 6t3t2014 Current

Medium/Thick Reload with non-

_ _ _- Medium/Thick)
EGIATRS45AXT EndoGlArM Reinforced

Thick Reload with Tri- non_

_ _. . __ _ Material (4S mm Extra Thick)
EGIATRS60AMT Endo GlArr ReinforC

Medium/Thick Reload with non_
Tri-StaplerM Technology, biodegradable
Pre-Loa_ded with potygtycotic 

ISSOf S1
Acid (PGA) Reinforcement
Material
(60 mm Medium/Thick)

Revision date: September 30, 2020
Page 3 of8

6d*'o*"\
E 5 cov,DrEN
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Sr. Manager, Regulatory Affairs

Angd{a Van Arsdale



E f covtDtrN

Declaration of Conformity

USS-033C

Reorder
Code

Description MDD MDD
Class Rule

GMDN
Code

Date Added to
Declarution
M/D/YYYY

Reorder
Code

Status
Current

Extra Thick Reload with Tri-
StaplerM Technology, Pre-
Loaded with Polyglycolic Acid
(PGA) Relnforcement
Material (60 mm

Tri-Staplsrm 2.0 Gray
lntelligent Reload 30mm
Extra ThlnA/ascular

Surgical staple,
non-

biodegradable

[3561 5]

___ _ ExtraThick)
SIG30AMT Tri-StaplerM2.0tnteilige

Reload 30mm Medium/Thick non-

staple,
non-

biodegradable

Tip lntelligent Reload and non_
lntroducer 30mm Extra biodegradable

lntelligent Reload and non_
lntroducer 30mm biodegradableVascular/Medium r?cA, 

^t

lntelligent Reload 45mm non_
Extra Thick biodegradable

lntelligent Reload and non-

Tri-Stapleru 2.0 lntelligent
Reload 30mm
Vascular/Medium

lntroducer 45mm

Surgical
non-

biodegradable

biodegradable
I

Tip lntelligent Reload and
lntroducer 45mm Extra

lntelligent Reload and

1

Surgical staple, 2128t2017
non-

lntroducer 45mm biodegradableVascular/Medium f356151

Revision date: September 30, 2020
Page 4 of 8
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Sr, Manager, Regulatory Affairs



E.I covrDrrN

Declaration of Conformity

USS.O33C

Reorder
Code

Description Dste Added to
Declaration
M/D/YYYY

Reorder
Code

Status

MDD MDD GMDN
Clsss Rule Code

lntelligent Reload 60mm
Extra Thick

Surgical staple,
non-

biodegradable

Tri-StaplerM 2.0 Curve
lntelligent Reload and

Medium/Thick

Vascular/Medium

staple, 2t2812017

lntroducer 60mm biodegradable

= ====,-.,, Yg9iumfl-lic! = = . =. ... . [3s6t5lS|G60CTAVMTri-Stapleru2.0CUrvedTipCUrrent
lntelligent Reload and non_
lntroducer 60mm biodegradable

#r/Medium .. . IgsotstStCc+sM raple, gt27l2oj7 Current
Cartridge 45mm non-

non-

biodegradable

biodegradable

Cartridge 45mm non_

SIGC6OMT TM 2.0 lntelligent
1

non-
biodegradable

biodegradable

staple, 9127t2017

Cartridge 45mm non_

Cartridge 60mm
Medium/Thick

Vascular/Medium

lntelligent Reload 45mm non_

Reinforced lntelligent Reload non_

MediumiThick biodegradable

45mm Extra Thick biodegradable

Medium/Thick biodegradable

60mm Extra Thick biodegradable
[35615]

Revision date: September 30, 2020
Page 5 of 8

lntelligent Reload 60mm non_

Reinforced lntelligent Reload non_

ffo*'^,%
I f covrDrEN
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Ang€Ia Van Arsdale

Sr. Manager, Regulatory Affairs



E'f covrDrrN

Declaration of Conformity

USS-033C

Reorder
Code

Description GMDN
Code

Date Added to
Declaration
M/D/YYYY

Reorder
Code

Status

MDD
Clsss

MDD
Rule

Reinforced lntelligent Reload non-

2.0 Reinforced
lntelligent Reload 45mm
Mediumffhick

45mm Extra Thick

staple,
non-

biodegradable

biodegradable

Tri-StaplerM 2.0 ReinforcedI I I vrqyre 4.v I \Er.IUr v

lntelligent Reload 60mm
Medium Thick

Revision date: September 30, 2020
Page 6 of 8

4.slr,tiz4,.1c/
Angdla Van Arsdale

Sr, Manager, Regulatory Affairs

1

non-
biodegradable

Reinforced lntelligent Reload non_
60mm Extra Thlck biodegradable

Curved Tip lntelligent Reload non-
30 mm Vascular B mm - biodegradable

. = t356151SIOSOSSOCTVT ----5ffiaGtaple, gt2gl2}2} Current
Curved Tip lntelligent Reload non_
30 mm Vascular/Thin g mm _ biodegradable

S|CSO|-+SCTV trpt", gt23t2)2} Current
Curved Tip lntelligent Reload non-
45 mm Vascularffhin g mm _ biodegradable

ff'o*'r}\
E f cov,DrEN

&s" "o**{



Standardg List

Standard Year Title

EN 556-1 + AC 2001 + 2006
sterilization of Medical Devices - Requirements for Medical Devices
to Be Designated "Sterile" - Part L: Requirements for Terminally
Sterilized Medical Devices

EN 1041 2008 lnformation supplied by the manufacturer with medical devices.

rso 1.0993-1 201.8
Biological evaluation of medical devices - part L: Evaluation and
testing within a risk management process

EN rSO 10993-3 20L4
Biological evaluation of medical devices - part 3: Tests for
genotoxicity, ca rcinogen icity a nd reprod uctive toxicity.

rso 10993-4 2017
Biological evaluation of medical devices - part 4: Selection of tests
for interactions with blood

EN tSO 10993-5 2009
Biological evaluation of medical devices - part 5: Tests for in vitro
cytotoxicity

rso 10993-6 2016
Biological evaluation of medical devices - part 6: Tests for local
effects after implantation

EN ISO 10993-7 + AC 2008 + 2009
Biologicalevaluation of Medical Devices: partT - Ethylene Oxide
Sterilization Residuals

lso 10993-10 2010
Biological evaluation of medical devices - part 10: Tests for irritation
and skin sensitization

EN rSO 10993-11 2009
Biological evaluation of medical devices - part 11: Tests for systemic
toxicity

EN tSO 11135 2014
Sterilization of health care products - Ethylene oxide -
Requirements for development, validation and routine control of a
sterilization process for medical devices

tso 1L607-L 2019
Packaging for terminally sterilized medical devices - part 1:
Requirements for materials, sterile barrier systems and packaging
systems

tso 11607-2 2019
Packaging for terminally sterilized medical devices - part 2:
Validation requirements for forming, sealing, and assembly
processes,

rso 11737-1 2018
Sterilization of medical devices - Microbiological methods - part 1:
Determination of a population of microorganisms on products.

EN tSO 71737-2 20L3
Sterilization of med ica I devices - rvl icrouorffi
Test of sterility performed in the definition, validation and
maintenance of a sterilization process.

EN tSO 13485 20t6 Medical devices - Quality management systems. Requirements for
regulatory purposes. (tSO 1.3485:2003)

EN tSO 14630 2012 Non-active surgical implants - General Requirements

Revision Date: September 30, 2020
Page 7 ol8
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Standard Year Title

lso 14644-1 201.s
Cleanrooms and associated controlled environments - part 1:
Classification of air cleanliness by particle concentration

tso 1,4644-2 201,5
Cleanrooms and associated controlled environments - part 2:
Monitoring to provide evidence or cleanroom performance related
to air cleanliness by particle concentration

tso 14644-3 2005 Cleanrooms and associated controlled environments - part 3: Test
methods

EN tSO L4971 2012
Medical devices - Application of risk management to medical
devices. (lSO 14971:2007, corrected version 2007-10-01)

tso 15223-1 20L2
Medical devices - Symbols to be used with medicaldevice labels,
labeling and information to be supplied - part 1: General
requirements

rEC 62366 20L5
Medical devices - Application of usability engineering to
medicaldevices

IEC 60601-1 + 41 2005 + 2012
Medical electrical equipment - part 1: General requirements for
basic safety and essential performance

tEC 60601-1-2 20L4
Medical electrical equipment - part 1-2: General requirements for
basic safety and essential performance -- Collateral standard:
Electromagnetic disturbances - Requirements and tests

Revisicrn Date: Septcm ber 23. 202()
Page 8 of8
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E f covtDrEN Declaration of Con fonnity

We hereby declare, under our sole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- 93/42lEEC and the Essential principles.

This is also a declaration made in accordance with the requirements of Clause L,B of schedule 3 of the
Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to tlre stated device.

Issued by Manufacturer: Covidien llc
15 Harnpshire Street
Mansfield, MA 02048, U.S.A.

04/1.611996 North Haven, CT

Surgical Staplers and Single Use Loading Units

ILA'"/GlA'" Surgical Staplers and Single Use Loading
Units

Surgical Staple, Clip Products and Accessories

See Attached

Directive 93/42/EEC on Medical Devices (MDD),
Annex ll

G7 077608 0040 Rev,01(expires 26-May-20241
Gt O77608 0079 Rev 00 (expires 26-May-2O24)

26-May-2024
See Attached

Authorized Representative in EU
Covidien lreland Limited
IDA Business & Technology Park
Tullamore, lreland

Original Date/Place of lssue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current MDD Certificate:

MDD Classification/Reorder Codes/G MDN
Codes:

Conformity Assessment:

Design Examination Certificate #:
EC Certificate:

Certificate of Conformity Valid Until:
'Standards Associated:

Revision Date: Julv 14. 2O2O
Page / of '5

USS-033A
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f ! covtDtEN Declaration of Conformity

Reorder
Code Descriplion

MDD MDD GMDN
Cltrss Rule Code

Dale Adled lo
Decloruliott
M/D/yYyy

Reorder
Cotle
Slalus

o30424L GIA PremiumTta Auto SutrlrerM
Loading Unit 50mm - 3.Bmm

Surgical staple,
non-biodeg radable

[3561 5]

81912004

0307351 GlArri Premium Auto SutureTM
Loading Unit 90mm - 3.8mm

Surgical staple,
non-biodeg radable

[3561 5]

8t912004 lnactive
4125t2020

39481 lLArri Auto Suturenr Loading
Unit 52mm - 3.Bmm

ilt Surgical staple, 411611996
non -biodegradable

[3561 5]

Obsolete
2t13t2020

3971 llSrM Auto Suturerrr Loading
Unit 100mm - 3.8mm

Surgical staple, 1l24l1gS7
non-biodegradable

[356151

Obsolete
2t',13t2020

3972 ILANl'r Auto SutureTM Knifeless
Loading Unit 10Omm - 3.Bmnr

Surgical staple, 112411997
non-biodeg radable

[3561 5]

Obsolete
2113t2020

3973

GIAl OO3BL

lLArtr Auto SuturerM Loading
Unit 100mm - 4.8mm

Surgical staple,
non-biodegradable

[35615]

1t24t1997 Obsolete
2113t2020

GlATrr Auto SutureTtr Loading
Unit with DST Seriesli
Technology 100mm- 3 8mm

Surgical staple,
non-biodegradab le

[3561 5]

6/30/2005 Current

GlA1003BS GIArM Auto SutureTM Stapler
with DST Seriesrrr Technology
100mm- 3.8mm

Open-surgery 613012005
manual linear
cutting stapler,

single-use [59870]

Current

GlA1004BL GIArM Auto SutureTM Loading
Unit with DST SeriesrM
Technology 100mm - 4.8mm

Surgical staple,
non-biodegradable

[35615]

6/30/2005 Current

GIA100485 GlArfi Auto SutureTN Stapler, with DST Seriesil, Technology
100mm - 4,Bmm

ilt Open-surgery
manual linear

cutting stapler,
single-use [59870]

6130t2005 Current

GtA6025L GlATri Auto SutureIM Loading
Unit with DST SeriesrM
Technology 60mm - 2.5mm

Surgical staple, 121712004
non-biodeg radable

[3561 5]

Current

GtA6025S GlAni Auto Suturel/ Stapler
with DST Seriesrr,r Technology
60mm - 2.5mm

Open-surgery
manual linear

cutting stapler,
single-use I598701

1217/2004

(fl*ton\

Yff''D'|EN
Arr-gela Vaf Alsdale

Sr. Manager', Regulato

Revision Datc: .luly 14,2020
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f t covrDreN Declaration of Conformity

Reoriler
Code Description

MDD I,TDD
Closs Ru[e

GMDN
Code

Dde Added to
Declnrulion
IWD/YYYY

Reorder
Code
Slofits

GIA603BL GlArr/ Auto Suturerf/ Loading
Unit with DST Seriesr'/
Technology 60mm - 3.Bmm

Surgical staple,
non-biodeg radable

[3561 5]

8t9t2004

GtA6038S GlAlrr Auto Suturert! Stapler
with DST Seriesil' Technology
60mm - 3.8mm

Open-surgery
manual linear
cutting stapler,

single-use [59870]

Current

GtA6048L GIAT'r Auto Suturer[ Loading
Unit with DST Seriesrtr
Technology 60mm - 4.Bmm

GlArf' Auto SutureTtr Stapler
with DST Seriesl/ Technology
60mm - 4.Bmm

Surgical staple,
non-biodeg radable

[3561 5]

C u rrent

GIA604BS il Open-surgery
manuallinear
cutting stapler,

single-use [59870]

Current

GIAsO3BL GlAril Auto Suturel'r Loading
Unit with DST Seriesrit
Technology B0mm - 3.Bmm

Surgical staple,
n on-biodeg radable

[3561 5]

Current

GIAB03BS GIArM Auto SuturerM Stapler
with DST SeriesTH Technology
BOnrm - 3.Bmm

Open-surgery
nranual linear
cutting stapler,

single-use [59870]

Current

GIASO4BL GlAril Auto Suturerr/ Loading
Unit with DST SeriesTrl
Technology B0mm - 4.Bmnr

Surgical staple,
non-biodeg radable

[356 1 5]

Current

GIAs04BS GlArir Atrto Suturert/ Stapler
with DST SeriesrH Technology
BOmnr - 4.Bmm

Open-surgery
manual linear
cutting stapler,

single-use [59870]

8t9t2004 Current

SG|A603BS SGlArtr Auto gg[r]1gnr Knifeless
Stapler with DST SeriesTrr
Technology 60mm - 3.Bmm

Open-surgery 1012612005 lnactive
manual linear 4l25lZO2O
cutting stapler,

single-use [59870]

@'N"o'%

E f coy,D,EN

,**,rdfiRevision Date: July 14,2020
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E I covtDteN

Starrdarrls List:,

Declorotio n of Conf ormity
USS-033A

Standard Year Type Title

:N ISO 10993-'l + AC
2009 +
2010

Biological
Evaluation

Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

EN tSO '10993-3 2014 Biological
Evaluation

Biological evaluation of medical devices - part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity

EN ISO 109934 2017 Biological
Evaluation

Biological evaluation of medical devices - Parl 4: Selection of tests for
interactions with blood

EN lso 10993-5 2009 Biological
Evaluation

Biological evaluation of medicaldevices - Part S: Tests for ln Vitro
Cytotoxicity

EN tSO 10993-6 2016 Biological
Evaluation

Biological evaluation of medical devices - Part 6; Tests for local effects
after implantation

:N ISO 10993-7 + AC
2008 +
2009

Biological
Evaluation

Biological evaluation of medical devices - ParlT'. Ethylene oxide
sterilization residuals

EN tSO 10993-10 2013 Biological
Evaluation

Biologicalevaluation of medical devlces - Part 10: Tests for irritation and
skin sensitization

EN ISO 10993-11 2018 Biological
Evaluation

Biological evaluation of medical devices -Part 1 1: Tests for systemic
toxicity (identical to ISO '10993-11:2011)

EN ISO 15223-1 2016 Labeling
Medicaldevices - symbols to be used with medicaldevice labels, labelling

and information to be supplied - Part 1: General requirements

EN 1041 + A1
2008 +

2013
Manufacturer
lnformation lnformation supplied by the manufacturer with medical devices

EN tSO 13485 + AC
2016 +
2016

Quality
Management

Medical devices - Quality management systems - Requirements for
regulatory purposes

EN tSO 14971 2012
Risk

Management Medical devices - Application of risk management to medical devices

EN 556-'l + AC
2001 +

2006
Sterility

sterilization of medicaldevices - Requirements for medical devices to be
designated "STEBILE" - Part 1: Requirements for terminally sterilized

medicaldevices

EN tSO 11135 2014 Sterility
sterilization of healthcare products - Ethylene oxide - Requirements for
the development, validation and routine control of a sterilization process

for medical devices

EN tSO 11607-1 2017 Sterility
)ackaging for terminally sterilized medical devices - part 1: Requirements

for materials, sterile barrier systems and packaging systems

EN tSO 11607-2 2017 Sterility Packaging for terminally sterilized medical devices - part 2: Validation
requirements for forming, sealing, and assembly processes

EN tSO 11607-1 2017 Sterility
rackag 

i n g f or term i n a I I y steri I ized m ed i ca I o"",ffiYJr9*{dhft*"n,=
for materials r,"rr" 01,* rr:uu^, uff1:.traging sVstem3n\,

Revision Date: July 1 4, 2020
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E f covrDrEN Declorotion of Conf ormity
uss-033A

EN tSO 11607-2 2017 Sterility
Packaging for terminally sterilized medical devlces - Parl2'. Validation

requirements for forming, sealing, and assembly processes

EN tSO 11737-1 2018 Sterility Sterilization of medical devices - Microbiological methods - Part 1:
Determination of a population of microorganisms on products

EN ISO 11737-2 2009 Sterility
iterilization of medical devices - Microbiological methods. Part 2: Tests ot

sterility performed in the definition, validation and maintenance of a
sterilization process

EN tSO 14630 2012
Medical
Devices Non-active surgical implants - General requirements

lso 14644-1 2015
Sterility Cleanrooms and Associated Controlled Environments - Part 1

Classification of Air Cleanliness by Particle Concentration

tso 14644-2 2015 Sterility
Cleanrooms and Associated Controlled Environments - Part 2: Monitoring

to Provide Evidence of Cleanroom Performance Related to Air
Cleanliness by Particle Concentration

lso 14644-3 2005 Sterility lleanrooms and associated controlled environments Part 3: Test methods

. tEC 62366-1 2015 Medical
Devices

Medical devices * Application of usability englneering to medical devices

Gu idanc,e Qocunrent List

Standard Year Type Tltle

MEDDEV2.7 1 Rev 4 2016
Medical
Devices

GUIDELINES ON MEDICAL DEVICES - Clinical Evatuation:
A Guide For Manufacturers And Notified Bodies Under Directives

93t42lEEC And 90/385/EEC

dffi"o-'i\

Revision Date: July 1 4, 2020
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E I covtDtEN Declaration of Conformity

We hereby declare, under our sole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- 93142/EEC and the Essential Principles.
This is also a declaration made in accordance with the requirements of Clause 1.8 of schedule 3 of the
Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to the stated device.

lssued by Manufacturer: Covidien llc
1"5 Hampshire Street
Mansfield, MA 02048, U,S,A.

04/1.611996 North Haven, CT

SurgicalStaplers and Single Use Loading Units

PITM and TAIM Staplers

Surgical Staple, Clip Products and Accessories

See Attached

Directive 93142/EEC on Medical Devices (MDD),
Annex ll

G7 077608 0074 Rev 00 (expires 26-May 2OZ4)

G1077608 0079 Rev 00 (expires 26-May-2O241

23-May-2024
See Attached

Authorized Bepresentative in EU.
Covidien lreland Limited
IDA Business & Technology Park
Tullamore, lreland

Revision Date; July 22,2020
Page 1 of 8

Original Date/Place of lssue:

Type of Devices:

Device Name:

Product Category(ies) Listed on
Current MDD Certificate:

MDD Classification/Reorder Codes/GMDN
Codes:

Conformity Assessment:

Design Examination Certificate #:

EC Certificate:

Certificate of Conformity Valid Until:
Standards Associated:

TUV SUD
Rid

, Germany (0123)
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I I covlDteN Declaration of Conformity

Reoxler
Code Descripliotr

MDD MDD
Clnss Rnle

Dote Adled to Reorder
Declarution Cole
i[/D/YYYI' Stttlus

GMDN
Code

01 031 5 Premium Multifire TATri Auto
Suturer^r Single Use Vascular
Stapler (30mm - V3)

Open-surgery
manual linear

stapler, single-use
[5e873]

41112004 lnactive
Dec 2019

01 031 6L Premium Multifire TArM Auto
SutureTrr Vascular Loading tJnit
30mm-V3

Surgical staple,
no n-bioabsorbable

[3561 5]

411t2004lI lnactive
Dec 20'19

015477L lA Premiumrir Auto Suturerrl
Loading tjnit gOmm - 3.5mm

Surgical staple, 41112004
non-bioa bsorba ble

[3561 5]

lnactive
Dec 2019

O1 5BBBL TA Premium TM Auto
Suture TM Loading Unit
90mm - 4 Bmm

Surgical staple,
non-bioabsorbabl e

t356151

4t1t2004 lnactive
May 2020

0109111 Multifire Endo TAI'i Auto
Suturerrl Loading Unit 30mm -
2.Smm

lil Surgical staple, 41112004
non-bioa bsorba ble

[35615j

Current

0154581 TA PremiumTM Auto SuturerM
Single Use Loading Unit for use
with TA Premiumr^t Reusable
Stapler (5Smm - 4.Bmm)

Surgicalstaple, 41112004
non-bioabsorbabl e

[3561 5]

lnactive
Dec 2019

015427L TA PremiumrM Auto SutureT"
Loading Unit 30mm - 3.Smm

Surgical staple,
non-bioabsorba ble

[3561 5]

41112004 lnactive
Dec 2019

01 54331 TA Premiumril Auto Suturerfr
Loading Unit 30mm - 4.Bmm

Surgical staple, 41112004
non-bioabsorba ble

[3s61s]

lnactive
Dec 2019

01s44'11

01545'1 L

TA PremiumrM Auto SuturerM
Vascular Loading Unit 30mm
-v3

TA Premiumr(r Auto Sutu[erh
Loading Unit 55mm - 3,Smm

ilt Surgical staple,
non-b ioa bsorba ble

[3561 5]

Surgical staple,
non-bioa bsorbable

t3561 5l

4t1t2004

41112004

lnactive
Dec 201 I

lnactive
Dec 201 I

01 0901 Multifire Endo TArM Auto
Sutureru Loading Unit 30mnr -

2.5mm 12mm Stapler

Surgical staple,
non-b ioabsorba ble

13561 5l

Angela V

4t112004 lnactive
Dec 201 9

n
L

Revisit-rn I)ate; .lrrly 22,2020
I)age 2 of 8
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f t covrDrEN Declaration of Conformity

Reorder
Corle Descriptiou

MDD MDD
Cltrss Rule

GMDN
Code

Dole Adled lo
Declamllon
M/D/Yyyy

Reorder
Code
Slolus

01 54851 TA PremiumrM Auto Suturerrr
Loading Unit 90mm - 4.Bmm

Surgical staple,
non-bioabsorba ble

[356 1 5]

41112004 lnactive
Dec 2019

017612 Roticulatorilr Auto SuturerM
Articulating Stapler 55mm -

3.5mm

Open surgery
nranLral linear

stapler, single use

[5e873]

41112004 lnactive
Dec 201 9

017614 RoticulatorTfi Auto Suturelt/
Articulating Stapler 55mm -

4.Bmm

Open surgery
rnanual linear

stapler, single use

[5e873]

41112004 lnactive
Dec 2019

01 761 5 Roticulatorr,/ Auto SuturerM
Articulating Stapler 30mm -
3.5mm

Open surgery
nranual linear

stapler, single use
[5s873]

41112004 lnactive
Dec 201 I

017617 RoticulatorrM Auto Suturenr
Arliculating Stapler 30mm -
4.Bmm

Open surgery
manual linear

stapler, single use
[5e873]

41112004 lnactive
Dec 2019

01 761 I Roticulatorrf' Auto SuturerM
Articulating Vascular Stapler
30mm - V3

Open surgery
manual linear

stapler, single use
[5s873]

4t'U2004 lnactive
Dec 201 9

3922L PlrM Auto SuturerM Vascular
Loading Unit 1smm - V3

Surgical staple,
non-bioabsorbable

[356 1 5]

61112005 lnactive
Dec 201 I

39231 PlrM Auto Sutureril Loading
Unit 30mm - 3.Smm

Surgical staple, 411611996
non-bioa bsorba ble

[3561 5]

lnactive
Dec 20 i9

3924L Pl r^! Auto SuturerM Loading
Unit 30mm - 4.Bmnr

Surgical staple, 4/16/1S96
non-bioa bsorba ble

[3s6 1 5]

lnactive
Dec 201 I

39251 PlrM Auto SuturerM Loading
Unit 30mm - V3

Surgical staple, 411611996
non-bioa bsorbable

[356 1 5]

lnactive
Dec 2019

PlIr Auto Sutureril Loading
Unit55mm-3Smnr

Pl T^r Auto Sutureril Loading
Unit 55mm - 4.Bmnl

Surgical staple,
no n-bioa bsorbable

[3561 5]

Surgical staple,
non-bioabsorbable

[35615]

4t16t1

Revisiorr Date: July 22, 2020
Page 3 of 8

Angela Vdn Arsclale
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E I covtDtrN Declaration of Conformity

Reorder
Code Description

MDD MDD
Closs Rule

Dole Adrled lo Reoxler
Declnrntiott Code

I\4/D/YYYY Sttttus

GMDN
Code

39291 Plrtr Auto Suturertr Loading
Unit 90mm - 3.5mm

Surgical staple, 1213012003 lnactive
non-bioabsorbable Dec 2019

raRei al
lrru r Jl

s930A PlrT Auto SuturerM Loading
Unit 90mm - 4,Bmm

Surgical staple, 112412011
non-bioa bsorbable

[3561 5]

lnactive
Dec 2019

49007 PlrM Stapler 30mm - 3.5mm Open surgery 411611996
nranual linear

stapler, single use
[5e873]

lnactive
Dec 201 I

49017 Pllr Stapler 30mm - 4.Bmm Open surgery 411611996
manual linear

stapler, single use
[5e873]

lnactive
Dec 201 9

il49077 PIII Auto SuturerM Loading
Unit 3Omm - 3.Smm

Surgical staple, 4/'16/1 996
no n-b ioabsorba ble

[3561 5]

lnactive
Dec 2019

49OBT Plrtr Auto Sulurelr Loading
Unit 30mm - 4.8mm

il Surgical staple, 4/16/1996
non-b ioa bsorbable

[35615]

lnactive
Dec 2019

TA3035L TArM Auto Suturerrt Loading
Unit with DST SeriesrM
Technology 30mm - 3,Smm

Surgical staple, 41112004
non-bioabsorbab le

[35615]

Current

TA3O35S TArM Auto SutureTi! Stapler with
DST Seriesrt/ Technology
30mm " 3.Smm

Open surgery
manual linear

stapler, single use

[5e873]

411t2004

TA3O48L TAII Auto SutureTfI Loading
Unit with DST SeriesT'/
Technology 30mm - 4,Bmnt

Surgical staple, 41112004
non-bioabsorbab le

[35615]

Current

TA304BS TArM Auto SutureTM Stapler with
DST Seriesrtr Technology
30mnr - 4.Bnrnr

Open surgery
manual linear

stapler, single use
[5S873]

411t2004 Current

TA3OV3L TAril Auto Sutureril Vascular
Loading Unit with DST Seriesrtr
Technology 30mm - V3

Surgical staple,
n on-bioa bsorba b le

[3561 5]

Open surgery
manual linear

stapler, single
[5e873]

41112004

TA3OV3S TArM Auto SutureTrr Vascular
StaPler with DST SeriesTtr
Technology 30mm - V3

Revisicrrr Date: .lrrly 22,2020
Page 4 ol' 8
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ilt

ill

il

Currentilt

ilt

ilt



E f covrDrEN Declaration of Conformity

Reordet
Code Description

MDD MDD
Closs Rnle

Date Adled to Reonler
Deckroliou Code
M/D/YYYY Slutas

GMDN
Code

TA4535L TArH Auto SuttrrerM Loading
Unit with DST SeriesrM
Technology 45mm - 3.5mm

Surgical staple,
n on-bioabsorbab le

[3561 5]

41112004 Current

TA4535S TATM Auto Sutureril Staplerwith
DST SeriesTri Technology
45nrm - 3.5mnr

Open surgery 41112004
nranual linear

stapler, single use

[59873]

Cunent

TA4548L TATM Auto Suturerr. Loading
Unit with DST SeriesrM
Technology 45mm - 4.Bmm

ilt Surgical staple, 41112004
non-bioabsorbab le

[3s61 5]

Current

TA4548S TATtr Auto SutureTri Stapler with
DST SerieslM Technology
45mm - 4,Bmm

Open surgery 41112004
manual linear

stapler, single use
[5s873]

Current

TA6O35L TATM Auto SuturerM Loading
Unit with DST SeriesTr'
Technology 60mnr - 3.Snrm

Surgical staple,
non-bioabsorbable

[35615]

411t2004 Cunent

TA6O35S TArrr Auto Suturert, Stapler with
DST SeriesrH Technology
60mm - 3.5mm

Open surgery 41112004
manual linear

stapler, single use
[5e873]

Current

T46048L TArM Auto SuturerM Loading
Unit with DST Seriesr'/
Technology 60mm - 4.8mm

ilt Surgical staple,
non-b ioabsorbable

[3561 5]

4l'12004 Current

T4604BS TArM Auto Suturerir Stapler with
DST Seriesril Technology
60mm - 4,8nrnr

ilt Open surgery 41112004
manual linear

stapler, single use
[5e873J

Current

TA9O35L TArr Auto Suturer^r Loading
Unit with DST Seriesrtr
Technology 90mm - 3.Smm

Surgical slaple, 41112004
non-bioabsorbab le

[35615]

Crrnent

TA9O35S TArt'i Auto Sutureri! Stapler with
DST SeriesrM Technology
90mm - 3.5mm

Open surgery 41112004
manual linear

stapler, single use
[59873]

Current

TA9048L TArH Auto Suturerit Loading
Unit with DST Seriesrr/
Technology 9onrnr - 4.8mnr

Surgical staple,
non-bioabsorbab le

[3s61 5]

4t1t2004

Revision l)ate: July 22,2020
Page 5 ol 8
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covlDrEN Declaration of Conformity

[ ,*- oro 
I

MDD GMDN Dnte 'ldded ro

Rrtle corte 
Decltxtliotr
M/DN'YYT'

B Open surgery 411/2004
manual linear

stapler, single use
Is9B73]

Reorulet
Code
Slolus

Current

Rettrder
Code Descriptiou

TA9048S TArr{ Auto Suturerfr Staplerwith
DST SeriesrN Technology
90mm - 4.Bmm

MDD
Cluss

il

Revision Date:
Page 6 ol8
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Standards/Directives List

Revision Date July 22,2O2O
Page 7 of B

Declaration of Conformity
USS-034

Standard/Directive Year Title

EN 556-1
2001 +

2006

Sterilization of Medical Devices - Requirements for Medical
Devices to Be Designated "Sterile" - part 1: Requirements for

Terminally Sterilized Medical Devices

EN tSO '1 
1 135 2014

Sterilization of health care products - Ethylene oxide -Requirements for development, validation and routine contror of a

sterilization process for medical devices
EN tSO 11737-1 2006 +

2013
Sterilization of medical devices - Microbiological methods - part 1:

Determination of a population of microorqanisms on products.

EN tso 1 1737 -2 2009
Sterilizhtion of medical devices - Microbiological methods - part 2:

Test of sterility performed in the defirrition, validation and
maintenance of a sterilization process.

EN rSO 11137-1 2015
Sterilization of health care products - Radiation - part 1:

Requirements for development, validation and routine contror of a

sterilization process for medical devices.

EN tSO 11137-2 2015
Sterilization of health care products - Radiation - part 2:

Establishing the sterilization dose

EN rSO 11607-1 2017

Packaging for terminally sterilized medical devices part 1:

Requirements for materials, sterile barrier systems and packaging
systems

EN tSO 11607-2 2017
Packaging for terminally sterilized medical devices - part2:
Validation requirements for forming, sealing and assembly

processes

EN tSO 15223-1 2016
Medical devices Symbols to be used with medicar device rabers,

labeling and informat'ronlo be sr"rpplied - part i; General

EN rSO 13485 2016 +

2016
Medical devices. Quality management systems, Requirements for

regulatory purposes.

EN lso 14630 2012 Non-active surgical implants - General Requirements

EN 104'1
2008 +

2013
lnformation supplied by the manufacturer

EN ISO 14971 2012
Medical devices -- Application of iirk r.nj,nrfi;t t" ,.dA

devices, , ,t ,,,.., ,ril r 
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EN 62366 2015
Medical devices - Application of usability engineering to medical

devices

lso 14644-1 2015 Cleanrooms and associated controlled environments - Part 1

Classification of air clearrliness by particle concentration

tso 14644-2 2415
Cleanrooms and associated controlled environments - Parl2:

Monitoring to provide evidence or cleanroom performance related
to air cleanliness by particle concentration

lso 14644-3 2005 Cleanrooms and associated controlled environments - Part 3: Test
methods

EN rSO 10993-1
2009 +

2010

Biological evaluation of medical devices - Part 1: Evaluation and
testing.

EN rSO 10993-3 2014
Biological evaluation of medical devices - Part 3: Tests for

g enotoxicity, carci nog enicity a n d reproductive toxicity

EN tso 10993-4 2009 Biological evaluation of medical devices - Part 4: Selection of tests
for interactions witlr blood

EN rSO 10993-5 2009
Biological evaluation of medical devices Part 5: Tests for in vitro

cytotoxicity

EN tSO 10993-6 2009
Biological evaluation of medical devices Part 6: Tests for local

effects after implantation

EN tSO 10993-7
2008 +
2009

Biological evaluation of medical devices. PartT: Ethylene oxide
sterilization residuals

lso 10993-10 2010 Biological evaluation of medical devices Part'10:Tests for irritation
and skin sensitization

EN ISO 10993-11 2009 Biological evaluation of medical devices Part 11: Tests for systemic
toxicity

EN tSO 10993-12 2012 Biological evaluation of medical devices - Part l2: Sample
preparation and reference materials

E f covrDrEN

Revision Date: July 22,2020
Page 8 of8 _

Decla ration of Conforrn ity
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Sr. Manager, Regulatory Affairs
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EC Certificate

Valid from:
Valid until:

Date, 201 9-09-1 3

201 9-09-1 3
2024-05-26

l. fr*-.4
Stefan PreiB
Head of Certifi cation/Notified

ffi@
Product Service

Body

Page 1 of2
TtJv suD Product service GmbH is Notified Body with identification no. 0123

rUv sOo Product service GmbH . Certification Body . Ridlerstralle 6s . 80339 Munich . Germany

Full Quality Assurance System
Directive 93l42lEEC on MedicalDevices (MDD), Annex llexcluding (4)
(Devices in Class lla, llb or lll)
No. G1 077608 0079 Rev.00

Manufacturer: Govidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

P rod u ct c ates o ry( i es ) : llf,,i::,i::gtT ilffji rg icar P roducts

. Surgicat Suture Products, Pledgets and Retenfion Tapes

. Endoscopy lnstruments and
Accessories including Lubricant

. Surgical Staple, Clip Products and Accessories
' Manuat Surglcal lnstruments
' lmplantable Wound Dresslng Matorials
. Ultrasonic Surgical Devices and Accessorles
. Suctlon / lrrigation Devices and Accessorles
. Arthroscopy lmplants, lnstruments and Accessories
. Bone Wax
. Temporary Cardlac paclng Lead
. Powered Stapllng Systems

The C-ertification Body of TUV SUD Product Servlce GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture anO tinat
inspection of the respective devices / device categoriis in accordanie with MDD Annex ll. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance' For marketing of class lll devices an additionalAnnex ll (4) ceitificate is mandatory. See
also notes overleaf.

Report No.: 713164286

TtIV@

F
{t
CJ
I

lJ-

tr
E
t&I
CJ

o
(3
trr
{
CJ
E

]L
F
E
lrl
t
I
F
\,E

:sg
!E
l-
O-
ltl
C.,

t
film
fio:l.I'I[I
m{
4IIII
R€
4ilEt

o
l&t
l-r(
(J
I

l&
tr
G
l&t
CJ

(}

F
\,
--u-l
-lF-l
cElrsl
l\l I



EC Certificate
Full Quality Assurance System
Directive 93l42lEEc on MedicalDevices (MDD), Annex ll excluding (4)
(Devices in Class lla, tlb or lll)
No. Gl 077608 0079 Rev. 00

Facility(ies): Covldien llc
15 Hampshire Street,
Mansfield, MA 02048, USA

Page 2 ol 2
Tuv suD Product service GmbH is Notified Body with identification no. 0123

TUV SoD Product Servica GmbH 'Certificetion Body . RldlerstraBe 65 . g0339 Munich . Germany
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EC Design-Examination Certificate
Directive 93l42lEEC on Medicat Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0040 Rev. 0f

Manufacturer:

EC Certificate

Product:

Report no.:

Valid from:
Valid until:

Covidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

Non-Active lmplants
Non-absorbable staple products

71 31 38923

2019-11-29
2024-05-26

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been canied out on the respective devices in accordance with MDD Annex ll (a)-. The design of the
devices conforms to the requirements of this Directive. For marketing of these d'evices an additional
Annex llcertificate is mandatory. See also notes overleaf.

Date, 2419-11-29 c,g,\-
Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TOv suD Product service GmbH is Notified Body with identification no. 0123

fUV SUO Product Service Gmbll ' Certification Body . RidlerstraBe 65 . g033g Munich . Germany

Product Service
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Covidien
60 Middletown Avenue, North Haven CT 06473, USA

Covidien (U.S.S,C, Puerto Rico, lnc.)
Building 911-67, Sabanetas lndustrial park, ponce pR 00731, USA

Product Service

EC Gertificate
EC Design-Examination Certiflcate
Directive 93l42lEEC on MedicalDevices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0040 Rev. 01

Facility(ies):

Model(s): Non-absorbable staple products

Parameters:

GIArM Auto suturerM 60, 80 and 100 single Use staplers with 2.5, 3.g and 4.gmm
MetalStaples

- G|A5025S

- GIA6038S

- G|A6048S

- G|A8038S

- G|A8048S

- GtA10038S

- GtA10048S

GIArM Auto suturerM oo, 80 and 100 single Use Loading Units with 2.5, 3.g and 4.gmm
MetalStaples

- G|A6025L

- G|A5038L

- GIA5048L

- G|A8038L

- G|A8048L

- GlA10038L

- G|A10048L

?age 2 ol2
ruv suo Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH ' Ce(ification Body . Ridlerstra8e 65 . 80339 Munich . Germany
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EC Design-Examination Certificate
Directive 93l42lEEC on Medical Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0074 Rev. 00

Manufacturer: Covidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

EC'Representative: CrcvidienlrelandLimited
IDA Business and Technology Park, Tullamore, IRELAND

Product:

EC Certificate

Report no.:

Valid from:
Valid until:

Nonabsorbable staple products

The Cerlification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex ll ( ). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex ll certificate is mandatory. See also notes overleaf.

Non-Active Implants

7 1 30997 14

20'19-05-31
2024-45-26

Date, 201 9-05-31

/. fr"""rl
Stefan PreiR

Head of Certification/Notified Body

Page 1 of 4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service Gmbll . Certification Body . Ridlerstra8e 65 . 80339 Munich . Germany

Product Servicr;
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lroduci Service

EC Certificate
EC Design-Examination Cedificate
Directive 93l42lEEC on Medical Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0074 Rev. 00

Facility(ies):

Model(s):

Parameter:

PlrM 30 Auto Suturertr' Single Use Staplers with 3.5 or4.8mm Metal Staples, and PlrM

Auto SuturerM 30 Single Use Loading Units with 3.5 or 4.8mm Metal Staples.

. 49007

. 49017

. 49077

. 49087

PlrM Auto SutureTM Single Use Loading Units in 15, 30,55, and 90with 2,5, 3.5, or4.8mm
MetalStaples for use with Plru Auto SuturerM 15, 30. 55, and 90 Reusable Staplers

3922L
39231
3924L
39251
39261
3927L
39291
3930A

Page 2 ot 4

TUV SUD Product Service GrnbH is Notified Body with identifrcation no

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65

0123

.80339 Munich . Germany

Covidien
60 Middletown Avenue, North Haven CT 06473, USA

Covidien (U.S.S.C. Puerto Rico, lnc.)
Building 911-67, Sabanetas lndustrial Park, Ponce PR 00731, USA

Nonabsorbable staple products
as specified in the attachment to this
certificate
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ltoduct Servrco

EC Certificate
EC Design-Examination Certificate
Directive 93l42lEEC on Medical Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0074 Rev.00

TArNrAuto SuturerM 30,45.60 and 90 Single Use Staplerswith 2.5,3.5, or4.Bmm
MetalStaples, and TArM Auto Suturert'4 30,45,60, and 90 Single Use Loading Unitswith 2.5 3.5,
or 4.8mm Metal Staples.

. TA9048S

. TA9035S

. T460485

. TA60355

. TA454BS

. TA4535S

. TA3048S

. TA3035S

. TA30V3S
r TA9048L

' TA9035L
. TA6048L
r TA6035L
. TA4548L
. TA4535L
. TA304BL
o TA3035L
. TA30V3L

TArNrAuto SuturerM 30,55, and 90 Single Use Loading Units with 2.5, 3.5, or4.8mm
Metal Staples for use with TArM Auio Suturer'"1 30, 55. and g0 Reusable Staplers.

o 01 5427L
. 01 54331

. 01 5441L

. 01545'11

. 01 5458L

. 01 5477L

. 01 54851

Page 3 of 4

TUV s[JD Product service GmbH is Notifieti Body with identification no 0123

TUV SUD Product Servrce GmbH . Ce(ification Body . RidlerstraBe 65 . 80339 Munich . Germany lllv@
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EC Design-Examination Certificate
Directive 93l42lEEC on MedicalDevices (MDD), Annex lt (4)
(Devices in Class lll)

No. G7 077608 0074 Rev. 00

PREMIUM MULTIFIRE TATM Auto sutureTr{ Vascular single Use stapler with 2.Smm
Metal Staples and PREMIUM MULTIFIRE TAr|''1 Auto SuturerM 30mm Vascular Single Use Loading
Unit with 2.Smm Metal Staples.

. 0'1 031 5

. 0103161

ROTICULATORTM Auto SuturerM 30V-3, 30 and 55 Single Use Staplers with 2.5, 3.5,
or 4.8mm Metal Staples.

. 017612

. 017614

. 0176'15

, 017617
o 0'l 761 9

MULTIFIRE ENDo rArM Auto suturerM 30 single Use staplers with 2.5 or 3.5mm
MetalStaples and MULTIFIRE ENDO TArNlAuto SuturerM 30 Single Use Loading Units with 2.5 or
3.Smm Metal Staples.

EC Certificate

0'10901

01 0903

0109111

01 091 3L

a

a

a

a

Page 4 of 4

TUV suD Product service GmbH is Notified Body with identification no, 0123

TtJV SUD Product Service GrnbH . Certification Body . RidlerstraBe 65 . s0339 Munich . Germany

Product Servrce

l-((
(J
I

l&
F
E
tttg,

t
C3
CI

CJ

-l&
F
E
ru
CJ

a
F
\,Esg
s
l-
A.
EI
(J

a

lrt
l-
CJ
r
l&
F
E
lrl
TJ

a
l-
Y

,tf

lJ.
F
G
]&t
N



. *****,t .if*ELG *,rl- - *Jt^ ^ik}"iYfi

Banannl .lrlrch,/Desirl1z1 11 1rt

Zentra,steile der L;nder .3

fLrrGesundhcitsschutz,g,
bci Arzneimirteln uncJ ,r1

Mcdizinproduktrrn I
ZLG-8S.244,10.08

EC Design-Examination Certificate
Directive 93l42lEEC on Medical Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0050 Rev. 03

Manufacturer:

EC Certificate

Product:

Report no.:

Valid from:
Valid until:

Covidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

Non-Active lmplants

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex tt (+;l fne design of the
devices conforms to the requirements of this Directive. For marketing of these d'evices an additional
Annex ll certificate is mandatory. All applicable requirements of the testing and certification regulation
of TUV SUD Group have to be 

-complied 
with. For details and certificate vilidity see:

www.tuvsud.com/ps-cert?o=cert:G7 07760g 005Q Rev. 03

Non-Absorbable staple products

713161282

2020-09-03
2024-05-26

Date, 2020-09-03

c,e,\-,
Christoph Dicks
Head of Certification/Notified Body

Page 1 of 4
ruv suo Product service GmbH is Notified Body with identification no.0123

TUV SUD Product Service GmbH ' Certification Body . RidlerstraBe 65 . 80339 Munich . Germany

Product Service
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Product Service

EC Certificate
EC Design-Examination Certificate
Directive 93l42lEEC on Medical Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0050 Rev. 03

Model(s):

Parameters:

Non-Absorbable staple products

Endo GIA'" 30, 45 and 60mm Single Use Loading Units (articulating) with Tri-Staple'" Technology with
standard or curved tip anvils and Metal Staples in the range of 2.0 to 3.0mm (Vascular/Medium (Tan)),
3.0 to 4.0mm (Medium/Thick (Purple)) and 4.0 to 5.Omm (Extra Thick (Black) - in 45 and 60mm):

EGIA3OAVM

EGI43OCTAVM

EGI43OAMT

EGIA45AVM

EGIA45CTAVM

EGIA45CTAMT

EGIA45AMT

EGIA45AXT

EGIA6OAVM

EGIA6OCTAVM

EGIA6OAMT

EGIASOCTAMT

EGIA6OAXT

Endo GIA'" 30 and 45mm Single Use Reloads (articulating) with 2.0mm Metal Staples and standard or
curved tip anvils:

EGIA45AV

EGIA45CTAV

EGIA3OAV

EGIA3OCTAV

Endo GIA'" 45 and 50mm Single Use Reinforced Reloads (articulating)with Tri-Staple', Technology
with Metal Staples in the range of 3.0 to 4,0mm (Medium/Thick (purple)) and 4.0 to 5.0mm (Extra
Thick (Black)) and Preloaded with Polyglycolic Acid (PGA) Reinforcement Material.

- EGIATRS45AMT

- EGIATRS4SAXT

Page 2 of 4
ruv suo Product service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH ' Certification Body . RidlerstraBe 65 . 80339 Munich . Germany
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Product Service

EG Gertificate

. SIG4sAXT

- stG60AxT
. SIG3OAMT
. SIG3OAV

- SIG3OAVM

- SIG3OCTAV

- SIG3OCTAVM

. SIG4sCTAMT

. SIG4sCTAV

- SIG4sCTAVM

- SIG6OCTAVM

. SIGSOCTAMT

Endo GIA'" 45 and 60mm Single Use Reinforced Reloads (articulating) with Tri-staple', 2.0 Technology
with Metal Staples in the range of 3,0 to 4.0mm (Medium/Thick (purple)) and 4.0 to 5.0mm (Extra
Thick (Black)) and Preloaded with Polyglycolic Acid (PGA) Reinforcement Material:

SIGTR545AMT

SIGTR545AXT

SIGTRS604MT

SIGTRS6OAXT

SIGTRS845AMT

SIGTRS845AXT

SIGTRSB604MT
SIGTRSB6OAXT

Tri-staplerM 2.o 45 and 60mm single Use lntelligent cartridges with Metal staples in the range of 2.0 to
3'0mm [Vascular/Medium (Tan)] and 3.0 to 4.0mm [Medium/Thick (purpte)]:

Page 3 of 4
TUV suD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH 'Certification Body. RidlerstraBe 65. g0339 Munich . Germany

EC Design-Examination Certificate
Directive 93l42lEEC on MedicalDevices (MDD), Annex il (4)
(Devices in Class lll)

No. G7 077608 0050 Rev. 03

- EGIATRS6OAMT

. EGIATRS6OAXT

Endo GIA'" 30, 45 and 60mm Single Use Reloads (articulating) with Tri-Staple," 2.0 Technology with
standard or curved tip anvils and Metal Staples in the range of 2.0 to 3.omm (Vascular/Medium (Tan)),
3.0 to 4.0mm (Medium/Thick (Purple)) and 4,0 to 5.0mm (Extra Thick (Black) - in 45 and 60mm) and
2,0mm (Extra Thin/Vascular (Gray) - in 30 and 45mm):
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EC Gertificate
EC Design-Examination Certificate
Directive 93l42lEEC on Medical Devices (MDD), Annex ll (4)
(Devices in Class lll)

No. G7 077608 0050 Rev. 03

. SIGC4sVM

- SIGC6OVM

- SIGC4sMT

- SIGC6OMT

Signia'" Small Diameter (8mm) Short and Long 30 and 45mm Single Use lntelligent Reloads
(articulating) with Curved Tip Anvils and Metal Staples in the range of 2.0mm (Vascular (Gray)) and
2,5mm (Vascula r/Thin (White))

SIGSD53OCTV

SIGSDS3OCTVT

SIGSDL45CTVT

Page 4 of 4
TUV suD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65 . g0339 Munich . Germany
Tlry@
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Declaration
DOC # 516

Product
t;

:ti

Classification (MDD)

Conformity Assessment Route
I

Reorder Codes / GMDN Codes

HI covrDrEN

European Representative
Covidien lreland Limited
IDA Business and Technology Park
Tullamore
lreland

Electrosurgical Vessel Sealing Devices

Class llb

European Medical Device Directive
93l42lEEC amended by 2007147lEC,
Annex ll

Refer to Appendix RE00255136

Legal Manufacturer
Covidien llc
15 Hampshire Street
Mansfield, MassachusettS 02048

We herewith declare that the above mentioned products meet the provisions of the Council
Directive 93l42|EEC as amended by 2007147lEC for medical devices. All supporting
dqcumentation is retained under the premises of the tmanufacture. Covidien is exclusively
responsible for the Declaration of Conforrnity.

Each kind of medical device to whlch the system has peBp applied complies with the applicable
provisions of the essential principals, the classificatlof !ules and the full quality assurance
procedures at each stage, from the design of the deVice until its final inspection before being.----w-, -..'._ --|
supplied, in accordance with Clause 1.8 of SchedulQ 3 of the Australian Therapeutic Goods
Regulations.

N6tified BodV j BSI Group The Netherlands B.V.
Say Building,

ll ' ii l;,1,:ir I JOhn M. Keynesplein 9,

I t06o EP Amsterdam
Nethbrlands
Number: 2797

ii,:

EC Certificate 'CE 00500
r i t' lltj, I

Standards to which Gonformity is beclaied ri Refer to Appendix REOO2551

,l
,il: l:....,11,.,r

;i,i,:r,.

Approval: Refer to-RC247937:in Pl-M systgm
lirliiri
l

l
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l'j

l:
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i,l,j
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Declaration of Conformity
DOC # 516

Revisions:

HI covtDlEN

"l

i

t,
I

t,,
I

i

:

i'
:

I

i

i-.
.li',

i.

i ].i
lr;,,.

I

l

DOC 516 supersedes Dd.C 416 under notified number:0086.

Approval in PLM system Description

DOC 416
Rev. A

(RE00024785)

RC084059 lnitial release.

DOC 416
Rev. B

(RE00024785)

RC085076 Added products LF5637 and LF5644.

DOC 416
Rev. C

(RE00024785)

RCOUSSUtJ Added products 1F5637 and 1F5644; incorrect
attachment in Rev B.

DOC 416
Rev. D

(RE00024785)

RC092670 Conected device name for products LF5637 and
1F5644.

DOC 41 6
Rev, E

(RE00024785)

Added product 8Z4212.

DOC 416
Rev. F

(RF00024785\

Rcl 09481 Added products !F1923,1F1937, and 1F1944.

DOC 4'16
Rev. G

(RE00024785)

RC1 1 5903'.,| ri,i :. 1

Added product 1F2019.

DOC 4'16
Rev. H

(RE00024785)

RC15 3262

I

' Ad.ded product LF1 930T.

DOC 5'16
Rev. I

(RE00024785)

{r

'll

RC1 89290

l

i

I

rl
I

I

I

Irl.t
il

I

I

I

i

r;1

.t

phanged Notified Body address from:
BSI Group

Kitemark Court, Davy Avenue,
Knowlhill,

Milton Keynes, MKs 8PP UK
Number: 0086

tp:

rr i BSI Group
The Netherlands B.V.

i Say Building,'1 John M. Keynesplain 9,
1066 EP Amsterdam

Netherlands
Numbeti 2797

DOC 516
Rev,'J

(RE00024785)
I

RC210546 
i,li
I
I

Removed products SURG Il-8, SURG ll-20,
VLSURGGEN. Update of 824112 and 824212
to current standards list per RE00001840 in PLM
svstem.

DOC 516
Rev. K

(RF00024785)

RC247937
I

I

New template per RA-020D.

ll
I
I

Page 2 of 2

,:.
1i



)

Declaration of Conformity

Appendix REO0255'136
i

This appendix deciares the products included in the
, I | , , , it..

Refer io the external standards list in PLM system,
1l

Eil covrorEru
l.i
I

I
I
I

i

above referenced Declaration of Conformity.
I
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i

I

l
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Catalog
Number

and
Description

MDD
Rule

Sterile/
Measure

i MDDI,
Confdrmity

Asses'snient i

r'noirte ,

GMDN Code
and term

'I

Device
subcategory
(lla) / Generic
Devlce Group

(rb)

External
Standards

List

':if,-

824112

BiZactrM
Open/Sealer
Divider

'l
i

Rule 9 Stelile Annbx ll 56296:
Open-surgery
electrosurgical
handpiece
/blectrode,
tjipolar, single-
use

open-surgery
electrosurgical
handpiece
/electrode,
bipolar, single-
use

RE0000'1840

824212

BIZactTM
lonsrllectomy
Device
Advanced
Bipolar Tissue
Sealer Divider

ilb
I

Rule 9
I

Annex ll 96296:
Open-surgery
electrosurgical
handpiece
/electrode,
bipolar, single-
Llse I

Open-surgery
electrosurgical
handpiece
/electrode,
bipolar, single-
use

RE0000 1 840

LF1212

LigaSure rM

Curved, Small
Jaw, Open
Sealer/Divider

ltb':
I

Rule 9

,

Sterile Annex ll

r,il

I

562QQ:

Qpeh:suroery
qlecirosurgical
handpiece/

Eleofode,
bipglar, single-
USE.

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0043534

LF1212A

LigaSurerM
CLirved, Small
Jaw, Open
Sgaler/Divider

ilb Rule 9 ,ln4ex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0043534

LF1 520

LigaSurerM'
Blunt Tip
Open
Sgeiter/oiviOer

ilb Rule I

I

Sterile Annex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0043534

LFI 537

LigirSure TM

Blunt Tip
Laparoscopic
Sealer/Divider

ilb Rule I Sterile Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

LF1544
lr

LigaSureTM
Blunt Tip
Laparoscopic
Sealei/Divider

ilb Sterile Annex ll

l,;il

,i

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

<)
ffi
fu,r1Y

I

I

ffi
a

i ;ri
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DOC # 516
EJI covtDrEN

' Catalog
I Number
, and
I Description

Glass Sterile/
Measure

iGMDN Code
I and term
!
t
t

t

Device
subcategory
{lla) / Generic
Devlce Group

(llb)

External
Standards

List

LF1 623

LigaSure rM

,Blunt Tip
Open

lSealer/Divider

ilb Hule I
i

Sterile Annex tl 56296; Open-
surgery
electrosurgical
handpiece/
qlectrode,
bipolar, single-
,,|r..

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0038384

LF1 637

LigaSurerM
Blunt Tip
Laparoscopic
Sealer/Divider

ilb Rule 9 Sterile Annex ll 579441
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0005665

LF 1644

LigaSurerM
Blunt Tip
Laparoscopic
Sealer/Divider

ilb' Rule 9 Sterile Annex I I 57944
Endoscopic
electrosurgical
handpiece/
electrode;
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0038384

LF1723

LigaSure rM

Maryland Jaw
Open
Sealer/Divider
One-step
Sealiho

ilb Rule 9 Sterile Annex I 56296: Open-
surgery
electrosurgical
handpiece/
dlectrode,

!ipolar, single-
USe.
t.,:

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use,

R0043534

LF1737

LigaSureTM
Marylahd Jaw
Laparoscopic
Sealer/Divider
One-step
Sealino

ilb

t'

Sterile 57944i
Endoscopic
electqosurgical
handpiece/
electr:ode,

dipoldr, single-
L.lse '

I ..:.

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

LF1 '44

LigaSure TM

Maryland Jaw
Laparoscopic
Sealer/Divider
One-btep
Sialirio

ilb Rule 9.-.' Sterile Annex ll Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

LF1823

LigaSurerM
Blunt Tip
upel
$qaldr/Divider,
Nanq-coated

ilb Rule 9 Sterile Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00001 849

LFl 837

LigaSure rM

Blunt Tip
Laparoscopic
Sqaler/Divider,
Nino-coatpd

ilb Rule .o -.. Sterile Annex ll Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00001 849

Page 2 of 6
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Catalog
Number
, and

Description,

Class MDD
Rule

Sterile/
Measure

MDD
Conformity

Assessment
Route

'GMDN Code
and term

Device
subcategory
(lla) / Generic
Device Group

(llb)

External
Standards

List

LF1844

LigaSureTM
Blunt Tip
Laparoscopic
Sealer/Divider,
Nano-coated

ilb Rule 9 Sterile Annex ll 57944:
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00001 849

LF1923

LigaSure TM

Maryland Jaw
Open
Sealer/Divider
One-step
Sealing, Nano-
coated

ilb Rule I

.,,]l

Sterile Annex ll 56296: Open-
surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE.

open-surgery
electrosurgical
handpiece/elect
rode, bipolar,
single-use.

RE001 28946

r,E1937

LigaSure rM

Maryland Jaw
Laparoscopic
Sealer/Divider
One-step
Sealing, Nano-
coaled

ilb Rule 9 Sterile Annex ll 57944
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
USE

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE001 28946

Ll- 1944

LigaSure rM

Maryland Jaw
Laparoscopic
Sealei/Dividert-,
une-step
Sealing, Nano-
coated

lrb Kule I titerile Annbx ll Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE001 28946

LF 193U r

LigqSure rM

Maryland Jaw
Thoracic
$qaler/Divider
One-step
Sealing, Nano-
coaled

Kule I steflle Anne x il 57,e441,

fildogcoPlc
Qlgctrcisurgical
hqndpiece/
e[ectrode,
bipolar, single-
u9?

. tt

E.ndoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE001 28946

1F20,19
;

Liga$ure TM

kxac!
Dissector.
Ndnb-coated
:.;..1

:

ilb Rule I

I

Sterile Annex I I 50796: open-
surgery
eleOttosurgical
liqndpiece/
el6ctrode,
bipolar, single-

!9e'r ,,

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0038324

1F.4318 ltb Rule 9 Sterile Annex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE.

R0043534

Dectaration of Conformity
DOC # 516

ffi covrnrEru

i rl

Page 3 of 6
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Gatalog
Number

and
Description

glass MDD
Rule

Sterile/
Measure

MDD
'Confdrmity
Assessment

'Route

GMDN Code
and term

Device
subcategory
(lla) / Generic
Device Group

(ilb)

External
Standards

List

LF4418

LigaSure
lmpactTM
Curved, Large
Jaw, Open
Sealer/Divider,
Nano-Coated

ilb Rule 9 Sterile Annex ll 56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00001 849

1F5637

LigaSure rM

Retractable L-
Hook
Laparoscopic
SeaIer/llividcr

ilb Rule 9 Sterile Annex I I 57944
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R001 3063

LF'5644

LigaSure rM

Retractable L-
Hook
Laparoscopic
Sealer/Divider

L llb Rule 9 Sterile' Annex ll 57944:
Endoscopic
electrosurgical
handpiece/
eleQtrode,
brpolar, single-
USE

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
llse

R001 3063

LigaSure 8

LigaSure TM

Vessel Sealing
Sy.stem

ilb Rule 9 N/A A1194ll

,,, ir,iiri

11490
General-
purpose
Electiosurgical
Diathermy
Syst'ein
Geneiator

General-
purpose
electrosurgical
diathermy
system
generator

RE00253948

Lql 0?0

LigaSure
AtlasIM Tissue
Fusron Upen
Inst[ument

ilb

I

Rule 9

i :-. -,: -

Sterile Annex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use,

R0043534

LS 1 037

Liga$ure
Atlasrl Tissue
Fusion
Laparogcopic
lnstrr.iinent

ilb

ll,

Sterile

lt.l

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

LSf200
I

.,'^
LrgaSure
PrbciserM .

TiSSue Fusion
oPen
lrrstiriment

ilb

jt

Rule 9 Sterile Annex ll

,i,:r ,i i i; ; i

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00253948

ris 1 pp0

LigaSurerM
Dolphin Tip
Laparoscopic
Sealer/Divider

ilb Rule o

;;

Sterile Annex ll 5_te11l
tndoscoDrc
ei6ctiosurgical
handpiece/
dlectrode,
biPblarr !ingle-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

Declaration of Conformity
DOC # 516

HI covtotEN

j,

Page 4 of 6
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,II ccrurnrEN

LS 1 bZU

LigaSure TM

Dolphin Tip
Open
Sealer/Divider

ilb

ii;i

Rule I sterile Annex I I 56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE.

Upen-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00253948

LS21 1 I

LrgaSurerM
Tissue Fusion
Electrode
Angled Jaw

llb Rule 9
;,

Sterile Annex ll 56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

Rule 9
I

Sterile Annex ll

:

56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE-

Open:surgery
elgctrosurgical
handpiece/
electrode,
bipolar, single-
Use ,

RE00253948

1S3092

!igaSure 
rM

lrSsue Fusron
Elbctrode
Curved Jaw

ilb Rule 9 Sterile RE00253948

lr

Cqrved Jaw

ilb Rule I Sterile Annex I I 5
c

h

e
b

u

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

l

,,f,.:,.,1
.i il,;.<idr.'""rr'
: i rt .l;.,,r:
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,Declaration of Conformity :

DOC # 516

uararog
Number
r and

Dgscription

utass MUU
Rule

SIentet
Measure

uevrce
subcategory
(lla) / Generic
Device Group

(ilbl

EXternal
Standards

List

Annex ll upen-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use



Declaration of C

RC248718 lnitial Release,

DOC 516 Appendix
Rev. B

(RE002551 30)

RC247017

. .1

Page 6 of 6

Date of lssue Description

DOC 516 Appendix
Rev. A

1RtrnO2551 36\

uorrecteo entry lor Lrgasure u generator. I ne
product is not sterile.
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bsi.

No.

Issued To:

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93l42lEEC, Annex Ii excluding section 4, The quality assurance system meetsthe requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

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

Ao^^^e-(3t dc)r
Gary E Slack, Senior Vice President Medical Devices

EC certificate - Full Quality Assurance siJffiili*'
Directive 93l42lEEc on Medical Devices, Annex II excluding section 4

cE 00500

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

In respect of:

See ceftificate scope page.

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date; 2024-05-26

...making excellence a habit.'
Page 1 of 5

named on this certificate, unless specifically agreed with 6SL
This certificate was issued electronically and is bouncl by the conditions of the contract,

Intbrrnaticrn and Contat*: tsSi, Say Building, lohn M. Keynesplein 9, ,1.066 Hp Amsterrjanr, The Netherlancls lel: + 3l )^o 346 07g0
BSI Group ]"hr-" Netherlands {7.v registcred in The Netherlanrls unrler 33264?t\4.
A mernl.rrlr cl! l3S.l (intulr oi ( onlpanies.



bsi.
By Royal Charter

Cetificate No: CE 00500

Certificate Scope:

The design, development and manufacture of electrosurgica! generators and associated
sterile and non-sterile accessories; sterile surgical smoke evacuation accessoriesl
electrosurgical vessel sealing systems and associated sterile and non-sterite accessories; RF
ablation generators and associated sterile and non-sterile accessoriesy microwave ablation
generators and associated sterile and non-sterile accessories; sterile and non-sterile
electromagnetic navigation accessories; ultrasonic surgical systems and associated sterile
and non-sterile accessories.
Spanish:
Disefio, desarrollo y manufactura de generadores electroquir0rgicos y accesorios est6rites y
no est6riles relacionados; accesorios est6riles de evacuaci6n Ae numo quirtrgico; sistemas
electroquirrirgicos de sellado de vasos sanguineos y accesorios est6rilei y nolstEriles
relacionados; generadores de RF de ablaci6n y accesorios est6riles y no est6riles
relacionados; generadores de ablaci6n por microondas y accesorios est6riles y no est6riles
relacionados; accesorios de navegaci6n electromagn6tica est6riles y no est6riles; sistemas
quirfirgicos ultras6nicos y accesorios est6rites y no est6riles relacionados.
Poftuguese:
ConcepgSo, desenvolvimento e fabricagSo de geradores etetro-cirrirgicos e acess6rios est6reis
e n6o est6reis associados, acess6rios est6reis de evacuagSo de fumiga cir(rgica, sistemas
eletro-cir[rgicos de selagem de vasos e acess6rios est6reis e n6o est6reis aJsociados,
geradores de ablagSo por RF e acess6rios est6reis e n5o est6reis associados, geradoris de
ablagSo por microondas e acess6rios est6reis e nio est6reis associados, aces#rios de
navegagio eletromagn6tica est6reis e n6o est6reis, sistemas cirrirgicos ultrass6nicos e
acess6rios est6reis e n6o est6reis associados.

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

., making excellence a habit'
Page 2 of 5

surveillance activities of the Notified Body. This approval exclucles all proclucts desigrrecl ancl/or ntanufactured by a third pafi on behalf ofihe company
named on this certificate, unless specifically agreed with BSi,
This certificate was issued electronically arrd is bound by the conditions of the contract,

Information and Contact: BSI, Say BLrilding, John M, Keynesplein 9, 1066 Ep Amsterdanl.'Ihe Netherlands Tel: + 31 20 J46 07ti0
BSI Group The Netherlands B.V. registered in The Netherlands under 33264184.
A member of BSl Group of Companies.

ffi



bsi.
EC certificate r Full Quality Assurance siJillilil*

Supplementary Information to CE 00500

Issued To: Covidien Ilc
15 l.lampshire Street
Mansfield
Massachusetts
02048
USA

..making excellence a habitl
Page 3 of 5

nanred on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bouncl by the corrditiorrs of the contmct,

Infonnation and Contact: BSI, Say Building, John M, Keynesplein 9, .1066 EP Amsterdarn, The Netherlancls Tel: + 3l 20 346 OTBA
BSl Group 

-fhe 
Netherlands B.V. registered in The Netherlands under 33264294.

A member of BSI Group of Companies.

Electrosu rg ica I electrodes Intended to be used to remove tissue and
control bleeding by use of high-frequency
electrical current.

MD 1104 Electrosurgical and vessel
sealing RF generators

Intended for use with monopolar and
bipolar accessories for cutting, coagulating,
desiccating, and fulgurating tissue and
sealing (fusing) vessels.

MD 1104 Electrosurgical smoke
evacuation system accessories
and electrodes

Intended for use with standard monopolar
electrosurg ical generators, standard
monopolar electrodes, and smoke
evacuators

MD 1104
MD 1301
MD 0102

RF ablation generators and
accessories

Intended for use in percutaneous,
laparoscopic, and intraoperative
coagulation and ablation of tissue,
including partial or complete ablation of
non-resectable liver tumors and osteoid
osteoma tumors within

First 199s-02-01 2020-09-18 Expiry

NBOG code Device description Intended purpose per tFU
Class IIb
MD 1i04

{i..f:f -\t\.""&
'"':/"-/ Effi \."V'"'!:l;l -\.x'#uryefl;



bsi.

Issued To:

EC certificate Full Quality Assurance S;iJEili*

Supplementary Information to CE 00500

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
o2048
USA

NBOG code Device description Intended purpose per IFU
MD 1402 Microwave ablation generators

and accessories.
Intended for use in percutaneous,
laparoscopic, and intraoperative
coagulation (ablation) of soft tissue,
including partial or complete ablation of
non-resectable liver tumors. It is not for
use in cardiac procedures,

MD 1104 Cordless ultrasonic generator
and accessories

Indicated for soft tissue incisions when
bleeding control and minimal thermal injury
are desired. The device can be used as an
adjunct to or substitute for electrosurgery,
lasers, and steel scalpels in general, plastic,
pediatric, gynecologic, urologic, exposure
to orthopedic structures (such as spine and
joint space) and other open and
endoscopic procedures, Can be used to
coagulate isolated vessels up to 5 mm in
diameter. ,q#,.":.t?\

f..:.)fze-'\-S
't",W [ffi \ . o'
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fffi.{qx}vrr-uEp ili; "

ffi--#
First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

. making excellence a habit'
Page 4 of 5

Validity of this certificate is conditional on the quality systenl being maintained to the requirenlents of the Direclive as demonstrated through the reqr-rirerl
surueillance activities r:f the Notified Body. This approval excludes all proclucts designed and/or manufactured by a third party on behalf ofihe company
nanred on this certificate, unless specifically agreed with BSL
'I^his cclrtificate was issuecj ebch'onir:a1ly and 

ls 
bounci by the conditiorrs 0f the contract.

Information and Contact: I3SI, Say Building, lohn M. Keynesplein 9, I066 EP Amsterrlam, -t-he 
Netherlancls Tel: + 3l 20 346 0780

BSI Group The Netherlands B.V. registered in The Netherlancls under 33264294.
A member of I3Sl Group of Companies.



bsi.
By Royal Charter

EC Certificate Full Quality Assurance System

Supplementary Information to CE 00500

Issued To: Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

making excellence a habit'
Page 5 of 5

sttrueillance activities of the Notified Body. This approval <lxcludes all prociucts designeci ancl/or manufac;tured by a third party on behalf of the company
nanred on this certificate, unless specifically agreed with BSL
This certificate was issueri electronically and is bound by the conditions of the contract.

infonnation and Contactr BS1, Say Building, John M. Keynesplein g, 1066 EP Amsterdam, The Netherlands Tel: + 31" 20 346 0780
BSI Group l-he Netherlands B.V registered in The Netherlands under 33264284,
A nrember of BSI Group of Companies.

NBOG code Device description Intended purpose per IFU

Class IIa
MD 0102 Smoke evacuation accessories N/A

MD 1301 Temperature probes for
ablation systems

N/A

MD 1402 Electromagnetic navigation
accessories

N/A



bsi.

Ceftificate No:

Date:

Issued To:

. making excellence a habit,'
page 1 of 12

nanred on this certificate, unless specifically agreed with BSL
This certifiqate was issued electronically and is bound by the con<litions of the contract.

Infornration anci Contact: BSI, Say Buildirrg, lohn M. Keynesplein 9, 1066 Hp Anrsterdanr, The Netherlands Tel: + 3t z0 346 0780
BSI Group The Netherlands B.V registered in The Netherlancls urrcler 33264294.
A rnernber of BSI Group of Companies.

EC Certificate - Full Quality Assurance sil;it?fi*
Certificate History

cE 00500

2020-o9-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

01 February 1995 First Issued,
13 December 1996 Addition of Sub-contractors.
22 June 1998 Addition of Sub-contractors,
25 January 1999 Addition of Sub-contractors.
19 April 1999 Addition of Sub-contractors.
28 February 2000 Addition of sterilisation Sub-Contractor,
20 April 2000 Addition of Sub-Contractor.
24 July 2000 Extension to the scope/ bipolar monitoring devices added.
t2 July 20AL Addition of Sub-Contractors and Certificate renewal.
03 April 2003 4356583 Addition of Sub-Contractors and removal of Sub-Contractors.
5 October 2003 4356s83 Extension of scope to include lesion generators and the

addition of sub-contractor Ion Beam Applications in

Queensbury New York for Ethylene Oxide Sterilisation.
24 February 2005 4647875 Certificate renewal and issue in new format.



bsi.

Ceftificate No:

Date:

Issued To:

,..making excellence a habitl'
Page 2 of tZ

sutveillarrce activities of the Notifled Body. This approval exclucles all prr:ducts designecl ancl/or manufacturecl by a third party on behalf of ihe company
nanred on this cetificate, unless specifically agreed with BSI.
This ceriificate was issued erlectronicalllrarrd-is boun'ci by tlie conditions of the contract,

lnformation and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Anlsterdam. The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B,V registered in The Netherlands under 33264284.
A menrber of BSI Group of Conrpanies.

Ec certificate - Futl Quality Assurance sil;'it''Ti"'
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

21 March 2006 4799198 Change of address format. Addition of sub-contractors:
Gambro BCT (Lakewood), Sterigenics (Willowbrook),
Sterigenics (Gurnee) and Linemaster (Woodstock). Change
of sub-contractor address: Beam One (Lima). Removal of
subcontractors: Steris Isomedix (Sandy), Delphi Medical
Systems (Longmont) and Sterigenics (Santa Teresa).

07 February 2008 7068083 Extension to scope for Microwave generator. Addition of
significant subcontractors'Thermo Fisher Scientifici'HEI Inc' in
relation to the manufacture of microwave generators and
accessories.
Addition of 'Covidien Medical Products (Shanghai)
Manufacturing' and'Buffalo Filters, Buffalo' as a significant
subcontractor for manufactu ri ng activities
Maintenance of addresses for other significant subcontractors.



bsi.

Certificate No:

Date:

Issued To:

,.making excellence a habitl
Page 3 of 12

surueillance activities of the Notified Body. This approval excludes all producls designed andlor manufactured by a third paty on behalf of the company
nanred on this certificate, unless specifically agreed with BSL
This certificate was issued electronically and is bound by the conditions of the contract.

Information ancl Contact: BSI, Say Building, lohn M. Keynesplein 9, 1066 EP Anlsterdam, The NetherJands Tel: + 3t 20 346 0780
BSi Group The Netherlands B.V. registered in 

-fhe 
Nelherlancls under 33264284.

A ntetnbct of BSI Group of Companies.

By Royal Charter

EC Certificate Full Quality Assurance System
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date
Reference
Number Action

18 February 2009 7316357 Ceftificate re-issue due to: change of company name,
removal of subcontractor'Nellcor Puritan Bennett Mexicoi
change of subcontractor company name'Aaron Medical
Industries, Inc.'to'Bovie Medical Corp', change of
subcontractor company name 'Gambro BC[ Inc.'to'Caridian
BCT Sterilization Services, Inc.'and addition of "Covidien
Ireland Limited" as EU Rep.

27 )anuary 20L0 7464667 Certificate renewal - scope amended "ultrasonic surgical
aspirators and associated accessories" deleted "Lesion"
amended to "ablation", Subcontractors removed: Kendall, a

division of Tyco Healthcare Group LP, Norfolk UK- Gamma
Sterilization, United States Surgical (USS) North Haven US -
Manufacture & Design, HEI Inc, Boulder, US - Manufacture.
Address amendment for Bovie Medical Corp and name
correction for Cardian BCT. Address change for Design
Standards Corporation from 182 Ceda Road to 957 Clarement
Road.

16 April 2010 7510978 Change company name from Covidien LP (formerly known as
Valleylab a division of Tyco Healthcare Group LP) to
Valleylab, a division of Tyco Healthcare Group LP.



bsi.

Ceftiflcate No:

Date:

Issued To:

.,.making excellence a habitl'
Page 4 of 12

nanred on this certificate, unless specifically agreed vuith BSL
This certificate was issued electronically arrd is bound by the conditions of th<l contracl.

information ancl Contact:. BSI, Say Building, John.lvl- Keynesplein 9, 1066 EP Anlstel"danl, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered iri The Netherlands under 33264284,
A metnber of BSI Group of Companies.

By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

cE 00500

2020-09-18
Covidien !!c
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

10 November 2010 7603788 Company name change from Valleylab, a division of Tyco
Healthcare Group LP to Covidien Energy-based Devices .

The addition of Covidien Energy-based Devices as a significant
sub contractor for Design and Manufacture.
Changes to the format of the address on the certificate and to
Covidien Enerqy-based Devices address.

13 April 2012 7817940 Extension of scope to include "ultrasonic surgical systems
and associated accessories,"

72 June 20L2 7841245 Subcontractor name change from 'Caridian BCT Inc'to'Terumo
BCT'.

The addition of Synergy Health (Suzhou) as a significant
su bcontractor for Steri lisation.
Subcontractor name change from'Beamone, LLC' to
Synergy Health Applied Sterilization Technologies, LLC'in 2
places.

07 January 2013 7930922 Addition of subcontractors Accellent Inc, El Paso, Texas and
Venusa de Mexico S,A. de C.V., Chihuahua, Mexico both for
manufacturinq services,



bsi.

Ceftificate No:

Date:

Issued To:

.,.making excellence a habitl
Page 5 of 12

surveillance activities of the Notifled Body. This approval excludes all products designeci and/or nranufactured by a thircl party on behalf of the company
nanred on this certificate, unless specifically agreed with BSL
This certificate was issued electronically arrd is bounrJ by the conditions of the contrzr:t,

hformation and Contact: BS1, Say Building, lohn lvl. Keynesplein 9, 1066 fP Amsterdanr, ]"he Netherlands'lel: "r 3l 20 346 0780
BSI Group The Netherlands B.V. registered irr The Netherlancls under 33264284,
A member of BSI Group of Companies.

EC Certificate - Full Quality Assurance sil;'it',Ti"'
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

26 January 2015 8258195 Correction of subcontractor address for, 'Buffalo Filter and New
Deantronics Taiwan Ltd.'.

Addition of subcontractoq 'Bufialo Filter, CEA Medical
Manufacturing, DeRoyal Industries, Inc., Modern Medical
Equipment Manufacturing Ltd,, SEI MEDICAL S.A. DE C.V. and
Vanguard AG', for Sterile manufacture.
Addition of subcontractor, 'Electrochem Solutions Inc, Contract
Medical Manufacturing, LLC, New Deantronics Taiwan Ltd. for
Design and manufacture,

26 January 2015 8258496 Ceftificate renewal,

05 October 2015 8318433 Addition of subcontractor,'Covidien llc., 161 Cheshire Lane
Suite 100, Plymouth, Minnesola,5544l-5433, USA, for
manufacture and 'Emblation Microwave, Forrester Lodge,
lnglewood, Alloa, FK10 2HU, Scotland, UK', for manufacture,
design,
Change of subcontractor name from Venusa de Mexico S.A. de
C,V. an Accellent Company to Lake Region Medical.
Amendment to scope.



bsi.

Ceftiflcate No:

Date:

Issued To:

.,.making excellence a habitl.
Page 6 of 12

nanted on this certificate, unless speciflcally aclreed yrrith BSL
This certificate was issuecl ek::ctrorrir:ally and is bouncl by thc conrjitlons of thc'conlract,

lnformation ancl Contact: BS1, Say Building, John M. Keynesplein 9, i066 Ep Arlsterdam, Ttre Nether'lands Tel: r- :ll 2.0 346 0lg0
BSI Group "fhe Netherlands B.V registered irr The.Netherlarrtls under 33264284.
A mentber of t3St Group of Crrnrpanies.

EC certificate ! Full Quality Assurance sill'itHi*
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

30 March 2016 8470731 Removal of subcontracto; 'Electrochem Solutions Inc, 13955 SW
Milikan Way, Beaverton, Oregon 97005, USA'. Change of
subcontractor name from,'Covidien Energy-based Devices
(Formerly Valleylab, a division of Tyco Healthcare Group LP)i to
'Covidieni for manufacture, design.
Addition of subcontractor, 'Greatbatch Medical S. de R.L, de C.V.,
Calle 5 Nofte No. 511, Ciudad Industrial, Tijuana, Baja
California, 22444, Mexico', for manufacture.
Amendment to scope.

06 May 2016 8524767 Remove duplicate EU representative.
01 March 2019 7794476 Administrative Subcontractor Service wording update for'stefle

Manufacture' to'Gamma Sterilization, Manufacture' for Buffalo
Filter, division of MEDTEK, 5900 Genesee Street, New York.
'Sterile Manufacture' to' Gamma Sterilization, ETO Sterilization,
Dry Heat Sterilization, Moist Heat Sterilization, Manufacture' for
CEA Medical Manufacturing, 1735 Merchants Court, Colorado.



bsi.

Certificate No:

Date:

Issued To:

,,making excellence a habiil.
PageT of tZ

nanred on this ceftificate, urrless specifically agreed wittr RSi,
This certificate was issued elertronically and is bounel by the c{rnditions of the contracl,

Information anct conii*: BS1, Say Buildirrg, :Li,i w. x"yu"ipleirr 9, 1066 EP Anrsterdanl, I'tre Nethertantts "rel: + 3t 20 346 07t,0
BSI Group The Netherlands B.V registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

EC Certificate - Full Quality Assurance sil;'tt'#i"'
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
usA

Date Reference
Number Action

' Ste ri I e M a n ufactu re' to' ETO Ste ri I i z ation, M a n ufactu re' for
DeRoyal Industries, Inc, 200 DeBusk Lane, Iennessee
' Steri I e M a n ufactu re' to' M a n ufactu re' for Modern Med ica I

Equipment, Gold King Ind, Bldg., Hong Kong
'Sterile Manufacture' to'Manufacfiire'for SEI MEDICAL S,A, DE
C,V, Roberto Fierro y Francisco Sarabia, Juarez
'Sterilization' to 'ETO Sterilization'for Sterigenics US, LLC,
7775 South Quincy, Illinois
'Sterilization' to'ETO Sterilization' for Synergy Health
(Suzhou), 26 Xinchang Road, Jiangsu
'Sterilization' to 'Gamma Sterilization' for Synergy Health
Americas, 500 West 4th Street, Ohio
'Sterile Manufacture' to Gas Plasma Sterilization, Manufacture'
for Vanguard AG, Landsberger Str. 266, Berlin
Traceable to NB 0086,



bsi.

Certificate No:

Date:

Issued To:

..making excellence a habitl
Page 8 of 12

Validity of this certificate is conditional on the quality systern being maintained to the rcquirements of the Directive a$ demonstratecl throuqh the required
surveillance activities of the Notified Body, This approval exclutles all products designed ancl/or manufactured by a third party on behalf o1' the company
named on this certificate, unless specifically agreed with BSL
This certificate was issued electronically arrd is bounci by ilrt: conditiorrs of the ctllrtract,

BSi Group The Netherlands 13,V. registered in The Netterlarrcts under 33264284,
A ntenrber of BSI Group of (.()mpanics.

Ec certificate r Full Quality Assurance silltl'di"'
Certificate History

cE 00s00 
:

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
usA

Date Reference
Number Action

17 October 2019 8747987 Addition of the subcontractors: Covidien (Plainfield); Medtronic
Engineering and Innovation Center Private Ltd; NextPhase
Medical Devices, LLC; Covidien (Tijuana); Royal Sterilization
Systems; Cadex Electronics Inc.; Bovie Medical Corporation; New
Deantronics Taiwan Ltd.; Sterigenics Shanghei ETO Ltd.;
Sterigenics US, LLC,; Isomedix Operations, Inc.; Covidien llc, GI
Solution; Sotera Health LLC; Trelleborg Sealing Solutions Tustin,
Inc.
Removal of the subcontractors: SEI MEDICAL S,S, DE C.V;
Accellent, Inc,; BOWA-Electronic GmbH & Co, KG; Linemaster
Switch Corporation; United States Surgical (USS) A Div of Tyco
Healthcare Group LP; CEA Medical Manufacturing; Synergy Health
- Applied Sterilization Technologies, LLC (Denver, Co); Synergy
Health Americas; Cole-Parmer Instrument Company; Design
Standards Corporation; HEI, Inc.; Kendall, a division of Tyco,
Nicolay GmbH; Sterigenlcs US, LLC (Gurnee, IL); Sterigenics
(Queensbury, NY); Sutter Medizintechnik GmbH,
Clarified scope wording adding to system granularity and an
extension to scope to include surgical navigation,

i



bsi.

Cetiflcate No:

Date:

Issued To:

...making excellence a habitl-
Page 9 of 12

Validity of this cerlificate is cr;nditional on the quality system being nrairrtained to the requirements of the Direclive a$ demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all ploducts designed and/or manufactured by a third party on behalf of the company
nanred on this certificate, unless specifically agreed with BSL
This certificate was issucd electronically and is br:uncj by tlre conditions of the contracL.

BS1 Group The Netherlands Il.V registered irr Tlrr; Nelherrlarrds untler 332.64?-84.
A mentbe r of I3SI Cloup ut Ci'ntl).tnies

EC Certificate r Full Quality Assurance Sil;'it'di"'
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

Corrected names or addresses of subcontractors to align with ISO
certificates: Covidien LLC; Buffalo Filter, LLC,; DeRoyal Industries,
Inc.; Emblation Ltd,; Vanguard AG,

Maintenance of subcontractor activities to align with BSI
subcontractor activities for: Buffalo Filter, division of MEDTEK;
DeRoyal Industries, Inc.; Emblation Ltd; Sterigenics US, LLC;
Vanguard AG; Covidien LLC; "Finished device supplier" activity
added to Emblation Ltd.; "ETO Sterilization" removed from DeRoyal
Industries, Inc, activities.

24 January 2020 3061488 Ceftificate renewal.
Amended scope to remove "procedure planning software",
"software de planificacion de procedimientos" and "software de
planeamento de processos".

Removed subcontractors: Contract Medical Manufacturing, LLC,
Oxford, USA; DeRoyal Industries, Inc,, Powell, USA; Royal
Sterilization Systems, New Tazewell, USA; Sterigenics US, LLC,
Willowbrook, USA.

Changed subcontractors: Covidien, LLC, Tijuana, Mexico to add
Control of Sterilization and make a spelling correction to the name;
Modern Medical Equipment Manufacturing Ltd to update address;



bsi.

Certificate No:

Date:

Issued To:

...making excellence a habitl.
Page 10 of 12

surveillance activities of the Notified Body. This approval excludes all prodr.rcts designed and/or nranufactured by a third party on behalf of the company
nanred on this certificate, unless specifically agreed with BSL
This certificate was issuecl electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M, Keynesplein 9, 1066 Ep Arnsterdanl, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V regist?red in The Netherlands under 33?-64284.
A mcntbur of BSI Group (rf (:ontpdnics.

By Royal Cha rte r

EC Certificate - Full Quality Assurance System
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Date Reference
Number Action

Buffalo Filter, LLC, Lancasters, USA to change "Control of
Ma nufactu re" to "Man ufacture".
Spelling corrections to the names of: Covidien llc, Mansfield, USA;
Covidien llc, Plainfield, USA; Covidien llc, Plymouth, USA

Added subcontractors: Isomedix Operations, Inc,, San Diego, USA
for ETO Sterilization; Medtronic 8,V,, Heerlen, The Netherlands as
EU Representative; Midwest Sterilization Corporation, Jackson, USA
for ETO Sterilization.
Added Product Table.



bsi.

Certificate No:

Date:

Issued To:

...making excellence a habitl'
Page 11 of 12

surveillance activities of the Notified Body. This approval excludes all products designed and/or rnanufactured by a third party on behalf of the company
namecl on this certificate. unless specifically agreed with BSL
This certificate was issued electrr:nically arrd is bouncj by tlre conditions of the contract.

lnformation ancl Contact: BSI, Say t3uilding, lohn M. Keynesplein 9, 1066 h? Arnsterdanl, 'fhe Netherlands-l-eli {- 31 20 346 07{r0
BSI Group The Netherlands B.V. registered in The Nertherlancls under 33264'284,
A ntcntber of BSI GroLrp of C,)nrpanics.

By Royal Charter

EC Certificate Full Quality Assurance System
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
usA : s,l--,#3*:riiJr

i-9. . z '-"d

Date Reference
Number Action

18 September
2020

3775231 Removed subcontractor Buffalo Filter, LLC.

Added subcontractor ConMed Corporation for Design, Control of
Manufacture, Finished Device Supplier and Control of Sterilization.
Added subcontractor Consolidated Medical Equipment Company for
Manufacture.
Correction to subcontractor services supplied:
."Finished Device Supplier" added to Bovie Medical Corporation,
New Deantronics Taiwan Ltd,
."Finished Device Supplier" removed from Covidien llc, Plainfield,
Covidien llc, Tijuana, Covidien llc, Plymouth, Covidien llc, GI
Solutions.
."Assembly" changed to "Manufacture" for Trelleborg Sealing
Solutions Tustin, Inc.
."Control of Sterilzation" added to Covidien llc, Plymouth and
Kirwan Surgical Products LLC

Correction to address of Emblation Ltd from FK10 zHU, Scotland to
Scotland, FK10 2HU, UK,
Correction to address of Medtronic Engineering and Innovation
Center Private Ltd, correcting Hyderadad to Hyderabad
Removed subcontractor NextPhase Medical Devices.
Added subcontractor International Sterilization Laboratory, LLC for
ETO Sterilization
Added Isomedix Operations, Inc(Chester) for E Beam Sterilization



bsi.

Ceftiflcate No:

Date:

Issued To:

.,.making excellence a habitl"
Page t2 of 72

nanred on this certiFicate, unless specifically aqreed with BSL'fhis certificate was issued elcctronically and is bound by the conditions ofthe contract,

Information and Contact: BSI, Say Building, lohn M, Keynespleln 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B,V. registered in The Netherlancls under j3264284.
A member of BSI Group of Companies.

EC certificate - Full Quality Assurance sill'{t?fi.'
Certificate History

cE 00500

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048usA :

(:&

ffiiffiFry

Addition of significant subcontractor Sterigenics Radiation
Technologies, LLC

Date Reference
Number Action

Non-significant changes approved after the 26th May 2O21 as per the Transitionat provisions
of MDR Article 120.3

20 July 2021 3479846



bsi. Inspiring trust for a more resilient world.

20th July 2021

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

To whom it may concern/

The transitional provisions specified in MDR Article 120(3) prohibit Notified Bodies from is-uing new
certificates or amending, modifying, supplementing any existing MDD/AIMDD ceftificates from 26th Nlay 2027.

This letter is to confirm that BSI has reviewed and approved the change(s) detailed in the table below. These
changes do not represent a significant change in design or intended purpose under MDR Article 120(3) and as
per the guidance provided in MDCG 2020-3. The related MDD certificate specified below remains valid until
the expiry date specified on the ceftificate.

Should you have any queries concerning your certification, or if we can be of further assistance to you, please
contact your BSI Scheme Manager.

Yours sincerely,

e^o"U€-?l qc)(
Gary Slack ;

Senior Vice President, Medical Devices

BSI Group The Netherlands B.V
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

T: +31 203460780
info.nl@bsigroup.com
bsigroup.nl

Page 1 of 1

dffi- @ Ett,ittrH

Ceftificate Directive and
Annex

Reference
Number

Changes approved

cE 00500 93l4Z|EEC Annex
II excluding
Section 4

3479846 Addition of significant subcontractor Sterigenics Radiation
Technologies, LLC

BV Royil Chartcr



bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00s00
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Service(s) supplied

Bovie Medical Corporation
5115 Ulmefton Road
Clearwater
Florida 33760
USA

Design
Finished Device Supplier
Manufacture

Cadex Electronics, Inc.
22000 Fraserwood Way
Richmond
Britlsh Columbia
V6W 1J6

Canada

Manufacture

ConMed Corporation
6455 S Yosemite Street
Greenwood Village
Colorado
80111
USA

Control of Manufacture
Control of Steri Iization
Design
Finished Device Supplier

making excellence a habit"

lnformation ancl Conlact: BSI, Say Building, John M, Keynesplein 9, 1066 [F Amsterdant, "fhe Netherlands"fel: + 3l 20 346 $780
BSI Group "l"he Netherlands t3.V registered in "fhe Netherlands under 337647-84.
A merntrer of BSI Group of (irmpanies.

Page 1 of 11



bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

EC certificate r Full Quality Assurance si{t8il{"'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Service(s) supplied

Consolidated Medical Equipment Company
Ave. Alejandro Dumas No. 11321
Complejo Industrial Chihuahua
Chihuahua
Chihuahua
31136
Mexico

Manufacture

Covidien Ireland Limited
IDA Business and Technology Park
Tullamore
Ireland

EU Representative

Covidien llc
2824 Airwest Boulevard
Plainfield
IN 46168
USA

Labelling
Packaging

...making excellence a habit"

lntbrmation and Contact: BSI, Say Building, John M. Keynesplein 9,.10668:P Amstercjam, The Netherlancls"fel: .{- 31 20346A7AA
BSI Group 

-fhe 
Netherlands B.V. registered in The Netherlands under 332642A4.

A mernber of BSI Group of Companics.

Page 2 of 11



bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

EC certificate - Full Quality Assurance siJt8fli"'
Directive 93l42lE5c on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Service(s) supplied

Covidien llc
Boulevard Insurgentes
19030 Libramiento
Tijuana
8,C,22225
Mexico

Control of Steri lization
Manufacture

Covidien llc
5920 Longbow Drive
Boulder
Colorado
80301
USA

Design
Finished Device Supplier
Labelling
Manufacture
Packaging

Covidien llc
161 Cheshire Lane
Suite 100
Plymouth
Minnesota
5544t-5433
USA

Control of Sterilization
Manufacture

making excellence a habit'

Information and Contact: BSI, Say Building, John M, Keynesplein 9, 1.065 FP Amsterdam, 
.'l"he 

Netherlanrls Tel; + 3I 20 346 07A0
BSI Group The Netherlands B.V registered in Tlre Netherlands under 33264284,
A mcnrber of BSI Group of Companies.
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

EC Certificate - Full Quality Assurance Sfl;EH*'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
O2O48 l

USA

Servic'e(s) supplied

Covidien llc, GI Solutions
540 Oakmead Parkway
Sunnyvale
CA 94085
USA

Manufacture

Covidien Medical Products (Shanghai) Manufacturing, Manufacture
LLC
Building #10
789 Puxing Road
Shanghai
207tL4
People's Republic of China

Emblation Ltd.
3 Forrester Lodge
Inglewood, Alloa
Scotland
FK1O 2HU
United Kingdom

Design
Finished Device Supplier
Manufacture

..,making excellence a habitl'

lnformation and Contiicl: 851, Say Building, John M. Keynesplein 9, 1066 Ep Antsterdijnl
BSI Group l"he Netherlands ts.V registered in The Netherlands undcr 33?64?-84.
A nrernber of BSI Group of Companics.

The Netherlands Tel: + 3.l. 20 346 078A
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bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

cE 00500
2020-09-18

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

Greatbatch Medical S. de R.L, de C.V
Calle 5 Norte No, 511
Ciudad Industrial
Tijuana
BC CP

22444
Mexico

Manufacture

International Sterilization Laboratory LLC
217 Sampey Road
Groveland
Florida
34736
USA

ETO Sterilization

Isomedix Operations, Inc
2 Nucifora Boulevard
Chester
New York
10918
USA

Radiation (E Beam Sterilization)

.,,making excellence a habit,"

Intbrmation and Contact: I3SI, Say Br.rikling, John M. Keynesplein 9, 1066 fP Arnsterdanl
BSI Group The Netherlands 8.V. registered in The Netherlarrds under 331642{J4.
A rncrnber of BSI Group of Companies.

.fhr,: 
lriclherlands'lel: + 31 20

Page 5 of 11



bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00s00
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
o2048
USA

(&
\*i'
:i,lrs

Service(s) supplied

Isomedix Operations, Inc.
1000 S. Sarah Place
Ontario
California
9t76t
USA

Radiation (E Beam Sterilization)

Isomedix Operations, Inc,
7685 Saint Andrews Avenue
San Diego
California
92t54
USA

ETO Sterilization

Kirwan Surgical Products LLC
180 Enterprise Drive
Marshfield
Massachusetts
02050
USA

Control of Sterilization
Manufacture

,,.making excellence a habitl

Information arrd Contact: BSI, Say Builrling, lohn M. Keynesplein 9, 1066 fP Amsterdanr,"fhe Netherlands'fel: J- 31 20 346 0780
BSI Group"lhe Netherlands 8.V registered in The NetherlarrcJs under 332647.84.
A metnber o1'BSI Group of Companit:s.
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product.covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048 i

USA

Service(s) supplied

Lake Region Medical
Venusa de Mexico S.A, de C.V
1525-6 Hertz Street
Cuidad Juarez
Chihuahua
32470
Mexico

Manufacture

Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

EU Representative

Medtronic Engineering and Innovation Center Private Design
Ltd
DLF Cyber City, Block No. 3
APHB Colony, Gachibowli, Telangana
Ground Floor, Plot No, 129-132, APHB
Hyderabad
500019
India

Infornration and Contact: l3SI, Say BLrilding,.}:hn M. Keynesplein 9, 1066 lip Arnsterdanl
BSI Group The Netherlands 13.V. registered irr Tlre Neltherlands under 337.64284.
A nternber of BSI Group of (:onrpanies.

,.making excellence a habit,'

'I'he Netherlands 
.l'el: 

+ 31 ?.A 346 078Q
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Service(s) supplied

Midwest Sterilization Corporation
P.O. Box 411
1204 Lenco Avenue
Jackson
Missouri
63755
USA

ETO Sterilization

Modern Medical Equipment Manufacturing Ltd
Flat A, 1l/F
Mai Wah Ind. Bldg.
1- 7 Wah Sing Street
Kwai Chung, New Territories
Hong Kong

Manufacture

New Deantronics Taiwan Ltd,
12F, No. 51, Sec.4, ChongYang Rd,
Tu Cheng Dist,
New Taipei City
23675
Taiwan

Design
Finished Device Supplier
Manufacture

.,.making excellence a habitl"

Information and Contact: BSI, Say BLrilding, lohn M. Keynesplein 9, 1.066 EP Amsterdam
BSI Group The Netherlands 13.V. registered in"fhe Netherli.rncls under 332.647"84.
A nternbcr of B5l Group of (crmparries.

'l"he Ntrtlrerl;lnds"lci: i 3.1 ?"0 -\46 0lttl)

Page B of 11



bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate r Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA.

Service(s) supplied

Sterigenics Radiation Technologies, LLC
7695 Formula Place
San Diego
California
92121
USA

Radiation (E Beam Sterilization)

Sterigenics Shanghal ETO, Ltd.
No.333 Shuang Hui Road
Yang Shan Free Port
Shanghai
201308
China

ETO Sterilization

Sterigenics US, LLC
4900 Gifford Avenue
Los Angeles
California
900s8
USA

ETO Sterilization

,.,making excellence a habit,'

Information and Contacti BSI, Say Building, lohn M. Keynesplein 9, 1.066 fP Amstcrdanl
BSI Group l"he Netherlands B.V registered in Tlre Netherlands under 3'3264284.
A rncrnber ol' BSI GrOup ol Companics.

['he Nethcrlands "lirl: -j' 3.1 20 346 \)78A
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

EC Certificate - Full Quality Assurance Si;ffifli*'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
o2048
USA

Service(s) supplied

Synergy Health (Suzhou) Sterilization Technologies Ltd ETO Sterilization
No, 26 Xinchang Road
Suzhou Industrial Park
Jiangsu
215t25
China

Synergy Health AST, LLC
9020 Activity Road, Suite D
San Diego
California
92126
USA

Radiation (E Beam Sterilization)

Terumo BCI Inc.
10811 W Collins Avenue
Lakewood
Colorado
80215
USA

ETO Sterilization

...making excellence a habit,'

lnforn'ration arrd Contact: BSI, Say BLrilding, John M. Keynesplein 9, 1066 EPAntsterdam, The NetherlandsTel: + 31 2034607AA
BSI Group-lhe Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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bsi.
EC certificate - Full Quality Assurance sii,it8ilil"'
Directive 93l42lEEC on Medical Devices, Annex II excluding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by;

Certificate No: CE 00500
Date:

Issued To:

Subcontractor:

2020-09-r8
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

{rf'.'/t
Yilif 0)

Ww}

Service(s) supplied

Trelleborg Sealing Solutions Tustin, Inc,
222 Industrial Park Drive
Elk Rapids
Mt 49629
USA

Manufacture

Vanguard AG
Landsberger Str, 266
Berlin
12623
Germany

Gas Plasma Sterilization
Manufacture

" making excellence a habit."

Intbrmation and Contact: BSI, Say Building, lohn M, Keynesplein 9, 1066 EP Amsterdani, The Netherlancls Tel: + 31" Za 346 }TBO
BSI Group'fhe Netherlands B.V registered in The Netherlancls under 33264284.
A member of BSI Group of Companies.
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