




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)
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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
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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
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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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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
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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
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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
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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
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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

Current

ilt 8t9t2004

ilr 8t9t2004

81912004

ilt

8t9t2004

ilt 8t9t2004

ilt



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\,
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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
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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
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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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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
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[ ,*- 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
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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
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