SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Single Use Transverse Cutting Linear Stapler and Reloads

Product code: See attachment A.
Product Classification: [Ib
Rule of classification: Rule 8
GMDN Code: P45183
MD Code: MD 0302
Approach of product conformity verification: Annex II. Excluding (4)

We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TiiV SiiD Product Service GmbH. Ridlerstrafe. 65, 80339 Miinchen.,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed: May 9" 2011

Expiration date of CE certificate: May 26™, 2024

Signature of issuing person:

Position: Management representativ

Date: )y, 1)

Issue Place: Suzhou
Title: DOC Doc. No.:  CE00006-01 Ver.: A/7 Page 1 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Schedule A

of Declaration of conformity

Product Name/ Models:

Product

Single Use Transverse Cutting Linear Stapler and Reloads

Stapler:

HJG-H30W, HIG-H30B, HIG-H30G, HIG 40B, HJIG 40Z, HIG 40H, HIG 60Z,
HIG 60H, TCLS30W, TCLS30B, TCLS30G TCLS4OW TCLS40B, TCLS40G,
TCLS60B, TCLS60G

Models
Reloads:
HIGZ-H30W, HIGZ-H30B, HIGZ-H30G, H)GZ 40B, HIGZ 407, HIGZ 40H, HIGZ 60Z,
HIGZ 60H, TCLSR30W, TCLSR30B, TCLSR30G, TCLSR40W TCLSR40B, TCLSR40G,
TCLSRGOB TCLSR60G
Title: DOC Doc. No.: CEQ0006-01 Ver.: A/7 Page 2 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment B of Declaration of conformity
Standards List

o

Document Number ’ Version ‘ Name of document

: EN ISO 13485 2016 Medical devices. Quality management systems. Requirements
(ISO 13485) (2016) | for regulatory purposes
2 | MDD 93/42/EEC 2007 _ | Medical Device Safety Direotive [
3 EN IS0 14971 2019 Medical devices -- Application of risk management to medical
(ISO 14971) (2019) | devices
4 EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1: Evaluation
(IS0 10993-1) (2018) and testing within a risk management process
s ENISO 10993-5 2009 | Biological evaluation of medical devices -- Part 5: Tests for in—’
vit toxicit
(ISO 10993-5) (2009) | VIO cytotoxicity
6 EN ISO 10993-10 2013 Biological evaluation of medical devices -~ Part 10: Tests for
(IS0 10993-10) (2010) uritation and skin sensitization
. ENISO 10993-11 2018 | Biological evaluation of medical devices — Part 11: Tests for
stemic toxicit
(ISO 10993-11) (2017) | SyStemmic toxicity
Medical devices -- Symbols to be used with medical device
EN ISO 15223-1 2016 . , . .
8 labels, labelling and information to be supplied -- Part 1:
(ISO 15223-1) (2016) .
General requirements
Medical devices -- Symbols to be used with medical device
9 IS0 15223-2 2010 | labels, labelling, and information to be supplied -- Part 2:
Symbol development, selection and validation
10 | EN 1041 2008 | Information supplied by the manufacturer of medical devices
i EN ISO 14155 2011 Clinical investigation of medical devices for human subjects --
(IS0 1415%) (2011) | Good clinical practice
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
12 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
Packaging for terminally sterilized medical devices. Part
ENISO 11607-1 2017 ) , i ]
13 I:Requirements for materials,sterile barrier systems and
(ISO 11607-1) (2019) _
packaging systems
Packaging for terminally sterilized medical devices. Part
ENISO 11607-2 2017 o ) ) .
14 2:Validation requirements for forming,sealing and assembly
(ISO 11607-2) (2019)
processes
Sterilization Of Health Care Products-Radiation-Part
ENISO 11137-1 2015 ) o )
15 (ISO 11137-1) (2006) I:Requirements For Development, Validation And Routine
) Control Of A Sterilization Process For Medical Devices
16 ENISO 11137-2 2015 Sterilization Of Health Care Products-Radiation-Part
| (ISO 11137-2) (2013) | 2:Establishing The Sterilization Dose
Title: DOC Doc. No.:  CE00006-01 Ver.: A/7 Page 3 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

ENISO 11737-1

Sterilization of health care products. Microbiological methods,

2018

17 (IS0 11737-1) (2018) Part 1:Determination of a population of microorganisms on
products
N EN ISO 11737.2 2000 IS)te:Izizz:io:l o:: r:lec.lli.cal d:rices (—i ‘I\di;rol;iofl‘ogti‘cal melt-lfllocti-s -
art 2! Tests of sterility pe ed i ,
(150 11737-2) (2019) . e Ti typl ‘ orfn n the defmition, validation
and maintenance of a sterilization process
19 EN ISO 14644-] 2015 Cleanrooms and associated controlled environments - Part 1-
(ISO 14644-1) (2015) Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part 2:
ENISO 14644-2 2015 L . .
20 Monitoring to provide evidence of cleanroom performance
(ISO 14644-2) (2015) ) ) ) .
related to air cleanliness by particle concentration
21 EN ISO 5832-2 2018 Implants for surgery. Metallic materials. Part 2:Unalloyed
(IS0 5832-2) (2018) ! titanium
ENISO 14630 2012 i .o i
22 Non-active surgical implants -- General requirements
(ISO 14630) (2012)
23 EN ISO 6507-1 2018 Metallic materials — Vickers hardness test — Part |- Tesﬂ
(ISO 6507-1) (2018) | method
Standard Practice for Performance Testing of Shipping
24 | ASTM D4169 2016 .
Containers and Systems
Medical devices - Part 1 Application of usability
25 | IEC 62366-1 2015 ) . ) .
engineering to medical devices
Title: DOC Doc. No.:  CE00006-01 Ver.: A/7 Page 4 of 4




Suzhou Frankenman Medical Equipment Co., Ltd

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Single Use Suction and Irrigation System

Product code: See attachment A.
Product Classification: [la
Rule of classification: Rule 7
UMDNS Code: 12306
MD Code: MD 0106
Approach of product conformity verification: Annex II. Excluding (4)

We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TiiV SiiD Product Service GmbH, RidlerstraPe. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed: May 9%, 2011

Expiration date of CE certificate: May 26", 2024

Signature of issuing person:
Position: Management representati

Date: )o)l.5- "}
Issue Place: Suzhou

Title: Declaration of Conformity Document No.: CEOOD07-01 Version:  A/7 Page 1 of 4



Suzhou Frankenman Medical Equipment Co., Ltd

Attachment A of Declaration of conformity
Product Name/ Models:

Product

Single Use Suction and Irrigation System

Models

SIS328, SIS332, 818342,

SIS528, SI18532, SIS542,

SIS1028, SIS1032, 8181042,
SIS328T, SIS332T, SIS342T,
SIS528T, SIS532T, SIS542T,
SIS1028T, SIS1032T, SIS1042T,
HIY0328, HIY0332, HIY0342,
HJY0528, HIY0532, HIY0542,
HIY1028, HIY1032, HIY 1042,
HIYZ0328, HIYZ0332, HIYZ0342,
HIYZ0528, HIYZ0532, HIYZ0542,
HIYZ1028, HIYZ1032, HIYZ1042

Title: Declaration of Conformity Document No.: CEQ0007-01 Version:

A7

Page 2 of 4




Suzhou Frankenman Medical Equipment Co., Ltd

Attachment B of Declaration of conformity

Standards List

No. | Document Number Version Name of document
1 EN ISO 13485 2016 Medical devices - Quality management system — for
(ISO 13485) (2016) Regulatory Requirements
2 | MDD93/42/EEC 2007 Medical Device Safety Directive
3 EN ISO 14971 2019 Medical Device -- Application of Risk Management
(ISO 14971) (2019) for Medical Device
4 EN ISO 10993-1 2009 Biological evaluation of medical devices - Part I
(IS0 10993-1) (2018) Evaluation and testing within a risk management process
5 EN IS0 10993-5 2009 Biological Evalnation of Medical Device-Part 5:  Test for
Cytotoxicity: in vitro methods
(ISO 10993-5) (2009)
EN ISO 109937 2008 Biological .evaluat.i(?n _Of me-dical devices -- Part 7:
6 Ethylene oxide sterilization residuals
(ISO 10993-7) (2008)
7 ENISO 10993-10 2013 Biological Evaluation of Medical Device-Part 10; Test
for Irritation and Sterilization
(ISO 10993-10) (2010)
3 EN IS0 10993-11 2018 Biological evaluation of medical devices-Part 11: Tests for
systemic toxicity
(18O 10993-11) (2017)
Medical devices -- Symbols to be used with medical
EN IS0 15223-1 2016 ) i . . )
9 device labels, labelling and information to be supplied --
(ISO 15223-1) (2016) ,
Part 1: General requirements
Medical devices -- Symbols to be used with medical
10 | ISO15223-2 2010 device labels, labelling, and information to be supplied --
Part 2: Symbol development, selection and validation
11 | ENt0a1 2008 Info-rmation supplied by the manufacturer of medical
devices
CLINICAL EVALUATION:
.. A GUIDE FOR MANUFACTURERS AND NOTIFIED
12 | MEDDEV 2.7/1 Revision 4
BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
13 EN ISO 14155 2011 Clinical investigation of medical devices for human
(ISO 14155) (2011) subjects -- Good clinical practice
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-1 2017 . . . .
14 I:Requirements for materials,sterile barrier systems and
(IS0 11607-1) (2019) ]
packaging systems
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-2 2017 o . ) i
15 2:Vahdation requirements for forming,sealing and
(1SO 11607-2) (2019)
assembly processes
EN ISO 11135 2014 Sterilization of health-care products -- Ethylene oxide --
16 Requirements for the development, validation and routine
(ISO 11135) (2014) control of a sterilization process for medical devices

Title: Declaration of Conformity

Document No.: CE00007-01

Version: A/7 Page 3 of 4




Suzhou Frankenman Medical Equipment Co., Ltd

17 ENISO 11737-1 2013 Sterilization of Medical Device-Microorganisms Method-
(ISO 11737-1) (2018) Part 1 Determination of the Microorganisms on Products
EN ISO 11737-2 Sterilization of Medical Device- Microorganisms
18 gg?g Method-Part 2: Asepsis Test carried out during
(ISO 11737-2) RO19) | sterilization
Cleanrooms and associated controlled environments --
EN ISO 14644-1 2015 . ) . . .
19 2015 Part 1. Classification of air cleanliness by particle
(ISO 14644-1) (2015) _
concentration
Cleanrooms and associated controlled environments --
20 EN ISO 14644-2 2015 Part 2: Monitoring to provide evidence of cleanroom
(18O 14644-2) (2015) performance related to air cleanliness by particle
concentration
EN ISO 14630 2012 . — .
21 Inactive surgical implants-general requirements
(ISO 14630) (2012)
Standard Practice for Performa Testing of Shippi
27 | ASTM Da169 2016 an ar ractice for Pe nce Testing ipping
Containers and Systems
Medical devices - Part 1: Application of usability
23 | IEC 62366-1 2015

engineering to medical devices

Title: Declaration of Conformity

Document No.: CEQ0007-01

Version: A/7 Page 4 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Disposable Reloadable Linear Stapler and Reloads/
Single use Reloadable Linear Stapler and Reloads
Product code: See attachment A.
Product Classification: IIb
Rule of classification: Rule 8
GMDN Code: P46335
MD Code: MD 0302
Approach of product conformity verification: Annex II. Excluding (4)
We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TiiV SiiD Product Service GmbH, Ridlerstrafe. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed: May 9" 28
Expiration date of CE certificate: May 0

Signature of issuing person:

Position: Management representative
Date: JeH-§.!

Issue Place: Suzhou

Title: DOC Doc. No.: CE00002-01 Ver.: A/7 Page 1 of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment A of Declaration of conformity
Product Name/ Models:

Disposable Reloadable Linear Stapler and Reloads/

Product Single use Reloadable Linear Stapler and Reloads

Stapler:

LS 30W(HJF30B)
LS 30B(HJF30Z)
LS 30Y(HJF308S)
LS 30G(HJF30H)
LS 45B(HJF45Z)
LS 45Y(HIFA45S)
LS 45G(HJF45H)
LS 60B(HJF60Z)
LS 60Y(HJF60S)
LS 60G(HJF60H)
LS 90B(HJF90Z)
LS 90Y(HIF90S)
LS 90G(HJF90H)

Models | Reloads:

LSR 30W(HJFZ30B)
LSR 30B(HJFZ30Z)

LSR 30Y(HJFZ30S)

LSR 30G(HJFZ30H)
LSR 45B{HJFZ457)

LSR 45Y(HIFZ45S)

LSR 45G(HJFZ45H)
LSR 60B(HJFZ60Z)

LSR 60Y(HIJFZ60S)

LSR 60G(HJFZ60H)
LSR 90B(HJFZ90Z)

LSR 90Y(HJFZ90S)
LSR 90G(HJFZ90H)

Title: DOC Doc. No.: CE00002-01 Ver.: A/7 Page 2 of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment B of Declaration of conformity
Standards List

No. | Document Number | Version | Name of document
i EN ISO 13485 2016 Medical devices - Quality management system — for
(ISO 13485) (2016) Regulatory Requirements
2 | MDD93/42/EEC 2007 Medical Device Safety Directive
3 EN IS0 14971 2019 | Medical devices -- Application of risk management to medical
(ISO 14971) (2019) | devices
4 EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1: Evaluation
and testing within a risk management process
(ISO 10993-1) (2018)
5 ENISO 10993-5 2009 | Biological evaluation of medical devices -- Part 5: Tests for in
vitro cytotoxicity
(ISO 10993-5) (2009)
6 EN IS0 10993-10 2013 Biological evaluation of medical devices -- Part 10; Tests for
irritation and skin sensitization
(ISO 10993-10) (2010
7 EN IS0 10993-11 2018 | Biological evaluation of medical devices — Part 11: Tests for
systemic toxicity
(ISO 10993-11) (2017)
Medical devices -- Symbols to be used with medical device
EN ISO 15223-1 2016 . . . .
8 labels, labelling and information to be supplied -- Part I:
(ISO 15223-1) (2016) )
General requirements
Medical devices -- Symbols to be used with medical device
9 | 180 15223-2 2010 labels, labelling, and information to be supplied -- Part 2:
Symbol development, selection and validation
10 | EN 1041 2008 Information supplied by the manufacturer of medical devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
11 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
1 EN ISO 14155 2011 Clinical investigation of medical devices for human subjects --
(IS0 14153) (2011) | Good clinical practice
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-] 2017 . . . .
13 l:Requirements for materials,sterile barrier systems and
(ISO 11607-1) (2019) )
packaging systems
Packaging for terminally sterilized medical devices. Part
" EN ISO 11607-2 2017 9 Validari ) s for formi , q bl
:Validation requirements for forming,se and assem
(ISO 11607-2) (2019) 1 ° gscalng Y
processes
Sterilization Of Health Care Products-Radiation-Part
ENISO 11137-1 2015 ) L .
15 1:Requirements For Development,Validation And Routine
(ISO 11137-1) (2006) L . )
Control Of A Sterilization Process For Medical Devices
16 | ENISO 11137-2 2015 Sterihzation Of Health Care Products-Radiation-Part
Title: DOC Doc, No.: CE00002-01 Ver.: A/7 Page 3 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

(ISO 11137-2) (2013) | 2:Establishing The Sterilization Dose
Sterilization of health care products. Microbiological method. .
17 EN ISO 11737-1 2018 Part 1:Determinati ¢ P Tt' £ mi y m >
art I:Determmation of a population of microoreanisms on
(ISO 11737-1) (2018) poptiat gamsms
products
Sterilization of medical devices - Microbiological methods -
ENISO 11737-2 2009 - . .. e
18 2019y | Part 2: Tests of sterility performed in the definition, validation
(IS0 11737-2) (2019) . e
and maintenance of a sterilization process
19 EN IS0 14644-1 2015 Cleanrooms and associated controlled environments - Part 1:
(ISO 14644-1) (2015) | Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part 2;
EN ISO 14644-2 2015 . . .
20 Monitoring to provide evidence of cleanroom performance
(ISO 14644-2) (2015) ) . . .
related to air cleanliness by particle concentration
21 EN IS0 5832.2 2018 Implants for surgery. Metallic materials. Part 2:Unalloyed
(IS0 5832-2) (2018) | titanium
ENISC 14630 2012 . L )
22 Non-active surgical implants -- General requirements
(ISO 14630) {2012)
23 EN ISO 6507-1 2018 Metallic materials — Vickers hardness test ~—— Part 1: Test
(IS0 6507-1) (2018) | method
Standard Practice for Performance Testing of Shipping
24 | ASTM D4169 2016 )
Containers and Systems
Medical devices - Part 1: Application of usabili
25 | IEC 62366-1 2015 e R pprcation R
engineering to medical devices
Title: DOC Doc. No.:  CEQ0002-01 Ver.: A/7 Page 4 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’'S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Disposable Reloadable Linear Cutter Stapler and Reloads/
Single Use Reloadable Linear Cutter Stapler and Reloads
Product code: See attachment A.
Product Classification: [Ib
Rule of classification: Rule 8
GMDN Code: P45183
MD Code: MD 0302
Approach of product conformity verification: Annex II. Excluding (4)
We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TtiV SuD Product Service GmbH, RidlerstraBe. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed:
Expiration date of CE certificate:

Signature of issuing person:

Position: Management representative
Date: oy [-5.¢]

Issue Place: Suzhou
Title: DOC Doc. No.: CE00003-01 Ver.: A/7 Page 1 of 5



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Schedule A of Declaration of conformity
Product Name/ Models:

Product

Disposable Reloadable Linear Cutter Stapler and Reloads/
Single Use Reloadable Linear Cutter Stapler and Reloads

Models

Stapler:

LC 60W (HIQ60-BY)
LC 60B (HIQ60-ZY)

LC 60Y (HIQ60-SY)

LC 60G (HIQ60-HY)
LS4 60W (HIQ60-BW)
LS4 60B (HIQ60-ZW )
LS4 60Y (HJQ60-SW)
LS4 60G (HJQ60-HW )
LC 80B (HJQ80-ZY >}

LC 80Y (HJQ80-SY)
LC 80G (HJQ80-HY>
LS4 80B (HJQ80-ZW)
LS4 80Y (HJQ80-SW)
LS4 80G (HJQ80-HW)
LC 100B (HJQ100-ZY)
LC 100Y (HIJQI100-SY>
LC 100G (HJQ100-HY)
LS4 100B (HIQ100-ZW)
LS4 100Y (HIQI100-SW)
LS4 100G (HJQ100-HW)
LCB60BPack3R
LCG60BPack3R
LCB80BPack3R
LCG80BPack3R

LCB100BPack3R
LCG100BPack3R

Reloads:

LCR 60W (HJQZ60-B)
LCR 60B (HIQZ60-Z)
LCR 60Y (HIQZ60-S)
LCR 60G (HIQZ60-H)
LCR 80B (HIQZ0-Z)
LCR 80Y (HJQZS80-S)
LCR 80G (HIJQZ80O-H)
LCR 100B (HJQZ100-Z)
LCR 100Y (HJQZ100-S)
LCR 100G (HIQZ100-H>
LCR 60W/B/Y/G

HIQZ60B/Z/S/H
LCR 80W/B/Y/G

Title: DOC

Doc. No.: CE00003-01 Ver.: A/7

Page 2 of 5




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

HIQZ80B/Z/SH
LCR 100W/B/Y/G
HJQZ100B/Z/S/H

Title: DOC Doc. No.:  CE00003-01 Ver.: A/7 Page 3 of 5




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment B of Declaration of conformity - Standards List

No. | Document Number | Version | Name of document
| EN ISO 13485 2016 Medical devices. Quality management systems. Requirements
(ISO 13485) (2016) | for regulatory purposes
2 | MDD 93/42/EEC 2007 Medical Device Safety Directive
3 EN ISO 14971 2019 | Medical devices -- Application of risk management to medical
(ISO 14971) (2019) | devices
4 EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1: Evaluation
(IS0 10993-1) (2018) and testing within a risk management process
s ENISO 10993-5 2009 Biological evaluation of medical devices -- Part 5: Tests for in
itro cytotoxicit
(ISO 10993-5) (2009) | V1o cytotoxicity
p EN ISO 10993-10 2013 Biological evaluation of medical devices -- Part 10; Tests for
irritation and skin sensitizatio
(ISO 10993-10) (2010) | "rEHOn anc skin sensitization
. ENISO 10993-11 2018 | Biological evaluation of medical devices — Part 11: Tests for
systemic toxicit
(ISO 10993-11) (2017) | FySeme foxiety
Medical devices -- Symbols to be used with medical device
EN ISO 15223-1 2016 ) i i )
8 labels, labelling and information to be supplied -- Part 1:
(ISO 15223-1) (2016) )
General requirements
Medical devices -- Symbols to be used with medical device
9 | ISO 15223-2 2010 labels, labelling, and information to be supplied — Part 2:
Symbol development, selection and validation
10 | EN 1041 2008 Information supplied by the manufacturer of medical devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
11 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
1 EN ISO 14155 2011 Clinical investigation of medical devices for human subjects --
(1SO 14155) (2011) | Good clinical practice
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-1 2017 . ) . ]
13 l:Requirements for materials,sterile barrier systems and
(ISO 11607-1) (2019) )
packaging systems
Packaging for terminally sterilized medical devices, Part
ENISO 11607-2 2017 o ) . .
14 2:Validation requirements for forming,sealing and assembly
(ISO 11607-2) (2019)
processes
Sterilization Of Health Care Products-Radiation-Part
EN ISO 11137-1 2015 . . .
15 l:Requirements For Development,Validation And Routine
(ISO 11137-1) (2006) . ) .
Control Of A Sterilization Process For Medical Devices
P ENISO 11137.-2 2015 Sterilization Of Health Care Products-Radiation-Part
(ISO 11137-2) (2013) | 2:Establishing The Sterilization Dose
Title: DOC Doc. No.:  CE00003-01 Ver.: A/ Paged of 5




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Sterilization of health care products. Microbiological methods,
17 | ENISOTI737-1 2018 | Part 1:Determination of ' lati 1 f mi S
(IS0 11737-1) (2018) art 1:Determuination of a population of microorganisms on
products
Sterilization of medical devices - Microbiological methods -
EN ISO 11737-2 2000 owa devices - Mlicroblological methods
18 2019 Part 2: Tests of sterility performed in the definition, validation
(ISO 11737-2) (2019) . e
and maintenance of a sterilization process
19 EN ISO 14644-1 2015 Cleanrooms and associated controlled environments - Part 1
(ISO 14644-1) (2015) | Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part 2
EN ISO 14644-2 2015 L . .
20 Monitoring to provide evidence of cleanroom performance
(ISO 14644-2) (2015) . . . .
related to air cleanliness by particle concentration
21 ENISO 5832-2 2018 Implants for surgery. Metallic materials. Part 2:Unalloyed
(ISO 5832-2) (2018) | titanium
EN ISO 14630 2012 . . i
22 Non-active surgical implants -- General requirenents
(ISO 14630) {2012)
Standard Practice for Performance Testing of Shipping
23 | ASTM D4169 2016 )
Containers and Systems
Medical devices - Part 1: Application of usability
24 | IEC 62366-1 2015 L. i )
engineering to medical devices
Title: DOC Doc. No.:  CE00003-01 Ver.: A7 Page 5 of 5




Suzhou Frankenman Medical Equipment Co., Ltd.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road. Suzhou High-New District, 215163 Suzhou,
PEOPLE’'S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Single Use Purse String Forceps

Product code: See attachment A.
Product Classification: Ila
Rule of classification: Rule 6
UMDNS Code: 16651
MD Code: MD 0106
Approach of product conformity verification: Annex II. Excluding (4)

We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TiiV SiiD Product Service GmbH, Ridlerstrafie. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed:
Expiration date of CE certificate:

Signature of issuing person:

Position: Management representative

Date: )—0}[ )—_r]
Issue Place: Suzhou

Title: Declaration of Conformity Doc. No.:  CE00009-01 Ver.: A/7 Page 1 of 4



Suzhou Frankenman Medical Equipment Co., Ltd.

Attachment A of Declaration of conformity
Product Name/ Models:

Product

Single Use Purse String Forceps

Models

PSF35(HJTH 35), PSF55(HJH 55)

Title: Declaration of Conformity Doc. No.:  CE00009-01

Ver.:

Al

Page 2 of 4




Suzhou Frankenman Medical Equipment Co., Ltd.

Attachment B of Declaration of conformity

Standards List
No. | Document Number | Version Name of document
. |EN ISO 13485 2016 Medical devices. Quality management  systems.
(ISO 13485) (2016) | Requirements for regulatory purposes
2 | MDD93/42/EEC 2007 Medical Device Safety Directive
3 EN ISO 14971 2019 | Medical Device -- Application of Risk Management for
(ISO 14971) (2019) Medical Device
4 EN ISO 10993-1 2009 Biological evaluation of medical devices - Part 1: Evaluation
and testing within a risk management process
(ISO 10993-1) (2018) £ gementp
5 ENISO 10993-5 2009 Biological Evaluation of Medical Device-Part 5: Test for
Cytotoxicity: in vitro methods
(ISO 10993-5) (2009)
Biological evaluation of medical devices -- Part 7: Ethylene
EN ISO 10993-7 2008 ] og! - 'ua 1 . Y
6 oxide sterilization residuals
(ISO 10993-7) (2008)
; EN ISO 10993-10 2013 Biological evaluation of medical devices -- Part 10: Tests for
irritation and skin sensitizati
(SO 10993-10) (2010) irritati skin ization
8 EN ISO 10993-11 2018 Biological evaluation of medical devices — Part 11: Tests
fi temic toxicit
(1SO 10993-11) (o17) | 0T Y
Medical devices -- Symbols to be used with medical device
EN ISO 15223-1 2016 . i , )
9 labels, labelling and information to be supplied -- Part 1.
(ISO 15223-1) (2016) ,
General requirements
Medical devices -- Symbols to be used with medical device
10 | ISO 15223-2 2010 labels, labelling, and information to be supplied -- Part 2:
Symbol development, selection and validation
Information supplied by the manufacturer of medical
11 | EN 1041 2008 .
devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
12 | MEDDEY 2.7/1
4 BODIES UNDER DIRECTIVES 93/42/EEC and
90/385/EEC
13 EN ISO 14155 2011 Clinical investigation of medical devices for human subjects
(ISO 14155) (2011} | -- Good clinical practice
EN ISO 11607-1 2017 Packagfng for terminally :.sterilize.d medic?al devices. Part
14 1:Requirements for materials,sterile barrier systems and
(IS0 11607-1) (2019) ]
packaging systems
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-2 2017 - . . .
15 2:Validation requirements for forming,sealing and assembly
(IS0 11607-2) (2019)
processes
Sterilization of health-care products — Ethylene oxide —
16 | ENISO 11135 2014 Requirements for the development, validation and routine
Title: Declaration of Conformity Doc. No.:  CE0(G009-01 Ver.: A/7 Page 3 of 4




Suzhou Frankenman Medical Equipment Co., Ltd.

(ISO 11135) (2014) | control of a sterilization process for medical devices
Sterilization of health care products. Microbiological
ENISO 11737-1 2018 L .
17 2018 methods. Part 1:Determination of a population of
(ISO 11737-1) (2018) _ .
microorganisms on products
Sterilization of medical devices - Microbiological methods -
EN ISO 11737-2 2009 s , .
18 3019 Part 2: Tests of sterility performed in the definition,
(1SO 11737-2) (2019) C , o
validation and maintenance of a sterilization process
19 EN ISO 14644-1 2015 Cleanrooms and associated controlled environments - Part 1;
(ISO 14644-1) (2015) | Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part 2:
EN ISO 14644-2 2015 i . .
20 Monitoring to provide evidence of cleanrocom performance
(ISO 14644-2) (2015) , . . .
related to air cleanliness by particle concentration
EN ISO 14630 2012 . - .
21 Non-active surgical implants -- General requirements
(IS0 14630) (2012)
Standard Practice for Performance Testing of Shippin
22 | ASTM D4169 2016 ) g pping
Contamners and Systems
Medical devices - Part 1: Application of usability
23 | IEC 62366-1 2015 L . .
engineering to medical devices
Title: Declaration of Conformity Doc. No.:  CE00009-01 Ver.: A/7 Page 4 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Single Use Endoscopic Linear Cutter Stapler and Reloads

Product code: See attachment A.
Product Classification: IIb
Rule of classification: Rule 8§
GMDN Code: P45183
MD Code: MD 0302
Approach of product conformity verification: Annex II. Excluding (4)

We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TtV SiiD Product Service GmbH, RidlerstraPe. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed: May 9% 2011

Expiration date of CE certificate: May 26", 2024

Signature of issuing person:

Position: Management representativ&?
Date: )o),{,_k.l’)
[ssue Place: Suzhou

Title: DOC Doc. No.: CE00008-01 Ver.: A/7 Page 1 of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment A of Declaration of conformity
Product Name/ Models:

Product

Single Use Endoscopic Linear Cutter Stapler and Reloads

Models

Stapler:

ELC 50, ELC 100, ELC 150, ELC 200, ELC 250,

(HIN 50, HIN 100, HIN 150, HIN 200, HIN 250)

Reloads:

ESLCR 30M, ESLCR 30W, ESLCR 30B, ESLCR 30Y, ESLCR 30G,
(HINZ 30CB, HINZ 30B, HINZ 30Z, HINZ 30S, HINZ 30H )

ESLCR 45M, ESL.CR 45W, ESLCR 45B, ESLCR 45Y, ESLCR 45G,
(HINZ 45CB, HINZ 45B, HINZ 45Z, HINZ 458, HINZ 45H)
ESLCR 60M, ESLCR 60W, ESLCR 60B, ESLCR 60Y, ESLCR 60G
(HINZ 60CB, HINZ 60B, HINZ 60Z, HINZ 60S, HINZ 60H)
ECLCR 30M, ECLCR 30W, ECLCR 30B, ECLCR 30Y, ECLCR 30G,
(HINW 30CB, HINW30B, HINW30Z, HINW 308, HINW 30H)
ECLCR 45M, ECLCR 45W, ECLCR 45B, ECLCR 45Y, ECLCR 45@,
(HINW 45CB, HINW 45B, HINW 457, HINW 45S, HINW 45H)
ECLCR 60M, ECLCR 60W, ECLCR 60B, ECLCR 60Y, ECLCR 60G
(HINW 60CB, HINW 60B, HINW 60Z, HINW 60S, HINW 60H)

Title: DOC

Doc. No.: CEQ0008-01 Ver.: A/7

Page 2 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment B of Declaration of conformity
Standards List

No. | Document Number | Version | Name of document
I EN ISO 13485 2016 Medical devices - Quality management system — for
(ISO 13485) (2016) Regulatory Requirements
2 | MDDO93/42/EEC 2007 | Medical Device Safety Directive
3 EN ISO 14971 2019 | Medical devices -- Application of risk management to medical
(ISO 14971) (2019) | devices
4 EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1: Evaluation
(1SO 10993-1) (2018) and testing within a risk management process
5 ENISO 10993-5 2009 Biological Evaluation of Medical Device-Part - Test for
Cytotoxicity: in vitro methods
(ISO 10993-5) {2009)
6 EN ISO 10993-10 2013 Biological Evaluation of Medical Device-Part 10: Test for
Irritation and Sterilization
(ISO 10993-10) (2010)
7 ENIS0 10993-11 2018 Biological evaluation of medical devices-Part 11: Tests for
systentic toxicity
(ISO 10993-11) (2017}
EN 1SO 15223.1 2016 Medical devi.ces -- Sy.mbols t(? be used with r?edical device
8 labels, labelling and information to be supplied -- Part 1:
(ISO 15223-1) (2016) )
General requirements
Medical devices -- Symbols to be used with medical device
9 | IS0 15223-2 2010 labels, labelling, and information to be supplied -- Part 2:
Symbol development, selection and validation
10 | EN 1041 2008 Information supplied by the manufacturer of medical devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
11 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
12 ENISO 14155 2011 Clinical investigation of medical devices for human subjects --
(ISO 14153) (2011} | Good clinical practice
Packaging for terminally sterilized medical devices, Part
EN ISO 11607-1 2017 ) ) i ]
13 1:Requirements for materials,sterile barrier systems and
(IS0 11607-1) (2019) )
packaging systems
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-2 2017 o . . .
14 2:Validation requirements for forming,sealing and assembly
(ISO 11607-2) (2019)
processes
Sterilization of health care products -- Radiation -- Part 1:
ENISO 11137-1 2015 . S .
15 Requirements for development, validation and routine control
(ISO 11137-1) (2006) . , )
of a sterilization process for medical devices
16 ENISO 11137-2 2015 Sterilization of health care products -- Radiation -- Part 2:
| 77 | aso 11137-2) (2013) | Establishing the sterilization dose

Title: DOC

Doc. No.: CE00008-01

Ver.: A/7 Page 3 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

- EN ISO 11737.1 2018 itiﬂilzfjﬁ(:n Of. hie-llth ca;‘e producl:tj. Mic;obif)logical n.uethods.
art 1:Determination of a ion of m
(IS0 11737-1) (2018) ation population croorganisms on
products
Sterilization of medical devices - Microbiological ethods -
EN ISO 11737-2 2009 o deviees - gieal metiiod
18 2019) | Part 2: Tests of sterility performed in the definition, validation
(ISO 11737-2) (2019) . o
and maintenance of a sterilization process
19 EN ISO 14644-1 2015 Cleanrooms and associated controlled environments -- Part 1:
(ISO 14644-1) (2015) Classification of air cleanliness by particle concentration
Cleanrcoms and associated controlled environments -- Part 2:
EN ISO 14644-2 20135 . ) .
20 Monitoring to provide evidence of cleanroom performance
(ISO 14644-2) (2015) . . . .
related to air cleanliness by particle concentration
a1 EN IS0 5832.-2 2018 Implants for surgery. Metallic materials. Part 2:Unalloyed
(IS0 5832-2) (2018) | titanium
EN ISO 14630 2012 . . .
22 Non-active surgical implants -- General requirements
(ISO 14630) (2012)
Standard Practice for Performance Testing of Shipping
23 | ASTM D4169 2016 .
Containers and Systems
Medical devices - Part 1: Application of usability engineering
24 | IEC 62366-1 2015 . i
L to medical devices
Title: DOC Doc. No.: CE00008-(11 Ver.: A/7 Page 4 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE'S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Disposable Alimentary Canal stapler/
Single Use Curved Intraluminal Circular Stapler,
Single Use Straight Intraluminal Circular Stapler
Product code: See attachment A.
Product Classification: IIb
Rule of classification: Rule 8
GMDN Code: P45183
MD Code: MD 0302
Approach of product conformity verification: Annex II. Excluding (4)
We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TiiV SiiD Product Service GmbH, Ridlerstrape. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed: May 9,

Signature of issuing person:
Position: Management representative

Date: )e)l.§.)

Issue Place: uzhou

Title: Declaration of Conformity Doc. No.:  CE00001-01 Ver.: A/7 Page 1 of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment A of Declaration of conformity
Product Name/ Models:

Product

Disposable Alimentary Canal stapler/
Single Use Curved Intraluminal Circular Stapler,
Single Use Straight Intraluminal Circular Stapler

Models

C821, €825, CS28, CS32

CS821C, CS25C, C828C, C832C

CS821L, CS25L, CS28L, C832L

CS821F, CS25F, CS28F, CS32F

CS821CL, C825CL, CS28CL, CS32CL,

CS218, C5258, C8288, CS325,

CS21CT, C825CT, CS28CT, CS32CT,

CS21CT/EA, CS25CT/EA, CS28CT/EA, CS32CT/EA

Title: Declaration of Conformity Doc. No.:  CEQ0001-01 Ver.: A/7

Page 2 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment B of Declaration of conformity

Standards List

No. | Document Number Version | Name of document
, EN ISO 13485 2016 Medical devices - Quality management system -~ for
(ISO 13485) (2016) Regulatory Requirements
2 | MDD93/42/EEC 2007 Medical Device Safety Directive
] EN ISO 14971 2019 Medical Device -- Application of Risk Management for
(ISO 14971) (2019) | Medical Device
A EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1: Evaluation
(1SO 10993-1) (2018) and testing within a risk management process
5 ENISO 10993-5 2009 Biological Evaluation of Medical Device-Part 5: Test for
Cytotoxicity: in vitro methods
(ISO 10993-3) (2009)
6 EN IS0 10993-10 2013 Biological Evaluation of Medical Device-Part 10: Test for
Irritation and Sterilization
(ISO 10993-10) (2010)
7 ENISO 10993-11 2018 Biological evaluation of medical devices-Part 11: Tests for
systemic toxicity
(ISO 10993-11) (2017)
Medical devices -- Symbols to be used with medical device
EN IS0 15223-1 2016 ) ) . )
8 labels, labelling and information to be supplied -- Part 1:
(ISO 15223-1) (2016) _
General requirements
Medical devices -- Symbols to be used with medical device
9 [ 180 15223-2 2010 labels, labelling, and information to be supplied - Part 2:
Symbol development, selection and validation
Information supplied by the manufacturer of medical
10 | EN 1041 2008 .
devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
11 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
Sterilization of medical devices - Requirements for medical
12 EN 2006 devices to be Sterilization of medical devices. Requirements
556-1:2001/AC:2006 for medical devices to be designated 'STERILE’. Part
1:Requirements for terminally sterilized medical devices
3 EN ISO 14155 2011 Clinical investigation of medical devices for human subjects
(ISO 14155) (2011) | -- Good clinical practice
Packaging for terminally sterilized medical devices. Part
ENISO 11607-1 2017 , . . ,
14 1:Requirements for materials,sterile barrier systems and
(IS0 11607-1) {2019) .
packaging systems
Packaging for terminally sterilized medical devices. Part
ENISO 11607-2 2017 el ) . .
15 2:Validation requirements for forming,sealing and assembly
(ISO 11607-2) (2019)
processes
Title: Declaration of Conformity Doc. No.:  CEO0001-01 Ver.: A/7 Page 3 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Sterilization of health care products -- Radiation -- Part 1:

16 ENISO 11137-1 2015 Requi s for devel . lidati q i
uirements for development, ida
(IS0 11137-1) (2006) equireme; for < evelopment, va . ion ‘an routine
control of a sterilization process for medical devices
7 ENISO 11137-2 2015 Sterilization of health care products -- Radiation -- Part 2-
(ISO 11137-2) (2013) | Establishing the sterilization dose
Sterilization of health care products. Microbiological
1g [ N ISO 737 2018 | methods. Part 1:Determination of lation of
methods. :Determination of a population o
(ISO 11737-1) (2018) | ™€ _ popuiatio
microorganisms on products
19 ENISO 11737-2 2009 Sterilization of Medical Device- Microorganisms
(ISO 11737-2) (2019) | Method-Part 2: Asepsis Test carried out during sterilization
20 EN ISO 14644-1 2015 Cleanrooms and associated controlled environments -- Part
(18O 14644-1) (2015) | 1: Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part
21 EN ISO 146442 2015 2: Monitoring to provide evidence of cleanroom
(IS0 14644-2) (2015) | performance related to air cleanliness by particle
concentration
2 EN ISO 5832-2 2018 Implants for surgery. Metallic materials. Part 2:Unalloyed
(ISO 5832-2) (2018) | titanium
EN ISO 14630 2012 X oo )
23 Non-active surgical implants -- General requirements
(ISO 14630) (2012)
24 EN ISO 6507-1 2018 Metallic materials — Vickers hardness test — Part 1: Test
(IS0 6507-1) (2018} | method
Standard Practice for Performance Testing of Shipping
25 | ASTM D4169 2016 ,
Containers and Systems
Medical devices - Part 1: Application of usability
26 | [EC 62366-1 2015 L ) )
engineering to medical devices
Title: Declaration of Conformiry Doc. No.:  CE00001-01 Ver.: A/7 Page 4 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’'S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name:
Single Use Circular Stapler for Rectal Prolapse and Haemorrhoids

Product code: See attachment A.
Product Classification: IIb
Rule of classification: Rule 8
GMDN Code: P46737
MD Code: MD 0302
Approach of product conformity verification: Annex II. Excluding (4)

We herewith declare that the above-mentioned products meet the provisions of the
following EC MDD 93/42/EEC Council Directives and Standards. Suzhou Frankenman
Medical Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: Council Directive MDD 93/42/EEC.
Standard:
All applicable harmonized Standards. See attachment B.

Notified Body: TiiV SiiD Product Service GmbH. RidlerstraBe. 65, 80339 Miinchen,
Germany

Identification Number: 0123

Certificate No: G1 091657 0014 Rev.02

Date of CE mark was affixed: May 9", 2011

Expiration date of CE certificate: May 26", 2024

Signature of issuing person:

Position: Management representativ

Date:ﬂln){.y.ﬂ
Issue Place: Suzhou

Title: Declaration of Conformity Doc. No.:  CE00004-01 Ver.: A/7 Page | of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment A of Declaration of conformity
Product Name/ Models:

Product

Single Use Circular Stapler for Rectal Prolapse and Haemorrhoids

Models

CPH30(HJZ30), CPH32(HJZ32), CPH34(HJZ34), CPH36(HJZ36),
CPH30HV, CPH32HV, CPH34HV, CPH36HYV,
CPH34SMS, CPH36SMS

CPH30ST/HJZ30ST
CPH32ST/HJZ32ST
CPH348T/HJZ34ST
CPH36ST/HJZ36ST
CPH30HVST
CPH32HVST
CPH34HVST
CPH36HVST

STARR34
STARR36

Title: Declaration of Conformity Doc. No.: CE00004-01 Ver: A/7

Page 2 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment B of Declaration of conformity - Standards List

No. | Document Number | Version | Name of document
{ EN ISO 13485 2016 Medical devices. Quality management systems. Requirements
(ISO 13485) (2016) | for regulatory purposes
2 MDD 93/42/EEC 2007 | Medical Device Safety Directive
3 EN ISO 14971 2019 Medical devices -- Application of risk managetnent to medical
(ISO 14971) (2019) | devices
4 EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1: Evaluation
and testing within a risk management proc
(ISO 10993-1) (2018) ¢ s Bement process
s ENISO 10993-5 2009 | Biological evaluation of medical devices -~ Part 5: Tests for in
vitro cytotoxicit
(ISO 10993-5) (2009) yiotoxelty
EN SO 10993.7 2008 Biq.)logica¥ .evalluation. of medical devices -- Part 7: Ethylene
6 oxide sterilization residuals
(ISO 10993-7) (2008)
; EN ISO 10993-10 2013 Biological evaluation of medical devices -- Part 10: Tests for
irritation and skin sensitizati
(ISO 10993-10) (2010 | irritation sensitization
g EN ISO 10993-11 2018 Biological evaluation of medical devices — Part 11: Tests for
temic toxicit
(ISO 10993-11) (2017) | Systemicloxieny
Medical devices -- Symbols to be used with medical device
EN [SO 15223-1 2016 . . . .
Y labels, labelling and information to be supplied -- Part I:
(I80 15223-1) (2016) )
General requirements
Medical devices -- Symbols to be used with medical device
10 | ISO 15223-2 2010 | labels, labelling, and information to be supplied -- Part 2:
Symbol development, selection and validation
11 | EN 1041 2008 Information supplied by the manufacturer of medical devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
12 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
13 EN ISO 14155 2011 Clinical investigation of medical devices for human subjects --
(ISO 14153) (2011) | Good clinical practice
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-1 2017 ] ) i )
14 l:Requirements for materials,sterile barrier systems and
(ISO 11607-1) {2019) i
packaging systems
Packaging for terminally sterilized medical devices. Part
EN ISO 11607-2 2017 o . . .
15 2:Validation requirements for forming,sealing and assembly
(ISO 11607-2) {2019)
processes
Sterilization Of Health Care Products-Radiation-Part
EN ISO 11137-1 2015 . L. _
16 1SO 111371 2006) 1:Requirements For Development,Validation And Routine
( b ( Control Of A Sterilization Process For Medical Devices

Title: Declaration of Conformity Doc. No.: CEG0004-01 Ver.: A/S7 Page 3 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

17 ENISO 11137-2 2015 Sterilization Of Health Care Products-Radiation-Part W
(ISO 11137-2) (2013) | 2:Establishing The Sterilization Dose
Sterilization of health care products. Microbiological methods.
ENISO 11737-1 2018 _ (o care products. rological metho
18 (IS0 11737-1) (2018) Part 1:Determination of a population of mICroorganisms on
products
Sterilization of medical devices - Microbiological methods -
EN ISO 11737-2 2009 . . .. C
19 2019 Part 2: Tests of sterility performed in the definition, validation
(IS0 11737-2) (2019) . e
and maintenance of a sterilization process
20 EN ISO 14644-1 2015 Cleanrooms and associated controlled environments - Part 1:
(ISO 14644-1) (2015) | Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part 2:
EN ISO 14644-2 2015 o ) i
21 Monitoring to provide evidence of cleanroom performance
(ISO 14644-2) (2015) . ) ) ]
related to air cleanliness by particle concentration
o EN IS0 5832-2 2018 | Implants for surgery. Metallic materials. Part 2:Unalloyed
(ISO 5832.2) (2018) | titanjum
EN ISO 14630 2012 . L .
23 Non-active surgical implants -- General requirements
(ISO 14630y (2012)
Standard Practice for Performance Testing of Shipping
24 | ASTM D4169 2016 i
Containers and Systems
Medical devices - Part 1: Application of usability
25 | IEC 62366-1 2015 .. , )
engineering to medical devices
Sterilization of health-care products - Ethylene oxide -
ENISO 11135 2014 ) o .
26 Requirements for the development, validation and routine
(IS0 11135) (2014) N . .
control of a sterilization process for medical devices
Title: Declaration of Conformity Doc. No.:  CE00004-01 Ver: A/7 Page 4 of 4




SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

1 Declaration of Conformity

Manufacturer:

Name: Suzhou Frankenman Medical Equipment Co., Ltd.

Address: 108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF CHINA

Tel: + 86-512-6878 0588/6878 0388

Fax: +86-512-6808 0025

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175

Fax: 0049-40-255726

Product Name: Single Use Anoscope Kit for CPH
Product code: See attachment A.
Product Classification: [’
Rule of classification: Rule 5
UMDNS Code: 10156
MD Code: MD 0106
Approach of product conformity verification: Annex V

We herewith declare that the above-mentioned product meets the provisions of
the Council Directives EC (MDD 93/42/EEC) for medical devices and expected
indications. All supporting documentations are certified by the company and the
notified body, and the authenticity is committed. Suzhou Frankenman Medical
Equipment Co., Ltd. is exclusively responsible for the DOC.

DIRECTIVES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE MDD 93/42/EEC of medical
devices (MDD 93/42/EEC) of 14 June 1993
Standard: All applicable harmonized Standards. See attachment B.
Notified Body: TiiV SiiD Product Service GmbH, Ridlerstrafe. 65, 80339 Miinchen,
Germany
Identification Number: 0123
Certificate No: G2S 18 04 91657 012
Date of CE mark was affixed: July.29"™ 2013
Expiration date of CE certificate: July. 28" 2023
Signature of issuing person:
Position: Management representat‘i%% /\%
Date: May 20™, 2020
Issue Place: Suzhou

Title: Declaration of Conformity
Ver.: A/6

Doc. No.: FRKM/CE 05-01
Page | of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Attachment A of Declaration of conformity
Product Name/ Models:

Product | Single Use Anoscope Kit for CPH

Models | CK30M,CK32M,CK34M,CK36M,CK30F,CK32F,CK34F,CK36F

Title: Declaration of Conformity
Ver.: A/6

Doc. No.: FRKM/CE 05-01
Page 2 of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Essential Requirements Checklist

3.1 Harmonized standards list

No. | Document Number | Version | Name of document

i ENISO 13485 2016 Medical devices - Quality management system — for
(ISO 13485) (2016) Regulatory Requirements
2 | MDD93/42/EEC 2007 Medical Device Safety Directive
q EN ISO 14971 2019 | Medical Device -- Application of Risk Management for
(ISO 14971) (2019) | Medical Device
. EN ISO 10993-1 2009 | Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management process
(ISO 10993-1) (2018) S i
5 EN ISO 10993-5 2009 Biological Evaluation of Medical Device-Part 5: Test for
Cytotoxicity: in vitro methods
(ISO 10993-5) (2009)
6 ENISO 10993-10 2013 Biological Evaluation of Medical Device-Part 10:  Test for

Irritation and Sterilization
(ISO 10993-10) (2010)

- ENISO 10993-11 2018 Biological evaluation of medical devices — Part 11: Tests
for systemic toxicity

(ISO 10993-11) (2017)
Medical devices -- Symbols to be used with medical device
EN ISO 15223-1 2016 ; : ; ;
8 labels, labelling and information to be supplied -- Part 1:
(ISO 15223-1) (2016)

General requirements

Medical devices -- Symbols to be used with medical device
9 | ISO 15223-2 2010 labels, labelling, and information to be supplied -- Part 2:
Symbol development, selection and validation

Information supplied by the manufacturer of medical

10 | EN 1041 2008 )
devices
CLINICAL EVALUATION:
Revision | A GUIDE FOR MANUFACTURERS AND NOTIFIED
11 | MEDDEV 2.7/1
4 BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC
i EN ISO 14155 2011 Clinical investigation of medical devices for human subjects
(ISO 14155) (2011) | -- Good clinical practice
Packaging for terminally sterilized medical devices - Part 1:
ENISO 11607-1 2017 5 4 ; ;
13 Requirements for materials, sterile barrier systems and
(ISO 11607-1) (2019) )
packaging systems
Packaging for terminally sterilized medical devices - Part 2:
ENISO 11607-2 2017 W= i ; ;
14 Validation requirements for forming, sealing and assembly
(ISO 11607-2) (2019)

processes

Title: Declaration of Conformity
Ver.: A/6

Doc. No.: FRKM/CE 05-01
Page 3 of 4



SUZHOU FRANKENMAN MEDICAL EQUIPMENT CO., LTD.

Sterilization of health care products -- Radiation -- Part 1:

ENISO 11137-1 2015 . - .
15 Requirements for development, validation and routine
(ISO 11137-1) (2006) L : )
control of a sterilization process for medical devices
16 ENISO 11137-2 2015 | Sterilization of health care products -- Radiation -- Part 2:
(ISO 11137-2) (2013) | Establishing the sterilization dose
- ENISO 11737-1 2018 Sterilization of Medical Device-Microorganisms Method-
(ISO 11737-1) (2018) | Part 1 Determination of the Microorganisms on Products
i# ENISO 11737-2 2009 Sterilization of Medical Device- Microorganisms Method-
(ISO 11737-2) (2019) | part 2: Asepsis Test carried out during sterilization
16 EN ISO 14644-1 2015 Cleanrooms and associated controlled environments -- Part
(ISO 14644-1) (2015) | 1: Classification of air cleanliness by particle concentration
Cleanrooms and associated controlled environments - Part 2:
EN ISO 14644-2 2015 e o i .
20 Monitoring to provide evidence of cleanroom performance
(ISO 14644-2) (2015) i L ; s
related to air cleanliness by particle concentration
Standard Practice for Performance Testing of Shipping
21 | ASTM D4169 2016 .
Containers and Systems
Medical devices - Part 1: Application of usabili
22 | IEC 62366-1 2015 o+ o

engineering to medical devices

Title: Declaration of Conformity
Ver.:

Doc.

A6
No.: FRKM/CE 05-01

Page 4 of 4




DalimsurgNET

a member of the

Frankenman Group ews

DECLARATION OF CONFORMITY

(Manufacturer’s Declaration)
This Declaration of Conformity is only valid with record of final inspection for a specific lot./device enclosed.

MANUFACTURER

EUROPEAN REPRESENTATIVE:

DEVICE CLASSIFICATION NAME

MODEL/TYPE:

CLASSIFICATION:
RULE TO BE APPLIED:

CONFORMITY ASSESSMENT
ROUT:

dalim SurgNET Corporation

B-708, 1002 Woolim Blue nine, 583, Yangcheon-
ro, Gangseo-gu, Seoul 07547, Korea

Telephone  +82 2 2093 7888

Fax +82 2 2093 7889

MERIDIUS MEDICAL EUROPE LIMITED.
Unit 3D, North Point House, North point Business

Park, New Mallow Road, CORK, Ireland
Telephone  +353 212066448

Sterile single-use access port for laparoscopic
surgery

TRANSPORT
Refer to the attachment #1.

Ta
7

Annex II exduding section 4

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE
PROVISIONS OF THE COUNCIL DIRECTIVE 93/42/EEC(As amended by 2007/47/EC)
FOR MEDICAL DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED
UNDER THE PREMISES OF THE MANUFACTURER.

STANDARDS APPLIED:
NOTIFIED BODY

(EC) CERTIFICATE(S):
START OF CE-MARKING
PLACE, DATE OF ISSUE:

SIGNATURE:

Refer to the attachment #2.

SGS
SGS House Noorderlaan 87 2030 Antwerp
Belgium

In Seoul, 2010-12-27

- —

[ OOGEN
(e
Yuahchgb’wwghg
President—"

-




Attachment #1.

List of CE Marked Product List

Updated Oct 10, 2020 (Rev 5)

DEVICE CLASSIFICATION NAME: Sterile single-use access port for laparoscopic surgery
TRADE NAME: TRANSPORT
EC-CERTIFICATE No.: KR19/81826219

1 | TRANSPORT (TRO5F) lla 7 Amex IT edudig | 44155 | 2010-12-27
section 4

2 | TRANSPORT (TRO5FL) lla 7 Amex IT edudng | 44155 | 2010-12-27
section 4

3 | TRANSPORT (TROSFL110) | Iia 7 Amex IT edudig | 44155 | 20120116
section 4

4 | TRANSPORT (TR03) lla 7 Amex I edudng | 44155 | 2013-0502
section 4

5 | TRANSPORT (Tport05) lla 7 Amex I edudng | 44155 | 2013-0502
section 4

6 | TRANSPORT (Tport10) lla 7 Amex I edudng | 44155 | 2015-08-10
section 4

7 | TRANSPORT (Tport12) lla 7 Amex I edudng | 44155 | 2015-08-10
section 4

8 | TRANSPORT (TR10F) lla 7 Amex I edudng | 44155 | 2013-0502
section 4

9 | TRANSPORT (TR10FL) lla 7 Amec I edudng | 44155 | 2015-08-10
section 4
Annex II exduding

10 | TRANSPORT (TR10FL150) lla 7 _ 14155 | 201508-10
section 4

11 | TRANSPORT (TR12F) la 7 Amex I edudng | 14155 | 20130502
section 4

12 | TRANSPORT (TR12FL) lla 7 Amex IT edudig | 44155 | 2015:08-10
section 4
Amnex II exduding

13 | TRANSPORT (TR12FL150) lla 7 _ 14155 | 201508-10
section 4

14 | TRANSPORT (TR03C) lla 7 Amex IT edudig | 44155 | 2015:08-10
section 4
Amnex I exduding

15 | TRANSPORT (TRO5FC) lla 7 , 14155 | 201508-10
section 4
Amnex I exduding

16 | TRANSPORT (TRO5FLC) lla 7 , 14155 | 2015-08-10
section 4
Amnex I exduding

17 | TRANSPORT (TRO5FL110C) | Ila 7 " 14155 | 2015-08-10
section




Annex 1T

exduding

18 | TRANSPORT (TR10FC) lla . 14155 | 201508-10
section 4

19 | TRANSPORT (TR10FLC) lla Amex I edudng | 44155 | 2015-08-10
section 4

20 | TRANSPORT (TR10FL15C) | Iia Amec I edudng | 44155 | 2015-08-10
section 4

21 | TRANSPORT (TR12FC) lla Ame I edudng | 44155 | 2015-08-10
section 4

22 | TRANSPORT (TR12FLC) lla Ame I edudng | 44155 | 2015-08-10
section 4

23 | TRANSPORT (TR12FL150C) | Ia Ase'z’;f eudng | 44155 | 201508-10

24 | TRANSPORT (Tport05C) lla Amex IT edudig | 44155 | 20150810
section 4

25 | TRANSPORT (Tport10C) lla Amex IT edudig | 44155 | 2015:08-10
section 4

26 | TRANSPORT (Tport12C) lla Amex I edudng | 44155 | 2015-08-10
section 4

27 | TRANSPORT (TR03-D) lla Amex I edudng | 44155 | 2015-08-10
section 4

28 | TRANSPORT (TRO5F-D) lla Amex I edudng | 44155 | 2015-08-10
section 4

29 | TRANSPORT (TRO5FL-D) lla Amex I edudng | 44155 | 2015-08-10
section 4

30 | TRANSPORT (TRO5FL110-D) | Ia Asencz]f eudng | 44155 | 20150810

31 | TRANSPORT (TR10F-D) lla Amex I edudng | 44155 | 2015-08-10
section 4

32 | TRANSPORT (TR10FL-D) la Amex I edudng | 14455 | 20150810
section 4

33 | TRANSPORT (TR10FL150-D) | Ila Amex I edudng | 14455 | 20150810
section 4

34 | TRANSPORT (TR12F-D) la Amex I edudng | 14155 | 201508-10
section 4

35 | TRANSPORT (TR12FL-D) lla Amex IT edudig | 44155 | 2015:08-10
section 4

36 | TRANSPORT (TR12FL150-D) | Ia Amex IT edudig | 44155 | 2015:08-10
section 4

37 | TRANSPORT (Tport05-D) lla Amex IT edudig | 44155 | 20150810
section 4

38 | TRANSPORT (Tport10-D) lla Amex I edudng | 44155 | 2015-08-10
section 4

39 | TRANSPORT (Tport12-D) lla Amex I edudng | 44155 | 2015-08-10

section 4




Prepared by Bomi Joo 24y / Approved by Yuanchao Wang
cf. Notified Body is SGS, identification no. 1639




Attachment 2.

European Norms and Standards and other
Documents supporting Technical Files

- EN 556-1:2001/AC:2006, Sterilization of medical devices — Requirements for
medical devices to be designated ‘STERILE’ — Part 1: Requirements for terminally
sterilized medical devices

- EN 1041:2008, Information supplied by the manufacturer with medical devices

- ENISO 10993-5, Tests for in vitro cytotoxicity - Test on extracts method

- EN ISO 10993-10, Tests for irritation and skin sensitization - Guinea pig
Maximization test "GPMT |

- EN ISO 10993-10, Tests for irritation and skin sensitization - Intracutaneous
(Intradermal) reactivity test

- ENISO 10993-11, Tests for systemic toxicity - Acute Systemic Toxicity

- USP <151> Pyrogen Test

- The Korean Pharmacopeia/ General Requirements for Tests and Assays/ Sterility
Test

- EN ISO 11137-1:2015, Sterilization of health care products — Radiation — Part 1:
Requirements for development, validation and routine control of sterilization process
for medical devices

- EN ISO 11137-2:2015, Sterilization of health care products — Radiation — Part 2:
Establishing the sterilization dose

- ENISO 11607-1:2009, Packaging for terminally sterilized medical devices — Part 1:
Requirements for materials, sterile barrier systems and packaging systems

- EN ISO 11607-2:2006, Packaging for terminally sterilized medical devices — Part 2:
Validation requirements for forming, sealing and assembly processes

-  ENISO 11737-1:2006, Sterilization of medical devices — Microbiological methods —
Part 1: Determination of a population of microorganisms on products

- MEDDEV. 2.7.1 Rev4, Clinical evaluation: Guide for manufacturers and notified
bodies

- EN ISO 13485:2016, Medical Devices — Quality Management Systems -

Requirement for Regulatory Purpose



ISO 14644-1:2015, Cleanrooms and associated controlled environments — Part 1:
Classification of air cleanliness by particle concentration

ISO 14644-2:2015, Cleanrooms and associated controlled environments — Part 2:
Monitoring to provide evidence of cleanroom performance related to air cleanliness
by particle concentration

EN ISO 14971:2012, Medical devices — Application of risk management to medical
devices

EN ISO 15223-1:2016, Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied — Part 1: General requirements
ASTM F 1980-07, Shelf life test



DalimsurgNET

a member of the e

Frankenman Group ews

DECLARATION OF CONFORMITY

(Manufacturer’s Declaration)
This Declaration of Conformity is only valid with record of final inspection for a specific lot./device enclosed.

MANUFACTURER dalim SurgNET Corporation

B-708, 1002, Woolim Blue nine, 583, Yangcheon-
ro, Gangseo-gu, Seoul 07547, Korea
Telephone +82 2 2093 7888
Fax +82 2 2093 7889

EUROPEAN REPRESENTATIVE: MERIDIUS MEDICAL EUROPE LIMITED.
Unit 3D, North Point House, North point Business

Park, New Mallow Road, CORK, Ireland
Telephone  +353 212066448

PRODUCT: Sterile single-use access port for laparoscopic
surgery and breast surgery

MODEL/TYPE: OCTO™
Refer to the attachment #1.

CLASSIFICATION: ITa
RULE TO BE APPLIED: 7

CONFORMITY ASSESSMENT
ROUT:

Annex II excluding section 4

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE
PROVISIONS OF THE COUNCIL DIRECTIVE 93/42/EEC(As amended by 2007/47/EC)
FOR MEDICAL DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED
UNDER THE PREMISES OF THE MANUFACTURER.

STANDARDS APPLIED:

NOTIFIED BODY
(EC) CERTIFICATE(S):

START OF CE-MARKING

PLACE, DATE OF ISSUE:

SIGNATURE:

Refer to the attachment #2.

SGS
SGS House Noorderlaan 87 2030 Antwerp
Belgium

In Seoul, 2009-09-15
P ‘_-0.\’_-\ \
(5 =
Yuéri‘é“}a"(‘f Wang
President”




Attachment #1.

List of CE Marked Product List

Updated Jan 1st, 2020 (Rev 6)
PRODUCT NAME: Sterile single-use access port for laparoscopic surgery and breast
surgery
TRADE NAME: OCTO™
EC-CERTIFICATE No.: KR19/81826219
Start of

CE Marking

1. | OCTO Port(OT501I) lla 7 Annex II 13375 | 2009-09-15
exduding
section 4
2. | OCTO Port(OT3011) lla 7 Annex TI 13375 | 20090915
excluding
section 4
3. | OCTO Port(OT501SI) lla 7 Annex II 13375 | 20090915
excluding
section 4
4. OCTO Port(OT303SI-A) lla 7 Annex II 13375 2009-09-15
exduding
section 4
3. OCTO Port(OT303SI-B) lla 7 Annex 11 13375 20090915
excluding
section 4
6 OCTO Port(OT303SI-C) lla 7 Annex II 13375 2009-09-15
exduding
section 4
7. OCTO Port(OT303SI-D) lla 7 Annex 11 13375 20090915
excluding
section 4
8. OCTO Port(OT501S21) lla I Annex II 13375 201007-29
exduding
section 4
9. OCTO Port(OT301S2I) lla I Annex II 13375 2010-07-29
excluding
section 4
10. | OCTO Port(OT303V2I) lla 7 Annex I 13375 | 201007-29
exduding
section 4
1. | OCTO Port(OT503V2I) lla 7 Annex I 13375 2010-07-29
excluding
section 4




12.

OCTO Port(OT304V2I-A)

lla

Annex II
excluding
section 4

13375

2010-07-29

13.

OCTO Port(OT504V2I-A)

[la

Annex 1T
exduding
section 4

13375

2010-07-29

14.

OCTO Port(OT304V21-B)

[la

Annex 1T
exduding
section 4

13375

2010-07-29

15.

OCTO Port(OT504V2I-B)

lla

Annex TT
excluding
section 4

13375

2010-07-29

16.

OCTO Port(OT501LI)

[la

Annex II
exduding
section 4

13375

2011-03-28

17.

OCTO Port(OT501S2LI)

lla

Annex TT
excluding
section 4

13375

2011-03-28

18.

OCTO Port(OT503V2LI)

[la

Annex I
exduding
section 4

13375

2011-03-28

19.

OCTO Port(OT504V2LI-A)

lla

Annex TT
excluding
section 4

13375

2011-03-28

20.

OCTO Port(OT504V2LI-B)

lla

Annex TT
excluding
section 4

13375

2011-03-28

21.

OCTO Port(OT303V2NI)

[la

Annex I
exduding
section 4

13375

20140117

22.

OCTO Port(OT503V2NI)

lla

Annex II
excluding
section 4

13375

20140117

23.

OCTO Port(OT503V2LNI)

lla

Annex I
exduding
section 4

13375

20140117

24.

OCTO Port(OT303V2-OMC)

lla

Annex II
excluding
section 4

13375

2017-01-03

25.

OCTO Port(OT503V2-OMC)

lla

Annex 1T
excluding
section 4

13375

2017-01-03

Prepared by Yiseul Kang
cf. Notified Body is SGS, identification no. 1639

7

/ Approved by Yuanchao Wang |
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Attachment #2.

European Norms and Standards and other
Documents supporting Technical Files

EN 556-1:2001/AC:2006, Sterilization of medical devices — Requirements for medical
devices to be designated ‘STERILE’ — Part 1: Requirements for terminally sterilized
medical devices

EN 1041:2008, Information supplied by the manufacturer with medical devices

EN ISO 10993-1:2009, Biological evaluation of medical devices — Part 1: Evaluation
and testing

EN ISO 10993-5:2009, Biological evaluation of medical devices — Part 5: Tests for in
vitro cytotoxicity

EN ISO 10993-10:2009, Biological evaluation of medical devices — Part 10: Tests for
irritation and delayed-type hypersensitivity

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

EN ISO 11137-1:2015, Sterilization of health care products — Radiation — Part 1:
Requirements for development, validation and routine control of sterilization process for
medical devices

EN ISO 11137-2:2015, Sterilization of health care products — Radiation — Part 2:
Establishing the sterilization dose

MEDDEV. 2.7.1 Rev4, Clinical evaluation: Guide for manufacturers and notified bodies
EN ISO 11607-1:2009, Packaging for terminally sterilized medical devices — Part 1:
Requirements for materials, sterile barrier systems and packaging systems

EN ISO 11607-2:2006, Packaging for terminally sterilized medical devices — Part 2:
Validation requirements for forming, sealing and assembly processes

EN ISO 11737-1:2006, Sterilization of medical devices — Microbiological methods —
Part 1: Determination of a population of microorganisms on products

EN ISO 13485:2016, Medical Devices — Quality Management Systems — Requirement
for Regulatory Purpose

ISO 14644-1:2015, Cleanrooms and associated controlled environments — Part 1:

Classification of air cleanliness



ISO 14644-2:2015, Cleanrooms and associated controlled environments — Part 2:
Specifications for testing and monitoring to prove continued compliance with ISO
14644-1

EN ISO 14971:2012, Medical devices — Application of risk management to medical
devices
EN ISO 15223-1:2016, Medical devices — Symbols to be used with medical device

labels, labelling and information to be supplied — Part 1: General requirements
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 091657 0013 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Suzhou Frankenman Medical

Equipment Co., Ltd.
108 South Jinfeng Road

Suzhou High-New District

215163 Suzhou

PEOPLE'S REPUBLIC OF CHINA

EN SO 13485

tuv-sud.com/ps-cert

Design and Development, Production, Distribution of
Disposable Alimentary Canal Staplers/ Single Use

Curved Intraluminal Circular Staplers, Disposable Reloadable
Linear Staplers and Reloads/ Single Use Reloadable Linear
Staplers and Reloads, Disposable Reloadable Linear Cutter
Stapler and Reloads/ Single Use Reloadable Linear Cutter
Stapler and Reloads, Single Use Circular Staplers for Rectal
Prolapse and Haemorrhoids, Single Use Transverse Cutting
Linear Staplers and Reloads, Single Use Endoscopic Linear
Cutter Stapler and Reloads, Single Use Straight Intraluminal
Circular Stapler, Single Use Suction and Irrigation System,
Single Use Anoscope Kits for CPH, Single Use Purse String
Forceps, Anvil Grasping Forceps, Lumen Sizer Kit, Single
Use Endoscopic Multiple Instrument Access Port, Ultrasonic
Soft Tissue Cutting and Sealing System, Single Use
Endoscopic Linear Stapler, Disposable Laparoscopic Trocar,
Single Use Endoscopic Linear Cutter Stapler and Reloads,
Disposable Polypectomy Snares, Disposable Injection
Therapy Needle Catheter, Disposable Endoscopic Biopsy
Forceps, Single Use Ultrasound Activated Scalpel (Shear)

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 091657 0013 Rev. 02

Report No.:
Valid from:
Valid until:

Date, 2021-04-26

Page 1 of 2

SH2008702
2021-04-26
2023-06-11

C@l\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20091657%200013%20Rev.%2002%C2%A0
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 091657 0013 Rev. 02

=)

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Suzhou Frankenman Medical Equipment Co., Ltd.
108 South Jinfeng Road, Suzhou High-New District, 215163
Suzhou, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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SCC Accredited
CB-MS

©

ocsm
Accrédité CCN

&

America

CERTIFICATE

No. QS5 091657 0015 Rev. 00

Certificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

Suzhou Frankenman Medical
Equipment Co., Ltd.

108 South Jinfeng Road

Suzhou High-New District

215163 Suzhou

PEOPLE'S REPUBLIC OF CHINA

&

1SO 9001

Design and Development, Production, Distribution of Disposable
Alimentary Canal Staplers / Single Use Curved Intraluminal
Circular Staplers, Disposable Reloadable Linear Staplers and
Reloads / Single Use Reloadable Linear Staplers and Reloads,
Disposable Reloadable Linear Cutter Stapler and Reloads /
Single Use Reloadable Linear Cutter Stapler and Reloads, Single
Use Circular Staplers for Rectal Prolapse and Haemorrhoids,
Single Use Transverse Cutting Linear Staplers and Reloads,
Single Use Endoscopic Linear Cutter Stapler and Reloads,
Single Use Straight Intraluminal Circular Stapler, Single Use
Suction and Irrigation System, Single Use Anoscope Kits for
CPH, Single Use Purse String Forceps, Anvil Grasping Forceps,
Lumen Sizer Kit, Single Use Endoscopic Multiple Instrument
Access Port

ISO 9001:2015

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
maintaining a quality management system that meets the requirements of the listed standards.

Report No.:
Effective Date:

Expiry Date:

Page 1 of 1
Date of Issue: 2020-08-07

SH2008701
2020-07-30

2023-05-31

[
1 M% 0\«,5\
Tina Israel

Manager, US Certification Body,
Medical and Health Services TOV®

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com


http://www.tuvsud.com/
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 10 Centennial Drive Ste 207 
 Peabody, MA 01960 USA 
 
 TÜV SÜD PSB Pte Ltd 
 1 Science Park Drive 
 Singapore 118221 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.
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