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CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2019.106.11953-1 Design Examination Certificate Was Prepared for Class Il Products Defined in This Certificate.

Company Name : Huaian Pingan Medical Instrument Co., Ltd.

Company Address :No:128 West Meigao Road, Huaian, Jiangsu, China

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex ||
(Excluding Section 4)

Product . - Sterile, Absorbable Polyglactin 910 (PGLA) suture

with or without needle - Class lI

- Sterile, Absorbable Polyglycolic Acid (PGA) suture
with or without needle - Class lI

- Sterile, Absorbable Polydioxanone (PDO) suture
with or without needle - Class lI

- Sterile, Absorbable Poliglecaprone (PGCL) suture
with or without needle - Class lI

217471, 13908, 16584, 17246
Product Types are attached.

Certificate Number :M.2019.106.11953 . !I
Report Number : MD.3625.1B -

Initial Assessment Date :09.04.2018
Registration Date :14.05.2019
Revision Date /No Do

Expiry Date : 13.05.2024

UDEM hereby declares that the requirements of Annex I, excluding section 4 of the 93/42/EEC Dire’ Tio
have been met for the listed products. The above named manufacturer has established and apphes
a quality assurance system, which is subject to periodic surveillance audits, defined by Annex Il, sectio
5 of the forementioned directive. According fo Annex Il, section 4 an EC design- examination certificate
is required for placing the Class Ill devices on the market. UDEM's responsibility for class | devices
covered by the EC sertificate is limited to manufacturing issues related to safeguarding and maintaining
sterile conditions, if the dev,ce is sterile; and manufacturing issues related to product’s conformity with
metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must
be returnedupon request. The above named company and UDEM must keep a copy of this certificate
for 5 years from the registration of the certificate. Usage of the CE mark is under the responsibility of
the manufacturer with thecompletion of EC Declaration of Conformity. The above mentioned company
must notify all changes relatedwith the approved product to UDEM. If UDEM will not renew the expiry
date of this certificate in question, thementioned company should stop placing the product on the
market. The validity of the certificate can be checked through www.udem.com. fr. . .
Digitall signed by Iarovoi Petru
Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankarapakgs 1.12.16 14:03:04 EET

Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76 Reason: MoldSign Signature
E-mail: info@udemitd.com.ir www.udem.com.ir Location: Moldova
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CERTIFICATE

EC Design-Examination Certificate

93/42/EEC Directive of Medical Devices Annex Il, Section 4

With the expire of the cerfificate M.2019.106.11953 the validity of the certificate
M.2019.106.11953-1 will also end.

Company Name : Huaian Pingan Medical Instrument Co., Ltd.

Company Address : No:128 West Meigao Road, Huaian, Jiangsu, China

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex |l
(Section 4)

Product : - Sterile, Absorbable Polyglactin 210 (PGLA) suture

with or without needle - Class lI

- Sterile, Absorbable Polyglycolic Acid (PGA) suture
with or without needle - Class lI

- Sterile, Absorbable Polydioxanone (PDO) suture
with or without needle - Class lI

- Sterile, Absorbable Poliglecaprone (PGCL) suture
with or without needle - Class lI

217471, 13908, 16584, 17246

Product Types are attached.

Certificate Number :M.2019.106.11953-1
Report Number :MD.3625.1B

Initial Assessment Date :09.04.2018
Registration Date 1 14.05.2019
Revision Date /No D -

Expiry Date 1 13.05.2024

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the
requirements of Annex Il, section 4 of the 93/42/EEC Directive have been met for the listed products. The above
named manufacturer has established and applies a quality assurance system, which is subject to periodic surveillance
audits, defined by Annex Il, section 5 of the aforementioned directive. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. fo whom it must be returned
upon request. The above named company and UDEM must keep a copy of this certificate for 5 years from the
registration of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this certificate in question, the
mentioned company should stop placing the product on the market. The validity of the certificate can be checked
through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@udemltd.com.tfr www.udem.com.tr
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CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

Company Name : Huaian Pingan Medical InstrumentCo., Ltd.

Company Address : No:128 West Meigao Road, Huaian, Jiangsu, China

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex ||
(Excluding Section 4)

Product : - Sterile, Non-Absorbable Silk Braided Suture with or

without needle - Class llb

- Sterile, Non-Absorbable Polyester Braided Suture
with or without needle - Class lIb

- Sterile, Non-Absorbable Polypropylene monofilament Suture
with or without needle - Class lib

- Sterile, Non-Absorbable Nylon / Polyamide monofilament Suture
with or without needle - Class lib

113910, 13906, 13909, 13905

Product Types are attached.

Certificate Number :M.2019.106.11952
Report Number :MD.3625.1B

Inifial Assessment Date :09.04.2018
Registration Date :14.05.2019
Revision Date /No Do-

Expiry Date 1 13.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Dire' ﬂo
have been met for the listed products. The above named manufacturer has established and apphes
a quality assurance system, which is subject to periodic surveillance audits, defined by Annex Il, sectio

5 of the forementioned directive. According to Annex Il, section 4 an EC design- examination certificate
is required for placing the Class Il devices on the market. UDEM's responsibility for class | devices
covered by the EC sertificate is limited to manufacturing issues related to safeguarding and maintaining
sterile conditions, if the dev,ce is sterile; and manufacturing issues related to product’s conformity with
metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must
be returnedupon request. The above named company and UDEM must keep a copy of this certificate
for 5 years from the registration of the certificate. Usage of the CE mark is under the responsibility of
the manufacturer with thecompletion of EC Declaration of Conformity. The above mentioned company
must notify all changes relatedwith the approved product to UDEM. If UDEM will not renew the expiry
date of this certificate in question, thementioned company should stop placing the product on the
market. The validity of the cerfificate can be checked through www.udem.com. fr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udemltd.com.tr  www.udem.com.tr
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UDEM

UDEM Adriatic d.o.o.
Radnicka cesta 54/R3
10000 Zagreb, CROATIA

2024/06/04

HUAIAN PINGAN MEDICAL INSTRUMENT CO.LTD
No:128 West Meigao Road,

Huaian,Jiangsu,

China

NOTIFIED BODY CONFIRMATION LETTER
Reference: 2023.MDR.1717.NBCL.0050/R01

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices.

This letter confirms that, UDEM ADRIATIC D.0.0., a Notified Body (NB) designated under
Regulation (EU) 2017 /745 (MDR) and identified by the number 2696 on NANDO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VII of MDR (on the
date of 2023/07/18) and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VII of MDR (on the date of 2023 /07 /18) with the following manufacturer:

HUAIAN PINGAN MEDICAL INSTRUMENT CO.,.LTD
No:128 West Meigao Road,

Huaian,]Jiangsu,

China

SRN Number (if available): CN-MF-000010430

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has
been received, written agreement concluded and for which UDEM Adriatic d.o.0. is also
responsible for appropriate surveillance of the corresponding devices under Directive 93 /42 /EEC
(MDD). Table 2 identifies the devices for which an MDR application has been received and a
written agreement concluded, but UDEM Adriatic d.o.0. has not yet taken the responsibility for
appropriate surveillance of the corresponding devices under MDD.

UDEM Adriatic d.o.o.

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601 Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Pagel1/5




UDEM

In the case of devices covered by certificates issued under MDD that expired after 26 May 2021
and before 20 March 2023, without having been withdrawn, this letter also confirms that the
manufacturer signed the written agreement under MDR by the date of MDD certificate expiry; or
provided evidence that a competent authority of a Member State had granted a derogation or
exemption from the applicable conformity assessment procedure in accordance with Article 59(1)
of MDR or Article 97(1) of the MDR respectively, by the 20 March 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120(3c) of MDR
(as amended by (EU) 2023/607), are shown below:

e 26 May 2026 for Class III custom-made implantable devices

e 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class Ila, Class I devices placed on the market
in sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of UDEM Adriatic d.o.o.
Zekeriya AYTAC

General Manager

var, |\ kat. Zagreb
UDEM Adriatic d.o.o. 9434
Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601+ Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page2/5




| Polyglycolic Acid(PGA)
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Table 1: Devices covered by this letter and for which UDEM Adriatic d.o.o. is also
responsible for appropriate surveillance of the corresponding devices under Directive
93 /42 /EEC (MDD)

Device name or Basic UDI- | MDR Device classification | Ifthe MDR device is a MDD Certificate
DI (under MDR ' (as proposed by the | substitute device, Reference(s) of the devices
application) | manufacturer and verified  identification of the under MDR application, and
| atthe pre-application . corresponding MDD the NB Identification
| stage) | device

‘Sterile,Absorbable =~ ClassIl " N/A Certificate 1:

Polyglactin 910(PGLA) ‘ Full Quality Assurance System

Suture with or without ‘ . Certificate No:
needle 3 | M.2019.106.11953

- UDEM Uluslararasi
Belgelendirme Denetim

| Egitim Merkezi San. ve Tic.
| AS. (NB2292)

. Certificate 2:

- EC Design-Examination
Certificate No:

. M.2019.106.11953-1

' UDEM Uluslararasi

. Belgelendirme Denetim

. Egitim Merkezi San. ve Tic.
AS. (NB2292)

Sterile,Absorbable Classmi N/A Certificate 1:
3 Full Quality Assurance System

Suture with or without | Certificate No:
needle | M.2019.106.11953

UDEM Uluslararasi
Belgelendirme Denetim
Egitim Merkezi San. ve Tic.
AS. (NB2292)

Certificate 2:

EC Design-Examination
Certificate No:

M. 2019.106.11953-1

| UDEM Uluslararast

| Belgelendirme Denetim

. Egitim Merkezi San. ve Tic.

| - AS. (NB2292)
Sterile,Absorbable ' Class III N/A | Certificate1; =
Polydioxanone(PDO) ; | Full Quality Assurance System
Suture with or without | Certificate No:

needle ' M.2019.106.11953 i

UDEM Adriatic d.o.o.

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601e Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page3/5




UDEM

" Device name or Basic UDI- = MDR Device classification  Ifthe MDR deviceisa MDD Certificate

DI (under MDR ' (as proposed by the substitute device,

application) " manufacturer and verified = identification of the
. at the pre-application corresponding MDD
\ stage) | device

| Reference(s) of the devices
. under MDR application, and
the NB Identification

Sterile,Non-Absorbable  Class IIb excluding Class[Ib  N/A
Silk Braided Suture with | implantable non-WET
or without needle ‘

Sterile,Non-Absorbable iﬁass IIb exclﬁc_iiing'Cla's.'-s b N/A o

Polypropylene . implantable non-WET

Monofilament Suture with

| or without needle

Sterile,Non-Absorbable  Class IIb excluding ClassIIb  N/A
Nylon/Polyamide implantable non-WET
monofilament Suture with

- or without needle

UDEM Adriatic d.o.o.
Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601+ Fax: +385 (1) 4819 434

| : :

- . ”

UDEM Uluslararasi
Belgelendirme Denetim
Egitim Merkezi San. ve Tic.
AS. (NB2292)

Certificate 2:

EC Design-Examination
Certificate No:

M. 2019.106.11953-1

UDEM Uluslararasi
Belgelendirme Denetim
Egitim Merkezi San. ve Tic.
AS. (NB2292)

Certificate 1:

Full Quality Assurance System
Certificate No:
M.2019.106.11952

UDEM Uluslararasi
Belgelendirme Denetim
Egitim Merkezi San. ve Tic.
I AS. (NB2292)
Full Quality Assurance System

Certificate No:
M.2019.106.11952

UDEM Uluslararasi
Belgelendirme Denetim
Egitim Merkezi San. ve Tic.
AS. (NB2292)

| Full Quality Assurance System
| Certificate No: ‘
' M.2019.106.11952

' UDEM Uluslararas

- Belgelendirme Denetim
Egitim Merkezi San. ve Tic.

- AS. (NB2292)

Radnitka cesta S54/R3,
Tal({1)481860 T34

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page4/5
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Table 2: Devices covered by this letter and for which UDEM Adriatic d.0.0. is NOT

responsible for appropriate surveillance of the corresponding devices under Directive

93/42/EEC (MDD)
Device name or Basic Uilil[-fI MDR Device classification __E_I_f the MDR device is a ' MDD Certificate Reference(s) |
| DI (under MDR | (as proposed by the ~ substitute device, | of the devices under MDR
| application) | manufacturer and verified | identification ofthe  application, and the NB
| atthe pre-application - corresponding MDD Identification
| stage) device
N/A - NA  NA | N/A S
Confirmation Letter Revision History
Date | NBinternal reference traceableto Action
each version of the letter
2023/12/25 2023.MDR.1717.NBCL.0050 ' Initial issue
2024/06/04 | 2023.MDR.1717.NBCL.0050/R01 ' On the date of 2024/04/17, MDD survaillance of

| related legacy devices was transferred to UDEM

- Adriatic d.o.o from MDD Notified Body (NB2292).For
* this reason, the related devices have been moved

' from Table 2 to Table 1 of this letter.

2adnicka cesta 54/R3, Green @8I 2botacl\V kat 7agreb
Tel:(1 481560

UDEM Adriatic d.o.o.

Address: Radnicka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601 Fax: +385 (1) 4819 434

E-mail: info@udemadriatic.com UDFRM.235/01-08.05.2023/07.04.2023 Page5/5




ISO 13485 : 2016

st EL S

Huaian Pingan Medical
Instrument Co., Ltd.

No.128, West Meigao Road, Huaian, 223001 Jiangsu Province, China.

annual surveillance audits and company’s maintenance the related management system condilions according to
international accreditation criteria

SCOPE

suture needles

GROUP CODE

A-D
Certificate No : TC-75056
Registration Date 1 27.04.2018
“Reissue Date 117.04.2024
Expiry Date 1 26.04.2025
Certificate Period i 3 Years (27,04,2018-26.04.2027) ;
Exclusion 753 ACCREDITED
: Management -
Jystems
Certification Body

‘MSCEB-103

PCA Certiﬁ_caﬁ'on Approval

PCA Sertifikasyon Hizmetleri Eimnited Sivketi )
Orta Mah-Ovdu Sk. izpark C Blok No:26/23 Kartal/ ISTANBUL
Tel:+90 216 510 63 48-49 Pbx Faks:+90216 517 63 49
- wiw.pca-tr.com info@pca-tr.com

This certificate shows that the medical devices - quality management system (EN ISO 13485:201 6) of the above company was
approved by PCA Certification for the following scope, the validity of the certificate depends on the company’s pass the

Design & development, production and sales of absorbable and non-absorbable sutures with or without needle,

FRB86 Revid
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	11953-1 ing Medikal tasarım - Çin
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