
C E R T I F I C A T E 
Full Quality Assurance System 

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

M . 2 0 1 9 . 1 0 6 . 1 1 9 5 3 - 1 Design Examination Certificate Was Prepared for Class III Products Defined in This Certificate. 

Connpany 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 8! 
(Excluding Section 4) 

Product Sterile, Absorbable Polygiactin 910 (PGLA) suture 
with or without needle - Class III 

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

• Sterile, Absorbable Polydioxanone (PDO) suture 
with or without needle - Class III 
Sterile, Absorbable Poliglecaprone (PGCL) suture 
with or without needle - Class III 

GMDN 

Certificate Number 
Report Number 

Initial Assessment Date 
Registration Date 
Revision Date /No 
Expiry Date 

: 17471, 13908, 16584, 17246 

Product Types are attached. 

M.2019.106.11953 
MD.3625.IB 
09.04.2018 
14.05.2019 

13.05.2024 

HonqiCertification 
//iBditing Training Centre Industry 
and Trade Inc.Co. 

UDEM hereby declares t ha t the requirements of Annex ! l , exc lud ing sect ion 4 of t he 93/42/EEC D i r e \ t i 3 ^ 
h a v e b e e n met for t h e l isted p roduc ts . The a b o v e n a m e d m a n u f a c t u r e r has es tab l ished a n d app 
a qual i ty assurance system, w h i c h is subject to per iod ic survei l lance audi ts , de f i ned by Annex II, sect ion 
5 of the fo remen t ioned d i rec t ive . Acco rd ing to Annex II, sect ion 4 an EC design- examina t ion cer t i f i ca te 
is r equ i red for p l a c i n g t h e Class Hi dev i ces on the marlcet . UDEM's responsib i l i ty for class I dev i ces 
cove red by the EC sert i f icate is l imi ted to manu fac tu r ing issues re la ted to sa feguard ing a n d ma in ta in ing 
sterile cond i t ions , if the d e v , c e is sterile; a n d m a n u f a c t u r i n g issues r e l a t ed t o p roduc t ' s con fo rmi ty w i th 
m e t r o l o g i c a i requ i rements , if it has measuremen t f u n c t i o n . This c e r t i f i c a t e remains as the p rope r t y of 
UDEM In te rna t iona l Cer t i f i ca t i on Aud i t i ng Training Cen t re Industry a n d Trade Inc. Co . to w h o m it must 
be re tu rnedupon request . The a b o v e n a m e d c o m p a n y a n d UDEM must k e e p a c o p y of this ce r t i f i ca te 
for 5 years f rom the reg is t ra t ion of t he ce r t i f i ca te . Usage of t h e CE marl< is under t h e responsibi l i ty of 
the manu fac tu re r wi th t h e c o m p l e t i o n of EC Dec lara t ion of Conformi ty . The a b o v e m e n t i o n e d c o m p a n y 
must not i fy al l c h a n g e s re l a t edw i t h the a p p r o v e d p r o d u c t to UDEM. If UDEM wil l n o t r e n e w the expiry 
d a t e of this ce r t i f i ca te in ques t ion , t h e m e n t i o n e d c o m p a n y shou ld s top p l a c i n g the p r o d u c t on t h e 
mar l<e t . The v a l i d i t y o f t h e c e r t i f i c a t e c a n b e c h e c l < e d t h r o u g h w w w . u d e m . c o m . t r . 

Address: Mutlukent Mohollesi 2073 Sokok (Eski 93 Sokok) No:10 Cankoya - Ankara - TURKEY 
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76 
E-mail: info@udemltd.com.tr www.udem.com.tr 



C E R T I F I 
EC Design-Examination Certificate 

93/42/EEC Directive of l^edical Devices Annex II, Section 4 
With the expire of the certificate M.2019.106.11953 the validity of the certificate 

M.2019.106.11953-1 will also end. 

Company Name 

Company Address 

Related Directives and Annex 

Product 

GMDN 

Certificate Number 
Report Number 

Initial Assessment Date 
Registration Date 
Revision Date /No 
Expiry Date 

: Huaian Pingan Medical Instrument C o . , Ltd. 

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

: 93/42/EEC Medical Devices Directive - Annex II 
(Section 4) 

: - Sterile, Absorbable Polygiactin 910 (PGLA) suture 
with or without needle - Class III 

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

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

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

: 17471, 13908, 16584, 17246 

Product Types are attached. 

M.2019.106.11953-1 
MD.3625.IB 

09.04.2018 
14.05.2019 

13.05.2024 

U0^'fnferhationalfcertification 
/^d i f ing Trdinlpg Centre Industry 

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the 
requirements of Annex II, section 4 of the 93/42/EEC Directive have been met for the listed products. The above 
named manufacturer has established and applies a quatrty assurance system, which is subject to periodic surveillance 
audits, defined by Annex li, section S of the aforementioned directive. This certificate remains as the property of 
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returned 
upon request. The above named company end 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 Declarat ion of Conformi ty . The above ment ioned c o m p a n y must not i fy all changes re la ted 
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 mari<et. The validity of the certificate can be checlced 
through www.udem.com. tr. 

Address: Mutlukent Motiallesi 2073 Sokok (Eski 93 Sokak) No:10 Qonkaya - Ankara - TURKEY 
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76 
E-mafI: info@udemltd.com.tr www.udem.com.tr 



C E R T I F I E 
Full Quality Assurance System 

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

Company Name 

Company Address 

: Huaian Pingan Medical InstrumentCo., Ltd. 

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

Related Directives and Annex 

Product 

93/42/EEC Medical Devices Directive - Annex 11 
(Excluding Section 4) 

- Sterile, Non-Absorbable Silk Braided Suture with or 
without needle - Class lib 

- 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 

GMDN : 13910, 13906, 13909, 13905 

Certificate Number 
Report Number 

Initial Assessment Date 
Registration Date 
Revision Date /No 

Product Types are attached. 

M.2019.106.11952 
MD.3625.IB 

09.04.2018 
14.05.2019 

13.05.2024 Expiry Date 
UDEM hereby dec lares tha t t he requirements of Annex 11, exc lud ing sec t ion 4 of the 93/42/EEC Dir^ 
h a v e b e e n m e t for t h e l isted p roduc t s . The a b o v e n a m e d m a n u f a c t u r e r has es tab l i shed a n d a p 
a qual i ty assurance system, v /h ich is subject to per iod ic survei l lance audi ts , d e f i n e d by Annex l i , sec t i a 
5 of the fo rement ioned d i rec t ive . A c c o r d i n g to Annex II, sect ion 4 an EC des ign- examina t ion cer t i f i ca te 
is r equ i red for p l a c i n g t h e Class III d e v i c e s on t h e maricet. UDEM's responsib i l i ty for class I d e v i c e s 
cove red by the EC sert i f icate is l imi ted to manufac tu r ing issues re la ted t o sa feguard ing a n d main ta in ing 
sterile condi t ions, if t h e d e v . c e is sterile: a n d manu fac tu r i ng issues r e l a t e d t o p r o d u c t ' s con fo rmi ty w i t h 
me t ro log i ca i requ i rements , if it has measu remen t f unc t i on . This c e r t i f i c a t e remains as the p rope r t y of 
UDEM In te rna t iona l Cer t i f i ca t i on Aud i t i ng Training Cent re Industry a n d Trade Inc. C o . to w h o m it must 
be re tu rnedupon request . The a b o v e n a m e d c o m p a n y a n d UDEM must l<eep a c o p y of this ce r t i f i ca te 
for 5 years f rom the reg is t ra t ion of t he ce r t i f i ca te . Usage of t h e CE mark is u n d e r t t ie responsibi l i ty of 
the manufac tu re r wi th t h e c o m p l e t i o n of EC Declarat ion of Conformi ty . The a b o v e m e n t i o n e d c o m p a n y 
must not i fy ail c h a n g e s r e l a t e d w i t h the a p p r o v e d p r o d u c t to UDEM, If UDEM wil l no t r e n e w the expiry 
d a t e of this c e r t i f i c a t e in ques t i on , t h e m e n t i o n e d c o m p a n y shou ld s top p l a c i n g t h e p r o d u c t o n t h e 
m a r k e t . The v a l i d i t y o f t h e c e r t i f i c a t e c a n b e c h e c i < e d t h r o u g h w w w . u d e m . c o m . t r . 

Address: Mutlukent Mohaliesi 2073 Sokak (Eski 93 Sokak) No:10 gankaya - Ankara - TURKEY 
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76 
E-mail: info@udemltd.com.tr NAAvw.udem.com.tr 
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