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English 

 
EU DECLARATION OF CONFORMITY 

Manufacturer’s Name 
 

Ethicon, LLC 

Manufacturer’s Address 
 

Highway 183 Km 8.3  
San Lorenzo  
Puerto Rico, 00754 USA 

Manufacturer’s 
Single Registration Number (SRN)  

US-MF-000013112 

Authorized Representative’s Name 
and Address 
 

Johnson & Johnson Medical GmbH 
Robert-Koch-Strasse 1 
22851 Norderstedt 
Germany 

Authorized Representative’s 
Single Registration Number (SRN)  

DE-AR-000007712 

Notified Body Name  BSI Group The Netherlands B.V. 
Notified Body Identification Number 2797 
Technical Documentation Number 100695945 
Product and Trade Name(s) 
 

PERMA-HAND™ Braided Silk and Virgin Silk Non-Absorbable 
Sutures  

Product Code(s)/Product Range and 
Description 

Refer to Attachment 1 and Attachment 2 

Intended Purpose Silk Suture is indicated for use in general soft tissue 
approximation and/or ligation, including use in cardiovascular, 
ophthalmic and neurosurgical procedures. 

Classification Class III (Annex VIII, Rule 8) 
GMDN Code 13910 Silk Suture 
EMDN Code H010202020301: Silk with Needle 

H010202020302: Silk without Needle 
Basic UDI-DI Value Basic UDI-DI 

Device Name 
Basic UDI-DI 
Device Model 

Basic UDI-DI 

Silk Sterile Non-
Absorbable 
Surgical Suture 

Silk Suture 0705031a011944Y 

 

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer. 
We, Ethicon, LLC, hereby declare the above listed Medical Device(s) complies with Medical Device 
Regulation (EU) 2017/745. 
 
This declaration is made on the basis of: 
EU Technical Documentation Assessment Certificate Number MDR 753197, issued by the Notified Body 
stated above, in accordance with Annex IX, Chapter II of the Medical Device Regulation (EU) 2017/745. 
EU Quality System Certificate Number MDR 753178, issued by the Notified Body stated above, in 
accordance with Annex IX, Chapters I and III of Medical Device Regulation (EU) 2017/745. 
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SIGNATURE SECTION 
Place of Issue Refer to Manufacturer's Address above 

t{ (' ~ &jJ' ~ Date 
27-JUL-2023 Signature 

Name/Title Valerie Smith Beyer, Director Regulatory Affairs WCH Sutures 
Date 

Signature 
a @- 27-J41- 20z3 

I 

Name/Title 
Jenniffer Ruiz, Site Quality Lead 
Manufacturer's Person Responsible for Regulatory Compliance 

Note: The English Doc is considered the "EN Master DoC". The dated signature present in the "EN 
Master DoC" will represent the date of validity for any translated Docs. 
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ATTACHMENT 1 

Suture Product Range 

 

 
EU DECLARATION OF CONFORMITY 

Manufacturer’s 
Name 

Ethicon, LLC  

Technical 
Documentation 
Number 

100695945 

 

Suture Characteristics  Range 
Suture Material (Absorbable/Non-
Absorbable)  Non-Absorbable  

Suture Gauge Size  0.4 – 5.0 (Metric)  

Suture Length  20 cm – 366 cm 

Suture Dyed/Undyed  Dyed / Undyed  

Suture Color (If dyed)  Black / Blue 

Coated/Uncoated  Coated / Uncoated 

Multifilament/Monofilament  Multifilament 

Accessories to suture type  Retention Tube 

Additional presentations N/A 

Needled/Non-Needled 
Needled (also available with CONTROL 
RELEASETM needles) and Non-needled 

Number of Needles per Suture Single Armed / Double Armed 

Needle Material  420 SS, 455 SS, 4310 SS, ETHALLOY 

Needle Coating  Silicone, CERBERUS, MULTIPASS 

Needle Shape  Straight/Curve  

Needle Color Silver/Black 

Needle Length 5 mm – 90 mm 

Needle Wire Diameter  0.15 mm – 1.27 mm 
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ATTACHMENT 2 

Product Codes and Description 

 

 
EU DECLARATION OF CONFORMITY 

Manufacturer’s Name 
 

Ethicon, LLC 

Technical Documentation Number 
 

100696245 

Product and Trade Name(s) PERMA-HAND™ Braided Silk and Virgin Silk Non-Absorbable Sutures 
Intended Purpose Silk Suture is indicated for use in general soft tissue approximation and/or ligation, including use in cardiovascular, 

ophthalmic and neurosurgical procedures. 
 

LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
1588H SILK BLK 18IN(45CM) USP2-0(M3) S/A PS PRM H010202020301 
1676G SILK BLK 18IN(45CM) USP5-0(M1) S/A PS-2 PRM MP H010202020301 
1677G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRM MP H010202020301 
1677H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRM H010202020301 
1677SLH SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS-2S PRM MP H010202020301 
1678H SILK BLK 18IN(45CM) USP5-0(M1) S/A PS-3 PRM MP H010202020301 
1679H SILK BLK 18IN(45CM) USP3-0(M2) S/A PS-2 PRM MP H010202020301 
1684G SILK BLK 18IN(45CM) USP3-0(M2) S/A PS-1 PRM MP H010202020301 
1684H SILK BLK 18IN(45CM) USP3-0(M2) S/A PS-1 PRM H010202020301 
1687G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS-4 PRM MP H010202020301 
1689H SILK BLK 30IN(75CM) USP2-0(M3) S/A FSLX H010202020301 
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LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
18501G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A J-1 H010202020301 
18502G SILK BLK 18IN(45CM) USP3-0(M2) S/A X-1 H010202020301 
18505G SILK BLK 18IN(45CM) USP2-0(M3) S/A X-1 H010202020301 
18508G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A P-3 PRM H010202020301 
18509G SILK BLK 18IN(45CM) USP3-0(M2) S/A SH-1 PLUS H010202020301 
18514G SILK BLK 18IN(45CM) USP3-0(M2) S/A V-5 H010202020301 
18515G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A V-5 H010202020301 
1925G SILK BLK 18IN(45CM) USP5-0(M1) S/A PC-3 PRM MP H010202020301 
1984G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PC-5 PRM MP H010202020301 
413H SILK BLK 20IN(50CM) USP2-0(M3) S/A CT-3 H010202020301 
423H SILK BLK 30IN(75CM) USP2-0(M3) S/A CT-1 H010202020301 
424H SILK BLK 30IN(75CM) USP0(M3.5) S/A CT-1 H010202020301 
443H SILK BLK 30IN(75CM) USP2-0(M3) S/A CP-1 H010202020301 
446H SILK BLK 18IN(45CM) USP1(M4) S/A CP H010202020301 
4796G SILK BLK 30IN(75CM) USP1(M4) S/A CP H010202020301 
486H SILK BLK 30IN(75CM) USP2-0(M3) S/A PSL H010202020301 
580H SILK BLK 18IN(45CM) USP0(M3.5) S/A PSL H010202020301 
583H SILK BLK 18IN(45CM) USP2-0(M3) S/A PS-2 PRM MP H010202020301 
590H SILK BLK 30IN(75CM) USP0(M3.5) S/A PSL H010202020301 
591H SILK BLK 30IN(75CM) USP2-0(M3) S/A PSLX H010202020301 
621H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A KS H010202020301 
622H SILK BLK 30IN(75CM) USP3-0(M2) S/A KS H010202020301 
623H SILK BLK 30IN(75CM) USP2-0(M3) S/A KS H010202020301 
624H SILK BLK 30IN(75CM) USP0(M3.5) S/A KS H010202020301 
629G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A FS-1 H010202020301 
629H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A FS-1 H010202020301 
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LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
632G SILK BLK 18IN(45CM) USP3-0(M2) S/A X-1 H010202020301 
632H SILK BLK 18IN(45CM) USP3-0(M2) S/A X-1 H010202020301 
640G SILK BLK 18IN(45CM) USP5-0(M1) S/A P-3 PRM MP H010202020301 
640H SILK BLK 18IN(45CM) USP5-0(M1) S/A P-3 PRM H010202020301 
641G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A P-3 PRM MP H010202020301 
641H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A P-3 PRM H010202020301 
673H SILK BLK 18IN(45CM) USP2-0(M3) S/A PSL H010202020301 
675H SILK BLK 30IN(75CM) USP3-0(M2) S/A FSL H010202020301 
677G SILK BLK 18IN(45CM) USP2-0(M3) S/A FSL H010202020301 
678G SILK BLK 18IN(45CM) USP0(M3.5) S/A FSL H010202020301 
678H SILK BLK 18IN(45CM) USP0(M3.5) S/A FSL H010202020301 
679H SILK BLK 30IN(75CM) USP2-0(M3) S/A FSL H010202020301 
680H SILK BLK 30IN(75CM) USP0(M3.5) S/A FSL H010202020301 
682G SILK BLK 18IN(45CM) USP5-0(M1) S/A FS-2 MP H010202020301 
682H SILK BLK 18IN(45CM) USP5-0(M1) S/A FS-2 H010202020301 
683G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A FS-2 H010202020301 
683H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A FS-2 H010202020301 
684G SILK BLK 18IN(45CM) USP3-0(M2) S/A FS-1 H010202020301 
684H SILK BLK 18IN(45CM) USP3-0(M2) S/A FS-1 H010202020301 
685G SILK BLK 18IN(45CM) USP2-0(M3) S/A FS H010202020301 
685H SILK BLK 18IN(45CM) USP2-0(M3) S/A FS H010202020301 
7093H SILK BLK 30IN(75CM) USP3-0(M2) S/A FS-1 H010202020301 
719G SILK BLK 18IN(45CM) USP5-0(M1) S/A C-3 H010202020301 
719H SILK BLK 18IN(45CM) USP5-0(M1) S/A C-3 H010202020301 
7342H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A SH-1 H010202020301 
7343H SILK BLK 30IN(75CM) USP3-0(M2) S/A SH-1 PLUS H010202020301 
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LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
7344H SILK BLK 30IN(75CM) USP2-0(M3) S/A SH-1 H010202020301 
734G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A J-1 H010202020301 
734H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A J-1 H010202020301 
735G SILK BLK 12IN(30CM) USP4-0(M1.5) D/A C-3 H010202020301 
736G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A C-3 H010202020301 
736H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A C-3 H010202020301 
737G SILK BLK 18IN(45CM) USP2-0(M3) S/A X-1 H010202020301 
737H SILK BLK 18IN(45CM) USP2-0(M3) S/A X-1 H010202020301 
739H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A M-2 H010202020301 
789G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A G-3 PRM H010202020301 
C012G SILK BLK 8X18IN(45CM) USP2-0(M3) S/A SH CR H010202020301 
C013G SILK BLK 8X18IN(45CM) USP3-0(M2) S/A SH CR H010202020301 
E4103S SILK BLK 8IN(20CM) USP2-0(M3) S/A SKI-22 VB H010202020301 
EH7149G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A FS-2 H010202020301 
EH7343H SILK BLK 30IN(75CM) USP3-0(M2) S/A SH-1 PLUS H010202020301 
EH7344H SILK BLK 30IN(75CM) USP2-0(M3) S/A SH-1 PLUS H010202020301 
EH7345H SILK BLK 18IN(45CM) USP3-0(M2) S/A FS-2 H010202020301 
EH7547G SILK BLK 18IN(45CM) USP3-0(M2) S/A J-1 H010202020301 
EH7547H SILK BLK 18IN(45CM) USP3-0(M2) S/A J-1 H010202020301 
EH7552H SILK BLK 30IN(75CM) USP2-0(M3) S/A PS-1 PRM MP H010202020301 
EH7557H SILK BLK 18IN(45CM) USP2-0(M3) S/A PS-2 PRM H010202020301 
EH7560H SILK BLK 30IN(75CM) USP0(M3.5) S/A FSLX H010202020301 
EH7633H SILK BLK 18IN(45CM) USP2-0(M3) S/A FS-1 H010202020301 
EH7660H SILK BLK 18IN(45CM) USP3-0(M2) S/A PS-2 PRM H010202020301 
EH7763H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS-3 PRM H010202020301 
F1222 SILK BLK 30IN(75CM) USP3-0(M2) S/A MH-1 H010202020301 
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LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
F2221 SILK BLK 30IN(75CM) USP3-0(M2) S/A CPA H010202020301 
F2223 SILK BLK 30IN(75CM) USP0(M3.5) S/A CPA H010202020301 
F2226 SILK BLK 30IN(75CM) USP3-0(M2) S/A CP-2 H010202020301 
F2231 SILK BLK 30IN(75CM) USP3-0(M2) S/A FS-2 H010202020301 
F2233 SILK BLK 30IN(75CM) USP1(M4) S/A FS H010202020301 
F2243 SILK BLK 30IN(75CM) USP1(M4) S/A FSL H010202020301 
F2243H SILK BLK 30IN(75CM) USP1(M4) S/A FSL H010202020301 
F2251 SILK BLK 30IN(75CM) USP3-0(M2) S/A FS-3 H010202020301 
F682 SILK BLK 30IN(75CM) USP5-0(M1) S/A FS-2 H010202020301 
F683 SILK BLK 30IN(75CM) USP4-0(M1.5) S/A FS-2 H010202020301 
F736 SILK BLK 30IN(75CM) USP4-0(M1.5) S/A C-3 H010202020301 
FK831 SILK BLK 30IN(75CM) USP4-0(M1.5) S/A SH H010202020301 
FK890 SILK BLK 30IN(75CM) USP5-0(M1) S/A CC-1 H010202020301 
FK9420 SILK BLK 18IN(45CM) USP4-0(M1.5) S/A V-4 H010202020301 
FK9430 SILK BLK 18IN(45CM) USP3-0(M2) S/A V-4 H010202020301 
FW321 SILK BLK 30IN(75CM) USP2-0(M3) S/A FS H010202020301 
FW328 SILK BLK 30IN(75CM) USP3-0(M2) S/A FS H010202020301 
FW333 SILK BLK 30IN(75CM) USP2-0(M3) S/A MH-1 PLUS H010202020301 
FW334 SILK BLK 30IN(75CM) USP0(M3.5) S/A MH-1 H010202020301 
FW500 SILK BLK 30IN(75CM) USP5-0(M1) S/A FS-3 H010202020301 
FW501 SILK BLK 30IN(75CM) USP4-0(M1.5) S/A FS-3 H010202020301 
FW502 SILK BLK 30IN(75CM) USP3-0(M2) S/A FS-3 H010202020301 
FW503 SILK BLK 30IN(75CM) USP2-0(M3) S/A FS-3 CONV H010202020301 
FW528 SILK BLK 30IN(75CM) USP5-0(M1) S/A PC-3 PRM H010202020301 
FW577 SILK BLK 30IN(75CM) USP3-0(M2) S/A X-1 H010202020301 
FW577H SILK BLK 30IN(75CM) USP3-0(M2) S/A X-1 H010202020301 
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LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
FW680 SILK BLK 30IN(75CM) USP0(M3.5) S/A FSL H010202020301 
K831H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A SH H010202020301 
K832H SILK BLK 30IN(75CM) USP3-0(M2) S/A SH H010202020301 
K833H SILK BLK 30IN(75CM) USP2-0(M3) S/A SH H010202020301 
K834H SILK BLK 30IN(75CM) USP0(M3.5) S/A SH H010202020301 
K835H SILK BLK 30IN(75CM) USP1(M4) S/A SH H010202020301 
K843H SILK BLK 30IN(75CM) USP2-0(M3) S/A MH H010202020301 
K844H SILK BLK 30IN(75CM) USP0(M3.5) S/A MH H010202020301 
K845H SILK BLK 30IN(75CM) USP1(M4) S/A MH H010202020301 
K852H SILK BLK 30IN(75CM) USP3-0(M2) S/A ST-1 H010202020301 
K870H SILK BLK 30IN(75CM) USP5-0(M1) S/A RB-1 MP H010202020301 
K871H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A RB-1 H010202020301 
K872H SILK BLK 30IN(75CM) USP3-0(M2) S/A RB-1 H010202020301 
K873H SILK BLK 30IN(75CM) USP2-0(M3) S/A RB-1 H010202020301 
K880H SILK BLK 30IN(75CM) USP5-0(M1) S/A BB H010202020301 
K881H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A BB H010202020301 
K882H SILK BLK 30IN(75CM) USP3-0(M2) S/A BB H010202020301 
K883H SILK BLK 30IN(75CM) USP2-0(M3) S/A BB H010202020301 
K891H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A C-1 H010202020301 
K942H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A V-4 H010202020301 
K945G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A V-4 H010202020301 
K952H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A V-5 H010202020301 
K953H SILK BLK 30IN(75CM) USP3-0(M2) S/A V-5 H010202020301 
K954H SILK BLK 30IN(75CM) USP2-0(M3) S/A V-5 H010202020301 
K963G SILK BLK 30IN(75CM) USP3-0(M2) S/A V-7 H010202020301 
K964H SILK BLK 30IN(75CM) USP2-0(M3) S/A V-7 H010202020301 
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LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
LA53G SILK BLK 144IN(366CM) USP4-0(M1.5) NON NDL H010202020302 
LA54G SILK BLK 144IN(366CM) USP3-0(M2) NON NDL H010202020302 
LA55G SILK BLK 144IN(366CM) USP2-0(M3) NON NDL H010202020302 
N266H SILK BLK 18IN(45CM) USP5-0(M1) S/A TF H010202020301 
N267H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A RB-2 H010202020301 
P1690H SILK BLK 30IN(75CM) USP0(M3.5) S/A FSLX H010202020301 
P1691H SILK BLK 30IN(75CM) USP1(M4) S/A FSLX H010202020301 
P337H SILK BLK 30IN(75CM) USP0(M3.5) S/A MH H010202020301 
P683H SILK BLK 18IN(45CM) USP3-0(M2) S/A FS-2 H010202020301 
P685H SILK BLK 18IN(45CM) USP2-0(M3) S/A FS-1 H010202020301 
U7058 VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) D/A CS140-6 H010202020301 
U7059 VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) D/A CS140-6 H010202020301 
W1759 VIRGIN SILK BLU 12IN(30CM) USP8-0(M0.4) D/A TG140-6 H010202020301 
W1782 VIRGIN SILK BLU 12IN(30CM) USP8-0(M0.4) D/A TG140-6 H010202020301 
W1784 VIRGIN SILK BLU 12IN(30CM) USP8-0(M0.4) S/A TG140-6 H010202020301 
W1814 SILK BLK 12IN(30CM) USP7-0(M0.5) S/A TG140-8 H010202020301 
W1819 VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) D/A TG140-8 H010202020301 
W1820 VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) D/A TG140-8 H010202020301 
W2500T SILK BLK 18IN(45CM) USP5-0(M1) S/A PC-3 PRM H010202020301 
W2501T SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PC-3 PRM H010202020301 
W2502T SILK BLK 18IN(45CM) USP3-0(M2) S/A PC-3 PRM H010202020301 
W2504T SILK BLK 18IN(45CM) USP5-0(M1) S/A PS-2 PRM H010202020301 
W2505T SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRM H010202020301 
W2506T SILK BLK 18IN(45CM) USP3-0(M2) S/A PS-2 PRM H010202020301 
W2508T SILK BLK 18IN(45CM) USP3-0(M2) S/A PS-22 CONV PRM H010202020301 
W2510T SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PS PRM H010202020301 
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W2511T SILK BLK 18IN(45CM) USP3-0(M2) S/A PS PRM H010202020301 
W2512T SILK BLK 18IN(45CM) USP2-0(M3) S/A PS PRM H010202020301 
W2523T SILK BLK 30IN(75CM) USP3-0(M2) S/A PSLX PRM H010202020301 
W2524T SILK BLK 30IN(75CM) USP2-0(M3) S/A PSLX PRM H010202020301 
W2793 SILK BLK 2X20IN(50CM) USP1(M4) S/A KP-3 CONV + EA W/ RET TUB 40MM H010202020301 
W321H SILK BLK 18IN(45CM) USP2-0(M3) S/A FS H010202020301 
W327H SILK BLK 30IN(75CM) USP2-0(M3) S/A SH H010202020301 
W328H SILK BLK 18IN(45CM) USP3-0(M2) S/A FS H010202020301 
W329H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A FS-2 H010202020301 
W333H SILK BLK 30IN(75CM) USP2-0(M3) S/A MH-1 H010202020301 
W334H SILK BLK 30IN(75CM) USP0(M3.5) S/A MH-1 H010202020301 
W338H SILK BLK 30IN(75CM) USP1(M4) S/A MH H010202020301 
W468H SILK BLK 30IN(75CM) USP5-0(M1) S/A C-2 CONV H010202020301 
W500H SILK BLK 30IN(75CM) USP5-0(M1) S/A FS-3 CONV H010202020301 
W501H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A FS-3 CONV H010202020301 
W502H SILK BLK 30IN(75CM) USP3-0(M2) S/A FS-3 CONV H010202020301 
W503H SILK BLK 30IN(75CM) USP2-0(M3) S/A FS-3 CONV H010202020301 
W505 SILK 3BLK/1IVY 18IN(45CM) USP4-0(M1.5) S/A FS-3 CONV H010202020301 
W508 SILK IVY 30IN(75CM) USP4-0(M1.5) S/A FS-3 CONV H010202020301 
W509 SILK IVY 30IN(75CM) USP3-0(M2) S/A FS-3 CONV H010202020301 
W509G SILK UD 30IN(75CM) USP3-0(M2) S/A FS-3 CONV H010202020301 
W528H SILK BLK 18IN(45CM) USP5-0(M1) S/A PC-3 PRM H010202020301 
W535 SILK BLK 18IN(45CM) USP5-0(M1) S/A PC-25 PRM MP H010202020301 
W536H SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PC-25 PRM H010202020301 
W537H SILK BLK 18IN(45CM) USP3-0(M2) S/A PC-25 PRM MP H010202020301 
W545H SILK BLK 30IN(75CM) USP5-0(M1) S/A J-1 CONV H010202020301 
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W546H SILK BLK 30IN(75CM) USP3-0(M2) S/A RB-1 H010202020301 
W549H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A RB-1 H010202020301 
W552 SILK BLK 30IN(75CM) USP0(M3.5) S/A CPX CONV H010202020301 
W570H SILK BLK 30IN(75CM) USP3-0(M2) S/A SH PLUS H010202020301 
W571H SILK BLK 30IN(75CM) USP3-0(M2) S/A MH-1 H010202020301 
W576 SILK BLK 30IN(75CM) USP3-0(M2) S/A UX-25 PRM H010202020301 
W576G SILK BLK 30IN(75CM) USP3-0(M2) S/A UX-25 PRM H010202020301 
W577H SILK BLK 18IN(45CM) USP3-0(M2) S/A X-1 CONV H010202020301 
W578H SILK BLK 18IN(45CM) USP2-0(M3) S/A X-1 CONV H010202020301 
W580 SILK BLK 30IN(75CM) USP5-0(M1) S/A C-2 H010202020301 
W581 SILK BLK 30IN(75CM) USP5-0(M1) S/A BB H010202020301 
W582 SILK BLK 30IN(75CM) USP4-0(M1.5) S/A BB H010202020301 
W583 SILK BLK 30IN(75CM) USP3-0(M2) S/A MH MP H010202020301 
W584 SILK BLK 30IN(75CM) USP2-0(M3) S/A CT H010202020301 
W584G SILK BLK 30IN(75CM) USP2-0(M3) S/A LH H010202020301 
W586H SILK BLK 30IN(75CM) USP4-0(M1.5) S/A SH-2 H010202020301 
W587H SILK BLK 30IN(75CM) USP3-0(M2) S/A SH-2 H010202020301 
W595 SILK BLK 30IN(75CM) USP5-0(M1) S/A BV H010202020301 
W596 SILK BLK 30IN(75CM) USP5-0(M1) S/A BB-2 H010202020301 
W598H SILK BLK 30IN(75CM) USP3-0(M2) S/A BB-2 H010202020301 
W604 SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PC-3 PRM H010202020301 
W604G SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PC-3 PRM H010202020301 
W605 SILK BLK 18IN(45CM) USP3-0(M2) S/A PC-3 PRM H010202020301 
W622H SILK BLK 30IN(75CM) USP3-0(M2) S/A KS H010202020301 
W635 SILK IVY 18IN(45CM) USP5-0(M1) D/A G-1 CONV H010202020301 
W635G SILK UD 18IN(45CM) USP5-0(M1) D/A G-1 CONV H010202020301 



Regulatory Affairs Submission 
Declaration of Conformity  
DoC for PERMA-HAND Suture – Ethicon LLC, San Lorenzo 

  100912894 | Rev.1 
 
 

 

__________________________________________________________________________________ 
CONFIDENTIAL use pursuant to Company Procedures            Page 13 of 14 
MDR EU DoC Template No: 100648949 | Rev. 9 

LIST OF PRODUCT CODES/PRODUCTS RANGE 

Product Code Product Description EMDN Code 
W666H SILK BLK 30IN(75CM) USP3-0(M2) S/A FSLX H010202020301 
W667H SILK BLK 30IN(75CM) USP2-0(M3) S/A FSLX H010202020301 
W670 SILK BLK 18IN(45CM) USP5-0(M1) S/A PC-5 PRM H010202020301 
W671 SILK BLK 18IN(45CM) USP4-0(M1.5) S/A PC-5 PRM H010202020301 
W672 SILK BLK 18IN(45CM) USP3-0(M2) S/A PC-5 PRM H010202020301 
W672G SILK BLK 18IN(45CM) USP3-0(M2) S/A PC-5 PRM MP H010202020301 
W723H SILK BLK 30IN(75CM) USP1(M4) S/A MO-5 H010202020301 
W765 SILK BLK 40IN(100CM) USP3-0(M2) S/A KS-75 H010202020301 
W766 SILK BLK 40IN(100CM) USP2-0(M3) S/A KS-75 H010202020301 
W767 SILK BLK 40IN(100CM) USP0(M3.5) S/A KS-75 H010202020301 
W775H SILK BLK 40IN(100CM) USP2-0(M3) S/A KS-55 H010202020301 
W782H SILK BLK 30IN(75CM) USP0(M3.5) S/A FSLY H010202020301 
W789H SILK BLK 30IN(75CM) USP0(M3.5) S/A KS H010202020301 
W790H SILK BLK 30IN(75CM) USP2-0(M3) S/A KS H010202020301 
W791 SILK BLK 40IN(100CM) USP2-0(M3) S/A KP-3 CONV H010202020301 
W792 SILK BLK 40IN(100CM) USP0(M3.5) S/A KP-3 CONV H010202020301 
W793 SILK BLK 40IN(100CM) USP1(M4) S/A KP-3 CONV H010202020301 
W793G SILK BLK 40IN(100CM) USP1(M4) S/A KP-3 CONV H010202020301 
W794 SILK BLK 40IN(100CM) USP2(M5) S/A KP-3 CONV H010202020301 
W794G SILK BLK 40IN(100CM) USP2(M5) S/A KP-3 CONV H010202020301 
W811 SILK BLK 18IN(45CM) USP4-0(M1.5) S/A C-3 H010202020301 
W817 SILK BLK 18IN(45CM) USP7-0(M0.5) D/A G-6 PRM H010202020301 
W818 VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) D/A G-7 PRM H010202020301 
W818G VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) D/A G-7 PRM H010202020301 
W819 VIRGIN SILK BLU 12IN(30CM) USP8-0(M0.4) D/A TG175-8 H010202020301 
W870 VIRGIN SILK BLU 18IN(45CM) USP8-0(M0.4) S/A G-7 PRM H010202020301 
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W936 SILK BLK 30IN(75CM) USP2(M5) S/A MO-2 H010202020301 
W936G SILK BLK 30IN(75CM) USP2(M5) S/A MO-2 H010202020301 
W959 SILK BLK 40IN(100CM) USP2-0(M3) S/A CEC135-40 PRM H010202020301 
WS365H SILK BLK 36IN(90CM) USP4-0(M1.5) S/A FS-2 H010202020301 
WS366H SILK BLK 36IN(90CM) USP3-0(M2) S/A FS-2 H010202020301 
WS367H SILK BLK 36IN(90CM) USP2-0(M3) S/A FS-2 H010202020301 
WS379H SILK BLK 30IN(75CM) USP3-0(M2) S/A CP-2 H010202020301 
WS383H SILK BLK 30IN(75CM) USP0(M3.5) S/A CP-2 H010202020301 
WS384H SILK BLK 30IN(75CM) USP3-0(M2) S/A CPA H010202020301 




