Regulatory Affairs Submission
Declaration of Conformity

100755088 | Rev.1

DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

English

ETHICON .Lc
age‘ﬂvwwnd%oewwencompany

EU DECLARATION OF CONFORMITY

Manufacturer’s Name

ETHICON, LLC

Manufacturer’s Address

475 C Street

Los Frailes Industrial Park
Suite 401

Guaynabo, PR 00969
USA

Manufacturer’s
Single Registration Number (SRN)

US-MF-000013111

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

100741675

Product and Trade Name(s)

MONOCRYL™ Poliglecaprone-25 (Monofilament), Sterile
Synthetic Absorbable Surgical Suture

Product Code(s)/Product Range and
Description

Refer to Attachment 1 for Product Range
Refer to Attachment 2 for list of Product Codes and Description

Intended Purpose

MONOCRYL™ Suture is indicated for use in general soft tissue
approximation and/or ligation, except for cardiovascular or
neurological tissues or for ophthalmic surgery.

Classification

Class Il (Annex VIII, Rule 8)

GMDN Code 16584, Polyester suture, bioabsorbable, monofilament
EMDN Code H010101010301 POLIGLECAPRONE AND DERIVATIVES
MONOFILAMENT WITH NEEDLE
H010101010302 POLIGLECAPRONE AND DERIVATIVES
MONOFILAMENT WITHOUT NEEDLE
Basic UDI-DI Basic UDI-DI Basic UDI-DI Basic UDI-DI
Device Name Device Model
Monocryl MONOCRYL 0705031a0083154

poliglecaprone 25
monofilament
absorbable suture

Common Specifications

Common Specifications have not been issued.

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer.
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Declaration of Conformity
DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

English

ETHICON .Lc
age‘ﬂmwnd%eewwt‘mcompany

EU DECLARATION OF CONFORMITY

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 719654, issued by the Notified Body
stated above, in accordance with Annex IX, Chapter Il of the Medical Device Regulation (EU) 2017/745.

EU Quiality System Certificate Number MDR 719610, issued by the Notified Body stated above, in
accordance with Annex IX, Chapters | and 11l of Medical Device Regulation (EU) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

| X B Date
Signature \ X K~ 21-FEB-2023
( NUTYU LEYe v
[ V- J
Name/Title Valerie Smith-Beyer, Director Regulatory Affairs
Date
Signature 21-FEB-2023

Marjorie Medina, Senior Director, Supply Chain Quality

e i e 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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Regulatory Affairs Submission
Declaration of Conformity
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DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

ATTACHMENT 1

Suture Product Range

ETHICON.Lc
age‘ﬁmme»gvﬂ/vwncompany

EU DECLARATION OF CONFORMITY

Technical Documentation Number

100741675

Manufacturer’s Name

Ethicon LLC, Guaynabo

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

Suture Gauge Size

0.7 — 4.0 (Metric)

Suture Length

45 cm — 150 cm

Suture Dyed/Undyed

Dyed / Undyed

Suture Color (If dyed)

Violet #2

Coated/Uncoated

Uncoated

Multifilament/Monofilament

Monofilament

Contains Antimicrobials (Yes/No) No

Triclosan Maximum Levels (ug/m) N/A

Accessories to suture type

N/A

Needled/Non-Needled

Non-Needled/Needled (also available with
CONTROL RELEASE™ needles)

Number of Needles per Suture Single Armed / Double Armed

Needle material

420 SS, 4310 SS and ETHALLOY

Needle coating

Silicone, MULTIPASS and CERBERUS

Needle Shape

Straight / Curve

Needle Color

Black / Silver

Needle Length

8 mm-70 mm

Needle Wire Diameter

0.25mm —1.45 mm
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Declaration of Conformity
DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

ATTACHMENT 2

Product Codes and Description

gogvm N« gonga on Swlewmationat

EU DECLARATION OF CONFORMITY

Manufacturer’s Name Ethicon LLC, Guaynabo

Technical Documentation Number 100741675

Product and Trade Names(s) MONOCRYL™ Poliglecaprone-25 (Monofilament), Sterile Synthetic Absorbable Surgical Suture

Intended Purpose MONOCRYL™ Suture is indicated for use in general soft tissue approximation and/or ligation, except for
cardiovascular or neurological tissues or for ophthalmic surgery.

LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

AlH MONOCRYL VIO 27IN(70CM) USP2-0(M3) D/A UR-6 H010101010301
C1013 MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A CC-1 MP H010101010301
C1023 MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A BB PLUS H010101010301
C1039 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/IATS H010101010301
C1041 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) SIA TS H010101010301
C1086 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A CPA H010101010301
c1087 MONOCRYL UD 27IN(70CM) USP0O(M3.5) S/A CPA H010101010301
C2023 MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A BB PLUS VB H010101010301
C2330 MONOCRYL VIO 36IN(90CM) USP3-0(M2) D/A SH-1 PLUS VB H010101010301
c247 MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A MH-1 PLUS H010101010301
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Declaration of Conformity
DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo
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LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

C248 MONOCRYL VIO 27IN(70CM) USP1(M4) S/A MH-1 PLUS H010101010301
C266 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A CP-1 H010101010301
C267 MONOCRYL UD 27IN(70CM) USPO(M3.5) S/A CP-1 H010101010301
C268 MONOCRYL UD 27IN(70CM) USP1(M4) S/A CP-1 H010101010301
C295 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A B-14 PLUS H010101010301
C296 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A B-16 PLUS H010101010301
C3060 MONOCRYL VIO 36IN(90CM) USP5-0(M1) D/A RB-1 PLUS VB H010101010301
C3070 MONOCRYL VIO 36IN(90CM) USP4-0(M1.5) D/A RB-1 PLUS VB H010101010301
C380 MONOCRYL VIO 54IN(135CM) USP2-0(M3) D/A UR-5 H010101010301
C388 MONOCRYL UD 27IN(70CM) USP6-0(M0.7) S/A C-3 H010101010301
C389 MONOCRYL UD 27IN(70CM) USP5-0(M1) S/A C-3 H010101010301
C390 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A C-3 H010101010301
C394 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A FS-3 H010101010301
C395 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A FS-3 H010101010301
C427 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-2 PRM H010101010301
C457 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A J-1 H010101010301
C458 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A X-1 H010101010301
C459 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A X-1 H010101010301
C485 MONOCRYL UD 36IN(90CM) USPO(M3.5) S/A CP H010101010301
C486 MONOCRYL UD 36IN(90CM) USP1(M4) S/A CP H010101010301
C490 MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A P-1 PRIME H010101010301
C5260 MONOCRYL VIO 36IN(90CM) USP4-0(M1.5) D/A SH PLUS VB H010101010301
C5270 MONOCRYL VIO 36IN(90CM) USP3-0(M2) D/A SH PLUS VB H010101010301
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Regulatory Affairs Submission

Declaration of Conformity
DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

100755088 | Rev.1

LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

C5280 MONOCRYL VIO 36IN(90CM) USP2-0(M3) D/A SH PLUS VB H010101010301
C587 MONOCRYL UD 27IN(70CM) USPO(M3.5) S/A FSL H010101010301
C589 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A FSL H010101010301
C869 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A CP-2 H010101010301
C917 MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A V-34 H010101010301
C918 MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A V-34 H010101010301
C9260 MONOCRYL VIO 27IN(70CM) USP6-0(M0.7) S/IA TF PLUS VB H010101010301
D8477 MONOCRYL UD 4X36IN(90CM) USP2-0(M3) NON NDL H010101010302
D8678 MONOCRYL UD 27IN(70CM) USP1(M4) S/A MO-5 H010101010301
D8694 MONOCRYL UD 36IN(90CM) USP2-0(M3) D/A SH H010101010301
D8752 MONOCRYL UD 27IN(70CM) USP2-0(M3) D/A UR-5 H010101010301
D8797 MONOCRYL UD 36IN(90CM) USP4-0(M1.5) S/A PS-1 PRIME MP H010101010301
D8815 MONOCRYL UD 36IN(90CM) USP1(M4) S/A CTXB H010101010301
D8955 MONOCRYL UD 36IN(90CM) USP3-0(M2) S/A X-1 H010101010301
D9372 MONOCRYL UD 18IN(45CM) USP5-0(M1) D/A SC-1 H010101010301
D9491 MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A S-14 H010101010301
D9503 MONOCRYL VIO 36IN(90CM) USP3-0(M2) D/A UR-6 H010101010301
D9765 MONOCRYL UD 36IN(90CM) USP0O(M3.5) S/A ST-3 H010101010301
D9842 MONOCRYL UD 27IN(70CM) USP6-0(M0.7) S/A RB-1 MP H010101010301
D9912 MONOCRYL UD 54IN(135CM) USP2-0(M3) S/A CT-1 H010101010301
MPY3212H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS PRIME MP H010101010301
MPY3213H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS PRIME MP H010101010301
MPY426H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS-2 PRIME MP H010101010301
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Regulatory Affairs Submission
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Declaration of Conformity
DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

MPY427H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-2 PRIME MP H010101010301
MPY489H MONOCRYL UD 18IN(45CM) USP6-0(M0.7) S/A P-1 PRIME MP H010101010301
MPY490H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A P-1 PRIME MP H010101010301
MPY492H MONOCRYL UD 18IN(45CM) USP6-0(M0.7) S/A P-3 PRIME MP H010101010301
MPY493H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A P-3 PRIME MP H010101010301
MPY494H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A P-3 PRIME MP H010101010301
MPY495H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A PS-2 PRIME MP H010101010301
MPY496H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRIME MP H010101010301
MPY497H MONOCRYL UD 18IN(45CM) USP3-0(M2) S/A PS-2 PRIME MP H010101010301
MPY498H MONOCRYL VIO 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRIME MP H010101010301
MPY500H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A PS-3 PRIME MP H010101010301
MPY501H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-3 PRIME MP H010101010301
MPY682H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-1 PRIME MP H010101010301
MPY683H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-1 PRIME MP H010101010301
MPY684H MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A PS-1 PRIME MP H010101010301
MPY935H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS-1 PRIME MP H010101010301
NP0001 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A SH H010101010301
NP0126 MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-4C PRIME H010101010301
NP0127 MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A PS-4C PRIME H010101010301
NP0128 MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A UV-17 H010101010301
NPO156 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS-22 CONV PRIME H010101010301
T41023H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A BB H010101010301
T41024H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A BB H010101010301
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LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

T4109G MONOCRYL VIO 6X18IN(45CM) USP2-0(M3) NON NDL H010101010302
T4110G MONOCRYL VIO 6X18IN(45CM) USPO(M3.5) NON NDL H010101010302
T4111G MONOCRYL VIO 6X18IN(45CM) USP1(M4) NON NDL H010101010302
T42130H MONOCRYL UD 27IN(70CM) USP5-0(M1) S/A RB-1 PLUS VB H010101010301
T4213AH MONOCRYL UD 27IN(70CM) USP5-0(M1) S/A RB-1 H010101010301
T4213H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A RB-1 H010101010301
T42140H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A RB-1 PLUS VB H010101010301
T4214AH MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A RB-1 H010101010301
T4215AH MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A RB-1 H010101010301
T4227H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A MH H010101010301
T4230H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A MH H010101010301
T4232H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A CT-2 H010101010301
T42330H MONOCRYL UD 36IN(90CM) USP3-0(M2) D/A SH-1 PLUS VB H010101010301
T4236H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A MO-4 H010101010301
T4237H MONOCRYL VIO 27IN(70CM) USP1(M4) S/IA MO-4 H010101010301
T4242H MONOCRYL VIO 36IN(90CM) USP3-0(M2) S/A SH H010101010301
T4243H MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A SH H010101010301
T4247H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A MH-1 H010101010301
T4258H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A CT-1 H010101010301
T4259H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A CT-1 H010101010301
T4260H MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A CT-1 H010101010301
T4261AH MONOCRYL UD 27IN(70CM) USP1(M4) S/A CT-1 H010101010301
T4261H MONOCRYL VIO 27IN(70CM) USP1(M4) S/A CT-1 H010101010301
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Declaration of Conformity
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LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

T4269AH MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A CT-2 H010101010301
T4269H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A CT-2 H010101010301
T4270AH MONOCRYL UD 27IN(70CM) USPO(M3.5) S/A CT-2 H010101010301
T4270H MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A CT-2 H010101010301
T4290AH MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A UR-6 H010101010301
T4292AH MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A UR-5 H010101010301
T4293H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A UR-5 H010101010301
T4295H MONOCRYL VIO 36IN(90CM) USPO(M3.5) S/A UR-4 H010101010301
T43160AH MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A SH PLUS VB H010101010301
T43170AH MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A SH PLUS VB H010101010301
T4369G MONOCRYL VIO 27IN(70CM) USP1(M4) S/A CTX H010101010301
T4389H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A C-3 H010101010301
T4415AH MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A SH H010101010301
T4415H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH H010101010301
T4418H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A SH H010101010301
T4458H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A X-1 H010101010301
T4459H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A X-1 H010101010301
T4495H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A PS-2 PRIME H010101010301
T4497H MONOCRYL UD 18IN(45CM) USP3-0(M2) S/A PS-2 PRM H010101010301
T45058G MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CTXD H010101010301
T45270H MONOCRYL UD 36IN(90CM) USP3-0(M2) D/A SH PLUS VB H010101010301
T45280H MONOCRYL UD 36IN(90CM) USP2-0(M3) D/A SH PLUS VB H010101010301
T4587H MONOCRYL UD 27IN(70CM) USPO(M3.5) S/A FSL H010101010301
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LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

T4682H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-1 PRIME H010101010301
T4920H MONOCRYL VIO 54IN(135CM) USP1(M4) SIACT H010101010301
T4921H MONOCRYL VIO 135CM M4 USP1 S/A CTX H010101010301
T4945H MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A CT-1 H010101010301
T4946AH MONOCRYL UD 36IN(90CM) USPO(M3.5) S/IA CT-1 H010101010301
T4946H MONOCRYL VIO 36IN(90CM) USPO(M3.5) S/IACT-1 H010101010301
T4947H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CT-1 H010101010301
T4957H MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/ACT H010101010301
T4958H MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A CT H010101010301
T49598AH MONOCRYL UD 36IN(90CM) USP1(M4) S/A CTD H010101010301
T4959H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CT H010101010301
T4977G MONOCRYL VIO 90CM M4 USP1 S/A CTX H010101010301
T4978G MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A CTX H010101010301
U736G MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A UR-5 H010101010301
W3113 MONOCRYL VIO 60IN(150CM) USP2-0(M3) NON NDL H010101010302
w3114 MONOCRYL VIO 60IN(150CM) USP0O(M3.5) NON NDL H010101010302
W3115 MONOCRYL VIO 60IN(150CM) USP1(M4) NON NDL H010101010302
W3200 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A MH-1 H010101010301
w3201 MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A FS-2 H010101010301
W3202 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A FS-2 H010101010301
W3203 MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A P-3 PRIME H010101010301
W3204 MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A PS-3 PRIME H010101010301
W3205 MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-3 PRIME H010101010301
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LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

W3206 MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRM H010101010301
w3207 MONOCRYL UD 18IN(45CM) USP3-0(M2) S/A PS-2 PRM H010101010301
W3208 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-1 PRIME H010101010301
W3209 MONOCRYL UD 27IN(70CM) USP5-0(M1) S/A FS-2 H010101010301
w3212 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS PRIME H010101010301
w3213 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS PRIME H010101010301
w3214 MONOCRYL UD 18IN(45CM) USP6-0(M0.7) S/A P-1 PRIME H010101010301
W3215 MONOCRYL UD 18IN(45CM) USP6-0(M0.7) S/A P-3 PRIME H010101010301
w3221 MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A FS-3 H010101010301
w3224 MONOCRYL VIO 18IN(45CM) USP6-0(M0.7) S/A RB-2 H010101010301
W3230 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A CP-2 H010101010301
w3284 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A MHD-1 H010101010301
w3288 MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A CTD H010101010301
w3289 MONOCRYL VIO 36IN(90CM) USP1(M4) S/IA CTD H010101010301
W3298 MONOCRYL VIO 36IN(90CM) USP1(M4) S/IA TD-3 H010101010301
W3326 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/IA FS H010101010301
w3327 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/IA FS H010101010301
W3416 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/ATE H010101010301
w3431 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A MH-1 H010101010301
W3432 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A V-7 H010101010301
W3435 MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A RB-1 H010101010301
w3437 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A RB-1 H010101010301
W3439 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A V-7 H010101010301
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W3440 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A V-7 H010101010301
w3441 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A MH-1 H010101010301
W3442 MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A MH-1 H010101010301
W3443 MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/IA MH H010101010301
W3446 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A SH PLUS H010101010301
w3447 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH H010101010301
W3448 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH H010101010301
W3457 MONOCRYL VIO 27IN(70CM) USP1(M4) S/IA MH H010101010301
W3463 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A MH H010101010301
W3467 MONOCRYL VIO 36IN(90CM) USP1(M4) S/A BP-5 H010101010301
W3488 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A V-34 H010101010301
W3489 MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A V-34 H010101010301
W3490 MONOCRYL VIO 27IN(70CM) USP1(M4) S/A V-34 H010101010301
W3548 MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A BB H010101010301
W3552 MONOCRYL UD 18IN(45CM) USP6-0(M0.7) D/A S-14 H010101010301
W3600 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A CP-1 H010101010301
W3601 MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A CP-1 H010101010301
W3604 MONOCRYL VIO 27IN(70CM) USP2-0(M3) D/A UR-5 H010101010301
W3625 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A UR-6 H010101010301
W3627 MONOCRYL VIO 27IN(70CM) USP3-0(M2) D/A SH PLUS H010101010301
W3628 MONOCRYL VIO 27IN(70CM) USP2-0(M3) D/A SH PLUS H010101010301
W3637 MONOCRYL VIO 27IN(70CM) USP3-0(M2) D/A UR-6 H010101010301
W3649 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A KS H010101010301
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W3650 MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A KS H010101010301
W3651 MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A KS H010101010301
W3660 MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH-1 H010101010301
W3661 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH-1 H010101010301
W3662 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH-1 H010101010301
W3664 MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH PLUS VB H010101010301
W3665 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH PLUS VB H010101010301
W3709 MONOCRYL VIO 36IN(90CM) USP1(M4) S/A XLHD H010101010301
w3727 MONOCRYL VIO 36IN(90CM) USP1(M4) S/A MO-45 H010101010301
W3730 MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A LH-50 H010101010301
W3755 MONOCRYL VIO 27IN(70CM) USP1(M4) S/A MH-1 H010101010301
W3758 MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A CT H010101010301
W3759 MONOCRYL VIO 27IN(70CM) USP1(M4) S/A CT H010101010301
W3770 MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CP H010101010301
Y134H MONOCRYL VIO 27IN(70CM) USP6-0(M0.7) S/A RB-4 H010101010301
Y212H MONOCRYL VIO 27IN(70CM) USP6-0(M0.7) S/A RB-1 H010101010301
Y213H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A RB-1 PLUS H010101010301
Y214H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A RB-1 PLUS H010101010301
Y215H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A RB-1 PLUS H010101010301
Y218H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH-1 PLUS H010101010301
Y219H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH-1 PLUS H010101010301
Y220H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH-1 PLUS H010101010301
Y227H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A MH PLUS H010101010301

CONFIDENTIAL use pursuant to Company Procedures
MDR EU DoC Template No: 100648949 | Rev. 9

Page 13 of 19




Regulatory Affairs Submission

Declaration of Conformity
DoC for MONOCRYL Suture — Ethicon LLC, Guaynabo

100755088 | Rev.1

LIST OF PRODUCT CODES

Product Code Product Description EMDN Code

Y228H MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A MH PLUS H010101010301
Y229H MONOCRYL VIO 27IN(70CM) USP1(M4) S/A MH PLUS H010101010301
Y230H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A MH PLUS H010101010301
Y242H MONOCRYL VIO 36IN(90CM) USP3-0(M2) S/A SH PLUS H010101010301
Y243H MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A SH PLUS H010101010301
Y246H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A MH-1 PLUS H010101010301
Y247H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A MH-1 H010101010301
Y259H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A CT-1 PLUS H010101010301
Y260H MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A CT-1 PLUS H010101010301
Y261H MONOCRYL VIO 27IN(70CM) USP1(M4) S/IA CT-1 PLUS H010101010301
Y270H MONOCRYL VIO 27IN(70CM) USPO(M3.5) S/A CT-2 PLUS H010101010301
Y291H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A FS-1 H010101010301
Y292H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A FS-2 H010101010301
Y293H MONOCRYL UD 18IN(45CM) USP3-0(M2) S/A FS-2 H010101010301
Y3030H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A RB-1 PLUS VB H010101010301
Y303H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A RB-1 MP H010101010301
Y3040H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A RB-1 PLUS VB H010101010301
Y304H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A RB-1 MP H010101010301
Y3050H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A RB-1 PLUS VB H010101010301
Y3100H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH-1 PLUS VB H010101010301
Y3110H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH-1 PLUS VB H010101010301
Y3120H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH-1 PLUS VB H010101010301
Y3150H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH PLUS VB H010101010301
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Y3160H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH PLUS VB H010101010301
Y3170H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH PLUS VB H010101010301
Y3213H MONOCRYL VIO 27IN(70CM) USP5-0(M1) D/A RB-1 PLUS VB H010101010301
Y3214H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) D/A RB-1 PLUS VB H010101010301
Y3218H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) D/A SH-1 PLUS VB H010101010301
Y3219H MONOCRYL VIO 27IN(70CM) USP3-0(M2) D/A SH-1 PLUS VB H010101010301
Y322H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A MH PLUS H010101010301
Y326H MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A CT-2 PLUS H010101010301
Y330H MONOCRYL VIO 36IN(90CM) USPO(M3.5) S/A CT-2 PLUS H010101010301
Y331H MONOCRYL VIO 36IN(90CM) USP1(M4) S/IA CT-2 PLUS H010101010301
Y3416H MONOCRYL VIO 27IN(70CM) USP3-0(M2) D/A SH PLUS VB H010101010301
Y3417H MONOCRYL VIO 27IN(70CM) USP2-0(M3) D/A SH PLUS VB H010101010301
Y346H MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A CT-1 H010101010301
Y347H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CT-1 H010101010301
Y358H MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/IACT H010101010301
Y359H MONOCRYL VIO 36IN(90CM) USP1(M4) S/IACT H010101010301
Y375H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A UR-5 H010101010301
Y376H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A UR-5 H010101010301
Y3793G MONOCRYL VIO 8X45CM M2 USP3-0 S/A SH-1 PLUS VB CR H010101010301
Y3864G MONOCRYL VIO 8X45CM M2 USP3-0 S/A SH PLUS VB CR H010101010301
Y3866G MONOCRYL VIO 8X18IN(45CM) USP4-0(M1.5) S/A SH-1 PLUS VB CR H010101010301
Y398H MONOCRYL VIO 36IN(90CM) USPO(M3.5) S/A CTX H010101010301
Y399H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CTX H010101010301
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Y415H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH PLUS H010101010301
Y416H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A SH PLUS H010101010301
Y417H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A SH PLUS H010101010301
Y418H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A SH PLUS H010101010301
Y422H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A FS-2 H010101010301
Y423H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A FS-2 H010101010301
Y424H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A FS-2 H010101010301
Y427H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-2 PRM MP H010101010301
Y428H MONOCRYL VIO 27IN(70CM) USP3-0(M2) S/A PS-2 PRIME MP H010101010301
Y432H MONOCRYL VIO 27IN(70CM) USP6-0(M0.7) S/A TF PLUS H010101010301
Y442H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A FS-1 H010101010301
Y443H MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A FS-1 H010101010301
Y470H MONOCRYL VIO 18IN(45CM) USP4-0(M1.5) S/A P-3 PRIME MP H010101010301
Y489H MONOCRYL UD 18IN(45CM) USP6-0(M0.7) S/A P-1 PRIME H010101010301
Y490H MONOCRYL VIO 27IN(70CM) USP6-0(M0.7) S/A P-1 PRIME H010101010301
Y491H MONOCRYL VIO 18IN(45CM) USP5-0(M1) S/A P-3 PRIME H010101010301
Y492H MONOCRYL UD 18IN(45CM) USP6-0(M0.7) S/A P-3 PRIME H010101010301
Y4930H MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A P-3 VB H010101010301
Y493H MONOCRYL UND 45CM USP5-0(M1) S/A P-3 PRIME H010101010301
Y4940H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A P-3 VB H010101010301
Y494H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A P-3 PRIME MP H010101010301
Y4950G MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A DA-1 VB H010101010301
Y495H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS-1 PRIME H010101010301
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Y4960H MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-2 VB H010101010301
Y496G MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRM MP H010101010301
Y496H MONOCRYL UND 45CM USP4-0(M1.5) S/A PS-2 PRIME H010101010301
Y4970H MONOCRYL UD 18IN(45CM) USP3-0(M2) S/A PS-2 VB H010101010301
Y497H MONOCRYL UND 45CM USP3-0(M2) S/A PS-2 PRIME H010101010301
Y498H MONOCRYL VIO 18IN(45CM) USP4-0(M1.5) S/A PS-2 PRIME H010101010301
Y499H MONOCRYL VIO 18IN(45CM) USP3-0(M2) S/A PS-2 PRIME H010101010301
Y5218H MONOCRYL VIO 36IN(90CM) USP4-0(M1.5) D/A SH-1 PLUS VB H010101010301
Y523G MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A KS H010101010301
Y5270H MONOCRYL VIO 36IN(90CM) USP3-0(M2) D/A SH PLUS VB H010101010301
Y602H MONOCRYL VIO 27IN(70CM) USP3-0(M2) D/A UR-6 H010101010301
Y605H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A UR-6 H010101010301
Y606H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A UR-6 H010101010301
Y610E MONOCRYL VIO 36IN(90CM) USP2-0(M3) D/A UR-6,UR-5 H010101010301
Y625H MONOCRYL VIO 2X27IN(70CM) USP2-0(M3) NON NDL H010101010302
Y634H MONOCRYL UD 3X18IN(45CM) USP3-0(M2) NON NDL H010101010302
Y6830H MONOCRYL UD 18IN(45CM) USP3-0(M2) S/A PS-1 VB H010101010301
Y683H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-1 PRIME H010101010301
Y6840G MONOCRYL UD 18IN(45CM) USP2-0(M3) S/A PS-1 VB H010101010301
Y684H MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A PS-1 PRIME H010101010301
Y714G MONOCRYL VIO 8X45CM USP4-0(M1.5) S/IA RB1 PLUS C/R H010101010301
Y735H MONOCRYL VIO 4X18IN(45CM) USP4-0(M1.5) NON NDL H010101010302
Y74G MONOCRYL UD 27IN(70CM) USP1(M4) S/A XLH H010101010301
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Y7840G MONOCRYL VIO 8X70CM M2 USP3-0 S/A SH PLUS VB CR H010101010301
Y793G MONOCRYL VIO 8X45CM USP3-0(M2) S/A SH-1 PLUS C/R H010101010301
Y817H MONOCRYL UD 27IN(70CM) USP2-0(M3) S/A V-34 H010101010301
Y822G MONOCRYL UD 18IN(45CM) USP5-0(M1) S/A PC-5 PRIME MP H010101010301
Y823G MONOCRYL UD 18IN(45CM) USP4-0(M1.5) S/A PC-5 PRIME MP H010101010301
Y864G MONOCRYL VIO 8X45CM USP3-0(M2) S/A SH PLUS C/R H010101010301
Y908G MONOCRYL VIO 6X18IN(45CM) USP3-0(M2) NON NDL H010101010302
Y909G MONOCRYL VIO 6X18IN(45CM) USP2-0(M3) NON NDL H010101010302
Y910G MONOCRYL VIO 6X18IN(45CM) USPO(M3.5) NON NDL H010101010302
Y911G MONOCRYL VIO 6X18IN(45CM) USP1(M4) NON NDL H010101010302
Y917H MONOCRYL UD 36IN(90CM) USP2-0(M3) S/A V-34 H010101010301
Y919H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A V-34 H010101010301
Y925H MONOCRYL VIO 27IN(70CM) USP5-0(M1) S/A TF PLUS H010101010301
Y932H MONOCRYL UD 54IN(135CM) USP2-0(M3) D/A CP-1,CT-1 H010101010301
Y935H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A PS-1 PRM MP H010101010301
Y936H MONOCRYL UD 27IN(70CM) USP3-0(M2) S/A PS-1 PRM MP H010101010301
Y945H MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A CT-1 PLUS H010101010301
Y946H MONOCRYL VIO 36IN(90CM) USPO(M3.5) S/A CT-1 PLUS H010101010301
Y947H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CT-1 PLUS H010101010301
Y958H MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A CT PLUS H010101010301
Y959H MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CT PLUS H010101010301
Y967H MONOCRYL VIO 36IN(90CM) USPO(M3.5) S/A CP-1 H010101010301
Y977G MONOCRYL VIO 36IN(90CM) USP1(M4) S/A CTX PLUS H010101010301
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Y978G MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A CTX PLUS H010101010301
Y979G MONOCRYL VIO 36IN(90CM) USP2-0(M3) S/A CTX H010101010301
Y987H MONOCRYL VIO 36IN(90CM) USP0O(M3.5) S/A FSL H010101010301
Y999H MONOCRYL VIO 27IN(70CM) USP2-0(M3) S/A V-7 H010101010301
YB258H MONOCRYL VIO 27IN(70CM) USP0O(M3.5) S/A CTB-1 H010101010301
YB978H MONOCRYL UD 36IN(90CM) USPO(M3.5) S/IA CTXB H010101010301
D10161 MONOCRYL UD 36IN(90CM) USP4-0(M1.5) S/A RB-1 MP H010101010301
D8927 MONOCRYL UD 27IN(70CM) USP4-0(M1.5) D/A SH-1 MP H010101010301
D9543 MONOCRYL VIO 36IN(90CM) USP4-0(M1.5) D/A RB-1 H010101010301
Y310H MONOCRYL VIO 27IN(70CM) USP4-0(M1.5) S/A SH-1 MP H010101010301
Y4214H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A RB-1 MP H010101010301
Y434H MONOCRYL UD 27IN(70CM) USP4-0(M1.5) S/A TF MP H010101010301
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