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Declaration of Conformity

According to Annex Il of the Council Directive 93/42/EEC concerning medical devices we
declare by sole responsibility that the medical device:

Name of product: RESOLON®

Device class

according to Annex IX: Class lIb

Article codes: Specified in attachment

Applied

classification rule: Rule 8

Intended use: Non-absorbable suture product, polyamide, monofilament,

with and without needles, sterile

Manufactured by: RESORBA Medical GmbH
Am Flachmoor 16
90475 Nuremberg, Germany

meets the essential requirements according Annex | and fulfills Annex Il of the Council
Directive 93/42/EEC concerning medical devices and all present valid legal regulatory
requirements and harmonized standards.

The design dossier

was examined by: TOV Rheinland LGA Products GmbH
Identification number: 0197
EC-certificate No: HD 60130909 0001

This Declaration of Conformity is valid only for batches released successfully in line with
RESORBA Medical GmbH’s release criteria. RESORBA Medical GmbH declares that these
devices manufactured by RESORBA Medical GmbH achieve conformity with the Council
Directive 93/42/EEC via Annex Il (Full Product Quality Assurance) at the time of release.

Nuremberg, 2018-11-21
RESORBA Medical GmbH

S Wibbn c—

Dr. Sandra Wittmann
RA Manager

Rechtsform: GmbH - Sitz: Niirnberg - Registergericht: Niirnberg HRB 25747
Geschéftsfiihrer: Christopher Meredith, Mary Tavener
USt-ID-Nr.: DE 266455183



RESOLONZ® Article list

Item Description

88061 RESOLON blue 4/0 USP, HRT18, 45cm
88062 RESOLON blue 5/0 USP, HRT18, 45cm
88091 RESOLON blue 2/0 USP, 2xGRW65, 75cm
88092 RESOLON blue 0 USP, 2xGRW®65, 75cm
88093 RESOLON blue 4/0 USP, GR20, 45cm
88111 RESOLON blue 5/0 USP, HS12, 45cm
88111D RESOLON blue 5/0 USP, HS12, 45cm
88112 RESOLON blue 5/0 USP, HS18, 45cm
88112D RESOLON blue 5/0 USP, HS18, 45cm
88113 RESOLON blue 4/0 USP, HS18, 45cm
88113D RESOLON blue 4/0 USP, HS18, 45cm
88114 RESOLON blue 3/0 USP, HS22, 45cm
88114D RESOLON blue 3/0 USP, HS22, 45cm
88115 RESOLON blue 4/0 USP, HS18, 75cm
88116 RESOLON blue, 5/0, HS18, 75cm
88121 RESOLON blue 4/0 USP, HSM17, 45cm
88141 RESOLON blue 5/0 USP, DS16, 45cm
881410 RESOLON blue 4/0 USP, DS21, 75cm
881411 RESOLON blue 3/0 USP, DS21, 45cm
881411D RESOLON blue 3/0 USP, DS21, 45cm
881412 RESOLON blue 3/0 USP, DS21, 75cm
881413 RESOLON blue 2/0 USP, DS21, 75cm
881414 RESOLON blue 3/0 USP, DS24, 45cm
881414D RESOLON blue 3/0 USP, DS24, 45cm
881415 RESOLON blue 3/0 USP, DS24, 75cm
881416 RESOLON blue 2/0 USP, DS24, 75cm
881417 RESOLON blue 3/0 USP, DS27, 75cm
881418 RESOLON blue 2/0 USP, DS27, 75cm
881419 RESOLON blue 2/0 USP, DS30, 75cm
88141D RESOLON blue 5/0 USP, DS16, 45cm
88142 RESOLON blue 4/0 USP, DS16, 45cm
881420 RESOLON blue 0 USP, DS30, 75cm
881423 RESOLON blue 2/0 USP, DS27, 45cm
881424 RESOLON blue 4/0 USP, DS24, 45cm
881425 RESOLON blue 2/0 USP, DS24, 45cm
881426 RESOLON blue 3/0 USP, DS30, 45cm
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881427 RESOLON blue 3/0 USP, DS30, 75cm
881428 RESOLON blue 2/0 USP, DS30, 45cm
881429 RESOLON blue 0 USP, DS30, 45cm
88143 RESOLON blue 5/0 USP, DS18, 45cm
881430 RESOLON blue 6/0 USP, DS13, 45cm
881431 RESOLON blue 5/0 USP, DS13, 45cm
881432 RESOLON blue 4/0 USP, DS13, 45cm
881432D RESOLON blue 4/0 USP, DS13, 45cm
881433 RESOLON blue 3/0 USP, DS16, 45cm
881434 RESOLON blue 4/0 USP, DS30, 45cm
881435 RESOLON blue 4/0 USP, DS30, 75cm
881436 RESOLON blue 2/0 USP, DS40, 45cm
881437 RESOLON blue 2/0 USP, DS40, 75cm
881438 RESOLON blue 0 USP, DS40, 45¢cm
881439 RESOLON blue 0 USP, DS40, 75cm
88143D RESOLON blue 5/0 USP, DS18, 45cm
88144 RESOLON blue 4/0 USP, DS18, 45cm
881440 RESOLON blue 6/0 USP, DS16, 45cm
881441 RESOLON blue 4/0 USP, DS18F, 45cm
881442 RESOLON blue 4/0 USP, DS18F, 75cm
881443 RESOLON blue 3/0 USP, DS40, 75cm
88144D RESOLON blue 4/0 USP, DS18, 45cm
88145 RESOLON blue 4/0 USP, DS18, 75cm
881450 RESOLON blue 5/0 USP, DS18, 75cm
881451 RESOLON blue 5/0 USP, DS16, 75cm
881452 RESOLON blue 4/0 USP, DS16, 75cm
881453 RESOLON blue 3/0 USP, DS27, 45cm
881454 RESOLON blue 2/0 USP, DS18, 45cm
881455 RESOLON blue 2/0 USP, DS40, 90cm
881456 RESOLON blue 0 USP, DS27, 45¢cm
881457 RESOLON blue 4/0 USP, DS24, 75cm
881458 RESOLON blue 5/0 USP, DS24, 45cm
881459 RESOLON blue 0 USP, DS27, 75cm
88146 RESOLON blue 3/0 USP, DS18, 45cm
88147 RESOLON blue 3/0 USP, DS18, 75cm
88148 RESOLON blue 2/0 USP, DS18, 75cm
88149 RESOLON blue 4/0 USP, DS21, 45cm
88151 RESOLON blue 6/0 USP, DSM11, 45¢cm
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881510 RESOLON blue 3/0 USP, DSM18, 45cm
881511 RESOLON blue 3/0 USP, DSM18, 75cm
881512 RESOLON blue 2/0 USP, DSM18, 75cm
881513 RESOLON blue 4/0 USP, DSM21, 45¢cm
881514 RESOLON blue 4/0 USP, DSM21, 75cm
881515 RESOLON blue 3/0 USP, DSM21, 45¢cm
881516 RESOLON blue 3/0 USP, DSM21, 75cm
881517 RESOLON blue 2/0 USP, DSM21, 75¢cm
881518 RESOLON blue 3/0 USP, DSM24, 45cm
881519 RESOLON blue 3/0 USP, DSM24, 75cm
88152 RESOLON blue 5/0 USP, DSM11, 45cm
881520 RESOLON blue 2/0 USP, DSM24, 75¢cm
881523 RESOLON blue 4/0 USP, DSM13, 45cm
881524 RESOLON blue 2/0 USP, DSM24, 45¢cm
881525 RESOLON blue 2/0 USP, DSM27, 45cm
881526 RESOLON blue 2/0 USP, DSM27, 75¢cm
881528 RESOLON blue 7/0 USP, DSM11F, 45cm
881529 RESOLON blue 6/0 USP, DSM16, 45¢cm
88153 RESOLON blue 6/0 USP, DSM13, 45cm
881530 RESOLON blue 5/0 USP, DSM16, 75¢cm
881531 RESOLON blue 2/0 USP, DSM18, 45cm
881532 RESOLON blue 3/0 USP, DSM30, 45¢cm
881533 RESOLON blue 3/0 USP, DSM30, 75cm
881534 RESOLON blue 2/0 USP, DSM30, 45¢cm
881535 RESOLON blue 2/0 USP, DSM30, 75cm
881536 RESOLON blue 0 USP, DSM30, 45cm
881537 RESOLON blue 0 USP, DSM30, 75cm
881538 RESOLON blue 2/0 USP, DSM40, 75¢cm
88154 RESOLON blue 5/0 USP, DSM13, 45cm
881540 RESOLON blue 0 USP, DSM40, 75cm
881541 RESOLON blue 4/0 USP, DSM18F, 45cm
881542 RESOLON blue 4/0 USP, DSM18F, 75cm
881543 RESOLON blue 7/0 USP, DSM7, 45cm
881544 RESOLON blue 4/0 USP, DSM24, 45¢cm
881545 RESOLON blue 4/0 USP, DSM24, 75cm
881548 RESOLON blue 3/0 USP, DSM16, 45¢cm
881549 RESOLON blue 6/0 USP, DSM11F, 45cm
88154D RESOLON blue 5/0 USP, DSM13, 45¢cm
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88155 RESOLON blue 5/0 USP, DSM16, 45cm
881550 RESOLON blue 5/0 USP, DSM16F, 45cm
881551 RESOLON blue 4/0 USP, DSM16, 75cm
881552 RESOLON blue 3/0 USP, DSM16, 75cm
881553 RESOLON blue 6/0 USP, DSM13, 75cm
881554 RESOLON blue 5/0 USP, DSM13, 75cm
881555 RESOLON blue 5/0 USP, DSM18, 75cm
88155D RESOLON blue 5/0 USP, DSM16, 45cm
88156 RESOLON blue 4/0 USP, DSM16, 45cm
88156D RESOLON blue 4/0 USP, DSM16, 45cm
88157 RESOLON blue 5/0 USP, DSM18, 45cm
88158 RESOLON blue 4/0 USP, DSM18, 45cm
88158D RESOLON blue 4/0 USP, DSM18, 45cm
88159 RESOLON blue 4/0 USP, DSM18, 75cm
88171 RESOLON blue 3/0 USP, GS60, 75cm
88172 RESOLON blue 2/0 USP, GS60, 75cm
88224 RESOLON blue 6/0 USP, DSMF18, 45cm
LX201 RESOLON blue 3/0 USP, 250cm Ligatupack
LX301 RESOLON blue 2/0 USP, 250cm Ligatupack
M881421 RESOLON blue 4/0 USP, DS18, 4x45cm
M881547 RESOLON blue 5/0 USP, DSM13, 4x45cm
M881548 RESOLON blue 4/0 USP, DSM18F, 4x45cm
SJ056 RESOLON blue 7/0 USP, DSM11F, 75cm
SJ0715 RESOLON blue 6/0 USP, DRT12, 45cm
SJ0716 RESOLON blue 6/0 USP, DS13, 75cm
SJ0718 RESOLON blue 6/0 USP, DSM11, 75cm
SJ0719 RESOLON blue 6/0 USP, 2xDS16, 90cm
SJ075 RESOLON blue 6/0 USP, DS16, 75cm
SJ1014 RESOLON blue 5/0 USP, HRT18, 75cm
SJ1029 RESOLON blue 5/0 USP, DRT18, 45cm
SJ1035 RESOLON blue 5/0 USP, DS18, 55cm
SJ1036 RESOLON blue 5/0 USP, DS13, 75cm
SJ1518 RESOLON blue 4/0 USP, DSM13, 75cm
SJ1547 RESOLON blue 4/0 USP, 2xDSM16, 45cm
SJ1548 RESOLON blue 4/0 USP, ART25, 75cm
SJ1549 RESOLON blue 4/0 USP, HR17, 75cm
SJ1550 RESOLON blue 4/0 USP, HS18, 60cm
SJ2033 RESOLON blue 3/0 USP, GR20, 45cm
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SJ2054

RESOLON blue 3/0 USP, HR22, 75cm

S§J2055 RESOLON blue 3/0 USP, DS30, 4x50cm
S$J2056 RESOLON blue 3/0 USP, DRT18, 75cm
S§J3019 RESOLON blue 2/0 USP, HR27, 90cm

SJ3033 RESOLON blue 2/0 USP, GRW65, 75cm
SJ352 RESOLON blue 0 USP, HS35, 45cm

SJ3528 RESOLON blue 0 USP, DS80, 75cm

S§J3530 RESOLON blau 0 USP, DS90, 100cm (24 Stk.)
SJ4018 RESOLON blau 1 USP, HRS35, 100 cm (36 Stk.)
SJ4022 RESOLON blue 2/0 USP, DS30, 75cm

X235N RESOLON blue 5/0 USP, 3x50cm

X335N RESOLON blue 4/0 USP, 3x50cm

X4105N RESOLON blue 3/0 USP, 10x50cm

X435N RESOLON blue 3/0 USP, 3x50cm

X5105N RESOLON blue 2/0 USP, 10x50cm

X535N RESOLON blue 2/0 USP, 3x50cm

X635N RESOLON blue 0 USP, 3x50cm

YSJ109 RESOLON blue 5/0 USP, DSM13S, 45¢cm
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