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SURGICAL

42 rue Benoit Frachon
93013 Bobigny Cedex France
www.peters-surgical.com

tél. : +33 (0)1 48 10 62 62
fax : +33 (0)1 48 912299
e-mail : peters@peters-surgical.com

Ref. : DECCE139G-01

DECCE139G-01 annule et remplace (Cancels and replaces) : DECCE139G-00

DECLARATION CE DE CONFORMITE

EC DECLARATION OF CONFORMITY

Nous

We

PETERS SURGICAL

Déclarons sous notre entiére responsabilité que les
dispositifs médicaux :

Declare under our sole responsibility that the medical
devices:

Sutures et ligatures chirurgicales résorbables
Absorbable surgical sutures and ligatures

(voir liste des dispositifs médicaux ci-joint)

sont en conformité avec les exigences essentielles
figurant a 'annexe 1 du décret n° 95.292 du 16 mars
1995 et qui leur sont applicables, transposant en droit
frangais la Directive 93/42/CEE du conseil du 14 juin
1993 relative aux dispositifs médicaux.

La conformité de ces produits de classe Ill (selon les
régles de classification de I'annexe IX et 'usage prévu
par le fabricant) a été établie conformément a I'annexe Il
points 3 et 4 de la directive 93/42/CEE.

Certificats délivrés par I'organisme notifié
GMED (enregistré sous le n° 0459) — 1 rue Gaston
Boissier — 75015 Paris — France

e Attestation CE n° 36018
e Attestation CE n° 9072

Date : 2020-09-04

Le représentant du fabricant / On behalf of the manufacturer:

(Refer to list of medical devices here attached)

comply with the essential requirements of the annex 1
which apply to them from the decree n° 95.292 of
March 16, 1995 transposing in French law the council
Directive 93/42/EEC June 14, 1993 concerning medical
devices.

The conformity of these class Ill products (classification
rules of annex IX of above Directive) has been assessed
according to annex Il sections 3 and 4 of the directive
93/42/EEC.

Certificates delivered by notified body GMED
(registered under number 0459) — 1 rue Gaston
Boissier — 75015 Paris — France

e EC cettificate no. 36018
e EC cettificate no. 9072

Marie COMPAGNON-RIOBE
Directrice Affaires Réglementaires Groupe
Group Regulatory Affairs Director

GMED (0459) reconnait que son certificat CE est e
valide pour les dispositifs médicaux dégrit§ocusigned by: ) Al _;i_‘_
--------------------- 25/09/2020-------------\ - ationagabra MESKINI -
GMED (0459) recognizes that its EC certificte 87054 .
valid for the medical devices listed
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SURGICAL

42 rue Benoit Frachon
93013 Bobigny Cedex France
www.peters-surgical.com

tél. : +33 (0)1 48 10 62 62
fax : +33 (0)1 48 912299
e-mail : peters@peters-surgical.com

CLASSE ATTESTATIONS CE DOSSIER TECHNIQUE
REFERENCE DESIGNATION CLASS EC CERTIFICATES TECHNICAL FILE
11.3 36018 DT/SU/07
®
12xx OPTIME® = . 114 :9072 Version 04
11.3 36018 DT/SU/07
®
1o MONOTIME . 1.4 :9072 Version 04
11.3 36018 DT/SU/07
®
15x0x ADVANTIME . 1.4 :9072 Version 04
11.3 36018 DT/SU/07
®
18 OPTIME . 114 :9072 Version 04
11.3 36018 DT/SU/07
®
39xx GLACTIME . 114 :9072 Version 04
1.3 36018 DT/SU/07
®
8lxx SINUSORB® PGA . 114 :9072 Version 04
11.3 36018 DT/SU/07
S00AXXx DENTABS . 114 :9072 Version 04
GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri{ts_[,oc.,s“_;lned by:
--------------------- 25/09/2020 Fats *"“‘1“"‘ MESKINI
GMED (0459) recognizes that its EC certifi d8\B20076548A..
valid for the medical devices listed
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' P P 1_ GMED (0459) reconnait que son certificat CE est 42 rue Benoit Frachon tél. : +33 (0)1 48 10 62 62
rel g r S Lalide pour les dispositifs médicaux décrits . 93013 Bobigny Cedex France fax: 433 (0)1 48 912299
ocusigneddy:  \www.peters-surgical.com e-mail : peters@peters-surgical.com
--------------------- 25/09/2020 Fatoimagabrna MESKINI

GMED (0459) recognizes that its EC certificate.iSs,0076505
valid for the medical devices listed

. Thread | Thread Needle
Range Unit gty Sub : Needles Needle . Needle
Range Molecule " Thread qty | Size length . length Needle tip
code per box | familiy (USP) (cm) quantity (mm) curvature color
1or2 12 | taperh(R)
asershape .
Alu for 45to |standard 3/8 . silver or
36 suture 1 150 or loop 81070 5/8 tapizi:ttijrt]gn(g_;éKL) Extrablack
sutures straight blunt (mousse/BP)
PGA braid For
+ coating with USP 2:
epsilon- to2| upto
caprolactone up to 12 6/0to 3,5m (5
Optime® 18.... and (depending x 70)
calcium Alu for of the ;
stearate 36 strands | lenght (see Up to without e A R R
(violet dyed or length USP 1:
undyed) description) up
5,4m
(12 x
45)
24 ,’i'i:’p?kr 1 50102 | 1501 | without | NA NA NA NA
PGA braid silver or
* Cgsgirrgn\iwth o2 " taper (R) Extrablack
e caprolactone lasershape
Optime® |15 sp and 12 | Alufor 1 6/0to 2| 4010 |standard|g, 4, 3/8 taper cutting (KL)
SD calcium suture 150 or loop 5/8 cutting (T)
. sutures straight g
stearate (violet blunt (mousse/BP)
dyed or
undyed)
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GMED (0459) reconnait que son certificat CE est

' P é ters valide pour les dispositifs médicaux décrits , . ... 42 rue Benoit Frachon tel.: +33(0)1 48 10 62 62
93013 Bobigny Cedex France fax:+33(0)1 48912299
--------------------- 2 202 . é{’é
FEREIenY 5/09/ 020 rW M w;;eters—surgical.com e-mail : peters@peters-surgical.com

GMED (0459) recognizes that its EC certificate.iSs,0076500
valid for the medical devices listed

. Thread | Thread Needle
Range Unit gty Sub . Needles Needle . Needle
Range code Molecule per box | familiy Thread qty | Size length quantity length curvature Needle tip color
(USP) | (cm) (mm)
PGA braid
+ coating with
epsilon-
caprolactone Alu for 5/0 to 11 to 1/2 . .
Dentabs SO00A... and 12 suture 1 3/0 70 1 20 3/8 cutting (T) silver
calcium
stearate
(violet dyed)
PGA braid +
coating with
epsilon- 1/2 taper (R)
Optime® R 12 caprolactone 36 Alu for 1 6/0 to 1 45 to 1 11 to 3/8’ taper cutting (KL) silver or
Gamma and suture 90 60 straight cutting (T) Extrablack
calcium 9 Extracut (XT)
stearate or
coated with
poly(glycolide-
co-lactide)
: 1/2, taper (R )taper .
®
Optime® R 12. M (30/70_) and 36 Alu for 1 6/0 to 1 45 to 1 11 to 3/8 cutting (KL)cutting silver or
OE calcium suture 90 60 . Extrablack
straight (T)Extracut (XT)
stearate.
(undyed)
1/2, taper (R),
PGA-PCL25 Alu for 6/0to | 4510 10 to 3/8 taper cutting (KL) .
Advantimes | 1 Monofilament | °° | suture ! 1| 110 | T | 6o 5/8 cutting (T) siiver
vantime 5. (violet dyed or straight Extracut (XT)
undyed)
24 | Alufor 1 30t | 950 | without | NA NA NA NA
Filpak 1
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GMED (0459) reconnait que son certificat CE est

' » : : Py 5A; 5 s 42 rue Benoit Frachon tél. : +33 (0)1 48 10 62 62
valide pour les dispositifs médicaux décrits )
!‘? g TCeA [' S P positif Docusigned by: 93013 Bobigny Cedex France fax : +33 (0)1 48 91 22 99
""""""""""" 25/09/2020 f-W M@[gﬁers—surgical.com e-mail : peters@peters-surgical.com
GMED (0459) recognizes that its EC certik'caggcggmogmmA_

valid for the medical devices listed

. Thread | Thread Needle
Range Unit gty Sub . Needles Needle . Needle
Range code Molecule per box | familiy Thread qty | Size length quantity length curvature Needle tip color
(USP) | (cm) (mm)
1or2
PDO 1/2, taper (R) .
Monotime® | 14... | Monofilament | 36 | A" 1 710 | 3010 | standard | ©7 3/8 taper cutting (KL), | oo o
(violet dyed) or loop straight cutting (T)
sutures
For USP 28/0:
PGA braid +
coated with 12 Alu for 1 7/0 to 1
epsilon suture 4/0
caprolactone
. o and calcium 1/2, taper (R)
Sm;éc:b 81... stearate or 1‘51;0 4t019 1/4 Spatula (SP), silver
For USP 9/0 3/8 cutting (T)
and USP 10/0: 12 Alu for 1 10/0 to 1or2
PGA dogbone 4/0
monofilament
(violet dyed or
undyed)
PGLA braid
+ coating with tor2 1/2 Lfszi;ﬁi)’e
copolym_er of 36 Alu for 1 6/0to | 45to standard 10 to 3/8 taper cuttin p(KL) silver or
glycolic suture 2 150 | 70 5/8 P ing OF Extrablack
Glactime® | 39... |and lactic acids or loop straight cutting (T)
and calcium sutures blunt (mousse)
stearate
(violetdyedor | 54 | Alufor 1 Sl0to | 15010 1 ithout | NA NA NA NA
undyed) Filpak 2 250
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' ’ 42 rue Benoit Frachon tél. : +33 (0)1 48 1062 62
!:U)g tgfs 93013 Bobigny Cedex France fax : +33 (0)1 48 9122 99
www.peters-surgical.com e-mail : peters@peters-surgical.com

NOTE: SD signifie ces références sont mise a disposition des utilisateurs, sous une autre marque.
NOTE: SD stands for another private label
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SURGCIC AL

LISTE DES REFERENCES
ANNEXE DE LA DECCE139G-01

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décr?s_ DocuSigned by:

--------------------- 25/09/2020 F,;;,,.‘z,a“ MESKINI
GMED (0459) recognizes that its EC certifi i$\B20076548A. ..

valid for the medical devices listed
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est

E Ré; rg | S valide pour les dispositifs médicaux décrits r_nocusigned by:

--------------------- 25/09/2020 fatimagabra MESKINI

GMED (0459) recognizes that its EC certificate-isscsas2oo7ssasa...

valid for the medical devices listed

OPTIME® R
1200x usP Curvature Tip Teenegil: :?:125 T:I:Z:: P;::E::;:;y Subfamily

12D10A 5/0 3/8 XT 11 / 45CM / Alu for suture
12D20A 3/0 DTE XT 50 / 75CM / Alu for suture
12N15G 4/0 1/2 R 22 / 75CM BLACK | Alu for suture
12N20G 3/0 1/2 R 22 / 75CM BLACK | Alu for suture
12S07A 6/0 3/8 T 11 / 75CM / Alu for suture
125078 6/0 3/8 T 11 / 45CM / Alu for suture
125108 5/0 3/8 T 13 / 75CM / Alu for suture
12510C 5/0 3/8 KL 14 / 75CM / Alu for suture
12510D 5/0 3/8 16 / 75CM / Alu for suture
12S10E 5/0 3/8 13 / 45CM / Alu for suture
12515A 4/0 DTE 50 / 75CM / Alu for suture
125158 4/0 3/8 T 24 / 75CM / Alu for suture
12515C 4/0 3/8 KL 18 / 75CM / Alu for suture
12515D 4/0 3/8 T 13 / 75CM / Alu for suture
12515DM 4/0 3/8 T 13 / 75CM / Alu for suture
12S15E 4/0 3/8 T 16 / 75CM / Alu for suture
12S15F 4/0 3/8 T 19 / 75CM / Alu for suture
12515G 4/0 1/2 R 22 / 75CM / Alu for suture
12S15H 4/0 3/8 KL 16 / 75CM / Alu for suture
12515HM 4/0 3/8 KL 16 / 75CM / Alu for suture
12515K 4/0 1/2 T 16 / 75CM / Alu for suture
12515R 4/0 3/8 KL 13 / 75CM / Alu for suture
12520A 3/0 DTE 50 / 75CM / Alu for suture
125208 3/0 3/8 T 24 / 75CM / Alu for suture
12520BM 3/0 3/8 24 / 75CM / Alu for suture
12520C 3/0 3/8 KL 18 / 75CM / Alu for suture
12520CM 3/0 3/8 KL 18 / 75CM / Alu for suture
12520D 3/0 3/8 T 30 / 90CM / Alu for suture
12520E 3/0 3/8 T 16 / 75CM / Alu for suture
12S20F 3/0 3/8 T 19 / 75CM / Alu for suture
12S20FM 3/0 3/8 T 19 / 75CM / Alu for suture
12520G 3/0 1/2 R 22 / 75CM / Alu for suture
12520GM 3/0 1/2 R 22 / 75CM / Alu for suture
12520K 3/0 1/2 T 22 / 75CM / Alu for suture
12520L 3/0 1/2 R 30 / 75CM / Alu for suture
12520Q 3/0 1/2 KL 22 / 75CM / Alu for suture
12530A 2/0 1/2 KL 36 / 90CM FIN Alu for suture
12S30AL 2/0 1/2 KL 36 / 90CM / Alu for suture
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GMED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux décri(s_nocusigned by:
. é fe S 25/09/2020 Fatimagabrs MESKINI
BlEG O GMED (0459) recognizes that its EC certi)‘icatecis«szogmsw;\_..
valid for the medical devices listed
OPTIME® R
1200x USP | Curvature| Tip ';'::g‘i:" :::125 T:;::: P;:!E:,I:i:;y Subfamily
12S30ALM 2/0 1/2 KL 36 / 90CM / Alu for suture
12S30AM 2/0 1/2 KL 36 / 90CM FIN Alu for suture
12S30B 2/0 DTE T 50 / 75CM / Alu for suture
12530C 2/0 3/8 T 24 / 75CM / Alu for suture
12530CM 2/0 3/8 T 24 / 75CM / Alu for suture
12530D 2/0 3/8 T 30 / 90CM / Alu for suture
12530DM 2/0 3/8 T 30 / 90CM / Alu for suture
12S30E 2/0 3/8 T 19 / 75CM / Alu for suture
12S30F 2/0 1/2 T 36 / 90CM / Alu for suture
12530FM 2/0 1/2 T 36 / 90CM / Alu for suture
12530G 2/0 1/2 T 26 / 75CM / Alu for suture
12S30J 2/0 1/2 R 26 / 75CM / Alu for suture
12S30N 2/0 1/2 R 30 / 75CM / Alu for suture
12535A 0 1/2 KL 36 / 90CM / Alu for suture
12535AM 0 1/2 KL 36 / 90CM / Alu for suture
125358 0 DTE T 50 / 75CM / Alu for suture
12535C 0 3/8 T 30 / 90CM / Alu for suture
12535CM 0 3/8 T 30 / 90CM / Alu for suture
12535D 0 1/2 R 36 / 75CM / Alu for suture
12S35DM 0 1/2 R 36 / 75CM / Alu for suture
12S35E 0 1/2 KL 48 / 90CM / Alu for suture
12S35F 0 1/2 R 40 / 90CM / Alu for suture
12535G 0 1/2 T 36 / 90CM / Alu for suture
12535GM 0 1/2 T 36 / 90CM / Alu for suture
12535H 0 1/2 R 48 / 90CM / Alu for suture
12S540A 1 1/2 T 40 / 90CM / Alu for suture
12S40AM 1 1/2 T 40 / 90CM / Alu for suture
125408 1 1/2 KL 40 / 90CM / Alu for suture
12S40BM 1 1/2 KL 40 / 90CM / Alu for suture
12540C 1 1/2 R 40 / 90CM / Alu for suture
12S40D 1 1/2 R 48 / 90CM / Alu for suture
12S40F 1 3/8 T 36 / 90CM / Alu for suture
12S40H 1 1/2 T 48 / 90CM / Alu for suture
12S40N 1 1/2 KL 36 / 90CM / Alu for suture
12540pP 1 1/2 KL 45 / 90CM / Alu for suture
12510G 5/0 3/8 T 19 / 75CM / Alu for suture
125157 4/0 1/2 R 16 / 75CM / Alu for suture
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GMED (0459) reconnait que son certificat CE est

»
i ﬁ rg - S valide pour les dispositifs médicaux décri(s_nocusigned by:

--------------------- 25/09/2020 F,;;,Mz‘g“ MESKINI

GMED (0459) recognizes that its EC certifi i8§\B20976548A. ..

valid for the medical devices listed

MONOTIME®
Lihoox usp Curvature Tip Teenegil: :?:125 T:I:Z:: P;::E::;:;y Subfamily

14N07G 6/0 3/8 R 13 DA 70CM BLACK Alu for suture
14NO7K 6/0 3/8 R 9 DA 70CM BLACK Alu for suture
14N10C 5/0 3/8 R 18 / 70CM BLACK Alu for suture
14N10F 5/0 3/8 R 18 DA 70CM BLACK Alu for suture
14N10G 5/0 3/8 R 13 DA 70CM BLACK Alu for suture
14N15B 4/0 1/2 R 22 DA 70CM BLACK Alu for suture
14N15E 4/0 1/2 R 26 DA 90CM BLACK Alu for suture
14N15F 4/0 3/8 R 18 / 70CM BLACK Alu for suture
14N15G 4/0 3/8 R 18 DA 70CM BLACK Alu for suture
14N15K 4/0 1/2 R 26 / 70CM BLACK Alu for suture
14N15U 4/0 1/2 R 22 / 70CM BLACK Alu for suture
14N20B 3/0 1/2 R 26 / 70CM BLACK Alu for suture
14S05A 7/0 3/8 R / 70CM / Alu for suture
145058 7/0 3/8 R DA 70CM / Alu for suture
14S05C 7/0 3/8 KL DA 70CM / Alu for suture
14S05D 7/0 3/8 R 6.4 DA 70CM / Alu for suture
14S05E 7/0 1/2 R 6.5 DA 70CM / Alu for suture
14S05F 7/0 1/2 R 9 DA 70CM / Alu for suture
14S07A 6/0 3/8 R 13 / 70CM / Alu for suture
14S078B 6/0 1/2 R 18 / 70CM / Alu for suture
14507C 6/0 1/2 R 13 / 70CM / Alu for suture
14S07D 6/0 3/8 KL 13 DA 70CM / Alu for suture
14S07E 6/0 3/8 KL 13 / 70CM / Alu for suture
14S07F 6/0 3/8 KL 9 DA 70CM / Alu for suture
14S07G 6/0 3/8 R 13 DA 70CM / Alu for suture
14S07M 6/0 1/2 KL 11 DA 70CM / Alu for suture
14S10A 5/0 3/8 13 / 70CM / Alu for suture
145108 5/0 1/2 18 / 70CM / Alu for suture
14510C 5/0 3/8 R 18 / 70CM / Alu for suture
14510D 5/0 3/8 KL 13 DA 70CM / Alu for suture
14S10E 5/0 3/8 KL 13 / 70CM / Alu for suture
14S10F 5/0 3/8 R 18 DA 70CM / Alu for suture
14S10G 5/0 3/8 R 13 DA 70CM / Alu for suture
14S10H 5/0 1/2 R 18 DA 70CM / Alu for suture
14S10) 5/0 3/8 T 16 30CM LOOP Alu for suture
14S10N 5/0 3/8 T 19 70CM / Alu for suture
14S10R 5/0 1/2 KL 13 DA 70CM / Alu for suture
14S10S 5/0 1/2 KL 10 DA 70CM / Alu for suture
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GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

é fe § 25/09/2020 Fatimagabrs MESKINI
BlEG O GMED (0459) recognizes that its EC certi)‘icamdsqszogmsw;\_..
valid for the medical devices listed
MONOTIME®
Lihoox USP  |Curvature| Tip ';'::g‘i:" :::125 T:;::: P;;tcili:'g“i‘;:" Subfamily
14S15A 4/0 1/2 R 20 / 70CM / Alu for suture
14515AA 4/0 1/2 R 26 DA 110CM / Alu for suture
14515C 4/0 3/8 T 19 30CM LOOP Alu for suture
14515D 4/0 1/2 R 18 70CM / Alu for suture
14S15E 4/0 1/2 R 26 DA 90CM / Alu for suture
14S15F 4/0 3/8 R 18 / 70CM / Alu for suture
14515G 4/0 3/8 R 18 DA 70CM / Alu for suture
14S15) 4/0 1/2 R 18 DA 70CM / Alu for suture
14515K 4/0 1/2 R 26 / 70CM / Alu for suture
14S15L 4/0 3/8 T 19 / 70CM / Alu for suture
14515M 4/0 1/2 T 18 / 70CM / Alu for suture
14S15N 4/0 DTE T 60 / 70CM / Alu for suture
14515T 4/0 3/8 T 16 / 70CM / Alu for suture
14515X 4/0 1/2 R 13 / 70CM / Alu for suture
14515Y 4/0 3/8 T 24 / 70CM / Alu for suture
14S20A 3/0 1/2 R 22 DA 70CM / Alu for suture
145208 3/0 1/2 R 26 / 70CM / Alu for suture
14520C 3/0 3/8 T 19 / 70CM / Alu for suture
14S20D 3/0 3/8 T 24 70CM / Alu for suture
14S20E 3/0 1/2 R 26 DA 90CM / Alu for suture
14S20F 3/0 3/8 R 18 / 70CM / Alu for suture
14520G 3/0 1/2 R 18 / 70CM / Alu for suture
14S20H 3/0 1/2 R 20 / 70CM / Alu for suture
14520) 3/0 1/2 R 22 / 70CM / Alu for suture
14520K 3/0 1/2 R 30 / 70CM / Alu for suture
14S20L 3/0 1/2 R 36 / 70CM / Alu for suture
14520M 3/0 1/2 T 23 / 70CM / Alu for suture
14S20N 3/0 1/2 T 26 / 70CM / Alu for suture
14520pP 3/0 DTE T 60 / 70CM / Alu for suture
14S20R 3/0 1/2 R 26 DA 110CM / Alu for suture
14S30A 2/0 3/8 T 24 / 70CM / Alu for suture
14S30B 2/0 1/2 R 26 DA 90CM / Alu for suture
14S30C 2/0 3/8 R 26 / 70CM / Alu for suture
14530D 2/0 1/2 R 26 / 70CM / Alu for suture
14S30E 2/0 1/2 R 30 / 70CM / Alu for suture
14S30F 2/0 1/2 R 36 / 70CM / Alu for suture
14530G 2/0 1/2 T 23 / 70CM / Alu for suture
14S30H 2/0 1/2 T 26 / 70CM / Alu for suture
14530) 2/0 1/2 T 30 / 70CM / Alu for suture
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GMED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux décr

'F—DocuSigned by:

é fe S 25/09/2020 Fatimagabra MESKINI
BlEG O GMED (0459) recognizes that its EC certi)‘icatecis«szogmsw;\_..
valid for the medical devices listed
MONOTIME®
Lihoox USP  |Curvature| Tip ';'::g‘i:" :::125 T:;::: P;:!E:,I:i:;y Subfamily
14S30K 2/0 1/2 T 36 / 70CM / Alu for suture
14S30L 2/0 1/2 T 40 / 90CM / Alu for suture
14S35A 0 1/2 T 36 / 70CM / Alu for suture
145358 0 1/2 R 26 / 70CM / Alu for suture
14S35C 0 1/2 R 30 / 70CM / Alu for suture
14535D 0 1/2 R 36 / 70CM / Alu for suture
14S35E 0 1/2 R 40 / 70CM / Alu for suture
14S35F 0 3/8 T 30 / 70CM / Alu for suture
14535G 0 1/2 T 30 / 70CM / Alu for suture
14S35H 0 1/2 T 40 / 90CM / Alu for suture
14535) 0 1/2 T 48 / 90CM / Alu for suture
14535K 0 1/2 KL 48 / 150CM LOOP Alu for suture
14535L 0 1/2 R 40 / 150CM LOOP Alu for suture
14S35M 0 1/2 KL 40 / 150CM LOOP Alu for suture
14S35N 0 1/2 R 30 DA 90CM / Alu for suture
14S40A 1 1/2 R 36 / 70CM / Alu for suture
145408 1 1/2 R 40 / 70CM / Alu for suture
14540C 1 1/2 R 48 / 90CM / Alu for suture
14540D 1 1/2 T 36 / 70CM / Alu for suture
14S40E 1 1/2 T 40 / 90CM / Alu for suture
14S40F 1 1/2 T 48 / 90CM / Alu for suture
14540G 1 1/2 R 40 / 150CM LOOP Alu for suture
14S40H 1 1/2 KL 48 / 150CM LOOP Alu for suture
14540) 1 1/2 KL 40 / 150CM LOOP Alu for suture
14S50A 2 1/2 R 40 / 90CM / Alu for suture
14540M 1 1/2 R 65 / 150CM / Alu for suture
14S07N 6/0 3/8 R 11 DA 70CM / Alu for suture
145107 5/0 3/8 R 11 DA 70CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est

E Ré; rg | S valide pour les dispositifs médicaux décri(s_nocusigned by:
--------------------- 25/09/2020 Ftionagabos MESKINI
GMED (0459) recognizes that its EC certifi i8§\B20976548A. ..
valid for the medical devices listed
ADVANTIME®
1500 usp Curvature Tip l:lee:g‘ill:e :?:;I: T:;Z:: P:;t!ﬁ:lg&;;i;y Subfamily
15D07C 6/0 3/8 XT 10 / 45CM I Alu for suture
15D07D 6/0 3/8 XT 13 / 70CM I Alu for suture
15D10E 5/0 3/8 XT 10 / 45CM I Alu for suture
15D10F 5/0 3/8 XT 13 / 45CM I Alu for suture
15D10G 5/0 3/8 XT 13 / 70CM | Alu for suture
15D10H 5/0 3/8 XT 16 / A5CM I Alu for suture
15D10J 5/0 3/8 XT 19 / 45CM I Alu for suture
15D10K 5/0 3/8 XT 19 / 70CM I Alu for suture
15D10Q 5/0 3/8 XT 16 / 70CM I Alu for suture
15D10S 5/0 1/2 XT 19 / 70CM I Alu for suture
15D15D 4/0 3/8 XT 13 / 45CM I Alu for suture
15D15E 4/0 3/8 XT 16 / 45CM | Alu for suture
15D15F 4/0 3/8 XT 16 / 70CM I Alu for suture
15D15G 4/0 3/8 XT 19 / 45CM I Alu for suture
15D15H 4/0 3/8 XT 19 / 70CM I Alu for suture
15D15) 4/0 1/2 XT 16 / 70CM I Alu for suture
15D15N 4/0 3/8 XT 24 / 45CM I Alu for suture
15D20D 3/0 3/8 XT 16 / 70CM I Alu for suture
15D20E 3/0 3/8 XT 19 / 70CM I Alu for suture
15D20F 3/0 3/8 XT 24 / 70CM I Alu for suture
15D20G 3/0 1/2 XT 23 / 70CM | Alu for suture
15D20H 3/0 DTE XT 50 / 70CM I Alu for suture
15D20R 3/0 DTE XT 60 / 70CM I Alu for suture
15D30AA 2/0 1/2 XT 30 / 70CM / Alu for suture
15D30D 2/0 3/8 XT 24 / 70CM | Alu for suture
15D30E 2/0 3/8 XT 30 / 70CM I Alu for suture
15D30F 2/0 1/2 XT 23 / 70CM I Alu for suture
15D30G 2/0 1/2 XT 26 / 70CM I Alu for suture
15D30H 2/0 1/2 XT 36 / 70CM I Alu for suture
15D30! 2/0 DTE XT 50 / 70CM | Alu for suture
15D30Q 2/0 1/2 XT 30 / 70CM I Alu for suture
15D35G 0 1/2 XT 30 / 70CM | Alu for suture
15115G 4/0 3/8 T 19 / 45CM I Alu for suture
15135C 1/2 T 36 / 70CM | Alu for suture
15I135H 1/2 T 40 / 90CM I Alu for suture
15135K 3/8 T 30 / 70CM I Alu for suture
15140B 1/2 T 40 / 90CM I Alu for suture
15R20A 3/0 / / / / 250CM REELI | Alu for Filpak
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

é fe L 25/0-?/2020 . T FW MESKINI
SURGICAL GMED (0459) recognizes that its EC certi d§\B20976548A. .
valid for the medical devices listed
ADVANTIME®
1500 USP | Curvature| Tip 'I\‘ee:g‘:f :::125 T:;::': P:::E:'g“i':;y Subfamily
15R30A 2/0 / / / / 250CM REELI | Alu for Filpak
15R35A 0 / / / / 250CM REELI | Alu for Filpak
15R40A 1 / / / / 250CM REELI | Alu for Filpak
15S07A 6/0 3/8 R 13 / 70CM / Alu for suture
155078 6/0 1/2 R 13 / 70CM / Alu for suture
155108 5/0 3/8 R 16 DA 90CM / Alu for suture
15510C 5/0 1/2 R 13 / 70CM / Alu for suture
15510D 5/0 1/2 R 18 / 70CM / Alu for suture
15S10N 5/0 3/8 KL 18 / 70CM / Alu for suture
15S15A 4/0 1/2 R 13 / 70CM / Alu for suture
155158 4/0 1/2 R 18 / 70CM / Alu for suture
15515C 4/0 1/2 R 26 / 70CM / Alu for suture
15S15K 4/0 3/8 R 16 DA 90CM / Alu for suture
15515L 4/0 3/8 R 22 / 70CM / Alu for suture
15515M 4/0 1/2 R 22 / 70CM / Alu for suture
15520A 3/0 3/8 R 22 / 70CM / Alu for suture
155208 3/0 1/2 R 26 / 70CM / Alu for suture
15520C 3/0 1/2 R 36 / 70CM / Alu for suture
15520) 3/0 3/8 R 26 / 70CM / Alu for suture
15520K 3/0 1/2 R 18 / 70CM / Alu for suture
15520L 3/0 1/2 R 22 / 70CM / Alu for suture
15520M 3/0 1/2 R 30 / 70CM / Alu for suture
155208 3/0 1/2 R 22 / 90CM / Alu for suture
15520T 3/0 1/2 KL 26 / 90CM / Alu for suture
15520V 3/0 1/2 KL 24 / 70CM / Alu for suture
15S30A 2/0 1/2 R 22 / 70CM / Alu for suture
155308 2/0 1/2 R 22 DA 90CM / Alu for suture
15530C 2/0 1/2 R 36 / 70CM / Alu for suture
15S30K 2/0 1/2 KL 36 / 90CM / Alu for suture
15530L 2/0 3/8 R 26 / 70CM / Alu for suture
15S30N 2/0 1/2 R 26 / 70CM / Alu for suture
15530P 2/0 1/2 R 30 / 70CM / Alu for suture
15530R 2/0 1/2 R 24 / 110CM / Alu for suture
15530X 2/0 1/2 R 26 DA 90CM / Alu for suture
15530Y 2/0 1/2 KL 26 / 70CM / Alu for suture
15535A 0 3/8 R 32 / 70CM / Alu for suture
155358 0 1/2 R 30 / 70CM / Alu for suture
15535D 0 1/2 KL 36 / 90CM / Alu for suture
15S35E 0 1/2 R 36 / 70CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

-
5uU grgt S
ADVANTIME®
1500 USP | Curvature| Tip 'I\‘::;f :::1'::3 T:;Z:: P;::E:'g?:;y Subfamily
15535F 0 1/2 R 40 / 90CM / Alu for suture
15535) 0 1/2 T 48 / 90CM / Alu for suture
15535L 0 1/2 R 24 / 110CM / Alu for suture
15S35N 0 5/8 R 27 / 75CM / Alu for suture
15S40A 1 1/2 R 40 / 90CM / Alu for suture
15540C 1 1/2 T 48 / 90CM / Alu for suture
15S40E 1 1/2 R 48 / 90CM / Alu for suture
15D30AB 2/0 DTE XT 60 70CM I Alu for suture
15S30AC 2/0 5/8 R 26 / 70CM / Alu for suture
15D15T 4/0 3/8 XT 19 / 70CM / Alu for suture
15D20W 3/0 3/8 XT 24 / 70CM / Alu for suture
15D30AD 2/0 3/8 XT 30 / 70CM / Alu for suture
GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_nocusigned by:
--------------------- 25/09/2020 Fatimagabra MESKING

GMED (0459) recognizes that its EC certifs
valid for the medical devices listed

d§AB20976548A...
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est

. -

eters valide pour les dispositifs médicaux décri(s_nocusigned by:
SURGICAL ~ e 25/09/2020 Fatimagabra MESKING
GMED (0459) recognizes that its EC certifi i8§\B20976548A. ..
valid for the medical devices listed
OPTIME®
18x00¢ usP Curvature Tip Teenegil: IZ;:Z: T:;::: P:;t!ﬁ:lg&:;i;y Subfamily
18B10D 5/0 / / / / 70CM 02BRINS | Alu for strands
18B15A 4/0 / / / / 70CM O5BRINS | Alu for strands
18B15B 4/0 / / / / 45CM 06BRINS | Alu for strands
18B15C 4/0 / / / / 45CM 03BRINS Alu for strands
18B15D 4/0 / / / / 70CM 02BRINS | Alu for strands
18B20A 3/0 / / / / 70CM 05BRINS | Alu for strands
18B20B 3/0 / / / / 45CM 06BRINS | Alu for strands
18B20C 3/0 / / / / 45CM 03BRINS | Alu for strands
18B20D 3/0 / / / / 70CM 02BRINS | Alu for strands
18B30A 2/0 / / / / 70CM 05BRINS | Alu for strands
18B30B 2/0 / / / / 45CM 06BRINS | Alu for strands
18B30C 2/0 / / / / 45CM 03BRINS | Alu for strands
18B30D 2/0 / / / / 70CM 02BRINS Alu for strands
18B35A 0 / / / / 70CM 05BRINS | Alu for strands
18B35B 0 / / / / 45CM 06BRINS | Alu for strands
18B35C 0 / / / / 45CM 03BRINS | Alu for strands
18B35D 0 / / / / 70CM 02BRINS | Alu for strands
18B40A 1 / / / / 70CM O5BRINS | Alu for strands
18B40B 1 / / / / 45CM 06BRINS | Alu for strands
18B40C 1 / / / / 45CM 03BRINS | Alu for strands
18B40D 1 / / / / 70CM 02BRINS | Alu for strands
18B50A 2 / / / / 70CM 05BRINS | Alu for strands
18B50B 2 / / / / 45CM 06BRINS Alu for strands
18B50C 2 / / / / 45CM 03BRINS | Alu for strands
18B50D 2 / / / / 70CM 02BRINS | Alu for strands
18G30H 2/0 1/2 R 40 / 90CM FORT Alu for suture
18G30W 2/0 1/2 R 13 / 75CM FORT Alu for suture
18G35AF 0 1/2 KL 40 / 90CM FORT Alu for suture
18G35B 0 1/2 R 13 / 75CM FORT Alu for suture
18G35H 0 5/8 R 27 / 75CM FORT Alu for suture
18G40AW 1 1/2 T 23 / 75CM FORT Alu for suture
18G40B 1 1/2 R 22 / 75CM FORT Alu for suture
18G40C 1 1/2 R 26 / 90CM FORT Alu for suture
18G40D 1 1/2 R 30 / 75CM FORT Alu for suture
18G40F 1 1/2 R 40 / 90CM FORT Alu for suture
18G40L 1 1/2 T 40 / 90CM FORT Alu for suture
18G40zZ 1 1/2 BP 45 / 90CM / Alu for suture
18G50A 2 1/2 R 22 / 75CM FORT Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

0,... ——— 25/09/2020 Fatimagabra MESKINI
et ficats

ot S GMED (0459) recognizes that its EC cert di$hB20076548A. .
valid for the medical devices listed

OPTIME®
18x00¢ USP | Curvature| Tip ';'::g‘i:" 'Z:’:"::* T:;:f: Ps;tcig'g“i':;y Subfamily
18G50B 2 1/2 R 26 / 90CM FORT Alu for suture
18G50M 2 1/2 BP 45 / 90CM FORT Alu for suture
18G50T 2 1/2 T 22 / 75CM FORT Alu for suture
18107D 6/0 3/8 T 10 / 45CM | Alu for suture
18107G 6/0 3/8 R 13 DA 45CM I Alu for suture
18110E 5/0 3/8 T 13 / 45CM | Alu for suture
18110F 5/0 3/8 T 16 / 45CM | Alu for suture
18110G 5/0 3/8 T 19 / 45CM I Alu for suture
18110H 5/0 3/8 T 19 / 75CM I Alu for suture
18110J 5/0 1/2 R 13 / 75CM I Alu for suture
18I15E 4/0 1/2 R 18 / 75CM I Alu for suture
18115H 4/0 3/8 T 13 / 45CM I Alu for suture
18115) 4/0 3/8 T 16 / 45CM I Alu for suture
18115L 4/0 3/8 T 19 / 75CM I Alu for suture
18115R 4/0 3/8 T 19 / 45CM I Alu for suture
18115S 4/0 1/2 KL 18 / 75CM I Alu for suture
18120AA 3/0 3/8 T 30 / 75CM | Alu for suture
18120AF 3/0 3/8 T 26 / 75CM I Alu for suture
18120AJ 3/0 3/8 T 16 / 45CM I Alu for suture
18120AL 3/0 3/8 T 24 / 45CM I Alu for suture
18120E 3/0 1/2 R 22 / 75CM I Alu for suture
18120F 3/0 1/2 R 26 / 75CM | Alu for suture
18120 3/0 3/8 T 19 / 75CM I Alu for suture
18120K 3/0 3/8 T 24 / 75CM | Alu for suture
18120L 3/0 1/2 T 23 / 75CM | Alu for suture
18120M 3/0 1/2 T 36 / 90CM I Alu for suture
18120N 3/0 DTE T 50 / 75CM I Alu for suture
18120P 3/0 DTE T 60 / 75CM I Alu for suture
18120U 3/0 3/8 T 19 / 45CM I Alu for suture
18I130AM 2/0 3/8 T 19 / 75CM | Alu for suture
181308 2/0 3/8 R 32 / 75CM I Alu for suture
18I130E 2/0 1/2 R 26 / 75CM I Alu for suture
18130J 2/0 3/8 T 24 / 75CM I Alu for suture
18I30K 2/0 3/8 T 30 / 75CM I Alu for suture
18130L 2/0 1/2 T 23 / 75CM I Alu for suture
18I30P 2/0 1/2 T 36 / 90CM I Alu for suture
18130S 2/0 DTE T 50 / 75CM I Alu for suture
18130U 2/0 1/2 KL 36 / 90CM | Alu for suture
18I30WA 2/0 DTE T 60 / 75CM I Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

@ i — 25/09/2020 Fatimagalas MESKINI
SURGCICA L GMED (0459) recognizes that its EC certifs d8§\B20076548A. ..
valid for the medical devices listed
OPTIME®
18x00¢ USP | Curvature| Tip ';'::g‘i:" 'Z:’:"::* T:;:f: Ps;tcig'g“i':;y Subfamily
18I135AB 0 1/2 T 30 / 90CM I Alu for suture
18I35AD 0 1/2 T 23 / 75CM I Alu for suture
18135K 0 3/8 T 30 / 75CM I Alu for suture
18135L 0 1/2 T 26 / 75CM | Alu for suture
18I135N 0 1/2 T 36 / 90CM I Alu for suture
18135T 0 1/2 KL 36 / 90CM | Alu for suture
18135V 0 1/2 T 48 / 90CM | Alu for suture
18140K 1 1/2 T 36 / 90CM I Alu for suture
18140M 1 1/2 T 48 / 90CM | Alu for suture
18140N 1 1/2 KL 26 / 75CM I Alu for suture
18140P 1 1/2 KL 36 / 90CM | Alu for suture
18140V 1 1/2 KL 22 / 75CM I Alu for suture
18I50E 2 1/2 T 36 / 90CM I Alu for suture
18150G 2 1/2 T 48 / 90CM | Alu for suture
18I50N 2 1/2 T 40 / 75CM I Alu for suture
18N10C 5/0 1/2 R 18 / 75CM BLACK Alu for suture
18N15B 4/0 3/8 R 17 / 75CM BLACK Alu for suture
18N15C 4/0 3/8 R 22 / 75CM BLACK Alu for suture
18N15E 4/0 1/2 R 18 / 75CM BLACK Alu for suture
18N15F 4/0 1/2 R 22 / 75CM BLACK Alu for suture
18N15P 4/0 1/2 R 26 / 75CM BLACK Alu for suture
18N20A 3/0 3/8 R 17 / 75CM BLACK Alu for suture
18N20B 3/0 3/8 R 22 / 75CM BLACK Alu for suture
18N20D 3/0 1/2 R 18 / 75CM BLACK Alu for suture
18N20E 3/0 1/2 R 22 / 75CM BLACK Alu for suture
18N20F 3/0 1/2 R 26 / 75CM BLACK Alu for suture
18N20R 3/0 1/2 R 36 / 75CM BLACK Alu for suture
18N30A 2/0 3/8 R 26 / 75CM BLACK Alu for suture
18N30B 2/0 3/8 R 32 / 75CM BLACK Alu for suture
18N30D 2/0 1/2 R 22 / 75CM BLACK Alu for suture
18N30E 2/0 1/2 R 26 / 75CM BLACK Alu for suture
18N30F 2/0 1/2 R 30 / 75CM BLACK Alu for suture
18N30G 2/0 1/2 R 36 / 75CM BLACK Alu for suture
18R10B 5/0 / / / / 150CM REEL Alu for Filpak
18R15A 4/0 / / / / 250CM REEL Alu for Filpak
18R158B 4/0 / / / / 150CM REEL Alu for Filpak
18R20A 3/0 / / / / 250CM REEL Alu for Filpak
18R20B 3/0 / / / / 150CM REEL Alu for Filpak
18R30A 2/0 / / / / 250CM REEL Alu for Filpak
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DocusSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2
GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

. e M 25/09/2020 Fatimagabrs MESKINI
! Uﬁ rg r 'S GMED (0459) recognizes that its EC certifi d§\B20976548A. .
valid for the medical devices listed
OPTIME®
18x00¢ USP | Curvature| Tip ';'::g‘i:" 'Z:’:"::* T:;:f: Ps;tcig'g“i':;y Subfamily
18R30B 2/0 / / / / 150CM REEL Alu for Filpak
18R35A 0 / / / / 250CM REEL Alu for Filpak
18R35B 0 / / / / 150CM REEL Alu for Filpak
18R40A 1 / / / / 250CM REEL Alu for Filpak
18R40B 1 / / / / 150CM REEL Alu for Filpak
18R50A 2 / / / / 250CM REEL Alu for Filpak
18R50B 2 / / / / 150CM REEL Alu for Filpak
18RI20A 3/0 / / / / 250CM REEL | Alu for Filpak
18RI30A 2/0 / / / / 250CM REEL | Alu for Filpak
18RI35A 0 / / / / 250CM REEL | Alu for Filpak
18RI40A 1 / / / / 250CM REEL | Alu for Filpak
18S07A 6/0 3/8 R 13 / 75CM / Alu for suture
18S07E 6/0 1/2 R 18 / 75CM / Alu for suture
18S07H 6/0 3/8 T 8 / 75CM / Alu for suture
18S10A 5/0 3/8 R 13 / 75CM / Alu for suture
185108 5/0 3/8 R 17 / 75CM / Alu for suture
18510C 5/0 1/2 R 18 / 75CM / Alu for suture
18510D 5/0 3/8 T 13 / 75CM / Alu for suture
18S10F 5/0 1/2 T 16 / 75CM / Alu for suture
18510) 5/0 1/2 R 13 / 75CM / Alu for suture
18510K 5/0 1/2 R 26 / 75CM / Alu for suture
18510Q 5/0 3/8 KL 13 / 75CM FIN Alu for suture
18S15A 4/0 3/8 R 13 / 75CM / Alu for suture
18515B 4/0 3/8 R 17 / 75CM / Alu for suture
18515C 4/0 3/8 R 22 / 75CM / Alu for suture
18S15D 4/0 1/2 R 13 / 75CM / Alu for suture
18S15E 4/0 1/2 R 18 / 75CM / Alu for suture
18515F 4/0 1/2 R 22 / 75CM / Alu for suture
18515G 4/0 3/8 T 13 / 75CM / Alu for suture
18515K 4/0 3/8 T 16 / 75CM / Alu for suture
18515L 4/0 3/8 T 19 / 75CM / Alu for suture
18515LSD 4/0 3/8 T 19 / 75CM SEPTO. |Alu for sutures SD
18515N 4/0 3/8 T 24 / 75CM / Alu for suture
18515P 4/0 1/2 R 26 / 75CM / Alu for suture
18515Q 4/0 1/2 T 16 / 75CM / Alu for suture
18S20A 3/0 3/8 R 17 / 75CM / Alu for suture
18520AA 3/0 3/8 T 30 / 75CM / Alu for suture
18520AB 3/0 3/8 KL 18 / 75CM / Alu for suture
18520AC 3/0 1/2 T 30 / 75CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

@ i — 25/09/2020 Fatimagalas MESKINI
SURGCICA L GMED (0459) recognizes that its EC certifs d8§\B20076548A. ..
valid for the medical devices listed
OPTIME®
18x00¢ USP | Curvature| Tip ';'::g‘i:" 'Z:’:"::* T:;:f: Ps;tcig'g“i':;y Subfamily
18520AH 3/0 5/8 R 27 DA 75CM / Alu for suture
18520AM 3/0 1/2 KL 18 / 90CM / Alu for suture
18520AN 3/0 3/8 R 18 / 45CM / Alu for suture
18520AP 3/0 3/8 R 17 DA 75CM / Alu for suture
18520AQ 3/0 3/8 R 13 / 75CM / Alu for suture
185208 3/0 3/8 R 22 / 75CM / Alu for suture
18520C 3/0 3/8 R 32 / 75CM / Alu for suture
18520D 3/0 1/2 R 18 / 75CM / Alu for suture
18S20E 3/0 1/2 R 22 / 75CM / Alu for suture
18S20F 3/0 1/2 R 26 / 75CM / Alu for suture
18520G 3/0 1/2 R 30 / 75CM / Alu for suture
18S20H 3/0 3/8 T 16 / 75CM / Alu for suture
18520) 3/0 3/8 T 19 / 75CM / Alu for suture
18520JSD 3/0 3/8 T 19 / 75CM SEPTO. |Alu for sutures SD
18520K 3/0 3/8 T 24 / 75CM / Alu for suture
18520L 3/0 1/2 T 23 / 75CM / Alu for suture
18520M 3/0 1/2 T 36 / 90CM / Alu for suture
18S20N 3/0 DTE T 50 / 75CM / Alu for suture
18520Q 3/0 1/2 R 26 DA 90CM / Alu for suture
18520R 3/0 1/2 R 36 / 75CM / Alu for suture
18520V 3/0 1/2 KL 20 / 75CM / Alu for suture
18520W 3/0 1/2 KL 26 / 75CM / Alu for suture
18520Y 3/0 5/8 R 27 / 75CM / Alu for suture
185207 3/0 1/2 R 22 DA 90CM / Alu for suture
18530A 2/0 3/8 R 26 / 75CM / Alu for suture
18530AC 2/0 3/8 R 20 / 75CM / Alu for suture
18530AD 2/0 1/2 KL 30 / 75CM / Alu for suture
18S30AE 2/0 5/8 R 27 / 90CM / Alu for suture
18S30AH 2/0 1/2 R 48 / 90CM / Alu for suture
18530AK 2/0 1/2 R 36 / 90CM / Alu for suture
18S30AL 2/0 1/2 BP 35 / 90CM / Alu for suture
18530AQ 2/0 1/2 R 30 / 90CM / Alu for suture
18530AR 2/0 1/2 R 26 DA 150CM / Alu for suture
18530AV 2/0 1/2 R 65 / 90CM / Alu for suture
185308 2/0 3/8 R 32 / 75CM / Alu for suture
18530C 2/0 1/2 R 18 / 75CM / Alu for suture
18S30D 2/0 1/2 R 22 / 75CM / Alu for suture
18S30E 2/0 1/2 R 26 / 75CM / Alu for suture
18S30F 2/0 1/2 R 30 / 75CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2
GMED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux décri(s_oocusigned by:

. 25/09/2020 Fatimagabra MESKINI

Efe 'S GMED (0459) recognizes that its EC certificatedss2oossasa..
SURGICA
: ‘ valid for the medical devices listed

OPTIME®
18x00¢ USP | Curvature| Tip ';'::g‘i:" 'Z:’:"::* T:;:f: Ps;tcig'g“i':;y Subfamily
18530G 2/0 1/2 R 36 / 75CM / Alu for suture
18530) 2/0 3/8 T 24 / 75CM / Alu for suture
18530K 2/0 3/8 T 30 / 75CM / Alu for suture
18530L 2/0 1/2 T 23 / 75CM / Alu for suture
18530M 2/0 1/2 T 26 / 75CM / Alu for suture
18S30N 2/0 1/2 T 30 / 75CM / Alu for suture
18530P 2/0 1/2 T 36 / 90CM / Alu for suture
18530R 2/0 1/2 T 40 / 90CM / Alu for suture
185305 2/0 DTE T 50 / 75CM / Alu for suture
18530T 2/0 1/2 KL 18 / 75CM / Alu for suture
18530V 2/0 1/2 KL 36 / 90CM / Alu for suture
18S30W 2/0 1/2 R 26 DA 90CM / Alu for suture
18S30WA 2/0 DTE T 60 / 75CM / Alu for suture
185307 2/0 1/2 KL 26 / 75CM / Alu for suture
18S35A 0 3/8 R 32 / 75CM / Alu for suture
18S35AC 0 1/2 BP 40 / 90CM / Alu for suture
18S35AE 0 3/8 T 22 / 75CM / Alu for suture
18535AG 0 1/2 R 22 / 75CM / Alu for suture
18535C 0 1/2 R 26 / 75CM / Alu for suture
18535D 0 1/2 R 30 / 75CM / Alu for suture
18S35E 0 1/2 R 36 / 75CM / Alu for suture
18S35F 0 1/2 R 40 / 90CM / Alu for suture
18S35G 0 1/2 R 48 / 90CM / Alu for suture
18535H 0 5/8 R 27 / 75CM / Alu for suture
18535) 0 5/8 R 40 / 75CM / Alu for suture
18535K 0 3/8 T 30 / 75CM / Alu for suture
18535L 0 1/2 T 26 / 75CM / Alu for suture
18535M 0 1/2 T 30 / 75CM / Alu for suture
18S35N 0 1/2 T 36 / 90CM / Alu for suture
18535P 0 1/2 T 40 / 90CM / Alu for suture
18535R 0 DTE T 50 / 75CM / Alu for suture
18535S 0 1/2 KL 18 / 75CM / Alu for suture
18S35T 0 1/2 KL 36 / 90CM / Alu for suture
18535V 0 1/2 T 48 / 90CM / Alu for suture
18535X 0 DTE T 50 DA 75CM / Alu for suture
18S40A 1 3/8 R 32 / 75CM / Alu for suture
18S40AA 1 1/2 T 48 DA 90CM / Alu for suture
18540AB 1 1/2 KL 40 / 150CM LOOP Alu for suture
18S40AC 1 1/2 KL 30 / 75CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

& Sters — 25/09/2020 Fatimagabra MESKING

SURGICAL GMED (0459) recognizes that its EC certifi 8§\B20976548A. ..
valid for the medical devices listed

OPTIME®
18x00¢ USP | Curvature| Tip ';'::g‘i:" 'Z:’:"::* T:;:f: Ps;tcig'g“i':;y Subfamily
18S40AD 1 1/2 R 36 / 90CM / Alu for suture
18S40AF 1 3/8 T 36 / 75CM / Alu for suture
18S40AT 1 1/2 T 30 / 90CM / Alu for suture
18540D 1 1/2 R 30 / 75CM / Alu for suture
18S40E 1 1/2 R 36 / 75CM / Alu for suture
18S40F 1 1/2 R 40 / 90CM / Alu for suture
18540G 1 1/2 R 48 / 90CM / Alu for suture
18S40H 1 1/2 T 26 / 75CM / Alu for suture
18540) 1 1/2 T 30 / 75CM / Alu for suture
18540K 1 1/2 T 36 / 90CM / Alu for suture
18540L 1 1/2 T 40 / 90CM / Alu for suture
18540M 1 1/2 T 48 / 90CM / Alu for suture
18540P 1 1/2 KL 36 / 90CM / Alu for suture
18540R 1 1/2 KL 40 / 90CM / Alu for suture
185405 1 5/8 R 27 / 75CM / Alu for suture
18540T 1 1/2 R 70 / 75CM / Alu for suture
18540U 1 1/2 KL 18 / 75CM / Alu for suture
18540V 1 1/2 KL 22 / 75CM / Alu for suture
18540W 1 1/2 KL 48 / 90CM / Alu for suture
18540X 1 1/2 KL 48 / 150CM LOOP Alu for suture
18S50AB 2 1/2 R 65 / 90CM / Alu for suture
18S50AC 2 1/2 T 26 / 90CM / Alu for suture
18550C 2 1/2 R 40 / 90CM / Alu for suture
18550D 2 1/2 R 48 / 90CM / Alu for suture
18S50E 2 1/2 T 36 / 90CM / Alu for suture
18S50F 2 1/2 T 40 / 90CM / Alu for suture
18550G 2 1/2 T 48 / 90CM / Alu for suture
18550H 2 1/2 KL 36 / 90CM / Alu for suture
18550) 2 1/2 KL 48 / 90CM / Alu for suture
18S50L 2 1/2 KL 48 / 150CM LOOP Alu for suture
18S50P 2 1/2 R 36 / 90CM / Alu for suture
18520P 3/0 DRT T 60 / 75CM / Alu for suture
18S20AR 3/0 1/2 R 22 / 90CM / Alu for suture
18S30A) 2/0 1/2 R 26 / 90CM / Alu for suture
18I10R 5/0 3/8 T 13 / 75CM I Alu for suture
18S40AX 1 1/2 R 17 / 75CM / Alu for suture
18S30AW 2/0 1/2 KL 48 / 90CM / Alu for suture
18S35AV 0 1/2 R 26 / 90CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

Peters . 25/09/2020 [~ Fatiomegatos MESKINI

GMED (0459) recognizes that its EC certifs
valid for the medical devices listed

d§AB20976548A...

GLACTIME®
39x usp Curvature Tip Teenegil: :?:125 T:I:Z:: P;::E::;:;y Subfamily
39GA0F 1 1/2 R 26 / 75CM FORT Alu for suture
39G40) 1 1/2 R 40 / 90CM FORT Alu for suture
39G40P 1 1/2 R 22 / 75CM FORT Alu for suture
39107F 6/0 3/8 T 13 / 45CM | Alu for suture
39110J 5/0 1/2 R 13 / 75CM | Alu for suture
39110M 5/0 3/8 T 13 / 45CM | Alu for suture
39]10N 5/0 3/8 T 16 / 45CM | Alu for suture
39|10P 5/0 3/8 T 19 / 45CM | Alu for suture
39|15F 4/0 1/2 R 18 / 75CM | Alu for suture
39|15K 4/0 3/8 T 19 / 45CM | Alu for suture
39]15T 4/0 3/8 T 16 / 45CM | Alu for suture
39115W 4/0 3/8 T 13 / 45CM | Alu for suture
39]15X 4/0 DTE T 13 / 45CM | Alu for suture
39120AC 3/0 3/8 T 16 / 45CM | Alu for suture
39120AD 3/0 3/8 T 19 / 45CM | Alu for suture
39]20K 3/0 1/2 R 18 / 75CM | Alu for suture
39120M 3/0 1/2 R 22 / 75CM | Alu for suture
39120N 3/0 1/2 R 26 / 75CM | Alu for suture
39130J 2/0 1/2 R 22 / 75CM | Alu for suture
39130K 2/0 1/2 R 26 / 75CM | Alu for suture
39|30U 2/0 1/2 R 18 / 75CM | Alu for suture
39|35F 0 1/2 R 26 / 75CM | Alu for suture
39R10A 5/0 / / / / 150CM REEL Alu for Filpak
39R15A 4/0 / / / / 150CM REEL Alu for Filpak
39R15B 4/0 / / / / 250CM REEL Alu for Filpak
39R20A 3/0 / / / / 150CM REEL Alu for Filpak
39R20B 3/0 / / / / 250CM REEL Alu for Filpak
39R20C 3/0 / / / / 150CM REEL Alu for Filpak
39R30A 2/0 / / / / 150CM REEL Alu for Filpak
39R30B 2/0 / / / / 250CM REEL Alu for Filpak
39R30C 2/0 / / / / 150CM REEL Alu for Filpak
39R35A 0 / / / / 150CM REEL Alu for Filpak
39R35B 0 / / / / 250CM REEL Alu for Filpak
39R35C 0 / / / / 150CM REEL Alu for Filpak
39R40A 1 / / / / 150CM REEL Alu for Filpak
39R40B 1 / / / / 250CM REEL Alu for Filpak
39R40C 1 / / / / 150CM REEL Alu for Filpak
39R50A 2 / / / / 150CM REEL Alu for Filpak
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux décri(s_oocusigned by:
L/ Stare — 25/09/2020 W MESKINI
SR L GMED (0459) recognizes that its EC certifs d§AB20976548A...
valid for the medical devices listed
GLACTIME®
39 USP  |Curvature| Tip ';'::g‘i:" :::125 T:;::: P;;tcili:'g“i‘;:" Subfamily
39R50B 2 / / / / 250CM REEL Alu for Filpak
39S07A 6/0 3/8 R 13 / 75CM / Alu for suture
39510A 5/0 3/8 R 13 / 75CM / Alu for suture
39S10E 5/0 1/2 R 18 / 75CM / Alu for suture
39S10F 5/0 1/2 R 26 / 75CM / Alu for suture
39S10H 5/0 3/8 R 17 / 75CM / Alu for suture
39510Q 5/0 1/2 T 16 / 45CM / Alu for suture
39S10R 5/0 3/8 R 22 / 75CM / Alu for suture
39S15A 4/0 3/8 R 17 / 75CM / Alu for suture
39515B 4/0 3/8 R 22 / 75CM / Alu for suture
39515D 4/0 3/8 T 19 / 75CM / Alu for suture
39S15E 4/0 3/8 T 24 / 75CM / Alu for suture
39S15F 4/0 1/2 R 18 / 75CM / Alu for suture
39S15H 4/0 1/2 R 22 / 75CM / Alu for suture
39515) 4/0 1/2 R 26 / 75CM / Alu for suture
39515L 4/0 1/2 T 16 / 75CM / Alu for suture
39515U 4/0 3/8 T 30 / 75CM / Alu for suture
39515V 4/0 1/2 T 23 / 75CM / Alu for suture
39S20A 3/0 3/8 R 17 / 75CM / Alu for suture
39520AA 3/0 1/2 KL 18 / 75CM / Alu for suture
39S20AB 3/0 1/2 KL 20 / 75CM / Alu for suture
39S20AE 3/0 1/2 T 30 / 75CM / Alu for suture
39S20AF 3/0 5/8 R 27 / 75CM / Alu for suture
39S520AG 3/0 1/2 T 23 / 75CM / Alu for suture
395208 3/0 3/8 R 22 / 75CM / Alu for suture
39520C 3/0 3/8 R 26 / 75CM / Alu for suture
39S20E 3/0 3/8 T 19 / 75CM / Alu for suture
39520F 3/0 3/8 T 24 / 75CM / Alu for suture
39520G 3/0 3/8 T 30 / 75CM / Alu for suture
39520) 3/0 1/2 KL 26 / 75CM / Alu for suture
39520K 3/0 1/2 R 18 / 75CM / Alu for suture
39520M 3/0 1/2 R 22 / 75CM / Alu for suture
39S20N 3/0 1/2 R 26 / 75CM / Alu for suture
39520P 3/0 1/2 R 30 / 75CM / Alu for suture
39520Q 3/0 1/2 R 36 / 75CM / Alu for suture
39520T 3/0 1/2 T 26 / 75CM / Alu for suture
39S520W 3/0 3/8 R 32 / 75CM / Alu for suture
39530A 2/0 3/8 R 26 / 75CM / Alu for suture
39530AB 2/0 DTE T 50 / 75CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

N —— 25/09/2020 Fatimagabng
. 5 uﬁ [ cﬁ'. Ers GMED (0459) recogniz/es that its EC certifs i ciscxszogmsztsA_ﬁESK’m
valid for the medical devices listed
GLACTIME®
3¢ USP | Curvature| Tip ';'::g‘i:" :::125 T:;::: P;;tcili:'g“i‘;:" Subfamily
39530C 2/0 3/8 R 32 / 75CM / Alu for suture
39530D 2/0 3/8 24 / 75CM / Alu for suture
39S30E 2/0 3/8 T 30 / 75CM / Alu for suture
39S30F 2/0 1/2 KL 26 / 75CM / Alu for suture
39530) 2/0 1/2 R 22 / 75CM / Alu for suture
39530K 2/0 1/2 R 26 / 75CM / Alu for suture
39530L 2/0 1/2 R 30 / 75CM / Alu for suture
39530M 2/0 1/2 R 36 / 75CM / Alu for suture
39530N 2/0 1/2 R 40 / 90CM / Alu for suture
39530P 2/0 1/2 T 23 / 75CM / Alu for suture
39530Q 2/0 1/2 T 26 / 75CM / Alu for suture
39S30R 2/0 1/2 T 30 / 75CM / Alu for suture
395305 2/0 1/2 T 36 / 90CM / Alu for suture
395307 2/0 1/2 T 40 / 90CM / Alu for suture
39530U 2/0 1/2 R 18 / 75CM / Alu for suture
39530 2/0 5/8 R 27 / 75CM / Alu for suture
39535AC 0 DTE T 50 / 75CM / Alu for suture
39S35AE 0 3/8 R 32 / 75CM / Alu for suture
39535C 0 1/2 KL 36 / 90CM / Alu for suture
39S35F 0 1/2 R 26 / 75CM / Alu for suture
39535G 0 1/2 R 30 / 75CM / Alu for suture
39535H 0 1/2 R 36 / 75CM / Alu for suture
39535) 0 1/2 R 40 / 90CM / Alu for suture
39535K 0 1/2 R 48 / 90CM / Alu for suture
395351 0 1/2 T 30 / 75CM / Alu for suture
39535M 0 1/2 T 36 / 90CM / Alu for suture
39535N 0 1/2 T 40 / 90CM / Alu for suture
39535pP 0 1/2 T 48 / 90CM / Alu for suture
39535Q 0 3/8 T 30 / 75CM / Alu for suture
39535R 0 1/2 T 26 / 75CM / Alu for suture
39535T 0 1/2 R 22 / 75CM / Alu for suture
39S40AB 1 1/2 R 48 / 150CM LOOP | Alu for suture
39S40AC 1 1/2 KL 40 / 150CM LOOP | Alu for suture
39S40AD 1 1/2 R 40 / 150CM LOOP Alu for suture
39540B 1 1/2 KL 36 / 90CM / Alu for suture
39540C 1 1/2 KL 40 / 90CM / Alu for suture
39540D 1 1/2 KL 48 / 90CM / Alu for suture
39S40E 1 1/2 KL 48 / 150CM LOOP | Alu for suture
39540G 1 1/2 R 30 / 75CM / Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux décri(s_oocusigned by:

éters 25/09/2020 Mm ctiomagabos MESKINI
FURGLCAL GMED (0459) recognizes that its EC certifs d§\B20976548A. .
valid for the medical devices listed
GLACTIME®
3¢ USP | Curvature| Tip ';'::g‘i:" :::125 T:;::: P;:!E:,I:i:;y Subfamily
39540H 1 1/2 R 36 / 75CM / Alu for suture
39540J 1 1/2 R 40 / 90CM / Alu for suture
39540K 1 1/2 R 48 / 90CM / Alu for suture
39540L 1 1/2 T 36 / 90CM / Alu for suture
39S40N 1 1/2 T 48 / 90CM / Alu for suture
39550G 2 1/2 R 40 / 90CM / Alu for suture
39S50) 2 1/2 T 36 / 90CM / Alu for suture
39550Q 2 1/2 KL 40 / 150CM LOOP | Alu for suture
39S50R 2 1/2 R 40 / 150CM LOOP | Alu for suture
39S50S 2 1/2 R 48 / 150CM LOOP Alu for suture
39507D 6/0 1/2 R 13 / 75CM / Alu for suture
39107E 6/0 3/8 T 10 / 45CM | Alu for suture
39110G 5/0 3/8 R 13 DA 45CM | Alu for suture
39S520Y 3/0 1/2 R 26 DA 90CM / Alu for suture
39S30AC 2/0 DTE T 60 / 75CM / Alu for suture
39S30AF 2/0 1/2 R 65 75CM / Alu for suture
39S30W 2/0 1/2 R 26 DA 90CM / Alu for suture
39S35AD 0 DTE T 60 / 75CM / Alu for suture
39S35AH 0 1/2 R 65 / 150CM LOOP Alu for suture
39S35W 0 1/2 R 26 DA 90CM / Alu for suture
39S35Y 0 5/8 R 27 75CM / Alu for suture
39540X 1 1/2 R 65 90CM / Alu for suture

Page 20|24






DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_

DocuSigned by:

eters - 25/09/2020 Fatimagabns MESKING
S GMED (0459) recognizes that its EC certi)‘icatecis«szogmsw;\_..
valid for the medical devices listed
SINUSORB® PGA
Blxx usp Curvature Tip Teenegil: :?:125 T:I:Z:: P;::E::;:;y Subfamily
8101 10/0 1/2 SP 6 / 30CM 150um |Alu for dogbone
8102 7/0 3/8 SP 6.4 / 30CM 200pm Alu for suture
8104 8/0 3/8 SP 6.4 / 30CM 200um |Alu for dogbone
8106 7/0 1/2 SP 8 / 45CM 240um | Alu for suture
8107 6/0 1/4 SP DA 45CM 240um |Alu for dogbone
8108 6/0 3/8 8 DA 45CM 240um  |Alu for dogbone
8109 8/0 3/8 R 6.4 / 30CM 150um | Alu for dogbone
8110 10/0 3/8 SP 6.4 DA 30CM 200um  |Alu for dogbone
8111 7/0 3/8 SP 6.4 DA 45CM 200um |Alu for dogbone
8112 8/0 3/8 SP 6.4 DA 30CM 200um |Alu for dogbone
8113 8/0 3/8 SP 6.4 DA 45CM 200um  |Alu for dogbone
8114 6/0 3/8 SP 6.4 DA 45CM 240um |Alu for dogbone
8117 6/0 1/4 SP DA 45CM 330um |Alu for dogbone
8118 6/0 3/8 SP DA 45CM 330um |Alu for dogbone
8120 5/0 1/4 SP 8 DA 45CM 330um |Alu for dogbone
8121 9/0 3/8 SP 6.4 / 30CM 200um  |Alu for dogbone
8123 5/0 1/4 SP 8 DA 45CM 380um |Alu for dogbone
8124 9/0 1/2 SP 6 / 30CM 150um |Alu for dogbone
8125 9/0 1/2 SP 6 DA 30CM 150um |Alu for dogbone
8126 7/0 1/2 SP 6 DA 30CM 200um  |Alu for dogbone
8127 6/0 1/2 SP 6.4 DA 30CM 240um |Alu for dogbone
8128 5/0 3/8 T 16 / 45CM 430pm | Alu for suture
8129 10/0 3/8 R 4 / 30CM 100um | Alu for dogbone
8130 5/0 1/2 T 16 / 45CM 430um Alu for suture
8131 4/0 3/8 T 19 / 45CM 560um | Alu for suture
8132 4/0 1/2 T 16 / 45CM 430um Alu for suture
8133 6/0 3/8 T 12 / 45CM 430um Alu for suture
8134 10/0 3/8 SP / 15CM 150um | Alu for dogbone
8135 10/0 3/8 SP 6 DA 30CM 150um |Alu for dogbone
8136 5/0 3/8 12 DA 45CM 430um | Alu for dogbone
8137 10/0 3/8 5 / 15CM 150um |Alu for dogbone
8138 6/0 3/8 12 / 45CM 280um | | Alufor suture
8139 6/0 1/4 SP 8 DA 45CM 330um | |Alu for dogbone
8140 6/0 3/8 T 12 DA 45CM 280um |Alu for dogbone
8142 5/0 1/4 SP 8 / 45CM 330um | | Aluforsuture
8143 5/0 3/8 R 13 DA 45CM 440um | |Alu for dogbone
8144 7/0 1/2 SP DA 45CM 200um |Alu for dogbone
8146 6/0 1/4 SP / 45CM 240um Alu for suture
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

)/ eters

SURGCIC AL

’ 8153 ‘ 5/0 ‘ 3/8 T 12 DA 30CM 430pm  |Dogbone for Alu

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décrifs_oocusigned by:
--------------------- 25/09/2020 FMW MESKINI
GMED (0459) recognizes that its EC certi]licaate

valid for the medical devices listed

d§AB20976548A...
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

.
eters
SURGCIC AL
DENTABS
SO0AXXX N A
USP Curvature Tip Needle Double Thread Partlcula?rlty Subfamily
length armed length packaging
S00A319 3/0 3/8 T 19 / 70CM / Alu for suture
S00A413 4/0 3/8 T 13 / 70CM / Alu for suture
S00A416 4/0 3/8 T 16 / 70CM / Alu for suture
S00A420 4/0 1/2 T 20 / 70CM / Alu for suture
S00A511 5/0 3/8 T 11 / 70CM / Alu for suture
S00A515 5/0 1/2 T 15 / 70CM / Alu for suture

GMED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux décri(s_

..................... 25/09/2020

DocuSigned by:

valid for the medical devices listed

ficate

GMED (0459) recognizes that its EC certifs

Fatimagalrs MESKING

J§AB20976548A...
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

efers
SURGCIC AL
REDACTEUR / REDACTOR RELECTEUR / REVIEWER
DATE, NAME AND VISA DATE, NAME AND VISA
ROUGIER MARJORIE HALFON THOMAS
Regulatory Affairs specialist R&D Manager
2020-03-31 2020-03-31

GMED (0459) reconnait que son certificat CE est
valide pour les dispositifs médicaux décri(s_oocusigned by:

--------------------- 25/09/2020 F‘J“'"“Z“"‘ MESKINI
GMED (0459) recognizes that its EC certifi i$\B20076548A. ..

valid for the medical devices listed
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DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

HISTORY
References Version
Création
Reprise des informations de I'annexe de la DECCE070G-31 V1 du
31/08/2018 pour le DT/SU/07 (seule la gamme associée au DT/SU/01 reste
dans cette déclaration CE)
References Designation
18520P OPTIME 3/0DRT T60 75CM
18S520AR OPTIME 3/01/2R22 90CM
18530A] OPTIME 2/01/2R26 90CM Vo
18I10R OPTIME 5/03/8T13 75CM | 27/05/2019
18S40AX OPTIME 1 1/2R17 75CM
12S10G OPTIMER 5/03/8T19 75CM
14S07N MONOTIME 6/0 3/8 R11 DA 70CM
14S10T MONOTIME 5/03/8 R11 DA 70CM
15D30AB ADVANTIME 2/0 DTEXT60 70CM
Addition of references:
References Designation
18S30AW OPTIME 2/01/2KL48 90CM
12S15T OPTIMER 4/01/2 R16 75CM V1
15S30AC ADVANTIME 2/05/8 R26  70CM 15/10/2019
18S35AV OPTIME 0 1/2R26 90CM
Addition of references:
References Designation
15D15T ADVANTIME 4/0 3/8XT19 70CM
15D20W ADVANTIME 3/0 3/8XT24 70CM
15D30AD ADVANTIME 2/0 3/8XT30 70CM
EQ/RD/60 approval: 06/02/2020
Removal of references: V2
2020-03-31

References Designation
12X15H OPTIMER 4/03/8KL16 75CM
12X20B OPTIMER 3/03/8T24 75CM
12X20C OPTIMER 3/03/8KL18 75CM
12X20F OPTIMER 3/03/8T19 75CM




DocuSign Envelope ID: 1B2763F9-180C-4C1E-90C3-7CC6936CF4D2

12X30AL

OPTIME R 2/01/2KL36 90CMFORT

12X30C

OPTIMER 2/03/8T24 75CM

12X30D

OPTIMER 2/03/8T30 90CM

12X35A

OPTIMER 0 1/2KL36 90CM

12X35C

OPTIMER 0 3/8T30 90CM

12X35D

OPTIMER 0 1/2R36 75CM

SD stands for a private label




