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Noter
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YETKIL! MUDUR

(Georgia Eyaleti damgasi var)
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BELGE SERTIFIKA BEYANI

. ¥

Matrix Surgical Holdings LLC.'nin sorumlu bir yetkilisi olarak, agagidaki ekli belgenin Matrix
Surgical USA, LLC. igin verilen orijinal sertifikanin bir kopyasi oldugunu burada
onayliyorum:

« Intertek Semko AB tarafindan verilen 41303893-00 numaral EC Sertifikasi

John O'Shaughnessy

Kurucu/CEO )
(imza var)
ismi ve gérevi imza

.,xis

NG
»\ ﬁi\:\‘!:% ?‘} “%

20 Agustos 2020 tarihinde huzurumda yemin ederek imzalamistir.

_ imza:
Noter adi
Maria C. Martin
, Gorev bitis tarihi: 13 Mart 2023
Resmi muhur: Coweta Bolgesi, GA
Noter
(va ,-) {damga var)

Bad, Suite 120 s Atlanta, GA 30349 US.A. ¢ T+1 404.855-4592 « F +1 404.344.0283
B alugy com = www matrixsurgicalusa.com
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EC SERTIFIKASI

TAM KALITE GUVENCE SISTEMI

Medikal Cihazlar 93/42/EEC Y6netmeligi
Ek II, B&liim 4 haric

Agagida imzasi bulunan tarafin tabi oldugu Isveg ulusal mevzuat! LVFS 2Q03:
11'in gerekliliklerine gére, bahsedilen tam kalite glivence sistemi
incelemesinin, Tibbi cihazlarla ilgili 93/42/EEC Yanetmeligi Ek II'nin (b&lim 4
harig) aktanlarzk gerceklestirildigini beyan ederiz. Tam kalite giivence
sistemi, yukarida belirtilen yonetmeligin ilgili hiikiimlerine uygundur ve
sonug olarak kurulusa agagida listelenen Uriinlerde CE 0413 isaretini
kullanma yetkisi verir.

Kurulus:

Matrix Surgical USA, LLC

Ana yerlegim yeri: 4025 Welcome All Road SW, Suite 120, Atlanta,
Georgia, 30349, United States

Uriin Kategorisi:

- Kraniofasiyal rekonstriktif implant ve kitler

Bu sertiffkanin kapsadidl urunlerin daba detayl tamimlamalzr icin MDD urtin listesine/rin planina bakeuz.

su sertifikanin duzenlenmesi sirasy
herhangi bir tarafa karg higbir 551

gerekliliklerine uygun olarak ey g
telefon ile sagdaki kodu tarafarak Tayie ol

Wy oo n.go
! r'ifli:a

INntertek

Total Quality. Assure

&6?934

G 7 EYLUL 2020

Sertifika Numarasi; 41303893-00

ilk Sertifikasyon Tarihi:
31 Temmuz 2020

Sertifika Gegerlilik Baslangig Tarihi:
31 Temmuz 2020

Sertifika Gegerlilik Bitis Tarihi:
26 Mayis 2024

SWEDAC
ACKREDITERING
Akreditasyon no. 1003

Yonetim Sistemleri Belgelendirmesi
150/1EC 17021-1

ASLININ AYNIDIR

Mikael Hagelin
Sertifika Yetkilisi MDD

Intertek Semko AB, Kista, Isveg

zennde arlasma~,ra vanlan Sertifikasyon Anlagmas) uyannca Misteri diginda
i@l kurulugun sistemlerini Intertek'in sistem sertifikzsyany
mhdatlu mtertek com admsme e-posta yaluyla weya birakilll

31 Temmuz 2020

imza Tarihi

Intertek Semko AR

Box 1103, SE-164 22 Kista, Sweden
Telefon +46 87500000
medtechsweden@intertek.com

Belgelendirme, kurulusun sistemlerini bu beigede
belirtilen dizenlemelere uygun olarak
surdurmesine, dizenli degerlendirmelere izin
vermesine ve Onaylanmis Kurulugun stzlesmeli
gerekliliklerine uymasina tabidir,

Intertek Semka AB, tibbi cihazlarla Ilgill 93/42/EEC
Yonetmeligi'me uygun 0413 kimlik numaral bir
Onaylanmis Kurulustur,

ANKARA

ing. San, vhte. i, Sae {0312}4*51334}

Pankays Ve !?:"rew




Uriinlerin dahil oldudu sertifika no:
Adina yayinlanan:

tertek

Total Quality, Assured.

MDD - Uriin LIStESI

%079 84

41303853-00

Matrix Surgical USA, LLC

4025 Welcome All Road SW, Suite 120,

Atlanta, Georgig, 30349, United States

G7 EYE_UL 2089,

MitisaviriilvKas
Ins. Sanve Tic.Ltd S, Fae{0212) 42515 30

-yc

Cankava Verci Dairesi

Tomstamesgatan 43, Box 1103, SE-164 72 Kista, Swaden
FS85 & 75000 00, Fax +46 8 750 50 30, www irdertok se

# Mo SES55024059901, Kayith ofis: adresteki gibi

Uriin kategorisi Tip / Model Simf Steril GMDN Eklendigi tarily | -
tanimi (zorunlu
deil)
Kraniofasiyal rekonstriiktif implant ve kitler ‘ y
Orbital Kure Ib Evet 33310 2020-07-30
OPG6316
Orbital Kiire ilb Evet 33310 2020-07-30
OP6317
Orbital Kire b Evet 33310 2020-07-30
0OPE322
Qrbital Kiire llb Evet 33310 2020-07-30
QOPE326 2
- Orbital Kure Ilb Evet 33310 2020-07-30
*OP6327
Tabaka llb Evet 33310 2020-07-30
OPB330 ;
Tabaka lio Evet 33310 2020-07-30
OP8331
Blok lib Evet 33310 2020-07-30
0P6332
Blok b Evet 33310 2020-07-30
OP6333 B
Blok b Evet 33310 2020-07-30
OPB335
Blok IIb Evet 33310 2020-07-30
OP6336
Blok lib Evet 33310 2020-07-30
.......... 0OP6338 _ . =
Blok Ith Evet 33210 2020-07-30
0P339 _
Ultra Ince Tabaka Ilb Evet 33310 2020-07-30
QOP7210 :
Ultra ince Teabaka Ilb Evet 33310 2020-07-30
OP7212
Dizayn Y™ Mandible llb Evet 33310 2020-07-30
Onlay-Kilcilk boy-Sol
OP7541
Dizayn Y™ Mandible b Evet 33310 2020-07-30
Onlay - Kiicuk boy - Sag
OP7542
Dizayn Y™ Mandible lib Evet 33310 2020-07-30
Oniay - Ortaboy - Sel
OP7543
Sertifika No 41303893-00 igin 0
Tarah‘}.uﬁ?
htertek Semko AB \‘a skl

- EARA

' ot Tol 511312, 425 38 48

{0312} 425 38 63

: 022 025 7948



tertek

Total Quality, Assured.

‘ - g lgshesz

SSSemnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
=38 75000 00, Fax+46 8 750 60 30, ww Intertek s

SEEC Sayith No SES56024059901, Kayrth ofis: adresteki gibi

koo Sk.No 18
a ANKARA
: i{_oa ):msaesa

ay
1) Evet 33310 2020-07-30
Dizayn Y™ Mandibie o Evet 33210 2020-07-30
Onlay-Bayik boy-Sol
OP7545 S
Dizayn Y™ Mandible lib Evet 33310 2020-07-30,
Onlay-Buyuk bo y-Sag y
= OP7546 _
O steotomi Bosluk b, Evet 33310 2020-07-30
Kapzatier Im plant)
OP7550 = _ 3 o
[ 3S™ Tabaka llb Evet 33310 2020-07-30
M OP8312 -
Dizayn Y™ Cene- b Evet 33310 2020-07-30
Kigiik bo y-Yuvarlak
OP8313 : - %
Dizayn Y™ Cene- llb Evet 33310 2020-07-30
Ortabo y-Yuvarlak
I 0OP8314 :
;‘erzayn Y™ Cene-Bii yuk boy b Evet 33310 2020-07-30
uvarlak
OP8315 I N T Ty W\D\R
Dizayn Y™ Cene- b Evet 33310 -07-30
Klglik bo y- Kare
0OP8316 . y
Dizayn Y™ Cene b Evet 33310 2020-07-30
Orta bo y-Kare
i OP8317 e
Dizayn Y™ Cene- lib Evet 33310 2020-07-30
Bliylk bo y-Kare
0P8318 ; : i
Iki parcali Cene-5.0mm Ib Evet 33310 2020-07-30
OP8320 s i
iki pareall Cene-7.0mm b Evet 33310 2020-07-30
i 0OP8321 : T Bl
Iki parcali Cere-9.0mm lib Evet 33310 2020-07-30
e oP8322 3
Helical Rim - Sag llb Evet 33310 2020-07-30
0P8328 =
Helical Rim - Sol Ilb Evet 33310 2020-07-30
OP8329 !
Kulak Tabani-Uzun- b Evet 33310 2020-07-30
Sag
0P8330 ; -
Kulak Tabani-Uzun - b Evet 33310 2020-07-30
Sol
OP8331 =
JR ™Kulak Tabani-Sag llb Evet 33310 2020-07-30
Y 0P8332 "
Sertifika No 41303893-00 icin Urin Listesi
Tarth: 31 Temmuz 2020
htertek Semko AR i

; . Ty e
Ing. Sanyg Lgd.st- Fmr{u,,12}4.s1a 35
Cankava Vergi Dairesi : G22 025 7935



tertek

Tota! Quality. Assured,

MDD - Uriin Listesi

N i
JRTM Kulak TabaneSal i) Evet 33310 202%07-305 LUL m
0P8333 sl
MikroInce Tabaka b Evet 33310 2020-07-30
0OP8438 _
3STM Tabaka b Evet 33310 2020-07-30
0P9312 :
Dizayn Y™ Inferior b Evet 33310 2020-07-30, |
Orbital Rim Sol e
0P3429
Dizayn Y™ Inferior Ib . . Evet 33310 2020-07-30
Orbital Rim Sag
QPS430 e
Dizayn Y Malar-Kliglik lib Evet 3331 (ﬂo 0 0
M079 54
0P9513 £ _
Dizayn Y Malar-Kuglik ie] Evet 33310 2020-07-30
boy-Sal
0P9514
~ Dizayn Y Malar- llb Evet 33310 2020-07-30
-Orta boy-Sag
‘0P9515
Dizayn Y Malar-Orta b Evet 33310 2020-07-30
bay- Sol .
0OP9516
Dizayn Y Malar-Biyuk b Evet 33310 2020-07-30
boy- Sag
QP9517
Dizayn Y Malar-Blyuk I1b Evet 33310 SLWW‘D\R
boy- Sol A '
0OP9518
Petit Paranazal-Sol Ik Evet 33310 2020-07-30
OP9519
Petit Paranazal-Sag 11b Evet 33310 2020-07-30
0P9520
Blyiik Paranazal-Sol Ilb Evet 33310 2020-07-30
0P9525 _
Biyik Paranazal-Sag b Evet 33310 2020-07-30
OP9526 ’
Kanal Tabaka Implant Ib Evet 33310 2020-07-30
OP9530 _
Nazal Tabaka Ilb Evel 33310 2020-07-30
0P9536
Orbital Rim-Uzun-Sol IIb Evet 33310 2020-07-30
0P9539
Orbital Rim-Uzun-Sag Ib Evet 33310 2020-07-30
0P9540
Enoftalmi Takozu- b Evet 33310 2020-07-30 |
Regller boy-Sol
0P9541 ]
Sertifika No 41303893-00 igin Uriin Listesi
Tarih: 31 Temmuz 2020
Intertek Semko AB Sayfa3 /5
o1 nsgatan 43, Box 1103, 5E-164 22 Kista, Sweden
S 8 750 00 00, Fax +46 8§ 750 60 30, www intertek se
P 0 SESSRDZ4A059901, Kayith ofis: adrest=ki gibi
S
- AKDL A
T Terciime b %.wM*mamam
: o — B i re T re e R “{5‘34‘} GREAR63 - e e P = =
AR ing. Satts Tiz. Lfd SR, Faxs 2(}'“?) A28 13 30

Cankaye Vorgi Salpes
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ﬂﬁg&@k MDD - Uriin Listesi
il 0¥ EYLUL 2020

Enoftalmi takozu- lib Evet 33310 2020%07-30 |
Regliler boy-Sag 2
OP9542

Enoftalmi takozu-Bliyuk lib Evet 33310 2020-07-30
boy-Sol

OPg543 '

Enoftalmi takozu-Bliyiik Ilb Evet 33310 2020-07-39 -,
boy-Sag 'g

OP9544 ' 4
tabaka {lb Evet 33310 ¢ 2007
. OPg562

BENDBLOCK™ TF2. lib Evel 33310 2020-07-30
Kiglk boy-Sol
0P9857
BENDBLOCK™TF2- lb Evet 33310 2020-07-30
Klgik boy-Sag
OPg858
BENDBLOCK™ TF2- lib Evet 33310 2020-07-30
Crta boy-Sol
0OP9859

" BENDBLOCK™ TFo. b Evet 33310 2020-07-30
Orta boy-Sag
oPs8s0 ; . _
BENDBLOCK™ TF2. b Evet 33310 2020-07-30 |
Biiylk boy-Sol
OP93851 N
BENDBLOCK™ TF2- b Evet 33310 zozcm? 30

Pterional Implant -Sag lib Evet 33310 2020-07-30
0P9864 - ]

Pterional Implant -Sol llb Evet 33310 2020-07-30
OP9865

OmniPore® Ib Evet 46642 2020-07-30
DUROMAX® Cerrahi

Implant

QP9550 R N o .
OmniPore® 1is] Evet 46642 2020-07-30
DUROMAX® Cerrahi

Implant

OP9551

OmniPore® lIb Evet 46642 2020-07-30
DUROMAX® Cerrahi

Implant

0OP9560 ] _
OmniPore® 1lb Evet 46642 2020-07-30
DUROMAX® Cerrahi

Implant

QPg551

Sertifika No 41303893-00 icin Uruin Listesi

Tarih: 31 Temmuz 2020
Intertek Semko AB Sayfad /5

wan 432, Box 1103, 5E-164 22 Kista, Sweden

NO B0, Fax +46 & 750 60 30, www intettek.se |

Wp SES56024059501, Kayith ofis: adresteki gibi

a4, Sicio: 18448
ANKARA 34, AK &?H@‘ ANKARA
: = 1{0392) 425 38 46

Imza v: b oo o A At

S avIIKC ‘3 T3 =
i, Simve Tie Ltd.SH. Faxc: qam} 42515 30
E‘:niaya Vergi Dairesi : 022 025 7385




ntertek MDD — Uriin Listesi

Total Quality. Assured,

o Evet 46642 2020-07-30

Yayin Tarihi: 31 Temmuz 2020

Intertek Semko AB
Onaylanmig Kurulug MDD

" .
(imza var) a |
Mikael Hagelin ‘;!3 8
Belgelendirme Yetilisi MDD )

Bu irlin listesi sadece referans verilen gecerli EC sertifikasi ile birlikte gecerlidir.
GMDN kodlar! lretici tarafindan atanir ve yalnizea kolaylik amaciyla saglanmistir.
Intertek Semke AB, Tibi Cihazlar $3/42/EEC Yonetmeligi'ne gore 0413 kimlik numarali bir Onaylanmis Kurulustur.

ASLININ AYNIDIR

Sertifika No 41303893-00 igin Urtin Listasi

Tarih: 31 Temmuz 2020
Intertek Semko AB Sayfa 5 /5

W, Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
fon +46 8 75000 00, Fax +45 8 750 60 30, wunw intertek se

. SkHo: 18/B
ANKARA

spok | AR 425 30 48

i Mariative {0312) 425 28 &3
"l Sefie Lic. 54, Faic{0312) 42518 an
Cantays Vs Daleesi @ 622 025 7995
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No. 1-606598
Seal/Stamp 10. Signature:
s Bl gw (
’A’;T"{::g/ ? ;g; ] ﬁ g-\;;%\\?i“
‘fi"‘% O T D e ? 3 JOHNE. EARLE
EXECUTIVE DIRECTOR

L mvention de La Haye du 5 Octobre 1961)

Country: UNITED STATES OF AMERICA &E 0 7 9 8 4\

has been signed by MARIA C MARTIN

acting in the capacity-of NOTARY PUBLIC, STATE OF GEORGIA

bears the seal/stamp of MARIA C MARTIN

NOTARY PUBLIC
COWETA COUNTY, GEORGIA "
ASLININ Avmmq
CERTIFIED
at ATLANTA, GEORGIA 6. the 21ST DAY OF AUGUST, 2020

by GEORGIA SUPERIOR COURT CLERKS' COOPERATIVE AUTHORITY

' ze3d the oo Ty of the person Who has signed the public document, and, whers appropriate,
bears This Apostille does not certify the content of the document for which it was {ssued.

o witiin the United States of Ameriea, its territopics or possessions,

= % B Maranfil 1. SkNo: 18718
Jdfdlefilay -  ANKARA

This Apostlle only ceriifics Sg:-
identity of the seal orsmasp

TerciimdAy £ ™781:(0312) 425 38 45
Migavi tasiye {62172) 425 35 63
ins. Sente Tic.Lod St Fax:{5312) 425 16 30
manbeus Ve Dalemet SRR F 0G5 —




rgical Holdings LLC., | hereby certify that the
original certificate issued to Matrix Surgical USA, LLG.-

_____

John O’'Shaughnessy
President/CEQ

Name and Title

Subscribed and sworn to before me on this 20 day of August 2020.

ASLININ AYNIDIR

Maria C. Martin ' 7% @ Ma}:é% '
&

Name of Notary Public  Signature

Ofﬁt:i-ai Seal:

fsuif® 1208 LTianta, GA 30349 USA. o T+1 404.855-4592 o F +1 404.344.0283

ret Tel{312) 425 38 43

e

T -
é?gsi :i&ﬂ ngs THos




Certificate Number: 0 ? EYDLUL‘ m‘

41303893-00
SYSTE M Initial Certification Date:
. - - = . s 31 July 2020
Directive 93 C on Medical Devices, i
Certificate Valid from:
Annex Il exclu {4) 31 Juiy 2020
We hereby dedare thatan examination of the under mentioned full quality Certificate Expiry Date: -t

assurance systam has been carried out following the requirements of the

26 May 2024 7 Wik
Swedish nationzl legisiation LVFS 2003:11 to which the undersigned is &;@ Q 7 9 8 4
A%

subjected, transposing Annex Il (with the EXemption of section 4) of the o 5 D-‘i'@f‘"
Directive 93/42/€EC on medical devices. We certify that the £ quality B yas sar r:;
assurance system conforms with the relevant provisions of the P R
aforementionad directive, and the result entitles the organization to use the ‘?:E‘Q] '1"‘5»\:

i i rod, no. 1003
CE 0413 marking on those products listed below. bl Sl

= CHEC 172 ! AN s
ASLININ AN
Organization:
2 =] :
Matrix Surgical USA, LLC
- Viikael Hagelin

Main Site: 4025 Welcome All Road SW, Suite 120, Atlanta, Georgia, Certification Authority MDD

30348, United States Intertek Semko AB, Kista, Sweden
31 fuly 2020

Product Category: Signed Date

- Cranofacial reconstructive implant and kits
intertek Semko AB
Box 1103, SE-164 22 Kista, Sweden
Telephone+46 8 750 00 00
medtechsweden®@intertek.com

The certification is subject ta the crganization
meintaining their systam in compliance with the
regulations stated In this certificate, allowing
regular assessments and foliowing the contracted
requirements of the Notified Body.

Intertek Sembko AB is 2 Notified Body R
according to Directive 93/42/EECon |
medical devices, with identificaion VL
Aurnber 0413,

.

For further identification of the products covered, sea the MDD ﬁrodus;tlls&hnchcc schedule.

Inthe issuanca of this certificate, intectai
Agreement. ?ﬂ&-terﬁﬂcﬁt&&w%k"
Validity may be confimed
of Intertek, 10 whom [t must be res

--.'__ X Lk Bl { * &
E‘i;sE Tio Lt S, Fac{5212) 425 15 30

KA-MILBH Seme ~nlemen Vors Meiresi : 022 025 7095




tertek

- Total Quality, Assured,

Products included in the oex

e

Issued to: !
_ Sicome All Road SW, Suite 120,
) Georgia, 30349, United States o , EYLUL zﬁm
Frod uct category Class Sterile GMDN Date added
(net ’
_mandatory)
| Cranofacial recomstructive implant and Kits
Orbital Sphere IIb Yes 33310 2020-07-30
OP6316 _
Orbital Sphere lib Yes 33310 2020-07-30
i OP8317
Orbital Sphere tib Yes 33310 2020.07-20
OP6322
Orbital Sphere llb Yes 33310 2020-07-30
OPB6326
Orbital Sphere Ilb Yes 33310 2020-07-30
‘QP8327 .
Sheet lib Yes 33310 2020-07-30
OPB330 )
Shesat Ith Yes 33310 2020-07-30
OPE331
Block lib Yes 33310 2020-07-30
0P332
Block s} Yes 333210 2020-07-30
OPB8333
Block Ith Yes 33310 2020-07-30
OP6335
Black b Yes 33310 2020-07-30
OP6336__
Block lib Yes 33310 2020.07-30
OP6338
Block s Yes 33310 2020-07-30
OP&338 . -
Ultra Thin Sheets Iib Yes 33310 2020-07-30
QP7210
Ultra Thin Sheets Iib Yes 33310 2020-07-30
OP7212
Design Y™ Mandible lib Yes 33310 2020-07-30
Onlay-Small - Left
OP7541
Design Y™ Mandible Ib Yes 33310 2020-07-30
Onlay-Smali -Right
OP7542
Design Y™ Mandible lib Yes 33310 2020-07-30
Onlay-Medium-Lsi
OP7543
Product List for Certificate No: 41303803-00
Date: 31 July 2020
Page1oi5
= Intertek Semko AB
:
.'-' 7 .Sk.ﬁn: A
1 = NKARL
Terclimk Tel:{0812) 425 33 45
i oty o s



BT orshamnsgatan 43, Box 1103, SE~164 22 Kista, Sweden

FEnlepgone +46 B 750 00 00, Fax +46 & 750 60 30, wawwinteriok se

ing. San.ye TiG.L
Coankava Vgl Dajrest

BIyE 7
So.56. Faei{0a]

gen No SES56024059901, Registered office: As address

nkertek MDD - Product List
Total Quality, Assured.
OF EYLLL %
Design Y™ Mandible b Yes 33310 7 2020.07:30 |
Onlay-Medium-Right <
QP7544
Design Y™ Mandible b Yes 33310 2020-07-30
Onlay-Large-Laft
QOP7545
Design Y™ Mandible lib Yes 33310 2020-07-30,
Cnlay-Large-Right el
QOP7546
Ostesotomy Gap b, Yes 33310 : 7-
mplant ; "-o_ 6
QP7550 =
3™ Shest b Yes 33310 2020-07-30
oPg312
Design Y™ Chin Small b Yes 33310 2020-07-30
Round
OP8313
Design Y™ Chin lib Yes 33310 2020-07-30
Medium Round
OP8314
"*Design Y™ Chin Large iib Yes 33310 12020-07-30
Round EREAR SRS
0P8315 .
Design Y™ Chin Small b Yes 33310 2020-07-30
Square
OP3316 )
Design Y™ Chin b Yes 33310 2020-07-30
Medium Square
QFP&317
Design Y™ Chin Large b Yes 33310 2020-07-30
Square
0OP8318 y
Two-Piece Chin-5.0mm b Yes 33310 2020-07-30
QOF8320
Two-Piece Chin-7.0mm b Yes 33310 2020-07-30
| OP8321
Two-Piece Chin-9.0mm {s) Yes 33310 2020-07-30
0QP8322 ~
Helical Rim - Right b Yes 33310 2020-07-30
OP&§328
Helical Rim - Left b Yes 133310 2020-07-30
0OP8329
Ear Base Extended - IIb Yes 33310 2020-07-30
Right
QP8330 —
Ear Base Extended - b Yes 33310 2020-07-30
Left
0OP8331
JR™ Ear Base-Right b Yes 33310 2020-07-30
0OP8332
Product List for Certificate No: 41303893-00
Date: 31 July 2020
Page 2 0f5
Intertek Semko AB

LDlcMo: 78118

TR
2} 42518 20
1 022 025 7995

P f &i 1.9k

Toh{0312) 425 38 45




L BN,

't@rt'

Toral Qualhy.}\ssw'ed,__

MDD - Product List

) Yes T 33310 ovzmm 020

Iib Yes 33310 2020-07-30
b Yes 33310 2020-07-30
Iib Yes 33310 202&6?-3%3,_

™ erior b . Yes 33310 20200730
= Right

Wzlzr-Smal. i Yes 33310 2020.07.30 i
VA 8 8 4
Il Yes 33310 ™= Nebpin7_
514 5 \
§ Besign Y éﬂarar- lib Yes 33310 2020-07-30 '
~ Medium- ight L
"OP9515 | MY AYN\D‘R
Design Y Malar- b Yes 33310 2&&_ 5750 |
Medium-~ Left .
OP9516 .
Design Y Malar-Large- M Yes 33310 2020-07-30
Right
OPg517
Design Y Malar-Large- b Yes 33310 2020-07-30
Left
OP9518 .
Petite Paranasal-Left lib Yes 33310 2020-07-30
QPg519 :
Petite Paranasal-Right lb Yes 33310 2020-07-30
OP9520 on )
Large Paranasal- Lef b Yes 33310 2020-07-30
OP9525 .
Large Paranasal-Right lib Yes 33310 2020-07-30
OP9528 _
Channel Sheet Implant I1b Yes 33310 2020-07-30
OPg530 _ =13
Nasal Sheet lib Yes 33310 2020-07-30
OP9536
Extended Orbital Rims. 1b Yes 33310 2020-07-30
Left
OPg539
Extended Orbital Rims. lib Yes 33310 2020-07-30
Right
Y OP9540
Enophthalmos Wedge- lib Yes 33310 2020-07-30
Regular-Left
OP9541
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Enophthalmos Wedge- 200 (L UL m
Regular-Right F

OPg542

Encophthalmos Wedge- Yes 33310 2020-07-30

Large-Left

OP9543 o
Enophthaimos Wedge- Itb Yes 33310 2020-97-30
Large-Right *
OPg544

33310 2020-07-30

BENDRLOCKT™ TE ilb Yes
Small-Left
OP9857

BENDBLOCK™ Tra. 16 Yes 33310 g 2020707, ¥’
Small-Right g@ @ f 0 £ %
= W o 0 "

=

0OPY858 _
BENDBLOCK™ TFg. b Yes 33310 - 2020-07-30
Medem-Leﬂ_
~ OPg859 ‘
i BENDBLOCK™ Tro. lIb Yes 33310 2020-07-30
Medium-Right .
OP9san
BENDBLOCK™ TE2. Ilb Yes 33310 2020-07-20
Large-Lefi

0OPg8s1
. BENDBLOCK™ TFa. ifs] Yes 33310 2020-07-30

Large-Right

OPgg62 T _
Pterional Implant -Right Ib Yes 33310 02007 5 AYN' DIR
OPgBs4 /

Pterional Implant -Lef . 33310 2020-07-30

QP2865

OmniPore® ib Yes
DURCMAX® Surgical

Implant
OP9550
OmniPore®
DUROMAX® Surgical
implant
OP9551
OmniPore®
DUROMAX® Surgical
Implant J
OP&560

OmniPore®
DUROMAX® Surgical

Implant ’
OoP9s61 - ’ .
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ib Yes 48642 2020-07-30
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Ntertek

Total Quality. Assured.

DD - Product List

OmniPore®

DUROMAX® ZB
Surgical Implant

0OP9s62

Yes 485642 2029-97—30

- Syl
Imza Yetkilj AT
E KA

Date of Issue: S1duly 2020

Intertek Semko AB
Nolified Body MDD

Wil &Q\QM_

Mikael Hagelin
Certification Authority MDD

i
(i
e}
&)
.

This product list is only valid together with the referenced, valid £C cerfificate.

The GMDN codes are assigned by the manufacturer and are only provided for convenience.

Intertek Semko AB is a MNotified Body according to the Directive 93/42/EEC on
medical devices, with identification number 0413,

Intertek Semko AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
NE +45 8 750 00 00, Fax +46 8 750 60 30, v intertek se
SEMTNO SES56024059901, Registerad office: As address
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