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0 TEMIZ 2020

! Tibbi Cihazlar 93/42/EEC Y&netmeligi, Ek V
(Sinif I Steril kogullardaki trtinler ve sterilize sistemler veya prosediir paketleri)

s
Uretici:
Q H : B.V A 5L ‘ N KVK Hollanda Ticaret Odas:
umeca B.V. ‘ IN AYN,D,R Kamer Van Koophandel
th Oostermaat 5 tasdik edilmigtir
7623 CS Borne '
The Netherlands \ 29 May1s 2020
mza
Urtin Kategori(ler)i vt
Utrecht

Yara tedavisi icin steril deri tasiyici (Carrier)

DEKRA gerekli Teknik Dokimanlara sahip ve EC Direktifi kosullarina uygun Urlinler Gzerinde agagida
gdsterilen EC Onaylanmis Kurulus Kimlik Numarasi ile birlikte CE isareti Uygunlugunu kullanma hakkin
tasdik eder.

0344

Bu sertifikaya temel olan dékiimanlar:

65263CN Belgelendirme ihbari, ilk baglangig tarihi 1 Ocak 1998
Ek, ilk baglangig tarihi 15 Aralik 2015

DEKRA isbu belge ile beyan eder ki; yukarida belirtilen iretici, Alman “Besluit Medische Hulpmiddelen”
yerine gecen Hollanda, Medikal cihazlarla ilgili direktif 93/42/EEC 14 Haziran 1993 kosullarini, miteakip
yasal degisiklikler dahil, yerine getirmistir. Uretici, 14 Haziran 1993 Konsey Yonetmeli§i 93/42/EEC

Ek V kosullan uyarinca yukarida belirtilen Griin kategorisi icin steril kosullar saglayan ve siirdiren kalite
gavence sistemi uygulamaktadir ve periyodik denetime tabidir.

Ureticinin kalite degerlendirme sistemi, tesisler ve ilgili referans dékumanlar dahil ilgili gerekli bilgiler ve
yapilan Urtn degerlendirmeleri bu sertifikayr tamamlayan Belgelendirme ihbarinda belirtilmistir.

Bu sertifika 26 Mayis 2024'e kadar gecerlidir.
llk yayin tarihi: 1 Ocak 1998
Tekrar yayin tarihi: 15 Nisan 2020

DEKRA Certification B.V.

(imza var) ' (imza var)
B.T.M. Holtus J.A. van Vugt

i ANKARA 34, NOTERLIG i A el e 0, :
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Bu sertifikanin tamamiayici ya{&ﬁgﬁ!ﬂfg Mﬁgporlan izinlidir. & %‘:: i S

Terciime edilmistr. Tertie ediimighy

%5185, f:38(}21“ii hem, The Netherlands T +31 88 96

irket Kaydi 09085396

P




8047 31

APOSTIL 08 '{iE_MMUZ 2029
ASLININ AYNIDIR 2l

(5 Ekim 1961 La Haye Anlagsmasi)

1. Ulke: Hollanda

Bu resmi dokiiman

2. E. Gillich tarafindan imzalanmistir — Ravestein

3. Ticaret ve Endustri Odasi gorevlisi sifatiyla

4. s6zkonusu Ticaret ve Endustri Odasi’nin damgasini tagsimaktadir.

TASDIK OLUNUR

5. Almelo’da 6. 05.06.2020
7. Overijssel bolge mahkemesi kayit memuru tarafindan
8. No. 717/2020 .
9. muhr / damga 10. Imza
H.H. Bove-Kleinlugtebelt

Damga:
Rechtbank
Overijssel




> DEKRA

EK

Ait Oldugu Sertifika Numarasi: 65263CE01

8047 31

: : - TEMMUZ 2020
CE ISARETI UYGUNLUGU 03 Nmiann
TIBBi CIHAZLAR ASLININ AYNIDIR
KVK Hollanda Ticaret Odasi
s ; . ; Kamer Van Koophandel

Yara tedavisi icin steril deri tagiyici (Carrier) tasdik edilmistir
Humeca B.V. 29 Mayis 2020
Oostermaat 5 imza
7623 CS Borne £ Sillch
The Netherlands Utrecht
Bu sertifika asadidaki triin(ler)i kapsar:

- MEEK Mikrogreft gazl bez

- Meshgreft V-tagiyict (carrier)
ik baglangig tarihi: 15 Aralik 2015
DEKRA Certification B. V.
(imza var) (imza var)
B.T.M. Holtus J.A. van Vugt
Mesul Madar Belgelendirme Muduri

Bu sertifikanin tamamlayici yayinlari ve birlesik raporiar izinlidir.

DEKRA Certification B. V. Meander :I"0§1 6825 MJ Arrfiem P. O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www,dekfa-product-safety.com Sirket Kaydi 09085396



APOSTIL ASLININ AYNIDIR
(5 Ekim 1961 La Haye Anlasmast)

1. Ulke: Hollanda

Bu resmi dokiiman

2. E. Gillich tarafindan imzalanmistir — Ravestein

3. Ticaret ve Endustri Odasi gorevlisi sifatiyla

4 sdzkonusu Ticaret ve Endustri Odasr’'nin damgasini tagimaktadir.

TASDIK OLUNUR

5. Almelo'da 6. 05.06.2020
7. Overijssel bdlge mahkemesi kayit memuru tarafindan
8. No. 717/2020
9. mahar / damga 10. Imza
H.H. Bove-Kleinlugtebelt

Damga:
Rechtbank
Overijssel

ANKARA 34, NOTERLIGI

Imza Yetkili Memur




D DEKRA

EC CERTIFICATE

ASLININ AYNIDIR

Number: 65263CEQ1

Production Quality Assurance

Directive 93/42/EEC on Medical devices, Annex V
(Devices in Class | in sterile conditions and sterilised systems or prgc

Manufacturer:

Humeca B.V.
Oostermaat 5

7623 CS Borne

The Netherlands

For the product category(ies)

Sterile skin transplantation carriers for wound treatment

DEKRA grants the right to use the EC Notified Body Identification Number 1llustrated belo
the CE Marking of Conformity on the produicts concerned confarming to the reqwesd T ch
Documentation and meeting the provisions of the EC-Directive whmh appty tn them

0344

Documents, that form the basis of this certifi cate

Certification Notice 65263CN, initially dated 1 January 1993
Addendum, initially dated 15 December 2015 -

DEKRA hereby declares that the sbove mentioned manufacturér fulf Is the rel%euanl prewsions f'B_
Hulpmiddeler', the Dutch transposition of the Council Directive 93/42/EEC of June 14, 1993 con
devices, including all subsequent amendments, The manufacturer has tmplemented a quality assura
covers the aspects of manufacture concerned with securing and maintaining stérile conditions, for t
mentioned product categoery in accordance to the provisions ofAnnex V Coungil Directive 9314 /E
and is subject to periodical surveillance. '
The necessary information related to the quality assurance system of the manufacturer, including facnime dthe' '
reference to the refevant documentation, of the products concerned and the assessments perﬁ:rmed are stated inthe

Certification Notice which forms an integrative part of this certificate. i ;

This certificate is valid until: 26 May 2024
Issued for the first time: 1 January 1998
Reissued: 15 April 2020

DEKRA Certification B.V.

B.T.M. Holtus

van Vugt
Managing Director ANKARA 34, No‘rER“@émﬂcahon Manager

Im=a Yetkili Memur

© Integral publication of this %E@W is allowed

ifiem P.O. Box 5185. 8302 ED Arnhem, The Netherlands
2 ¢i-safety.com Company registration 09085396




204731

APOSTILLE
{Convention de La Haye du 5 octobra 1961)

1. Country: THE NETHERLANDS
This public decument

2. has been signed by E, Gillich - Ravestein

3. acting in the capacity of official of the Chamber of
Commerce and Industry

4. bears the stamp of aforesaid Chamber of Commerce
and Industry

Certified

5. in Almelo 6. on 05-06-2020
7 by the registrar of the district court of Overijssel
8 no. 717/2020

10. Sigrature. .

"o 'Bo &K!zﬁa‘{ugéebelt
Lt
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+ ANKARA 34 NOTERLiG]
Za Yetkill Memur




ADDENDUM
ASLINNAYNIDR ~ og

Belonging to certificate: 65263CE0D1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Sterile kin transplantation carriers for wound treatment

Issued to:

Humeca B.V..
Qostermaat 5

7623 CS Borne

The Netheriands

This certificate covers the following produci(s}; -

- MEEK Micrograft gauzes
«  Meshgraft V-carriers

Initial date: 15 Dacember 2015

DEKRA Certification B.V.

B.T.M. Holtus 1A van VRARA 34 NOTEs,
Managing Director Certificatio O¥riy TERL[@[
® Integral publication of this certificate and adlolﬂiﬂ £ KdBL;!:.

68, : . AR5, 5802 ED Amhem, The Netherldnds
T +31 88 96 83000 F +31 83 96 831060 Ww.delﬁ*a-p@d -sdfety,com Company registration 09085396
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ASLININ AYNIDIR

5 » e

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Country: THE NETHERLANDS

This public documsnt

has been signed by E. Gillich - Ravestein

acting in the capacity of official of the Chamber of
Commerce and Industry

bears the stamp of aforesaid Chamber of Commarce

and Industry

Certified
in Almelo 8. on 05-06-2020
by the registrar of the district court of Overijssel
no 717/2020
Seatlistamp: 10 Signature: "~
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] Bave Kleiniigtebet




