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EC Sertifikasi - Tam Kalite Giivence Sistemi
93/42/EEC Tibbi Cihazlar Yénetmeligi, Ek I, Boliim 4 haric m 0 g 8 g 6

No. CE 00482
Swann Morton Ltd.
Penn Works
Owlerton Green
Sheffield
South Yorkshire
S6 2BJ
United Kingdom

firmasina

Steril ve steril olmayan paslanmaz celik ve karbon celik cerrahi bicaklar, bistiiri ve deri greft bicaklan
93/42/EEC Konsey Yonetmeligi Ek Il Béliim 4 harig, belirtilen kosullar altinda incelememizi temel alarak kalite
glivence sistemi yénetmelik gerekliliklerini karsilamaktadir. Sinif lll Girlinlerin piyasada yer alabilmesi icin Ek Il

B&liim 4 uyarinca sertifika gereklidir.

Yukaridaki yénetmelik icin Onaylanmis Kurulug, BSI adina ve icin (Onaylanmis Kurulug No 2797):

(imza var)

Albert Roossien, Regiilasyon Lideri

ilk Diizenleme Tarihi: 01 Subat 1995 Tarih: 08 Subat 2019 Bitis Tarihi: 16 Mayis 2021

... miikemmeligi aliskanliga dontstirr.
Sayfa 1/1

Isbu sertifikanin gegerliligi, kalite sisteminin s6z konusu Yonetmelik kosullarina uygunlugunun siirdiiriilmesine ve Onaylanmig Kurulug'un denetim etkinliklerine
baghdr.

Bu tasdik, BSI ile 6zellikle mutabik kalinmadikga, isbu sertifikada adi gegen sirket adina iigiincii bir tarafca tasarlanan ve/veya imal edilen iiriinleri kapsamaz.

Bu sertifik SIS gqr:ﬂ@‘ymléinr ve sozlesme kosullarina baghdir.
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Igenin dogru ve orijinal oldugunu onaylarim.

APOSTIL

g0 EKiM 2018

( Lahey Anlasmasi 5 Ekim 1961 )

1. Ulke: BUYUK BRITANYA VE KUZEY IRLANDA BIRLESIK KRALLIGI

Bu Kamu Belgesi m 0 9 6
2. J.Iceton tarafindan imzalanmustir. b b A ad

3. Ticaret ve Sanayi Odas1 Memuru (Sheffield) olarak,
4. Tasdik Miihriinii tasir,
Tasdik

5. Londra 6. 23 Agustos 2019
7. Dasisleri ve Eyalet Bas Sekreteri

8. Numara APO-1615452

9. Damga/Miihiir: 10. imza: J. Royes
(imza var)

(damga var)

Bu apostil UK i¢inde kullanim icin degildir ve yalnizca UK resmi belgesi tizerinde bulunan imza, damga ve mihrii tasdik eder. Belge
iceriFinin dogrulugunu tasdik etmez. Ekte fotokopi yapilan belgenin UK icinde imzalandigim ve UK resmi kurumundan
tasdiklendigini gosterir. Orijinal belgedeki imzay1 ve original belgenin ierigini dogrulamak: igin degildir.

Bu belgenin 05 Ekim 1961 Lahey Anlasmasina taraf olmayan iilkelerde kullanimy durumunda ilgili tlkenin konsoloslupundaki ilgili
boliime sunulmahdir.

Bu apostilin tahkiki igin www.verifyapostille.service.gov.uk
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elgenin dogru ve orijinal oldugunu onaylanm.

Swann-Morton Ltd. adina ve icin;
(imza var)

K. Cutler,

ihrag Génderi Koordinatéri

22 Agustos 2019

Swann Morton Limited
Sheffield-England
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09 EKIM 2019

Sheffield Ticaret ve Sanayi Odast
Tasdik Miihris
22 Agustos 2019

Yetkili imza
(imza var)
Sheffield Ticaret ve Sanayi Odasi
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

e 10989 6

Issued To: Swann-Morton Limited
Owlerton Green
Sheffield
South Yorkshire
S8 2B3
United Kingdom

Inrespect ot ©
The design and manufacture of sterile and non-sterile stainless steel and carbon steel surgiczal
blades, scalpels and skin gr=it blades

on the basis of our sxamination of the quality assurance system under the requirements of Coundil Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number Z757%:

Albert Roossier,, Regulztory Lead

First Issued: 1885-02-01 Date: 2019-02-08 Expiry Date: 2021-05-16

..making excellence a habit”
Pagelof 1

Yalidigy of this certificate is conditional on the guality system being maintained {o the reguiremants of the Directive as damensiated through the requirad
cvies of the Notified Ecdy. This asproval excludes all products designed andyor manufactured by a third party on behalf of the company
named on this cartificate, unless spedifically agraed wih BSL

This cerdficate wes swued electronically 2
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09 EKiM 2019

I certify this Document is a true original.

APOSTILLE _
| (Cenvention de La Haye du 5 octobre 1861) .,fﬁsgd G'm
= i . S merce & industry
1. ga‘;::';i : United Kingdom of Great Britain and Northarn Ireland TIFYING STAMP
This public document 7 AUG 70 19
Le présent acte public / El presente documento piiblica
VATURE 15 AUTHENTIC
2. Has been signed by nonsod Signatery MM |
a &té signé par J Iceton ﬁefﬁlcan\memea Industcy i
ha side firmade por

3- jgi:n% ;:qi?tggfac‘ty of Official of the Chamber of Commerce and
: Industry, {Sheffisld
quien actia en calidad de iy )
4. Bears the seal / stamp of
est revétu du sceau / fimbre de Not applicable
y esta revestido del sello / imbre de

Certified
_ Attesté / Certificado
5. at o 6. the -
b London e f kit 23 August 2019
7 Iy Her Majesty's Principal Secretary of State
par/ per for Foreign and Commonweaith Affairs
b NUHDE _ APO-1615452

sous no / bajo el numera . -~

10. Signature  J.Royes
Signature

Firma
This Apostile is not to ba usad in &te UKand onlly confirms the authenticity of the signature, seal or stamp on the attached
UK public dosument. It does niot confiom the authenticity of the underlying document, Apastiles aftached to documents that
have been ghetocnpied and certified in the. UK confirm the signature of the UK official who condocted the certification only.
{tdoes not authenticste sither the signature cn the eriginal document or the contents of the original document in any way.

Ifthis document s to be used in a country not party to the Hagu_e Convention of the 5th of October
1881, it should be presented to the consular section of the mission representing that country

Te verify this spostille go to www.verifyaposfille service.gov.uk
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9. Seal/stamp
Sceau / timbre
Sello / timbre
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mfc;;evmik 1t {2312) 425 38 63

e Sy FE A, S F{0392).025.18 30
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! certify this Document is a true original,

For and on behalf of Swann-Morton Ltd.. QWMW%”%
‘ i * Comere . ey
ﬂ?ﬁr e W 22 AUS 7019

Export Shipping Coordinator,
22M August, 2019.

i o 24730 IMITED

S e e

SHEFFIELD-ENGLAND

i

312} 425 35 45
T "13’)4}1%5;5330
1 o s(aA12
T gﬁ‘.ﬂx:l ozz’ﬂzi s




