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EC Declaration of Conformity, Appendix 1

We hereby declare under our sole responsibility that the products of Medical Devices are in the conformity
with the Essential Requirements according to Annex | of Council directive 93/42/EEC of 14" June 1993.
The Medical devices instruments are:
- Dental Instruments (Re-Usable and Non-Powered), as per catalogue
- Stethoscopes
- Diagnostic Sets
- Laryngoscopes / Otoscope and Accessories
- Ophthalmoscopes / Retinascopes
- Surgical Instruments including Mallets, Diagnostic Sets, Trocars, Suction Tubes, Operating Knives,
Scalpels, Messers, Scissors, Forceps, Clamps, Retractors, Spatulas, Probes, Needles, Needle
Holders, Saws, Drivers, Gouges, Curettes, Elevators, Tongs, Hooks, Rongeurs, Dilators, Trachea
Tubes, Spreaders, Specula, Syringes, Punch, Depressors, Bougies, Vaginal Specula, Sounds,
Pelvimeters, Catheters, Nail Nippers.
- Diagnostic Instruments

DECLARATION

We the undersigned on behalf of “Gowllands Medical Devices Limited” undertake to:
- Keep the approved QA system adequate and efficacious
- Institute and keep us to date systematic review of experience gained from devices during production
- Apply corrective actions
- Fulfil the obligation imposed by quality system
- Take action prescribed in the directive if the product fails to meet its requirements including
systematic recall of products that might lead to deterioration in the health of the patient

For and on behalf of
Gowllands Medical Devices Limited

ior and on beha|f of

Gowll Med|cal Devices Limited 'C
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Authbrised C
Janak Solanki — Export Manager 67 o
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R T2 e

Registered Number 6586473 England
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APOSTILLE
{Hague Convention of 5 October 1961 / Convention de La Haye du 5 octobre 1961}

UNITED KINGDOM OF GREAT BRITAIN AND NORTHERN IRELAND
1. Country: United Kingdom of Great Britain and Northern Ireland
Pays: Royaume-Unide Grande-Bretagne et d'Irlande du Nord
This public document / Le présent acte public

2. asheen signed by Nazneen Suleman
2 &1 signé par

3. Acting in the capacity of  Sollcitor.
agissant en qualité de

4, Bears the seal/stamp of
est revitu du sccaw/timbre de

Centified/ Attesté
5. at London/i Londres 6. thefle 25 February 2009
7. by Her Majesty's Principal Secretary of State for Foreign and Commonwealth Affairs /
par le Secrétaire d'Etat Principal de Sa Majesté aux Aflaires Etrangéres et du C Ith.
%, Number/sous No 1073818
9. Stamp 10, Signature: S Noel
timbre: . 5 r_}

Far the Secretary of Sime / Powr le Secrétaire d'Erat

If this document is to be used in a country which is not party to the Hague Convention of 5 October
1961, it should be presented to the consular section of the mission representing that country. An
apostille or legalisation certificate only confirms that the signature, seal or stamp on the document is
genuine. [t does not mean that the contents of the document are correct of that the Foreign &
Commonwealth Office approves of the contents.
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EC Uygunluk Deklarasyonu, Ek 1

isbu vesileyle kendi sorumlulugumuz altinda, Tibbi Cihaz Ortnlerinin 14 Haziran 1993 tarihli
93/42/EEC Konsey Yonergesinin Ek Il uyarinca Temel Gerekliliklere uymakta oldugunu beyan ederiz.
So6z konusu Tibbi Cihazlar asafidakilerden olusmaktadir:

— Dental aletler (Yeniden kullanilabilir ve toz hallnde olmayan), katalog geregince

— Stetoskoplar catt N
Diagnostik Takimlar

— Laringoskoplar / Otoskop ve Aksesuarlari

— Oftalmoskoplar / Retinaskoplar )

— Cekicler, Diagnostik Takimlari, Trokarlar, Emme Tupleri, Operasyon Bicaklari, Nesterler,
Bigaklar, Makaslar, Forsepsler, Klamplar, Retraktérler, Spatulalar, Sondalar, Igneler,
Ignelikler, Testereler, Zimbalar, Keski Kalemleri, Kiretler, Elevatorler, Masalar, Kancalar,
Penskuponlar, Dilatérler, Trakea Borular, Yayicilar, Spekula, Siringalar, Matkaplar, Pensler,
Fitiller, Vajinal Spekula, Sondalar, Pelvimeterler, Kateterler, Tirnak Kesiciler dahil cerrahi
aletler.

— Diagnostik Aletler

DEKLARASYON
Asagidaki imza sahibi olarak “Gowillands Medical Devices Limited” lehine,
- Onayh Kalite Glvence sistemini yeterli ve etkin sekilde strdurmeyi,
—  Uretim esnasinda aletlerden kazanilan deneyimlerin sistematik yeniden gézden gegirmesini
giincel olmamizi teminen tesis etmeyi ve strdirmeyi,
— Duzeltici aksiyonlar uygulamay!,
- Kalite sisteminin empoze etmis oldugu yukumlulugi yerine getirmeyi,
— Hastanin saghdinda bozulmaya sebep olabilecek trtnlerin sistematik olarak geri cekilmesi
dahil olmak Gzere Grinin gerekliliklerini kargilayamamasi halinde yénergede belirtilen

onlemleri almayi taahht etmekteyiz. 0 evcune yakanda N adreste bulunan Noterligimit

o d
Gowllands Medical Devices Limited adina ve lehine, at. ﬂf‘xm BRI

Yetkili imza
Janak Solanki — Ihracat Madur(
Yetkili Imza [IMZA]

yeminli tercumaR

apostic 03 MART 2009

(5 Ekim 1961 Tarihli Lahey Konvansiyonu)
TURKIYE

Ulke: Biyiik Britanya ve Kuzey Irlanda Birlesik Krallifj

isbu resmi belge,

Savecl /Hukuk gérevlisi sifatiyla hareket eden

Nazucen Suleman tarafindan imza edilmis ve

Adi Gegen 'in Mihrini tagimakta olup

Majestelerinin Dis ve Milletler Toplulugu Sekreteri tarafindan

CENBORWN

Londra'da, - = ’ .
25 Subat 2009 tarihinde, G, dilindekd asl Hotokopifaks!
1073819 numarasi ile onaylanmistir. belgeyi "T{."(.\ diline tam ve dogru

Miihiir: [RESMI MOHUR; 10. Imza: [Imza] . Noel e :
I ] e olarak cevirdigimi beyan ederim.




