Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. ....... AiN o

Solicitantul Ancotec-Sistem SRL, cu sediul mun. Chisindu, str. Cuza Voda nr. 44,
of 111, MD-2060, tel./fax: 079781169, e-mail achizitii@ancotec.md , solicit
inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii si
tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

- Lampa scialitica cu doi sateliti cu sistem optional de telemedicina - model I-

Light LD54, producator AYGUN CERRAHI ALETLER SAN. VE TIC. A.S. (AYGUN
SURGICAL INSTRUMENTS), Tara de origine - Turcia.

Se anexeaza urmatoarele acte:

Declaratie de conformitate CE emisa de producator;

Certificat de conformtiate CE valabil pentru dispozitivele fabricate;
Autorizatie producator reprezentant autorizat;
Declaratie pe propria rdspundere privind veridicitatea datelor prezentate. g )

Digitally signed by Matei Andrei
Date: 2023.06,11 14:15:20 EEST
Data 11.06.2023 Reason: Mol et es)

Location: Moldova

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile
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Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

v

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: ANCOTEC-SISTEM SRL, cu sediul mun. Chisinau, str. Cuza Voda nr.

44, of. 111, MD-2060, declar pe proprie raspundere, cunoscand prevederile art. 3521,
Codul Penal al Republicii Moldova cu privire la falsul in declaratii, ca documentele si
datele furnizate pentru notificarea dispozitivului medical:

- Lampa scialitica cu doi sateliti cu sistem optional de telemedicina - model I-
Light LD54, producator AYGUN CERRAHI ALETLER SAN. VE TIC. A.S. (AYGUN
SURGICAL INSTRUMENTS), Tara de origine - Turcia.

Sunt autentice si corespund realitatii.

Andrei MATEI Semnéatura

Administrator Ancotec-Sistem SRL Data 11.06.2023



AYGUN"’

CERRAHI ALETLER A.S.

Ewww.aygun.com SURGICAL INSTRUMENTS CO., INC.

MANUFACTURER’S AUTHORISATION

09.06.2023

To: Medicines and Medical Devices Agency

WHEREAS

We Aygiin Cerrahi Aletler San. Ve Tic. A.S., who are official manufacturers of Container
Systems for sterilization, Surgical Motor Systems, Surgical [llumination Systems and Disposable
Medical system, having factory at Organize Sanayi Bolgesi, Yasar Dogu Caddesi, Kerimbey OSB
Mah. No:76/1 55330, Tekkekdy/Samsun/Turkey, do hereby authorize;

Ancotec-Sistem SRL with business office at 44 Cuza-Vodai str., Chisinau MD-2060, Republic of
Moldova as our local authorized representative to submit the registration file to the Medicines and
Medical Devices Agency and to register the following products in the State Register of Medical

Devices, as follow:

- Surgical Illumination Systems — I-light, manufacturer Aygiin Cerrahi Aletler San. Ve Tic.

A.S., Country of origin — Turkey.

Cagr1 Ozdemir
OR Light Sales Manager
Aygiin Cerrahi Aletler San. Ve Tic. A.S.

19 Mayis Vergi Dafedi V. No. @ 1200109338

Sanayi Sicil No: 504349-48 Ticaret Sicil No: 143 Fabrika / Factory '
Mersis No: 0120-0109-3380-0018 Oda Sicil No: 24/16798 AYGUN CERRAHI ALETLER SAN. VETIC. A.5.
19 Mayis Vergi Dairesi: 120 010 9338 Adres: Organize Sanayi Bélgesi. Yasardogu Cad. Kerimbey OSB Mh. No: 76/1

55330, Tekkekdy / Samsun / TURKIYE
Tel: +90 362 266 66 80 Fax: +90 362 266 93 30 E-mail: aygun@aygun.com
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AB UYGUNLUK BEYANI
EU DECLARATION OF CONFORMITY

Tam Kalite Giivence Sistemi
Full Quality Assurance Procedure

No: TD08-02-02 / 20220428-004

Samsun 04.2022
imalagt | Manufacturer Ayglin Cerrahi Aletler San. ve Tic. A.S / Aygun Surgical instruments Co,, Inc.
imalatg! Adresi / Manufacturer's Adress Kerimbey Osb Mahallesi Yasardogu Cad. No:76 TEKKEKOY, SAMSUN, TURKIYE
Tibbi Cihaz Uriin Adi / Medical Device Product Name Cerrahi Aydinlatma Sistemleri / Surgical llumination Systems
Model Adi / Model Name I-Light LD
Siniflandirma / Classification Ek VIll, Bélim 3, Kural 13'e gore Sinif | / Annex Vill, Chapter 3 Rule 13 Class |
Ekler [ Annexes Ek I, Cihaz UDI-DI Tanimi / Annex I, Device UDI-Di Description

Evrensel Tibbi Cihaz isimlendirmesi / Giobal Medical Device Nomenclature
Kod Code Kod Karsiigi/ Code Term
[12276) Hastanin muayene ve/veya tedavi alanine aydinlatmak icin sagdlamas| amaglanan sabir bir cihaz. Tipik olarak bir veya daha
fazla ampulden ve tasnma bagh olarak i151§1 odaklayan ve yansitan reflektorler veya aynalardan olugur. Cihaz bir tavana,
duvara sabitlenebilir veya mobil bir montaj parasyla desteklenebilir Ayni zamanda,birden fazla 11k kafasindan olusan bir
galigma 15131 sistemin parcasi olabilir./A fixed device intended to provide light to illuminate the patient’s examination and/or

treatment area. it typically consists of one or m

@ bulbs and, depending on the desingn, reflectors or mirrors that f
device can be fixed to a celling, wall or supported by a mobile mount. It can aiso be part of & work! ght system

tiple light heads

Sinif | tibbi cihazinin, Avrupa Tibbi Cihaz Regiilasyonu 2017/745 EU hikimlerine uygun tamamen imalatgi sorumlulugunda oldugunu bildiririz,
Tam Kalite Yonetim prosedurierinin temel ilkelerinin uygulanabilir hikimlerine uygun oldugunu_ siniflandirma kurallarina, her bir asamada cihazin
tasanmindan son kontrol oncesine kadar temin edilen her turld tibbi cihaza uygulanacagini beyan ederiz Tibbi cihazlar, EU regiilasyonunun Ek-|
Genel giivenlik ve performans gereklilikleri boliimune uygundur. Tibbi Cihaz igin Ek-Il Teknik Dokumantasyon bolimune uygun teknik dosya
olusturulmustur. Bu uygunluk beyani Ek-IV AB Uygunluk Beyani maddesine qgore hazirlanmistir

We declare under our sofe responsibiiity, that the medical device of class I, to which this declaration relates are in conformity with the provisions of
the European Medical Device Regulation 2017/745 EU. Each kind of medical device to which the Full Quality Assurance Procedures have been
applied complies with the applicable provisions of the essential principles, the classification rules. at each stage, from the design of the device unti!
fts final inspection before being supplied. Medical devices comply with the EU regulation, Annex | General safety and performance requirements

A Technical File has been created for the Medical Device in accordance with Annex-if Technical Documentation section. This declaration of

~ z

conformity has been prepared in accordance with Annex-IV EU Declaration of Conformity

Uygulanan Standartlar ve Direktifler
Standards and Directives Applied

e 2017/745EU

s ENG60601- e ENB0601-1-
e TSENISO : ‘ e EN60601-1-2:2016 D0104A1-
20417:2021 1:2006/A1:2013 | 6:2010+A1:2021
e ENISO 15223-1:2021 e ENISO 14971:2019 » EN62366-1:2015 * ENISO 11737-2:2020
e EN62304:2006 » ENG60601-2-41:2022

Yetkili imzas:: T T . T ENISO 13485: 2016 Sertifikasi (M 8693)
Authorized Signatory«ermoey CS2 /55300 Texkanc, : EN ISO 13485: 2016 Certificate (M 8693)
- lik Yayim Tarihi 05 Temmuz 2011
Engin BASOGLU Date of First Issue 05 July 2011
Kalite Givence Miidiiri Son Yayim Tarihi 01 Haziran 2020
uafity Assurance Manager Date of Last Issue 01 June 2020
Son Gegerlilik Tarihi 31 Agustos 2023
Expiry Date (extended) 31 August 2023

Dn.nm(m) 28.028.2022

il No: 504349-4 i icil No: 143 Fabrika / Factory
Sanayi Sicil No: 504345-48 Ticaret Sicil No: 143 . N
- AYG A A T \ 2 B
Mersis No: 0120-0109-3380-0018 0Oda Sicil No: 24/16798 AYGUN CERRAHI ALETLER SAN. VE TIC. A.S "ﬁ o
Cointiee i i Adres: Organize Sanayi Bolgesi. Yasardogu Cad. Kerimbey OSB Mh. Ng: 76/1

19 Mayis Vergi Dairesi: 120 010 9338 55330, Tekkekoy / Samsun / TURKIYE
Tel: +90 362 266 66 80 Fax: +90 362 266 93 30 E-mail: aygun@aygupiom
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EKI
ANNEX |

No:TD08-02-02/20220428-004

REFERANCE NO » DEVICE DESCRIPTION BASIC UDIHID

LD4 CERRAHI AYDINLATMA SISTEMLERI 8698917S1-1300ZR
1X4 BASLIKLI SET
SURGICAL ILLUMINATION SYSTEM 1x4
HEAD SET
LD5 CERRAHI AYDINLATMA SISTEMLERI 869891751-1200ZL
1X5 BASLIKLI SET “
SURGICAL ILLUMINATION SYSTEM 1X5
HEAD SET
LD44 CERRAHI AYDINLATMA SISTEMLERI 869891751-1300ZR
2X4 BASLIKLI SET
SURGICAL ILLUMINATION SYSTEM 2X4
HEAD SET
LD54 CERRAHI AYDINLATMA SISTEMLERI 86989175I1-1100ZF
1X5 BASLIKLI VE 1X4 BASLIKLI SET
SURGICAL ILLUMINATION SYSTEM 1X5
HEAD AND 1X4 HEAD SET
LD55 ' CERRAHI AYDINLATMA SISTEMLERI 869891751-1200ZL
; 2X5 BASLIKLI SET
SURGICAL ILLUMINATION SYSTEM 2X5
HEAD SET
LD444 CERRAHI AYDINLATMA SISTEMLERI 869891751-1300ZR
3X4 BASLIKLI SET
SURGICAL ILLUMINATION SYSTEM 3x4
HEAD SET
LD544 CERRAHI AYDINLATMA SISTEMLER] 869891751-11002F
1X5 BASLIKLI VE 2X4 BASLIKLI SET
SURGICAL ILLUMINATION SYSTEM 1X5
HEAD AND 2X4 HEAD SET
LD554 CERRAHI AYDINLATMA SISTEMLER] 8698917S1-1100ZF
2X5 BAGLIKLI VE 1X4 BASLIKLI SET

REFERANS NO T CiHAZ TANIMI TEMEL UDI-ID

HEAD AND 1X4 HEAD SET -
LD555 CERRAHI AYDINLATMA SISTEMLERI 8698917S1-1200ZL
' 3X5 BASLIKLI SET

SURGICAL ILLUMINATION SYSTEM 3X
HEAD SET

LD4S CERRAHI AYDINLATMA SISTEMLER] 869891751-1300ZR
LEDRON 4 KANATLI BASLIK
SURGICAL ILLUMINATION SYSTEM
LEDRON 4-WING HEAD

R RET ]

oy

Qa

LD5S CERRAHI AYDINLATMA SISTEMLERI 8698917S1-1200ZL :
LEDRON 5 KANATLI BASLIK .
SURGICAL ILLUMINATION SYSTEM 3
LEDRON 5-‘{‘1’WG HEAD *
HN-MO1 SOKULEBILIR TUTAMAK 8698917EL-1000T3
L DETACHABLE HANDLE
gk 5 es icil No: 143 Fabrika / Factory
S5 A S i SO r- BEARURIS . AYGUN CERRAHI ALETLER SAN. VE TiC. A.S ,
Mersis No: 0120-0109-33 B i R MR RSTe Adres: Organize Sanayi Bolgesi. Yasardogu Cad. Kerimbey OSB Mh. N¢: 76/
19 May1s Vergi Dairesi: 120 010 9338 55330, Tekkekoy / Samsun / TURKIYE

Tel: +90 362 266 66 80 Fax: +90 362 266 93 30 E-mail: aygun@aygup fc
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