Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
- | ——— (a1 o P —

Solicitantul_Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032, Chisinau,

Republica Moldova, tel./fax:_ 022 782 875, e-mail:_irina.sandu@dita.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
producatorului TOTAL ITH. IHR. VE PAZ. LTD. STi, Turcia:

- Cimp chirurgical pentru ochi cu apertura si punga pentru colectare, INTERSET

Se anexeazd urmatoarele acte: )
- Actul de reprezentanta intre producator si reprezentantul autorizat in Republica
Moldova; -
- Declaratia de conformitate CE;
- Certificat de conformitate CE;
- Declaratia pe propria raspundere a solicitantului;
- Lista dispozitivelor medicale ( format Excel).

Data 28.09.2023 Semnatura

Tabelul de receptlonare a notificarii DG
(se completeazd de citre 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

Digitally sig;
Date: 2023.0
Reason: Mol
Location: M



Catre Agentia Medicamentului si Dispozitive Medicale

v

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032,

Chisinau, Republica Moldova,

declar pe proprie rdspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate
pentru notificarea dispozitivelor medicale ale producatorului producatorului TOTAL
ITH. IHR. VE PAZ. LTD. STI, Turcia:
- Cimp chirurgical pentru ochi cu apertura si punga pentru colectare,
INTERSET

Sunt autentice si corespund realitatii.

Numele, prenumele si functia:

RA-Manager — Sandu Irina




We, TOTAL ITHALAT VE IHRACAT PAZARLAMA LTD. STi.

based in Calt Sanayii Bélgesi Eflatun cad. No:18  Niliifer / BURSA, assign Dita Estfarm LLC,
based in No.23 Burebista street, Chisinau MD -2032, Republic of Moldova, as autharized
representative in correspondence with the conditions of Regulation (EU) 93/42.

We declare that the company mentioned above is authorized to register, notify, renew or modify
the registration of medical devices on the territory of the Republic of Moldova.

Place:_ BUBSA/TURKIYE Date: 01.08.2022
R

Signed:

é;fz,mum LTD. 5T

Cal . or't Eﬁa&m Cd. Ne-18 Cali / BURGA
o (0,220 93240 % Fax. 483 40 37
Erudruigaz V.0.; 858 004 4311
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Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name

Company Address

Related Directivas and Annex

Product

GMDN

Certificate Number
Report Number

Initicl Assessment Date
Registration Date
Revision Date /No
Expiry Date

UDEM hereby deciares that the requirements of Annex V of the directive 93/42/EEC hove been met for the Isted praducts.
The above named manufactuees has esfablished ond applies o quality assurance sysiem, which is subject to periagic

- Total fth. Ihr. ve Paz. Lid. §ti.

: Cali Sanayi Bélgesi, Eflatun Cadde No: 18 Cali BURSA / TURKEY

- 93/42/EEC Medical Devices Directive - Annex V

 Sterile Disposable Drapes, Gowns and Sets - Class Is

: 47783, 46697, 42559, 39230, 43970, 37450, 35374, 13735, 35778

- M.2021.106.14349 ,
- MD.4159.18 "

£12.01.2021 UDEM InférnéfiopdiCertification
- 09.03.2021 Auditing Training Centre Industry

and Trade Inc. Co.

:27.05.2024

surveilance audits, cefined by Annex V, section 4 of Ihe cforementioned directive. UDEM's resporsibility for class | devices
coverad by the EC sertificate is imited to marnufaciuning issues relaied to safeguording ond maintaining stedie condifions.
if the dev,ce is sterfle: and manufacturing issues related fo product’s confomily with metrological requirements, if it has
measurament funchion. This cerfificate remains as the property of UDEM Intemotional Cerlification Auditing Troining Cenfre
industry and Trade Inc. Co. fo whom it must be refurned upon request. The above named company and UDEM must keep
a copy of this cerfificate for 5 years from the registration of the cerfificate. Usage of the CE mark is under ihe responsibifity
of the manufacturer with the compleiion of EC Decloration of Conformity, The above menfioned comparny must notify aff
changes related with the approved product to UDEM. If UDEM will nat renew the sxpiry dote of this certificate in queshion,
the mentioned company should stop plocing the product on the markst. The vaidity of the cedificate con be checked
through www udem.com, .

Address: Muilukent Mahallesi 2073 Sokak (Eski 93 Sokak} No:10 Cankaya - Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430374 :
E-mail: info@udemitd.com.fr  www.udem.com.ir




Dokiiman No TD.01-B.4.2.B
amn Yayin Tarihi 09.03.2021
== to ta’ DECLARATION OF CONFORMITY Rev. Tarihi 28.04.2021
Rev. No 01
Sayfa No 1/2

DECLARATION OF CONFORMITY

Manufacturer Name : TOTAL ith. ihr. ve Paz. Ltd. $ti.

Adress : Cali Sanayi Bolgesi,Karaali Mh.Eflatun Cadde No:18 Niliifer BURSA/ TURKEY
Phone number ;4802244824036

Fax 1 +90224 4824037

Website: cinfo@interset.com.tr

Product Name + STERILE SINGLE USE SURGICAL DRAPES

product Models See Annex |

Product Class :93/42/EEC Medical Device Directive Annex (X, Rule LClass s

GMDN Céde and GMDN Code Explanation:

47783 - A sterile, noninvasive flat sheet designed to cover a portion
of a patient’s anatomy during a surgical prdcedure toisolate a
specific anatomical site (e.g., site of surgical incision) from potential
STERILE SINGLE USE SURGICAL DRAPES contamination {e.g., r:nicmbial, substance). The? device rr}a\,' alsc be

used to protect a patient from heat/flame during a surgical
procedure, however it is not designed with specific heat-reflective or
laser resistant materials. This is a single-use device.

46697- Ophthalmic Surgical Drape
A protective covering made of natural or synthetic materials, or both,
designed to promote a clean and dry sterile field about the eye during
ophthalmic surgery or refractive and general ophthalmic office
procedures. The device may be used to cover the eyebrow, retract
lashes or evelids, completely occlude the eyelid, or completely cover
the eye. The device is typically secured directly to the skin with a
pressure-sensitive adhesive, and is typically supplied sterile. This is 2
single-use device '

Eye Drape (With / Without Pouch)

Conformity Assessment Route ! 93/42/EEC Medical Device Directive AnnexV Production
Quality Assurance System '

Sterile Product Life: 3 year

We hereby declare that the above mentioned products meet the provisions of the Council Directive
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the
manufacturer. '

1/2




Dokiiman No | TD.01-8.4.2.8
am Yayin Tarihi 09.03.2021
== to ta l DECLARATION OF CONFORMITY Rev. Tarihi 28.04.2021
Rev. No 01
Sayfa No 2/2

Standards Applied : »

EN SO 13485:2016, 93/42/EEC, 2007/47/EC, EN 1SO 15223-1:2016, EN 1041:2015, EN ISO 14971:2018,

EN 1SO 10993-1:2009,EN ISO 10993-5:2009, EN 1SO 10993-7:2008, EN 1SO 10993-10:2013, EN ISO 10993-12:2012,
EN ISO 11737-1:2018,EN SO 11737-2:2010, EN 15O 11607-1:2017, EN ISO 11607-2:2017, EN 62366:2015,

(SO 11135:2014, EN 1SO 11138-2:2017, EN ISO 11140-1:2009, EN 556-1:2001, EN 13795-1:2019, EN ISO 811:2018,
EN 29073-3:1992, EN ISO 9073-10:2004, 1SO 13938-1:2019, ISO 22610:2018

: UDEM Uluslararasi Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10
Umitkdy-CANKAYA/ANKARA, NB:2292

Notified Body

EC Certificate Number: M.2021.106.1434S
Start Of CE Marking Date: 09.03.2021
CE Marking End Date : 27.05.2024

Place of issue Date : Bursa, 27.09.2023

;f' TUNCA BILGIC
i \(General Manageng)
= / 3
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STERILE SINGLE USE SURGICAL DRAPES

| GMDN Code

Dimensions
Prod
roduct Codes Product Name (Min. Max.)
Crle SMS LAMINATED -
INT-7000-013 OPERATIVE DRAPE 20-200cm 46697
INT-7000-013S SMS OPETAVITE DRAPE 80-200cm 46697
SMS LAMINATED 80-200cm 46697
4 14 -
NT-I000-0% OPERATIVE DRAPE
INT-7000-0148 SMS OPETAVITE DRAPE 80-200cm 46687
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Cimp chirurgical pentru ochi

INTERSET

cu apertura si punga pentru
colectare

46697
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