Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
o] S B+ acem misaninin

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 Meditera Tibbi Malzeme Sanayi ve Ticaret A.S., Turcia:

- Set tuburi gofrate pentru aparate de ventilare,Sterile

- Tub conector la tubul de intubare Mount,Sterile

- Conector respirator gofrat, Sterile

- Filtru antibacterian pentru aparat de ventilare artificiald, pentru adulti

Se anexeaza 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 15.09.2023 Semnituts 0%,

Tabelul de receptionare a notificirii——30s 005>

e

(se completeaza 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 signed by Moraru Grigore
Date: 2023.09.17 12:06:54 EEST
Reason: MoldSign Signature
Location: Moldova




Catre Agentia Medicamentului si Dispozitive Medicale

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

Chisinau, Republica Moldova,

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 dispozitivelor medicale ale producatorului Meditera Tibbi

Malzeme Sanayi ve Ticaret A.S., Turcia:

Sunt autentice si corespund realitatii.

Set tuburi gofrate pentru aparate de ventilare,Sterile
Tub conector la tubul de intubare Mount,Sterile

Conector respirator gofrat, Sterile

Filtru antibacterian pentru aparat de ventilare artificiald, 4

. . v \ f:_‘/_é; 0. /
Numele, prenumele si functia: Semnaturg S £

RA-Manager - Sandu Irina Data 15.09.2023




Meditera

We, MEDITERA TIBBI MALZEME SAN. VE TIC. A.S. based in IBNI MELEK OSB MH. TOSBI YOL 4

SOKAK NO:29, SANAY! BOLGES! TIRE-IZMIR/TURKEY assign. Dita Estfarm LLC, based in No.23 -

Burebista street, Chisinau MD -2032, Republic of Moldova, as authorized representative in

correspondence with the conditions if directive 93/42/EEC.

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: lzmir Date: 18.08.2023

Signed:

AEDITERA

e Melek 0SB M, TOSBLYOL 4 5k, o8

rire VO 0BG 628 8703 Tic. Sicil ko
Mersis Ne: D080 029870

Tel: 23251351 10

‘,*2

Meditera Tibbi Malzeme San. ve Tic. AS.

Fabrika: ibni Melek 0SB Mah. TOSBI YOL 4 Sok. No:29 35900 Tire-izmir

Tel: {+90) 232 513 51 10{Pbx} Fax:(+90} 2325135114

...Mersis No: 0060 0298 7030.0016.. Ticaret Sicil No: 2346

Tire Vergi DairesiVergi No: 060028 8703

hitp://fwww.meditera.com.tr ¢ Email: infn_@med‘rzem.com,tr

AKBANK. v jzmiR fizmir TRAS0004600006889000013534
TURKIYE IS BANKASH iZMiR TICAR / iZMiR TR20006400000133980040369
T.C.ZIRAAT BANKASI GAZIEMIR GIRiSiMCI / [ZMIR  TR690001001258070131765012
YAP!| VE KREDI BANKASE  EGE TICARI / izMmIR TR780006701000000021 790132

kiwa¥®
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EC Certificate
Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V

‘ Certificate Number: 1984-MDD-19-588

We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

MEDITERA TIBBi MALZEME
SANAYi VE TICARET ANONiM SiRKETI

IBNI MELEK OSB. MH. TOSBI YOL 4 SK. NO:29 35900 TIRE / 1ZMIR - TURKEY

Products: Breathing Circuits, Heated Wire Circuits, Anestheasia Bags, Breathing
Masks, Filters, IV Sets ve Connectors, Catheter Mounts, Syringe Lock Adaptor,
Biocidal Applicator

The products defined at the enclosure which is the part of this certificate and

contains one page. The certificate is valid till expiration date, subject to successful
completion of periodical surveiflance audits. Please contact Kiwa for details.

Report Number:  M.5419.02

Date of firstissue: 17 April 2019

Date of last issue: 14 April 2021

Revision Number: 02

Expiry Date: 16 April 2024

Kiwa Belgelendirme Hizmetleri A.$. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V for Class Is devices covered by this

certificate.

)5 :Muhtesem Gékhan Yiicel

14 April 2021, Istanbul, Tur & /; Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cad. No:15 Tepetiren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr




MDD UYGUNLUK BEYANI f
MDD DECLARATION OF CONFORMITY

Dokiiman Vo f Document Na:  QUAG4.01.000.F31

Counter Na:

Meditera Tibbi Majzeme Sanayi ve Ticaret 4.5
ibni Melek 0SB Mh. Tosbi Yol 4 Sk. No: 29
35900 Tire - lzmic - TURKIVE

Onaylonms Kuruiug/ Notified Sady: Kiwa Belgelendirme Hizmetleri A.5.(1984]
Adres/ Address: (TOSB 9. Cadde No:15 Tepedren Tuzls - [stanbut / TURKIYE

1361

93/42/€EC Medikal Clhaz Yonetmellgi
Avrups Uygunfuk Dekfarasyony
izn of £ it

P
ta the Medicol Device Directive, 93/42/EEC

1984
/" of the d -4 : Solunum Filteelei / Srewtning Fiters
o /Sterili Status < Stedt/ Starife
< Kural £ Clossij ion - Ruiz
: : Class la-Ruie 2
{ MDD = Annex 9) / {ucc. to MO ~ Anney IX) Surwf tla-Kueal 2/ Class lia-Ruie
Uyguniuk Deg irme Yolu/ (¢ il Route . SEKVf Anpsx
Beyaaname/ Declorotion .
1. Mediters Tibbi Malzense Sanayi ve Ticaret 4,5, bu b liskili oidugu yukardaki Uelinlerin CE lyseatin tagidigon ve 18 Hazican 1993 tachli 2G07/47/EC Direktif ile degistirilen 33/42 / EEC sapile MDD Konsey Direktifinin,
EEC de Geratsiz dagitim, satiga izin veren tebbi cihazlarta ifgili yiiedrhiiktaki yaetl aygun oldug) beyan eder,
Meaditera Trhbi Malzeme Sanayi ve Ticacet &.3. declarss that the above produzts to which this declaration relates, bears the CE Marking, and is in confe with the lcat ¥ of the Council Diractive MDD
93/42/EEC of 14 June 1993 as amended by diractive 2007/47/EC concerning madical devicss, which allows theirs free distribution, sale and circulation in EEC
2, Yukarda befictilen Direktifin gereltirdigi gibi; b b asagrdaki hridan d ir f As required by the abiove toaed Directive, this i d by:
£C Sartifika Numarasi-Onaylanm:g Xuralus / EC Certificate fio-Notijied Body 11984-}ADD-19-588- Kiwa Belgelendirme Hirmetler A5}
3. Tiim destekleyici belgeier, Greticinin tesislerinde muhafazs edifir,
Al supposting dezurentation ined @t the mamfoser’s premiss,
4. Bu disialerle ilgifi ofan b di agaguda vertimisti
Harmonized standarts which are reletzd to these peoducts are given below.
EN i50 13485:2016 IS0 10953-56:2009
EN iSO 14971:2012 €N 150 10993-11:2018
EN iSO 15223-1:2016 15U 10933.13:2010
EV5-EN 150 10993-12:2012 EN 50 10993-17:2009
£N 150 10993-1:2009 EN 150 10953-12:2009
EN iSO 10983-4:200% IS0 13153:2011
EN iSO 10933-5:2009 EN £2365:2018
EN iSO 23328-1:2008 ER 15988:2011
50 23228-2:2809 EN (S0 9380-2:2009
EN 150 9360-1:2C03 EN 535-1:2001/A02009
iS4 11737-1:2608 EN (SO 10893-7:2008/A1:2022
EN 150 11737 EN 150 11607,
EN SO 11135; EN 130 11607-2:
agagda EX 'de verilen kodlar kapsar:
The ion covers the folfowing codesin Annex i,
Oraylayan/Approved by : Hazal CETINER )
Parisyon / Position 2 Kalite Glivernce x\él}w&ndis‘ Ruoiity Assurangs Enginewr
Tarh / Date s 15082003 %
Ioaa [Signaturs g
Py
gt
EX1JANNEX ]
URUN ACIKLAMASE / PROSUCT DESCRIPTION GRUN KODU / PRODUCT CODE
BACTERIA FILTER WITH SOFT CAP {STERILE EQ}ALTECH) AL-0BG183.Y001

Revizyon Yarihi / Revision Date: 04,08.2022, fevityon No / Revision flo: 0 Sayfa / Page:1/1
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N MDD UYGUNLUK BEYAN!
MED DECLARATION OF CONFORMITY

Dakiiman No / Document No:  QUAQ4.01.000.F31

Counter No:

Heditera Tibbi Malzeme Sanayi ve Ticoret A5,

ibni Melek OSB Mh. Tasbi Yol 4 Sk. No: 29 1347

35900 Tire - izmir - TURKIYE

O Kurulus/ Notifjed Boy. Kiwa Bels irme feri A.5.(1984)
Adres/ ‘ifiress: [TOSB 9. Cadde No:15 Tepedren Tuzla - Istanbul / TURKIYE
93/42/£EC Medikal Cihaz Yonetmeligi
Avrupa Uygunluk Deklarasyonu
Crrog it
to the Medicas 1984
i1 K /¢ :Kateter 8aglanti/ Catheter Maunt
Sterilizasyon Durumu/. : Sterii/Stenife
Siniftandirma - Kural / (/s .
s - Jass )
( MDD ~ Annex 9) / farcc. ¢ RADE ~ Ansizx i) Skl A cass lafiuiel
Uygunluk Deg Yolu/ ¢ ity 4 D EKV/ Annex V
Beyanname/
1. Mediteca Tibbi Maizeme Sanayi ve Ticaret A.$. bu i iligkiti oldugu yukaedaki rtni CE lsaretini tagidigim ve 14 Haziran 1993 tarthli 2007/47/EC Dicektif ile dedistinlen 93/42 / EEC sayilt MDD Konsey Direktifinin,
£EC de cretsiz dagitim, satisa izin veren tiabi cihazlarta ilgili yirdrlikteki sartianina uygue oldugunu beyan eder,
d o ey thds Hedd n sonformity with the 3 shig ety of e CouneH Directive MDD

25, which & shairs frae ¢ d 3 e in BEC

e L

2. Yukarida betirtilen Direktifin geraktirdig} gibi; be gidaki doki f d: ir / 4 by the 5
£C Sertifika Numarasi-Onaylanmig Kuruiug / ¢ <2 1 11984-MOD-13-588- Kiwa Belgelendirme Hizmetleri AS.(

3. Tim destekleyici belgeiee, Greticinin tesislerinde muhafaza edilir.

wined at the av

EN 150 13485:2016 EN 15986:2011
EN (SO 14971:2012 EVS-EN 15O 10993-12:2012
EN ISO 5223-1:2016 EN 150 10983~ 1:2009
SO 14155:2011 EN iSO 10993-4:2008
150 10993-6:2009 EN SO 10993-11:2038
iSC 10893-13:2010 £N 150 10893-17:360%
EN iSO 10992-18:2009 EN 1SO 16993-5:2020
EN 52266:2018 EN 150 11135-1:2007
1SQ 11737-1:2006 EN 556-1:20017AC:2009
EN ISO £1737-2:2009 EM ISO 10993-7:2008/A1:2022

EN IS0 11607-2:2006 EM ISO 11607-1:2003

Onaylayan/izer Hazat CETINER

Pozisyon / Kalite Glivence Mihendisi/ Quality Assurarnce Eagineer
Yarit / 200 13.09.2023

imza /i

yd

‘;‘fjg/"f{

EK | JANNEX |

GRIT

URUN KODU /

URON ACIKLAMIASI / #0407

AL-17309.¥001

CATHETER MOUNT (STERILE EQ}ALTECH}

Revizyon Tarihi / Rewision Date: 04.08.2022, Revizyon No / Revision Na: 0 Sayfa /Page:1/1



g MDD UYGUNLUK BEYANI
MDD DECLARATION OF CONFORMITY

Daktiman No ¢ Document No;  QUAG4,01.000.F31

Courrter No:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.
loni Melek 0SB Mh. Tasbi Yol 4 Sk. No: 29
35500 Tire - lzmir - TURKIVE 1349

Onaylaneus Kurulus/ Notified Body: Kiwa Belgelendirme Hizmetferi A.5.(1984)
Adres/ Address: [TOSB 9. Cadde No:15 Tepedren Tuzia — istanbut / TURKIYE

93/42/EEC Medikal Clhaz Yonetmeligi
Avrupa Uygunluk Dekfarasyonu

aration of Conf

to the Medical Davice Directive, 93/42/EEC 1984
{Scope of the :Kateter Baglanty/ Cotherer Mount
Sterilizasyon Durumu/Sterilization Status : Steril/Sterife
fland, Kuraf / Clossij - Rule
g Ha-Ki Ha-Rute
{ MDD ~ Annex 9} / (oce. ta MDD ~ Annex /X] S KALY) Clses e gate
Ferfendi Yolu/ C it Route 2 Ek Vf Arinex V'

Beyanname/ Declaration

1. Meditera Tibbi Malzeme Sanayi ve Ticaret A 5, bu beyannamenin ifigkili oldugu yukandald drinlerin CE lsaretini tagidigimt ve 14 Haziran 1993 tarihli 2007/47/EC Direktif lle degigtirilen 93/42 / EEC sayili MDD Konsey Direktifinin,
EEC de licretsiz dagitim, satisa izin veren tibbi cih ifgilk yiiedrigk sartl uyEUn g beyan eder.
Meditera Tihbi Malzeme Sanayi ve Ticaret A.§. declares that the above products to which this declaration refates, hears the CE Marking, and Is in conformity with the applicable requirements of the Council Directive MDD

93/42/EEC of 14 june 1993 as amended by directive 2007/67/EC concerning medical devices, which allows theirs free distribution, sale and sirculation in EEC.

2. Yukanda belirtilen Direktifin g irdigi gibi; bu by grdaki dokienani; find: ir / As required by the above 1 Directive, this ion is 1 By:
EC Sertifika O Kurulus / E€ Certif No-Natified Body :1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A.5,(
3, Tim ici belgaler, 4 lerinds h edilie,
Al supporting documentation is retained at the masufacturer’s premise,
4. Bu driinlerfe iigili olan i asagida
Hormenizad standares which are related to these products are given below,
EN 150 13485:2016 EN 15986:2011
EN IS0 14971:2012 EVS-EN 150 10993-12:2012
EN (S0 15223-1:2016 EN 150 10993-1:2003
[ 150 14155:2011 EN 1SO 10953-4:2009
150 10893-6:2009 EN {50 10993-11:2018
SO 10993-13:2010 EN 50 10993-17:2009
EN SO 10993-18:2009 EN IS0 10993-5:2020
EN 62366:2018 EN IS0 11135-1:2007
150 11737-1:2006 EN 556-1:2001/AC: 2008
EN 150 11737-2:2009 EN 15O 10993-7:2008/A1:2022
EN 150 11607-2:2006 EN 150 11607-1:2009

Beyanname asaiida EK ¥'de verilen kodlars kapsar:
The deciaration covers the following codes in Annex S,

| Onaylayan/Appraved by : Hazal CETINER o

Porisyon / Pasition HAssurance Enginser
Tarit / Date H

fmxa /Signature

EK 1 JANNEX !
URUN AGIKLAMIASI / PRODUCT DESCRIPTION URON KODU / PRODUCT CODE
CATHETER MOUNT (STERILE ED)(ALTECH) AL-57209.Ve0L

Revizyon Tarihi / Revision Date: 04.08.2022, Revizyon No / Revision No: 0 Sayfa / Page:1/1 p74N




~ Numérul de catalog

nire gegiegicé_(éenumiyéja giispé'ziﬁi_vuldi)

 Denumire comerciala (brand)* |

| Cod GMDN*

.

1| AL-1222-070.V001

Set tuburi gofrate

pentru aparate de ventilare, Sterile

2 AL-17309.V001

Tub conector la tubul de intubare Mount

Sterile

3 AL-67309.V001

Conector respirator gofrat

Sterile

4 AL-080189.V001

Filtru antibacterian

pentru aparat de ventilare artificiald,
pentru adulti
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