Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
71— .2 [ 1 A——

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 TMS Medikal Plastik Urun. San. Ve Dis Tic. Ltd. Sti, Turcia:
- Canulad nazala pentru oxigen, Adult )
- Canulad nazala pentru oxigen, Pediatric
- Canula nazala pentru oxigen, Nou-nascuti
- Masca pentru oxigen cu nebulizator, Adult
- Masca pentru oxigen cu nebulizator, Pediatric
- Masca pentru oxigen cu nebulizator, Nou-nascuti
Se anexeaza urmatoarele acte:
Moldova;
- Declaratia de conformitate CE;
- Certificat de conformitate CE;

- Declaratia pe propria raspundere a solicitantului;
- Lista dispozitivelor medicale ( format Excel).

Data 14.09.2023 Semnatura

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

Digitally signed by
Date: 2023.09.17 12
Reason: MoldSign !
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 producatorului TMS -
Medikal Plastik Urun. San. Ve Dis Tic. Ltd. Sti, Turcia:

Sunt autentice si corespund realitatii.

()'DITA
Numele, prenumele si functia: Semn ,

Canula nazala pentru oxigen, Adult

Canula nazala pentru oxigen, Pediatric
Canula nazala pentru oxigen, Nou-nascuti
Masca pentru oxigen cu nebulizator, Adult
Masca pentru oxigen cu nebulizator, Pediatric

Masca pentru oxigen cu nebulizator, Nou-nascuti
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TMS MEDIKAL PLASTIK DRONLER SAH. VE DIS TiC. LD, $7.
Istanbul Deri O$B Mah. Alsancak Sk. No:3/A Tuzlo - ISTANBUL
Tel; 0216 504 18 87 Email: info@imamadikel.com

Tuzie ¥.D.: 8450330385 - Tic. Sigil No: 9722450

Marsis No: 0845033038300010

wiww frsmedikel eom

We, TMS MEDIKAL PLASTIK URUNLER SANAYI VE DIS TICARET LTD. STi.,

based in ISTANBUL DERi OSB MAH. ALSANCAK SOK. NO :3/A TUZLA / iSTANBUL / TURKIYE,
assign Dita Estfarm LLC, based in No.23 Burebista street, Chisinau MD -2032, Republic of
Moldova, as authorized 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: TUZLA / ISTANBUL / TURKIYE Date: 01.08.2022

Signed:

Tarik Alp Sar1
General Manager
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UDEM

| ECCERTIFICATE

Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Norme CTMS Medikal Plasiic Urlinler San. ve Dis Ticare! Lid §H
Company Address s istorbul Den Orgonize Mahallesi alsoncok Sok. Nod A Tuzlo

ISTANBUL / TURKEY

Related Ditsctives and Annex 93742/EEC Madicol Devices Directive - Annex ¥

Prociuct - Owygen Masks - Class e
Asrosol Set With Mask [Nebulizer Sets) - Class o
sepat Oxygen Connudes - Class o

e 4

GMON 135171, 31309, 35201

Cearificate Number P RA2021.106.14340
Report Mumber (RAD.3834B

Initici Assessment Date 112.12.2019 UDEM Infematic

Regishration Date :05.03.2021 Audiling Training Centre Indusiry
Revision Dafe /No - and Trade inc. Co.

Expiry Date 27052024
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Address: Mutiuken! Moboiies 2073 Sokok (£58 93 Sokok) ri 10 Cankoya - Ak - TURKEY
Phone: 9000172 443 0390 Pax: 42040312 44303 75
E-moll infod@udemitd comlt  wwwudem.Comly




g% ONAYLANMIS KURULUS UDEM‘ Uts:s{amms; Befg?Iendlrme Denetim Egitim Merkezi
%’ Sanayi ve Ticaret Ltd. Sti.

| NOTIFIED BODY 7

%3% ONAYLANNIS KURULUS ADRES : Mutlukent, Umitk8y Kavsag: No:10, 06800 Cankaya/Ankara

i

i Notified Body Address

éi DNAYLANMIS KURULUS NUMARASI L 2392

i

; ? NOTIFIED BODY NUMBER

! S

i EC CERTIFICATE NUMBER

§§ CE MARKALANIA TARIHI : 05.03.2021 Tark ALD

1 START OF CE MARKING DATE Genel Miidir {General Manager)
IMZALANDIG! YER, TARIF ISTANBUL, 05.03.2021 [y

UYGUNLUK BEYANI
DECLARATION OF CONFORMITY

URETICI ADI/ MANUFACTURER NAME TMS MEDIKAL PLASTIK URUN. SAN. Ve DIS TiC. LTD. §Ti.

ADRES/ ADRESS 3 [STANBUL DERI ORGANIZE SANAYI SANAYi MAHALLES
AILSANCAK SOKAK NO:3/A TUZLA/ ISTANBUL/TURKIYE

TiBBI CIHAZIN ADI s Hazneli Gksifen Maskeleri{ Nebulizatir Setler)

DEVICE NAME : Aeresol Set With Mask{ Nebulizer Sets)

UrUN TiPLERIPRODUCT MODELS) : Bebek, Pediatrik, Yetiskin, Bilyiik

o 22327“3;”5 EEE Y g ‘Model, Ref No GMDN KODU/GMDN CODE

BEBEK T20161
| HAZNEL OKSIJEN MASKELER} | PEDIATRIK T20162 31309
éﬁiéiigi 5522}"’”"’ YETISKIN 720163
: BUYUK T20164

URUN SINIF : SIMIF lla {Ek 8 Kural 3%e gére}

PRODUCT CLASS 3 CLASS Ha {according to rule 3 of Annex [X)
UYGUNLUK DEG. ROTASI 3 £k V

CONF. ASSESSMENT ROUTE 2 ANNEX Y

Bu belge ile yukorida bohsi gegen drinin Tibbi Cihazlor Yénetmeligi'ne 93/42/AT, uygun

ediiir. Bu beyam destekleyici bitin dokimanlar firmomiz arsivinde muhafaza edifir.
We hereby declare that the above mentioned products meet the provisions of the Council Diractive
93/42/€EC for medical devices. All supporting documentation is retained under the premises of the

o
manufacturer, EN 150 62368:2015, EN 1041+A1:2013, TS EN IS0 13485:2016, EN 1SO 15223- !
UYGULANAN STANDARTLAR 1:2016, EN IS0 14751:2019, BS EN 13544-1:2007+A1:2009, 150 5356-1:2015, IS0

' :  5367:2014, ISC 27427:2019, EN IS0 10993-1:2018, EN ISO 10933-5:2008, EN 150 |
STANDARDS APPUED 10993-10:2013 L

o
PLACE, DATE OF ISSUE: .

a1 vz Tarhi £5.03.20701 fev. No: ¢ T T Revizyen Tarhi 02.03.2021
*Savfit fr-~




'  UYGUNLUK BEYANI |
DECLARATION OF CONFORMITY ﬁ

e

G

URETICi ADI/ MANUFACTURER NAME TMS MEDIKAL PLASTIK URUN. SAN. Ve DI§ TiC. LTD. 5TI. i
ADRES/ ADRESS . ISTANBUL DERi ORGANIZE SANAY] MAHALESI ALSANCAK SOK. . 4
NO:3/A TUZLA/ ISTANBUL/TURKIYE |

TIBBI CIHAZIN AD} : Nezol Oksijen Kaniilleri |
DEVICE NAME : Nasal Oxygen Cannules i
URUN MODELLERIPRODUCT MODELS) : Bebek, Pediotrik, Yetiskin ) )%
URUMN ADI ' . ; f
PRODUCT NAME Tip Model, Ref No GMDN KODU/GMDN CODE 3}
NAZAL OKSIIEN Yetiskin T20169 |
- KANULU Cocuk _ 35201
| (NASAL OXYGEN L B I
CANULLE) E Bebelk 720172 T % ;
) T ) - \_\M\T 2’2
URUN SINIFI : SINIFlla (Ek 3 Kural 3'e gére) i y
o/ 1 :
PRODUCT CLASS : CLASS Ha {according to rule 3 of Annex IX) 5 s i i

” EY

UYGUNLUK DEG. ROTASI : EkV AW ]
CONF. ASSESSMENT ROUTE i ANNEXY AR i;
Bu belge ile yukonda behsi gecen firiinin Tibbi Cihazlar YBnetmeligi'ne 93/42/AT, uygun cld S sld g zs
adilir. Bu beyani destekleyici bitin dokiimaniar firmamiz arsivinde muhafaza edilir, g%
We hereby declare that the above mentioned products meet the provisions of the Council Directive ;g{
83/42/EEC for medical devices. All supporting documentation is retained under the premises of the %g‘
manufacturer, EN I1SO 62366:2015, EN 1041+A1:2013, TS EN 1SO 13485:2015, EN 150 15223- 2
UYGULANAN STANDARTLAR 1:2016, EN IS0 14791:2019, BS EN 13544-1:2007+A1:2008, 150 5356-1:2015, 1SO i i
t 5367:2014, 1SO 27427:2019, EN ISG 10993-1:2018, EN SO 10933-5:2009, EN (SO i
STANDARDS APPLIED 10993-10:2013 %%
ONAYLANMIS KURULUS UBEMA U!us{omms: Beig?feﬁdirme Denetim Editim Merkezi }f

Sanayi ve Ticaret Ltd. §ti,
NOTIFIED BODY i
ONAYLANMIS KURULUS ADRES : Mutlukent, Umitkdy Kavsag No:10, 06800 Cankaya/Ankara
Notified Body Address

ONAYLANMIS KURULUS NUMARASH H 2792

NOTIFIED BODY NUMBER

i

AT SERTIFIKA NUMARASI . M.2021.106.14340
EC CERTIFICATE NUMBER

CE MARKALANMA TARIHI . 05.03.2021

START OF CE MARKING DATE

sty

TankArp
Genel Midar {Geners! Manager}
IMZALANDIGI YER, TARIH ISTANBUL, 05.03.2021
PLACE, DATE OF ISSUE:

e
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Revizyen Tariiz 062.03.2001
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|| Numrul de |

Canuld nazala pentru.oxigen

~ Denumirecomerciald ||

Adult

6 Masca pentru oxigen cu nebulizator

1

2 Canuld nazald pentru oxigen Pediatric 31309

3 Canuld nazald pentru oxigen Nou-ndscuti 31309

4 Mascé pentru oxigen cu nebulizator Adult 35201

5 Masca pentru oxigen cu nebulizator Pediatric 35201
Nou-nascuti 35201
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