Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru Tnregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
i (TR (6 || BEERTrErrTT

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. VE IHR.PAZ.LTD.STI., Turcia:

- Cearsaf laparoscopic m IMYERSET, 240/140*300cm
Digitally 51%9({ %9 MQSQ léﬁéorl) esteri o '
Date: 2023 tsmedpsal steril, §
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Imp chirurgical cu orificiuxadeziv, INTERSET, 75x90cm

- Husa pentru camera video, INTERSET, 14x250cm

- Set chirurgical mare, steril, INTERSET, P/u operatii cu risc sporit de lichide

- Set chirurgical steril, INTERSET, Pentru Cezariana

- Set chirurgical steril, INTERSET, TUR

- Set chirurgical steril, INTERSET, Standart

- Cimp pentru masa de instrumente, INTERSET, 240X160cm

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 Semnaturs

Tabelul de receptlonare a notificarii e
(se completeaza de catre Agentie in momentul depunerii notificarii de citre 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




Catre Agentia Medicamentului si Dispozitive Medicale
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DECLARATIE PE PROPRIE RASPUNDERE

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, cd documentele si datele furnizate
pentru notificarea dispozitivelor medicale ale producatorului producatorului TOTAL

ITH. VE IHR.PAZ.LTD.STI., Turcia:

- Cearsaf laparoscopic steril, INTERSET, 240/140*300cm
- Cersaf medical nesteril, INTERSET, 100x200cm

- Cearsaf medical steril, INTERSET, 175x175cm

- Cearsaf TUR, INTERSET, 250x200cm

- Cimp chirurgical cu orificiu adeziv, INTERSET, 75x90cm
- Husa pentru camera video, INTERSET, 14x250cm

- Set chirurgical mare, steril, INTERSET, P/u operatii cu risc sporit de lichide
- Set chirurgical steril, INTERSET, Pentru Cezariana

- Set chirurgical steril, INTERSET, TUR

- Set chirurgical steril, INTERSET, Standart

- Cimp pentru masa de instrumente, INTERSET, 240X160cm

Sunt autentice si corespund realitatii.

Numele, prenumele si functia: Semnatura

RA-Manager - Sandu Irina Data 15.09.2023




We, TOTAL ITHALAT VE iHRACAT PAZARLAMA LTD. STI.

based in Cali Sanayii Bélgesi Eflatun.cad. No:18  Nillfer /BURSA, 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:_ BUBSA/TURKIYE Date: 01.08.2022
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| EC CERTIFICATE

Production Quality Assurance

Medical Devices Directive 93/42/EEC Annex V

Company Name - Total Ith. Ihr. ve Paz. Ltd. Sti.

Company Address

Related Directivas and Annex  : 93/42/EEC Medical Devices Directive - Annex V

Product

GMDN

: Sterile Disposable Drapes, Gowns and Sets - Cla

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

A

s ls

(953

72

Cerfificate Number

1 M.2021.106.14349

ertification

Report Number :MD.4159.18 ) :

Initicl Assessment Date 112.01.2021 UDEM Interngfiol
Registration Date :09.03.2021 Audiing Training Centre
Revision Date /No 2 s and Trade Inc. Co.
Expiry Date 1 27.05.2024 )

UDEM hereby deciorss that the requirements of Annex V of the dirsciive §3/42/EEC have been met for the fisted producis.
The obove nomed manufaciursr hos esinbiished and applies o guality ossurance systern, which is subject to pedodic
surveillance qudils, defined by annex V, section 4.of ihe gicrementioned direciive. UDEM's rasponsibility for Closs | devicas
coversd by fhe EC serificole is imited fo manufactunng issues related o safeguarding and maintaining sterile conditicns.
i the cev.ce & siedle: ond manufactuning issuss related fo product™s conformily with metrologicat rsquitsrments, i i hos
magsurement funciion. This cerfificate remains s the property of UDEM Intemational Cerification Auditing Training Centre
Indusiry and frade inc. Co. towhom it must be refumed upon request. The above named company and UDEM st kesp
a copy af ihis cerfficote for 5 years from the regisation of the cerfificote. Usage of the CE mark is under ihe responsibilty

of ihe manufocturer with the completion of EC Dsclaration of Canformity. The sbeve rentioned company must nalifty ail

changes refated with the approved praduct to UDEM. i UDEM will not renew Ihe expiry date of this certilicate in guestion,
iha menfioned company should siop placing the praduct on the market. The vaidity of ihe certificate can be checksd
through weses udem.com. in

Addrass: Mutlukent Mahaillesi 2073 Sokak (Eski 93 Sokak} No:10 Cankaya ~ Ankara ~ TURKEY
Phone: +20 0312 44303 90 Fox: +90 03124430376
E-mail: info@udemitd.comtr  www.udem.comulr
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TEKNIK DOSYA Dokiiman No TD.01-B.4.2
an : | STERIL CERRAHI ORTU GNLUK VE SETLERI | Yayin Tarihi 18.01.2021
‘-:-;—1 to ta ’ UYGUNLUK BEYANI / TECHNICAL FILE Rev. Tarihi 25.02.2021
STERILE SURGICAL GOWNS AND SETS Rev.No 01
' DECLARATION OF CONFORMITY Sayfa No 1/5

UYGUNLUK BEYANI
DECLARATION OF CONFORMITY

Uretici Adi / Manufacturer Name : TOTAL ith. lhr. ve Paz. Ltd. Sti.

Adres / Adress : Calt Sanayi Bélgesi,Karaali Mh.Eflatun Cadde No:18 Niliifer BURSA/ TURKEY
Telefon / Phone number :+90224 4824036
Fax :+80 224 482 40 37

Website: rinfo@interset.com.tr

Uriin Adi / Product Name

STERIL TEK KULLANIMLIK CERRAHI ORTULER / STERILE SINGLE USE SURGICAL DRAPES
STERIL TEK KULLANIMLIK CERRAH] ORTU SETLERI / STERILE SINGLE USE SURGICAL DRAPE SETS

Uriin Modelleri / Product Models : Bknz. Ek | / See Annex | _
Urin Simifi / Product Class 1 83/42/4T Tibbi Cihaz Direktifi- EK IX, Kural 1 SINIF 1s
93/42/EEC Medical Device Directive Annex IX, Rule 1 Class 1s

GMDN Kodu ve GMDN Kod Aciklamasi
GMDN Code and GMDN Code Explanation:

35778 - Onlk, cerrahi, tek kullanimlik / - Surgical apron, single-use
Ozel olarak amelivat islemleri sirasinda koruma saglamak igin

STERIL TEK KULLANIMLIK CERRARI ONLUKLER tasarlanmis bir &nliik. Bu cihaz kullanildiktan sonra atilir.

STERILE SINGLE USE SURGICAL APRONS A sterile garment designed to be worn by surgical staff for
protection from soiling or spills on the ventral (front) aspect of the
body during surgical procedures. It is made of fabric and/or polymer
materials. This is a single-use device.

47783 - Cerrahi értd, genel amagh, tek kullammlik, Steril

Dogal veya sentetik malzemelerden, veya her ikisinden yapilmis,
cerrahi insizyon bolgesini veya cerrahi alam ¢esitli klinik ortamlarda
{6rn., ameliyathane veya kateterizasyon laboratuan)
kontaminasyondan (8rn., mikrobik, madde} izole etmek Uzere
tasarlanmig sterit koruyucu 6rilidiir. Cihaz ayrica hastay: bir cerrahi
prosedir sirasinda sicak/zlevden korumak icin de kullandabilir. Tek
kullammlik bir cihazdir.

A sterile, noninvasive flat sheet designed to cover a portion of a
patient’s anatomy during a surgical procedure to isolate a specific
anatomical site {e.g., site of surgical incision) from potential
contamination {e.g., microbial, substance). The device may also be
used to protect a patient from heat/flame during a surgical

TERIL TEK KULLANIMLIK CERRAKI ORTULER
STERILE SINGLE USE SURGICAL DRAPES

1/5
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procedure, however it is not designed with specific heat-reflective or
laser resistant materials. This is a single-use device.

Ortii Grubu Urdnleri igin Diger GMDN Kodu ve Agikl

QOther GMDN Code and Explanation for Drape Group Products:

amasi/

Géz Ortist (Poslu/Possuz)

46697- Oftalmik Cerrahi Ortii / - Ophthalmic Surgical Drape

Gozle ilgili cerrahi veya refraktif ve genel oftalmik biiro islemieri
sirasinda gdz ¢evresinde temiz ve kuru steril bir alani tesvik etmek
lzere tasarlanmis, dogal veya sentetik malzemelerden veya bunlarin
her ikisinden yapilmis koruyucu bir kaplama. Cihaz, kaslari 6rtmek,
kirpikleri veya g&z kapaklarini geri gekmek, g6z kapagint tamamen
kapatmak veya g8zl tamamen kapatmak i¢in kullanilabilir. Cihaz
tipik olarak dogrudan basinca duyarl bir yapistirics ile cilde sabitlenir
ve tipik olarak steril olarak verilir. Bu, tek kullamimiik bir cihazdir.

A protective cavering 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 typic}afiy secured directly to
the skin with a pressure-sensitive adhesive, af_md‘ is typically supplied
sterile. This is 2 single-use device

T.U.R Drape (With/Without Pouch),

42553- Urolojik Cerrahi Grtil / - Urological Surgery Drape
Bir Urolojik prosadir yerini kontaminasyondan (3rnegin, mikrobiyal,
madde) izole etmek i¢in tasarlanmis, dogal veya sentetik

Sistoskopi Ortisy
Cystoscopy Drape

malzemeierden veya her ikisinden yapiimis koruyucu bir kaplama.
Genellikie bu amag icin sekillendirilir ve sistoskopi, transiiretral
rezeksiyon (TUR) veya perkitan nefrostolitotomi (PCNL) igin

Parklitan Nafrostomi Ortiisd
ercutaneous Nephrostomy Drape

kulianiabilir. Bu, tek kullamimiik bir cihazdir.

A protective coating made of natural or synthetic materials, or both,
designed to isolate the site of a urclogical procedure from
contamination {eg, microbial, substance). It is usually shaped for this
purpose and can be used for cystoscopy, transurethral resection
{TUR), or percutareous nephrostolithotomy [PCNL). This is a single
use device.,

K.B.B. Ortiisd
E.N.T. Drape

39230- BB Cerrahi Ortlt / ENT Surgical Drape

8ir kulak/burn/bogaz (ENT}islemi sirasinda bir ameliyat béigesini
kontaminasyondan {6rnegin mikrobiyal, madde} izole etmek icin
tasarlanmis dogal veya sentetik malzemelerden veya her ikisinden
yapilmig koruyucu bir 6rtll. Genellikle bu amag icin sekillendirilir. Bu,
tek kullanimlik bir cihazdir. | .

A protective cover made of natural or synthetic materials, cr both,
designad to isolate a surgical site from contamination {eg microbial,
substance] during an ear / nose / throat (ENT) procedure. Usually
shaped for this purpose. This is a single use device.

STERIL TEK KULLANIMLIK CERRAHI ORTU SETLERI /
STERILE SINGLE USE SURGICAL DRAPE SETS

47783 - Cerrahi &rtdl, genel amagh, tek kullanimlik, Steril

Dogal veya santetik malzemelerden, veya her ikisinden yapilmis, cerra
insizyon bélgesini veya cerrahi alant gesitli kiinik ortamlarda (&rn.,
ameliyathane veya kateterizasyon laboratuar) kontaminasyondan
{&rn., mikrobik, madde) izole etmek Gzere tasarlanmis steril koruyucu
Grtldir. Cihaz ayrica hastayi bir cerrahi prosadiir sirasinda

sicak/alevden korumak icin de kullanilabilir. Tek kullanimliik bir cihazd
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Set Grubu Uriinleri icin Diger GMDN Kodu ve Aciklamasi:
Other GMDN Code and Explanation for Set Group Products:

Gz Seti / Eye Drape Sat

46697- Oftalmik Cerrahi Ortl / - Ophthalmic Surgical Drape

Gdzle ilgili cerrahi veya refraktif ve genel oftalmik biiro islemleri
sirasinda gdz cevresinda temiz ve kuru steril bir alani tegvik etmek
{izere tasarlanmus, dogal veya sentetik malzemelerden veya bunlarin
her ikisinden yapilmis koruyucu bir kaplama. Cihaz, kaslan 6rtmek,
kirpikleri veya g6z kapaklarini geri gekmek, géz kapagini tamamen
kapatmak veya gzl tamamen kapatmak icin kullaniabilir. Cihaz

tipik olarak dogrudan basinca duyarl bir yapistirici ile cilde sabitlenir
ve tipik olarak steril olarak verilir. Bu, tek kullanimlik bir cihazdr.

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 eyelids, completely occlude the eyelid, or completely cover
the eye. The device is typically secured directly fo the skin with a
pressure-sensitive adhesive, and is typically supphed sten! .Thisis a
single-use device

T.U.RSeti/T.URSet

Sistoskopi Seti / \_\,s*ascopy Set

Rerkiitan Nefrostomi Seti
Percutanecus Nephrostomy Set

42558- Urolojik Cerrahi &rtli / - Urological Surgery Drape

Bir Urolojik prosediir yerini kontammasyondan,(amegm mikrobiyal,
madde) izole etmek igin tasarlanmig, dogal veya sentetik
malzemelerden vaya her ikisinden yapilmig koruyucu bir kaplama.
Genellikie bu amac igin sekillendirilir ve sistoskopi, transirstral
rezeksiyon {TUR) veya perkiitan nefrostolitotomi (PCNL) icin
kullaniiabilir. Bu, tek kullanimlik bir cihazdir.

A protective cozting made of natural or synthetic materials, or both,
designed to isolate the site of a urological procedure from
contamination {eg, microbial, substance). It is'usually shaped for this
purpose and can be used for cystoscopy, transurethral resection {TUR)
or percutansous neghrostolithotomy (PCNL). This is a single use devics

K.B.B. Seti / E.N.T Set

39230- K88 Cerrahi Ortli / ENT Surgical Drape

Bir kulzk/burn/bogaz (ENT) islemi sirasinda bir ameliyat bolgesini
kontaminasyondan [6rnegin mikrobiyal, madde) izole etmek icin
tasarlanmig dogal veya sentetik malzemelerden veya her ikisinden
yapiimis koruyucu bir értd. Genellikle bu ama§ icin sekillendirilir. Bu,
tek kulianimbk bir cihazdir. .

A protective cover made of natural or synthetlc materxals, or both,
designed to isolate a surgical site from contamination (eg micrabial,
substance) during an ear / nose / throat (EN‘?) procedure. Usually

shaped for this purpose. This is a single use device.
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Uygunluk Degerlendirme Rotasi  :93/42/AT Tibbi Cihaz Direktifi-EK V Uretim Kalite Glivence Sistemi

Conformity Assessment Route  :93/42/EEC Medical Device Directive Annex V Production
Quality Assurance System :

Steril Uriin Omrii / Sterile Product Life: 3 yil / 3 year

Bu belge ile yukanida bahsi gecen Uriiniin Tibbi Cihazlar Yénetmeligi'ne $3/42/AT, uygun oldugu beyan edilir.
Bu beyant destekleyici biitlin dokliimanlar firmamiz arsivinde muhafaza edilir.

We hereby declare that the above mentioned products meet the provisions of the Council Directive
53/42/€EC for medical devices. All supporting documentation is retained under the premises of the
manufacturer.

Uygulanan Standartlar / Standards Applied :

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

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

ISO 11135:2014, EN ISO 11138-2:2017, EN ISO 11140-1:2009, EN 556-1:2001, EN 13795-1:2019, EN 1SO 811:2018,
EN 29073-3:1992, EN IS0 9073-10:2004, 1SO 13938-1:2019, ISO 22610:2018 o

Onaylanmis Kurulus / Notified Body : UDEM Uluslararasi Belgelendirme Denetim EZitim
’ Merkezi San. ve Tic. AS.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10
Umitkdy-CANKAYA/ANKARA, NB:2292

AT Sertifika Numarasi / EC Certificate Number: M.2021.106.14349
CE Markalama Tarihi / Start Of CE Marking Date: 09.03.2021
CE Markalama Bitis Tarihi / CE Marking End Date : 27.05.2024

imzalandigi Yer, Tarih/ Place of Issue Date : Bursa, 11.09.2023
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1.STERIL TEX KULLANIMLIK CERRAH] ONLUKLER / STERILE SINGLE USE SURGICAL APRONS

Uriin Kodlari / Product Codes | Uriin adi / Product Name Ebatlar/ Dimensions GMDN Kodu / GMDN Code

Standart Cerrahi Onliik /

erer Standart Surgica!l Gown

S-M—L—-XL-XXL 35778

Takviyeli Cerrahi Onliik /

saiibodstaies S-M—L—XL - XXL 35778
Reinforced Surgical Gown

INT 65

2.STERIL TEK KULLANIMLIK CERRAHI ORTULER ve SETLER / STERILE SINGLE USE SURGICAL DRAPES & SETS

Uriin Kodlar / Product Codes Uriin ads / Product Name | GMDN Kodu / GMDN Code |
INT-1200-14245S 240x140cm Surgical Sheet 47783
- Laparoscopic Cover 240
-8050-002 =
INT-8050-002 140x300cm 47783
INT-1200-10205 100x200cm Medical Sheet 47783
INT-1200-16205 160%200 cm Medical Sheet 47783
: 100x75¢m Sheet/ w
INT-120-1 ; :
INF-120e8 oF Adhesive Abs.Brdr. o
: 175%175cm Sheet/ w :
INT-1200-27757 Adfhacive Abs Bedr. 47783
: : TUR SHEET 180 -
INT-8010-

8010-361 250x200cm 47783
INT-1200-15205 150x200cm Medical Sheet 47783
INT- 1200-40508 40%50 ¢m Medical Sheet 47783

Oy H
INT-1000-93 7_Sx9gumASur§rcai Drape 47783
with Hole
' %24 b
INT-1126 16Cx240cm Tool Table 47783
Shaet
INT-K25 . Video Camera Cover 37450
INT-3010-015 Big Surgical Set 47783
{NT-8010-53 Set For Caeserean Section 47783
INT-3010-XX Laparocopy Set 47783
INT-3000-05 Standart Séirtxle Surgical 47783
INT-8010-20 Sterile TUR set 47783
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i Cearsaf laparoscopic steril INTERSET 240/140*300cm
2 Cersaf medical nesteril INTERSET 100x200cm

3 Cearsaf medical steril INTERSET 175x175cm

4 Cearsaf TUR INTERSET 250x200cm

5 Cimp chirurgical cu orificiu adeziv INTERSET 75%90cm

6 Husa pentru camera video INTERSET 14x250cm

7 Set chirurgical mare, steril INTERSET P/u operatii cu risc sporit de lichide
8 Set chirurgical steril INTERSET Pentru Cezariana
9 Set chirurgical steril INTERSET TUR

10 Set chirurgical steril INTERSET Standart

11 Cimp pentru masa de instrumente INTERSET 240X160cm
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