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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. 01 din 08.09.2023
Solicitantul ,MedGlobalFarm"” SRL, cu sediul R.Moldova, mun.Chisinau,
str.Miron Costin 17/7, of.71, tel./fax: 022-523090, e-mail
medglobalfarm@mail.ru, solicit inregistrarea in Registrul de stat al dispozitivelor

medicale a urmatoarelor categorii si tipuri de dispozitive medicale pentru introducerea
si punerea la dispozitie iatd a:

Recipient plastic pentru deseuri [20LTsumpeEDALBIN |
PRI 105 infectioase, 20 litri ' YELLOW Lt
Recipient plastic pentru deseuri 30 LT SLIM PEDAL BIN
2 | GF8-30.105 infectioase, 30l YELLOW 47783
Recipient plastic pentru deseuri 50 LT SLIM PEDAL BIN
# | PR30 105 infectioase, 50! YELLOW A

Se anexeaza urmatoarele acte:

declaratia de conformitate CE emisj de producitor pentru dispozitivul medlcal ‘
fabricat; ;
certificatul de conformitate CE valabil pentru dispozitivele fabricate
actul prin care producitorul isi desemneazi reprezentantul/

Data 08.09.2023 Semniitura __ B ono wisssnnors

Tabelul de receptionare a notificirii S T

(se completeazd de citre 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 cdtre Agentie (in cazul acceptarii
receptionarii)
Numele, prenumele, functia
persoanéi responsabile de
receptionarea dosarului
Semnatura persoanei responsabile




AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY
BizWe; AFACAN PLASTIK ENDUSTRIYEL TEMIZLIK VE SAGLIK URUNLERI INS SAN VE TIC
LTD 8Ti
'ﬁ%sérﬁa ozellikleri belirtlen, standarliara ve ambala] atiklannin kontroli  yonetmeligi uygun olarak
urettigimizi beyan ederiz We hereby declare that we produce in accordance with the standards
specified in the specifications and the regulations on the control of packaging waste..

ILETISIM/ COMMUNICATION

Adres / Address : YENI CAMI OSB MAH. 2. CAD NO'2/1 KAVAK SAMSUN
Telefon / Telephone : 90 362 228 44 50
Web Adres / Web Address : wew afacanplastik com

Mail 1 Mail ¢ mali@afacanplastik com
Uniin Adt MUHTELIF EBAT VE HACIMDE ENFEKTE (TIBBI) ATIK KOVASI

Product Name: INFECTIOUS (MEDICAL) WASTE BUCKET IN VARIOUS SIZES AND VOLUME

Tibbi Cibaziar Yonetmeligi: MDR {(AB) 2017/745. Risk simfi Sinif | kapsaminda bu beyan hazidanmus ve
drune ait gerekliiklere liskin kurallar isletimeldedic

Medical Devices Regulation: MDR (EU) 2017/745, This declaration has been prepared within the
scope of Risk Class Class | and the rules regarding the requirements of the product are operated.

UYGULANAN HARMONIZE STANDARTLARI / Implemented Harmonization Standards ;

TSE K 458 Polipropilenden mamul tibbi atik kovast Medical waste based on polypropylene

TS 13819 Tibbi atik toplama torbas: - Polietilenden (PE) Medical waste collection bag - Polyethylene
£EN 840-1'den EN 840-4 Seyyar ¢op ve ger donisum kaplan Mobile waste and recycling containers

Tarih / Yetkil imza 28082018
Date / Autonised Signis

Sirket Mudtiru Sirket Kasesi
Company Manager Company Stamp
¥ ” Afacan Plastik easisiye
% ({}g/ YMum&mhkmm
7 Yaai Cami{ 088 M. 0882 €4 Na'2

Tok: B 382 266 79 S0 Far 0 362 268 80 31
18 Mayis V.0. 808 642 7842 Tic. Ske. Mo, 27681
No: DODS-0R2T-3420-8011
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Certificate — Ceptudomkar —

Form QAT_10-M04, version 00, effective since March 25th, 2020

Certificate of Compliance

No. 25201002.APED23

Certificate’s AFACAN PLASTIK ENDUSTRIYEL TEMIZLIK
Holder: VE SAGLIK URUNLERI INS. SAN. VE TiC.
LTD.$TI.
YENI CAMI OSB MAH. 2. CAD NO: 2/1 KAVAK

SAMSUN / TURKEY

Certification ECM
Mark:

Medical Waste Bins Sharp Box
Medical Glass Waste Bins Sharp Box

Various Waste Bins
Model(s): ' (see the following annex)

Product:

Verification to: ~ related to CE Directive(s):
,v ’ 2014/68/EU (Pressure Equipment)

Remark: This document has been issued on a voluntary basis and Upon recjues’r of the manufacturer. It is
our opinion that the technical documentation received from the manufacturer is satisfactory for the

requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products
accordingly to the ECM regulation about its release and its use. - '

Additional information and é"lorificoﬁon about The Marking: . .
The manufacturer is respovnsible for the CE Marking process, and if necessary, must
refer fo a Notified Body. This document has been issued on the basis of the regulation
on ECM Voluntary Mark for the certification of products. RGO1_ECM rev.3 available
at: www.entecerma.it .

Issuance date: 02 October 2020
Expiry date: 01 October 2025

Reviewer
Technical expert
Amanda Payne

Approver
ECM Service Director

Enie Certificazione Macchine Sri
Via Ca’ Bella, 243 - Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 & +39 051 6705156 53 info@entecerma.it ® www.entecerma.it



@facan Plastik BEE

Endusiive! Temiriie ve Salik Linien , Sewomnam

LETTER OF AUTHORIZATION

Afacan Plastik Industrial Cleaning and Health Products give MED GLOBALFARM SRL permissian to act.
This letter of authorization will be in effect from 7.09.2023 to 07.09.2024 If iyoa have any questions or

concerns, please feel free to contact us at (export@afacanplastik.com).

AFAC&N ?LAST!K ENDUWEL . MED GLOBALFARM SRL 5TR.

TEMQUK VE SAGLIK URUNLEK! v -~ MIRON COSTIN 17/7, OF. _?1, ‘
INS. SAN.» TIC. LTD. STI. YENI CHIQNRU, 2068 MOLDOVA.
CAMI OSB MAH. 2. CADNO:2
KAVAK, SAMSUN — TURKIYE
TEL: 490 362 228 44 50 .
Flande DEMIR

[§] Fabrika Yeni Cami OSB Mah. 058 2 C&ﬂ No: 2 Kavak /SAMSUN | Telefon 0362 26679 59
8] AvB4 Kuzey Yildiz Mah Mfm:a Bey | Buly, Nﬁnz Canik / SAMSUN | Telefon 0 362 228 44 50




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

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Medglobalfarm SRL, cu sediul mun.Chisindu, str. Miron Costin
17/7,0f.71,

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 dispozitivului medical:

Recipient plastic pentru deseuri infectioase, 20 litri
Recipient plastic pentru deseuri infectioase, 30I
Recipient plastic pentru deseuri infectioase, 50I

Sunt autentice si corespund realitatii.

Director general Granaci Boris |-~ cnGLOBR- Semnétura %

Data 08.09.2023
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