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 pe piat3 a

dispozitivu

Aleze de unica folosinta 60x60‘ 60*60 UNbERPAD \ DR. COMFORT 47783.
cm
Aleze de unica folosinta 60x90 | 60*90 UNDERPAD DR. COMFORT 47783
cm
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Location: Moldova

Se anexeaza urmatoarele acte:

declaratia de conformitate CE emisi de producitor pentru dispozitivul medical
fabricat; e B

certificatul de conformitate CE valabil pentru dispozitivele fabricate;
actul prin care producitorul isi desemneazi reprezentantul/
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Data 08.09.2023 Semnatura

e
Tabelul de receptionare a notificirii % )
(se completeaza de catre Agentie in momentul depunerii notificsrii de catre”
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii
de cdtre Agentie (in cazul acceptirii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile
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EU DECLARATION OF CONFORMITY

Hereby, we, the Manufacturer:

We declare that the products described below in our delivered version comply with the essential
safety and health requirements in accordance with the Medical Devices Directive (MDR)
2017/745, in terms of their design and type, as put on the market by us, and that they are
'manufactured in accordance with the essential requirements specified in ANNEX-1' .

If a change is made to the product in question that is not accepted by us, this declaration will lose
its validity.

Manufacturer and Authorized Person Name: Sevingler Saglik Uriinleri Sanayi ve Ticaret AS.
Yasin Seving

Address: 5. Organize Sanayi Bdlgesi, 83557 Nolu Cad. No:9/1
Baspinar/Sehitkamil/Gaziantep

Applied National Technical : TSENISO 13485, TS EN 7199
Standards and Specifications

Applied EU Directives : Medical Devices Directive (MDR) 2017/745

YASIN SEVING o) S?gjﬂ : 14.09.2023
GENERAL MANAGER Bt TS

GAZIANTEP, TURKIYE Y Gz 352870 £

Siniidmi VD766 065 0577

PRODUCTS . .
1 [ 8680131202047 DR. COMFORT 60*60 UNDERPAD 10 pcs
2 | 8680131202973 DR COMFORT 6090 UNDERPAD 10 pcs
3 [ 8680131202058

#




EC DECLARATION OF CONFORMITY

SEVINCLER SAGLIK URUNLERI SANAYI VE TICARET

ANONIM SIRKETI.
BASPINAR{ORGANIZE)OSB MAH. 0.5.B. 5. BULGE 83557
NOLU CAD. NO: 9 IC KAPI NO: 1 SEHITKAMILZ GAZIANTEP
: Production Of Beby Dieper, Adult Disper, Adult Pants, Saby Pants,
Underpad, Wet Wipes, Sanltury Pads snd Baby Shampas

& Bebek Bexl, Yerigkin Beyl, Yetlskin Pantolon, Bebek Pontolon, Al Ped,
Islok Mendil, Hijyenik Ped ve Bebek Sampuan Uretimi

Product Type / rila Tipl : DNLOITH

Product Commercial Brand / Movke  : Giggles, Dr Comfort, Dr Marco, First Lady, Jusy Baby, Dolphin Baby

Directive 76/ 768/EEC Cosmutics
Gecerli AT Divektifleri BIDR Tibbl Clhae Mﬁw Regulstion (LU} 2017748
Direktd 78/ 788/ EEC Roumetik

: TSEN 14325, TS EN 150 6529, TSEN 464, EN IS0 13488

of the SADE Medical Dewice Repulation Regulstion [EU 20017/748 ax put Into slrouiadion by s, This deciarstion will cesss 1o be
wakid i o groduct specified sbove b replaned.
Teeln ediien mem yabonde




Sevingler Saflik Uriinleri San. ve Tic. A.S.
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MANUFACTURER AUTHORIZATION LETTER

DATE: 1* June 2023

To Whom it May Concern;

We, as Sevincler Saglik Urunleri Sanayi ve Ticaret A. S. as Manufacturer and Exporter of Hygienic goods
and Medical Tapes, having our factory at 3. Organize Sanayi Bolgesi No:36 Baspinar, Gaziantep / Turkey,
hereby declare that MEDGLOBALFARM LTD, located at Sarmizegetusa 37/2, MD - 2032, Chisinau,
Republic of Moldova. Has Exclusive authorization to sell, marketing and participating to local tenders
our products with brand of Dr.Comfort and Jusy baby within territory in MOLDOVA till 31" DECEMBER _
2023, this period includes the time even to sell the existing stocks of the products in
warehouse of MEDGLOBALFARM LTD. All the registration expenses will be paid by MEDGLOBALFARM
LTD.

Sevincler Saglik Urunleri Sanayi ve Ticaret A. S. has right to sell, export Exlucively or Non
Exclusively basis to any other company located in MOLDOVA during the time period of this declaration
document.

This Letter is valid until 31" DECEMBER 2023 and Sevincler Saglik Urunleri Sanayi ve Ticaret A. S. has
right to terminate this document at any time, at any reason with a notice of termination letter, without
paying any compensation to MEDGLOBALFARM LTD.

Expiry Date: 31" DECEMBER, 2023

Sincerely Yours,
Sevincler Saglik Urunleri Sanayi ve Ticaret A. S.

Deputy General Manager

Yakup SEVINC




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.Chisinau, str. Miron Costin
17/7,0f.71,

declar pe proprie rdspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, c& documentele si datele furnizate
pentru notificarea dispozitivului medical: |

Aleze de unica folosinta 60x60 cm

Aleze de unica folosinta 60x90 cm

Sunt autentice si corespund realititii.

Director general Granaci Boris
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