Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
| pe——— s 15 TTPPPTT

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 Hubei Runsan Medical Products Co., Ltd, China:

- Halat chirurgical steril, Runsan, Marimea S

- Halat chirurgical steril, Runsan, Marimea M

- Halat chirurgical steril, Runsan, Marimea L

- Halat chirurgical steril, Runsan, Marimea XL
- Halat chirurgical steril, Runsan, Marimea XXL

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 16.09.2023 Semnatura

Tabelul de receptionare a notificarii

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: 2023.09.16 1
Reason: MoldSign
Location: Moldovz



Catre Agentia Medicamentului si Dispozitive Medicale

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

Chisinaul 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 Hubei
Runsan Medical Products Co., Ltd, China:

- Halat chirurgical steril, Runsan, Marimea S

- Halat chirurgical steril, Runsan, Marimea M

- Halat chirurgical steril, Runsan, Marimea L

- Halat chirurgical steril, Runsan, Marimea XL
- Halat chirurgical steril, Runsan, Marimea XXL

Sunt autentice si corespund realitatii.

Numele, prenumele si functia: Semnatura

RA-Manager — Sandu Irina Data 15.09.2023



Hubei Runsan Medical Products Co.,Ltd.

Add: Yangtze River industrial Park, No.240 lingui Road,Xianan Zone,Xianning City,

mEEST

RUMSAN MEDICAL Hubei Province, China. 437100

Letter of Authorization

We, Hubei Runsan Medical Products Co., Ltd ,based in _Floor 3-4, Building 7, Yangtze River
Industrial Park, No.240 Jingui Road, Xianning city, Hubei Province, China, assign Dita Estfarm LLC,
based in No.23 Burebista street, Chisinau MD -2032, Republic of Maldova, 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
tion,of medical devices on the territory of the Republic of Moldova.




Protuct Servics

EC Certificate

Froduction Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex V
{Devices in class | in sterile conditions, sterilised systems or prcﬁedJre packs)

No. G2S 003747 0002 Rev. 00

Manufacturer Hubei Runsan Medical

Products Co.,Ltd.

Flogr 34, Bullding 7

Yangize River Incusteal Park. No.240 Jingui Read, Xanan
437100 XianningCity, Hui}@ Provi nce
PEOPLE'S REPUBLIC OF CHIN

EC-Representative: ZOUSTECH S.L.
Pso. Casteliana, 141 — Flanis 19, 28046 Madrid, SPAIN

Product Disposable Surgical Gown,

Category(ies): Disposable Medical Hole Towel,
Disposable Medium Drapes
Disposable Sterilized Surgical Packs

The Certification Body of TUV SUD Product Service GmbH declares that the aforementionesd
rnanufacturer has impl e*re'xted a quality assurance system for manufacture in ascordance with MDD
Annex V. This guality assurance system covers thoss aspects of manufasiure concerned with
securing and Mamzrlmﬁg sterile conditions of the respactive devices / davics calegories and conforms
to the requirements of this Directive. It is sublsct to periodical surveiilanse. See also notes cverleaf,
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TUV 3UD Product Service GmbH is Notified Body with identification no. 0123

i

UV SUD Preduct Service GmbH « Certification Body « Ridierstraie 63 « 80330 Munich » Germany TR

ZERTIFIKAT ¢ CERTIFICATE
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EC Certiﬁcate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
{Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 003747 0002 Rev. 00

Facility(ies): Hubei Runsan Medical Products Co.,Lid.
Floor 3-4, Building 7, Yangtze River Industrial Park,
N0.240 Jingui Road, Xianan Economical
Development Zone, XianningCity Hubei

Province, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 7
TUY 30D Product Servica GmbH is Notified Body with identification no. 0123

TOV 80D Frodust Service GrabH » Certification Bady » Ridlerstraliz 85 » 83338 Munich » Garmany.




Hubei Runsan Medical Products Co.,Ltd.

Add: Yangtze River Industrial Park, No.240 Jingui Road,Xianan Zone,Xianning City,
RHRSARMEDIERL Hubei Province, China. 437100
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Declaration of Conformity

Regarding 93/42/EEC on Medical Devices (MDD),Annex V

MANUFACTURER: HUBE! RUNSAN MEDICAL PRODUCTS CO., LTD

ADDRESS: YANGTZE RIVER INDUSTRIAL PARK, NO.240 JINGU! ROAD, XIANAN ZONE, XIANNING
CITY,HUBEI PROVINCE, CHINA. '

PHONE: +86 715 8136488

EC-Representative: ZOUSTECH S.L.

ADDRESS: Pso. Castellana, 141-Planta 19, 28046 Madrid, SPAIN

PRODUCT: STERILE DISPOSABLE GOWNS

MODEL: S, M, L, XL, XXL, XXXL

CLASSIFICATION: CLASS s

RULE: RULEL, ANNEX V, REGULATION 93/42/EEC

CONFORMITY ASSESSMENT:  ANNEX V 93/42/EEC

WE HEREWITH DECLARE THAT THE ABOVE-DENTIONED PRODUCTS MEET THE REQUIREMENTS OF MEDICAL
DEVICE REGULATION 93/42/EEC AND THE FOLLOWING HARMONIZED STANDARDS.

EN ISO 14974:2012 EN ISO 15223-1:2016
EN 1041:2008+A1:2013 150 10993-2:2018
e ESTEARNT e
EN ISO 10993-5:2009 EN 1SO 10993-10; 2013 P T
e X&o\
EN 13795-1:2019 =K

SIGNATURE: M!_

M PENG NAN/ GM




Halat chirurgical steril Runsan Madrimea S
1
2 Halat chirurgical steril Runsan Madrimea M
3 Halat chirurgical steril Runsan Marimea L
4 Halat chirurgical steril Runsan Madrimea XL
5 Halat chirurgical steril Runsan Marimea XXL
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