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Anexa
Catre
Agentia Medicamentului
s1 Dispozitivelor Medicale

NOTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

Solicitantul IM Vivamed International SRL, cu sediul or. Chisinau,str.Mircea cel
Batrin,16 (adresa)

tel./fax: 022926801, e-mail info@vivamed-int.com,

solicit inregistrarea in Registrul de stat al dlspozmvelor medicale a urmatoarelor categorii
s tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

Targa sanitara;
Se anexeaza urmatoarele acte:
Declaratie de Conformitate
Autorizatie de la producator.

Data Semnétura T ’

Tabelul de receptionare a notificarii L0l s 0 4
(se completeazd de catre Agentie in momentul depunerii notificarii de catre sohcnant)

refuzulm

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

| Agentie (in cazul acceptarii receptionarii)

Data/nr. de ordine atribuit notificarii de catre

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnadtura persoanei responsabile




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

Catre Agentia Medicamentului si Dispozitive Medicale

pe

Solicitant:IM Vivamed International SRL, cu sediul in mun.Chisinau,Bd.Mircea
cel Batrin,16,

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 dispozitivului medical:

Targa-sanitara;
Sunt autentice si corespund realitatii.
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Numele, prenumele si functia Semnétuﬁa 7/
Director Beregoi Valeriu
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GIMA S.p.A.
Via Marconi, 1

20060 Gessate (M1} - ltaly
www. gimaitaly.com

EXPORT DIVISION

tel, 39 02 953854209/221/225
fax +39 02 95380056
export@gimaitaly.com

FROFESSIONAL MEDICAL PRODUCTS

Gessate, 20 December 2022

Authorization for distribution

To whom it may concern

WHEREAS GIMA SPA who are established and reputable manufacturers or
distributors of medical devices having factories in Via Marconi 1, 20060 Gessate
(MI) - ITALY

do hereby authorize VIVAMED to distribute our products on market of Moldova.
Thas authorization is valid up to December 2023, and can be renewed.

GIMA S.p.A.
Export DH' CEOF—=s,

Capital € 364.000,00 V. aﬁ T. {IVA) R:Bsmration No. IT 00734640154 - - Registered in italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - - Registered Office: Via Tommaso Grossi, 2 - 20121 Milano




Manufacturer

< EURepresentative

Name: ZHANGJIAGANGTENGDA MACHINERY
E T rope B.V. MANUFACTURER CO.,LTD A,
‘ Address: NO.999 Hongqi Road, Changyinsha

Fascinatio Boulevard 5§22, Unit 1.7, _ » _ -
" 2909VA Capelle aan den lJssel, The Wodern Agricultural Demonstration Area,
4% Netherlands Zhangjiagang city, Jiangsu 215623, China

“ L Tel: +31(0)10 3034500 ; +31(0)2021 11106
SRN: NL-AR-000000247 Product Information

Conformity Assessment

Name : Emergency Stretcher

Model : See Annex

GMDN : See Annex
UDI-DI : 069748666609996 2

" Applicable Standards Basic UDI-DI:697486666stretcher999SE oy

-+ Conformity Assessment Procedure
-~ Annex lI+lll of Regulation (EU) 2017/745

" ENISO 14971: 2019 SRN : CN-MF-000013468
~ ENISO 15223-1: 2016 Classification: Class |, According to Rule 1, Annex

~ ENISO 20417: 2021 .
R VIIl, Regul 2 5 LEREA o
© 180 10993-1: 2018 cuiston EM 2RSS g

~ Remark We herewith declare that the above-méﬁfiﬁﬁéd ' |
The declaralion of conformity is valid in connection products meet the requirements of M-edicéi’ Dew::e '
-+ with the release technical  document Regulation (EU) 2017/745 and the applicable f
' CE/MDRHSM-01. standards above.

““. ENISO 10993-5: 2009 Declaration iy

757 All the supporting documentatior
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.. premises of the manufacturer ' WAL 20 )';. . 2
*"* The Declaration of Co Fon o0, T\

- the sole responsibility of the manufacturer.

formily is exclusively under
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Product Name Basic UDI-DI
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| TD010131G
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| TD010818
TD010138B
TD01013D
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[ MLF999-C3

| TDO1013A
| Toot013¢
_TDO1013E | TDO1013F_
' .TDO10133A | TDo10133¢
[ Too101330
TD01012A | TDO10128
| To01012¢

|| MLFo99-B1 |7

.MLF999-CA"

Sl | | MLF999-B

‘TD010121
| | MLF999-A3-1 | TD010114A
| TDO10114C

35892,
35843,
16906,
13818

‘w" -« - | Emergency
D - | Stretcher

697486666stretcher999SE

| [MLFo99-F1
|| MLF99gE
|| .TPO10161
| | MLF999.E1

| TDO101628

| Toototeza
| Toot01620
0010111 _
TDO1011S
| mootortz_ |

| 1001016 Tootoret |
| Tootors2 | ToO10183 | f
| TDO101564 | TDO10156
3 T901 01.55__ __-1 TDO10167

| TDO101168
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|| MLF999-A

[ | MLF999-D
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