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. 03 din 18.04.2023

Solicitantul ,,INTERMED” SRL, cu sediul in mun. Chisinau, str. Albisoara 64/2, tel./fax: 022 54 91
21, e-mail office(@intermed.md, solicit respectuos inregistrarea in Registrul de stat al dispozitivelor
medicale a urmatoarelor categorii si tipuri de dispozitive medicale ale producatoruiui PERMEDICA
S.P.A., pentru introducerea si punerea la dispozitie pe piatd a urmétoarelor produse:

Neo Nun‘(n:;ﬂrtii:t;?:alog Denumire generica (denumirea dispozitivului)
1 13211 EXACTA RS HaX-Pore Femoral Stem - size 1
2 13212 EXACTA RS HaX-Pore Femoral Stem - size 2
3 13213 EXACTA RS HaX-Pore Femoral Stem - size 3
4 13214 EXACTA RS HaX-Pore Femoral Stem - size 4
5 13215 EXACTA RS HaX-Pore Femoral Stem - size 5
6 13216 EXACTA RS HaX-Pore Femoral Stem - size 6
7 13217 EXACTA RS HaX-Pore Femoral Stem - size 7
8 13218 EXACTA RS HaX-Pore Femoral Stem - size 8
9 13219 EXACTA RS HaX-Pore Femoral Stem - size 9
10 13220 EXACTA RS HaX-Pore Femoral Stem - size 10
11 13221 EXACTA RS HaX-Pore Femoral Stem - size 11
12 13222 EXACTA RS HaX-Pore Femoral Stem - size 12
13 13251 EXACTA RS X-Pore Femoral Stem - size 1
14 13252 EXACTARS X-Pore Femoral Stem - size 2
15 13253 EXACTA RS X-Pore Femoral Stem - size 3
16 13254 EXACTA RS X-Pore Femoral Stem - size 4
17 13255 EXACTA RS X-Pore Femoral Stem - size 5
18 13256 EXACTARS X-Pore Femoral Stem - size 6
19 13257 EXACTA RS X-Pore Femoral Stem - size 7
20 13258 EXACTA RS X-Pore Femoral Stem - size 8
21 13259 EXACTA RS X-Pore Femoral Stem - size 9
22 13260 ) EXACTA RS X-Pore Femoral Stem - size 10
23 13261
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Locatighe Moldova 13232 ““"| EXACTA RS LATERAL HaX-Pore Femoral Stem - size 2




27 13233 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 3
28 13234 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 4
29 13235 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 5
30 13236 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 6
31 13237 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 7
32 13238 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 8
33 13239 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 9
34 13240 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 10
35 13241 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 11
36 13242 EXACTA RS LATERAL HaX-Pore Femoral Stem - size 12
37 13271 EXACTARS LATERAL X-Pore Femoral Stem - size 1

38 13272 EXACTA RS LATERAL X-Pore Femoral Stem - size 2

39 13273 EXACTA RS LATERAL X-Pore Femoral Stem - size 3

40 13274 EXACTA RS LATERAL X-Pore Femoral Stem - size 4

41 13275 EXACTA RS LATERAL X-Pore Femoral Stem - size 5

42 13276 EXACTA RS LATERAL X-Pore Femoral Stem - size 6

43 13277 EXACTA RS LATERAL X-Pore Femoral Stem - size 7

44 13278 EXACTA RS LATERAL X-Pore Femoral Stem - size 8

45 13279 EXACTA RS LATERAL X-Pore Femaoral Stem - size 9

46 13280 EXACTA RS LATERAL X-Pore Femoral Stem - size 10
47 13281 EXACTA RS LATERAL X-Pore Femoral Stem - size 11
48 13282 EXACTA RS LATERAL X-Pore Femoral Stem - size 12

Se anexeaza urmitoarele acte:

Notificarea pentru invegistrarea dispozitivelor medicale;
Declaratia pe proprie raspundere;

Declaratia de conformitate,

Scrisoarea de Autorizare;

EC Certificate.
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