Corobeeanu 7A ap.9, cu sediul in mun. Chisindu, str. Petricani 88/1, oficiul 10, tel./fax: 022-62-30-

NOTIFICARE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
nr. 51 din 04.12.2023

Solicitantul Sanmedico SRL cod fiscal 1003602008154, cu adresa juridicd: mun. Chisindu str.

32, e-mail sanmedico.office@gmail.com, 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:

1 213001 ELISA KIT Total 25-OH VITAMIN D
2 K00201 ELISA KIT CORTISOL
3 K00203 ELISA KIT DHEA-S
4 R97402 ELISA KIT ENA-6 SCREEN
5 K01210 ELISA KIT FERRITIN
6 K01220 ELISAKIT FREE TESTOSTERONE
7 205302 ELISA KIT FSH
8 Q00208 ELISA KIT FT3
9 Q00209 ELISA KIT FT4
10 202301 ELISA KIT LH
11 RO5318 ELISA KIT NUCLEO-9-LINSSIMMUNOBLOT
12 RO5319 ELISA KIT NUCLEO-9-LINEGIMMUNOBLOT
13 K00225 ELISA KIT PROGESTERONE
14 Z05303 ELISA KIT PROLACTIN
15 R97425 ELISA KIT RHEUMATOID FACTOR IGA
16 R97423 ELISA KIT RHEUMATOID FACTOR I1GG
17 201208 ELISAKIT T3
18 201232 ELISA KIT T4
19 K00234 ELISA KIT TESTOSTERONE
20 R97435 ELISA KIT THYROGLOBULIN
21 R11461 ELISA KIT ANTI-DGP IGA
22 R11462 ELISA KIT ANTI-DGP I1GG
23 R0O5313 ELISA KIT ANTI-DSDNA SCREEN
| 24 R99457 ELISA KIT ANTI-GLIADIN IGA
25 R97420 ELISA KIT ANTI-INSULIN
26 R99459 ELISA KIT
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27 R99449 ELISA KIT ANTI-PHOSPHOLIPID SCREEN
IGG/IGM

28 204366 ELISA KIT ANTI-SYPHILIS AB

28 R97400 ELISAKIT ANTI-TG IGG

30 R97401 ELISA KIT ANTI-TPO IGG

81 R01210 ELISA KIT ANTI-TRANSGLUTAMINASE IGA

32 RO1211 ELISA KIT ANTI-TRANSGLUTAMINASE 1GG
ANTI-TRANSGLUTAMINASE

33 R10212 ELISA KIT SCREEN

34 203320 ELISA KIT B-HCG

35 R97434 ELISA KIT ANCA COMBI

36 K00197 ELISA KIT ANDROSTENEDIONE
ANTI-B-2-GLYCOPROTEIN |

37 RO7421 ELISA KIT IGG/IGM
ANTI-B-2-GLYCOPROTEIN |

38 R01101 ELISA KIT SCREEN

39 R97414 ELISA KIT ANTI-CARDIOLIPIN IGA

40 R97413 ELISA KIT ANTI-CARDIOLIPIN IGG/IGM

41 R97415 ELISA KIT ANTI-CARDIOLIPIN SCREEN

42 RO7548 ELISA KIT ANTI-CRA

43 K00192 ELISA KIT 17-a-OH-PROGESTERONE

44 K00194 ELISAKIT 17-B-ESTRADIOL

45 R99445 ELISA KIT ANA COMBI 8

46 RO5303 ELISA KIT ANA DETECT

47 R99419 ELISA KIT ANA SCREEN 8

48 RO5317 ELISA KIT ANA-9-LINE IMMUNOBLOT 16

49 BO5175 ELISA KIT BSA 30%

50 BO5176 ELISAKIT BSA 22%

51 BO5178 ELISA KIT LISS SOLUTION

52 BO800O ELISA KIT PAPAIN

53 B18908 ELISA KIT ANTI-K, MONOCLONAL

54 B09934 ELISA KIT ANTI-H, LECTIN

55 B13001 ELISA KIT ANTI-CW, MONOCLONAL

Se anexeaza urmatoarele acte:

Declaratia de conformitate CE

Autorizatia de la producitor

Declaratia pe propria raspundere

Data 04.12.2023
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Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificdrii de cétre solicitant)

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

AT

Data/nr. de ordine atribuit notificarii de
catre Agentie (in cazul acceptarii
receptiondrii)

e,

< L6 i MAMS’

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

(N A

Semnatura persoanei responsabile

A MEDICAMENTULUT |
ZITIVELOR MEDICALE
.hxswau str. Korolenm 2/1
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