Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care deftin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
nr. 02 din 11.09.2023

Solicitantul ,,GBG-MLD” SRL, cu sediul in mun. Chisinau, str. Albisoara 64/2, tel./fax: 022 54 73 73, e-
mail office@gbg.md, solicit respectuos inregistrarea in Registrul de stat al dispozitivelor medicale a

urmdtoarelor categorii si tipuri de dispozitive medicale ale producatorului BEIJING AK MEDICAL CO.,
Ltd. pentru introducerea si punerea la dispozitie pe piatd a urmétoarelor produse:

Numarul de referinta | Denumire Generica Produs

2323-3832

_' AK-AC-I-TTM-I Acetabular Cup size 38

2323-4032

AK-AC-1I-TTM-I Acetabular Cup size 40

2323-4234
2323-4436

| AK-AC-II-TTM-1 Acetabular Cup size 42 .
| AK-AC-II-TTM-I Acetabular Cup size 44 J

2323-4638

| 2323-4840
2323-5042

| AK-AC-II-TTM-| Acetabular Cup size 46 |
| AK-AC-II-TTM-I Acetabular Cup size 48

| AK-AC-II-TTM-I Acetabular Cup size 50

2323-5244

AK-AC-lI-TTM-I Acetabular Cup size 52

2323-5446
2323-5648

AK-AC-II-TTM-! Acetabular Cup size 54

AK-AC-II-TTM-I Acetabular Cup size 56

2323-5850
2323-6052
2323-6254
2323-6454

| AK-AC-II-TTM-| Acetabular Cup size 58
AK-AC-II-TTM-I Acetabular Cup size 60
AK-AC-II-TTM-I Acetabular Cup size 62

AK-AC-II-TTM-I Acetabular Cup size 64

| 2323-6658
| 2323-6858
2323-7060

AK-AC-II-TTM-1 Acetabular Cup size 66
AK-AC-II-TTM-| Acetabular Cup size 68
| AK-AC-II-TTM-I Acetabular Cup size 70

2321-4840
| 2321-5042

AK-AC-II-TTM-V Acetabular Cup size 48

| AK-AC-II-TTM-V Acetabular Cup size 50

| 2321-5244

| AK-AC-II-TTM-V Acetabular Cup size 52

| 2321-5446
| 2321-5648

AK-AC-II-TTM-V Acetabular Cup size 54 ) |
AK-AC-II-TTM-V Acetabular Cup size 56 _'

| AK-AC-I-TTM-V Acetabular Cup size 58

| 2321-5850
2321-6052

AK-AC-II-TTM-V Acetabular Cup size 60

2321-6254
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AK-AC-II-TTM-V Acetabular Cup size 62
AK-AC-II-TTM-V Acetabular Cup size 64
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B
@ AK-AC-II-TTM-V Acetabular Cup size 68




2321-7060
1 1100-3801

1100-3802

| 1100-3825
1100-3803

1100-3835

| 1100-3804

- 1100-3845

1100-3805
1100-3855
1100-3806

1100-3807

1100-3808
| 1100-2801
1100-2802

AK-AC-II-TTM-V Acetabular Cup size 70

| AK-ML-TP Femoral Stem 127° size 1

AK-ML-TP Femoral Stem 127° size 2

. AK-ML-TP Femoral Stem 127° size 2,5
| AK-ML-TP Femoral Stem 127° size 3

| AK-ML-TP Femoral Stem 127° size 3,5

| AK-ML-TP Femoral Stem 127°size 4 ]

 AK-ML-TP Femoral Stem 127° size 4,5

AK-ML-TP Femoral Stem 127° size 5
AK-ML-TP Femoral Stem 127° size 5,5
AK-ML-TP Femoral Stem 127° size 6

| AK-ML-TP Femoral Stem 127° size 7

AK-ML-TP Femoral Stem 132° size 1
AK-ML-TP Femoral Stem 132° size 2

1100-2825
1100-2803

AK-ML-TP Femoral Stem 132° size 2,5

AK-ML-TP Femoral Stem 132° size 3

1100-2835

1100-2804
| 1100-2845

AK-ML-TP Femoral Stem 132° size 3,5

AK-ML-TP Femoral Stem 132° size 4

AK-ML-TP Femoral Stem 132° size 4,5

| 1100-2805

1100-2855
1100-2806

: AK-ML-TP Femoral Stem 132° size 5

‘___A_K-_IV_IL-TP Femoral Stem 132° size 5,5
AK-ML-TP Femoral Stem 132° size 6

- 1100-2807

1100-2808
1100-2900

 AK-ML-TP Femoral Stem 132° size 7
AK-ML-TP Femoral Stem 132° size 8

AK-SL-Cone Femoral Stem 125° size O

1100-2901

1100-2902

. AK-SL-Cone Femoral Stem 125° size 1
AK-SL-Cone Femoral Stem 125° size 2

1100-2903

AK-SL-Cone Femoral Stem 125° size 3

1100-2904
1100-2905
1100-2906
1100-2907

AK-SL-Cone Femoral Stem 125° size 4

_ AK-SL-Cone Femoral Stem 125° size 5
AK-SL-Cone Femoral Stem 125° size 6

1100-2908

. AK-SL-Cone Femoral Stem 125° size 7

AK-SL-Cone Femoral Stem 125° size 8

1100-2909
1100-2910

AK-SL-Cone Femoral Stem 125° size 9

AK-SL-Cone Femoral Stem 125° size 10

1100-2911
1100-2912

AK-SL-Cone Femoral Stem 135° size O

AK-SL-Cone Femoral Stem 135° size

| 1100-2913

AK-SL-Cone Femoral Stem 135° size

| 1100-2914
| 1100-2915

AK-SL-Cone Femoral Stem 135° size

' 1100-2916

AK-SL-Cone Femoral Stem 135° size

AK-SL-Cone Femoral Stem 135° size

| 1100-2917

AK-SL-Cone Femoral Stem 135° size

| 1100-2918
1100-2919

1100-2920

1100-2921

| AK-SL-Cone Femoral Stem 135° size

AK-SL-Cone Femoral Stem 135° size

AK-SL-Cone Femoral Stem 135° size
AK-SL-Cone Femoral Stem 135° size



2329-3222 60/36

2329-3422  AK-L-lI-Liner HXLPE size size 34/22
2329-3628 | AK-L-lI-Liner HXLPE size size 36/28
2329-3828 _ AK-L-ll-Liner HXLPE size size 38/28

_£>29-4028 | AK-L-ll-Liner HXLPE size size 40/28 -
2329-4228 | AK-L-ll-Liner HXLPE size size 42/28

2329-4428 | AK-L-ll-Liner HXLPE size size 44/28
2329-4628 | AK-L-lI-Liner HXLPE size size 46/28 -
2329-4828 o _ AK-L-II-Liner HXLPE size size 48/28
12329-5028 - - AK-L-II-Liner HXLPE size size 50/28

| 2329-5228 _ AK-L-li-Liner HXLPE size size 52/28

| 2329-5428 | AK-L-ll-Liner HXLPE size size 54/28
2329-4232  AK-L-lI-Liner HXLPE size size 42/32
2329-4432 _ AK-L-lI-Liner HXLPE size size 44/32
2329-4632 AK-L-II-Liner HXLPE size size 46/32
2329-4832 | AK-L-lI-Liner HXLPE size size 48/32
2329-5032 - AK-L-lI-Liner HXLPE size size 50/32

| 2329-5232 | AK-L-Il-Liner HXLPE size size 52/32

i 2329-5432 - - I AK-L-ll-Liner HXLPE size size 54/32

| 2329-5632 | AK-L-II-Liner HXLPE size size 56/32

| 2329-5832 : AK-L-1l-Liner HXLPE size size 58/32
2329-6032 | AK-L-lI-Liner HXLPE size size 60/32
2329-4636 - AK-L-II-Liner HXLPE size size 46/36

| 2329-4836 AK-L-ll-Liner HXLPE size size 48/36
2329-5036 | AK-L-ll-Liner HXLPE size size 50/36

| 2329-5236 - | AK-L-ll-Liner HXLPE size size 52/36

| 2329-5436 I AK-L-lI-Liner HXLPE size size 54/36

2329-5636 | AK-L-II-Liner HXLPE size size 56/36
2329-5836 | AK-L-lI-Liner HXLPE size size 58/36
2329-6036 | AK-L-ll-Liner HXLPE size size 60/36
1200-0122 _ AK-FH-M Femoral Head diam 22/0

- 1200-0222 ~ AK-FH-M Femoral Head diam 22/+4
1200-0322 AK-FH-M Femoral Head diam 22/+8
1200-0028 ) - AK-FH-M Femoral Head diam 28/-4
1200-0128 ~ AK-FH-M Femoral Head diam 28/0

| 1200-0228 B - AK-FH-M Femoral Head diam 28/+4
1200-0328 _;_ AK-FH-M Femoral Head diam 28/+8
1200-0032 | AK-FH-M Femoral Head diam 32/-4
1200-0132 B - | AK-FH-M Femoral Head diam 32/0

£ 1200-0232 B ' AK-FH-M Femoral Head diam 32/+4
1200-0332 | AK-FH-M Femoral Head diam 32/+8
1200-0036 | AK-FH-M Femoral Head diam 36/-4
1200-0136 - AK-FH-M Femoral Head diam 36/0
1200-0236 - AK-FH-M Femoral Head diam 36/+4
2202-0028 | AK-FH-C Femoral Head o
2202-0128  AK-FH-C Femoral Head

2202-0228 AK-FH-C Femoral Head




1 2202-0032 AK-FH-C Femoral Head

2202-0132 - - AK-FH-C Femoral Head - - -
2202-0232 AK-FH-C Femoral Head
2202-0332 ~ AK-FH-C Femoral Head
2202-0036 . AK-FH-C Femoral Head - -
2202-0136 - - - AK-FH-C Femoral Head -
| 2202-0236 | AK-FH-C Femoral Head S
2202-0336 o - AK-FH-C Femoral Head __ |
1300-2015 - _ Acetabular Cup Screw - -
1300-2020 - _Acetabular Cup Screw -
1300-2025 Acetabular Cup Screw
1300-2030 | Acetabular Cup Screw
1300-2035 - | Acetabular Cup Screw
1300-2040 - Acetabular Cup Screw
1300-2045 | Acetabular Cup Screw -
1300-2050 Acetabular Cup Screw
1300-2055 ~ Acetabular Cup Screw
1300-2060 | Acetabular Cup Screw
| 1300-2065 ) | Acetabular Cup Screw
1300-2070 Acetabular Cup Screw

Se anexeaza urmitoarele acte:

Notificarea pentru inregistrarea dispozitivelor medicale;

Declaratia pe proprie raspundere;
Declaratia de conformitate;
Scrisoarea de Autorizare,
Certificat CE.

vaa 409, X015
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Semndtura
L// ]

Tabelul de receptionare a notificirii
(se completeaza de cétre Agentie in momentul depunerii notificarii de citre

solicitant)

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

feedt

Data/nr. de ordine atribuit notificarii de catre
Agentie (in cazul acceptdrii receptionarii)

S 354/ A, 08,09 0223

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

== 7[{,, 2 9'44/ p/ w4k

Semnétura persoanei responsabile




		2023-09-27T18:10:53+0300
	Moldova
	MoldSign Signature




