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

Citre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. 05 din 25.09.2023

Solicitantul ,,GBG-MLD” SRL, cu sediul in mun. Chisindu, 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
urmétoarelor categorii si tipuri de dispozitive medicale ale producatorului BEIJING AK MEDICAL CO.,
Ltd. pentru introducerea si punerea la dispozitie pe piatd a urmatoarelor produse:

Denumirea Generica

Categoria

AK - CL - TH & AK-ML Hip Replacement System M9 super

Instrument set for cementless acetabular cup

AK - ML - TP & AK-ML-TH Femoral Stem M9 super

Instrument set for cementless femoral stems

|AK-SL Cone Femoral Stem

Instrument set for cementless femoral stems

Se anexeazi urmitoarele acte:

Notificarea pentru inregistrarea dispozitivelor medicale;

Declaratia pe proprie rdaspundere,
Declaratia de conformitate;
Scrisoarea de Autorizare;

vaa - P A

Tabelul de receptionare a notificarii

(se completeaza de citre Agentie in momentul depunerii notificarii de cétre \%.

solicitant)

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

Data/nr. de ordine atribuit notificirii de cétre
Agentie (in cazul acceptarii receptionarii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Ceaicovschi Tudor
Date: 2023.09.27 18:10:08 EEST

Reason: MoldSign Signature
Location: Moldova




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

Citre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. 05 din 25.09.2023

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
urmatoarelor categorii si tipuri de dispozitive medicale ale producétorului BELJING AK MEDICAL CO.,
Ltd. pentru introducerea si punerea la dispozitie pe piatd a urméatoarelor produse:

Denumirea Generica Categoria
AK - CL- TH & AK-ML Hip Replacement System M9 super Instrument set for cementless acetabular cup
AK - ML - TP & AK-ML-TH Femoral Stem M9 super Instrument set for cementless femoral stems
iAK—SL Cone Femoral Stem Instrument set for cementless femoral stems

Se anexeaza urmaétoarele acte:

Notificarea pentru inregistrarea dispozitivelor medicale;
Declaratia pe proprie rdspundere;

Declaratia de conformitate;

Scrisoarea de Autorizare;

Data %j /W M ”6 Semnatura

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

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

Data/nr. de ordine atribuit notificarii de cétre
Agentie (in cazul acceptirii receptiondrii)
Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului
Semnatura persoanei responsabile




Anexa nr. 2

La Procedurile administrative pentru notificarea
dispozitivelor medicale care defin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: ,,GBG-MLD” SRL, cu sediul in mun. Chisindu, str. Albisoara 64/2,

declar pe proprie rdspundere, cunoscénd prevederile art. 3521, Codul Penal al Republicii Moldova cu privire la
falsul in declaratii, cd documentele si datele furnizate pentru inregistrarea dispozitivelor producétorului
BEIJING AK MEDICAL CO., Ltd. pentru introducerea si punerea la dispozitie pe piatd a urmatoarelor
produse:

Denumirea Generica Categoria
AK - CL - TH & AK-ML Hip Replacement System M9 super Instrument set for cementless acetabular cup
\AK- ML - TP & AK-ML-TH Femoral Stem M9 super Instrument set for cementless femoral stems
IAK-SL Cone Femoral Stem Instrument set for cementless femoral stems

Semndtura /

Data 02-{’ (,0 /




Denumirea Generica Categoria
AK - CL - TH & AK-ML Hip Replacement System M9 super Instrument set for cementless acetabular cup
AK - ML - TP & AK-ML-TH Femoral Stem M9 super Instrument set for cementless femoral stems

AK-SL Cone Femoral Stem Instrument set for cementless femoral stems




Document No: AK-TD002-0C-3

Document Title: Declaration of Conformity o = I %
Document Issue: 01 - E )?Eﬁ
&Ny AKMEDICAL

Release Date: 22-January-2020

Declaration of Conformity

MANUFACTURER; Beijing AK Medical Co., Ltd.
ADDRESS . NO.10, BAIFUQUAN ROAD, CHANGPINGSCIENCE PARK,
102200, BEIJING, CHINA
MEDICAL DEVICE: Class | Orhopaedic Instrumetation, see attached List
CLASSIFICATION - ANNEX [X: Class |, rule 6.

CONFORMITY ASSESSMENT ROUTE: Annex I, excluding section 4 of MDD, section 3.2.

WE, BEIJING AK MEDICAL CO., LTD., HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC OF 14 JUNE 1993 CONCERNING MEDICAL DEVICES;

INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE 2007/47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY

NOTIFIED BODY: UDEM Uluslararasi Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073 Sokak No:10 Umitkoy
CANKAYA, Ankara
Country : Turkeys

IDENTIFICATION NUMBER 2292
EC |REP
EUROPEAN REPRESENTATIVE: M/s CMC Medical Devices & Drugs S.L
(EUROPE)
ADDRESS: C/Horacio Lengo N° 18
CP 29006,
Malaga-Spain

TELEPHONE: +34951214054

START OF CE-MARKING:

PLACE, DATE OF DECLARATION:

SIGNATURE:

S
POSITION: Management Reprgs%tatwe
< J‘i

‘_--




Version No.: 1.5

Acetabulum Instruments List for { AK-AC-1l TP Acetabular Cup) ,..::-.:\7
AK-CL-TH & AK-ML Hip Replacement System i 2
M9 super BEFMIF AT E V
No. | Reference No. Name Specification Qty. Picture R
e RY E4. 3 Fiki3 g Eig
1 G30023 Reamer Handle 1 S - | FREIEREA
M\
424 44% 464 A8H, {-. ~ 3
2 G20137-lI Cup Trial 50#,52#,54%# 56#, 12 ' A= RN
58#,60#,62#,64# %
42/22, 44/22 2
44/28, 46/28, 48/28,
50/28, 52/28, 54/28, 9
56/28,58/28, 60/28 \
3 G20138-1 Liner Trial 48/32. 50132, 52/32. [SED =R
54/32, 56/32, 58/32, 8
60/32, 62/32
52/36, 54/36, 56/36, 5
58/36, 60/36, (62)64/36
4 4709-I Screw Drill Guide 1 C bv—uus SiaE
5 630098 Acetabular Impactor 1 h#___________:a {61 55 R A PR 4585
6 G30009 Acetabular Positioner 1 AR REE
22#
. 28# 5 «
7 G30006 Liner impactor 308 4 MRS
36#
8 G30010 Screw Holder 1 e » TS
9 G30011 Depth Gauge 1 i );‘4?17
10 47018 Acetabular Reamer | 40-65(1mm increment) 26
11 8923-IvV Soft Drill ®4X200, $4X210 2
12 G30012 Ratchet Handle 1

CT-MLKJC-super

1 ol 2

CLo& ML Acetabulun

i A



Version No.: 1.5

Acetabulum Instruments List for ( AK-AC-Il TP Acetabular Cup) '_:~.17
AK-CL-TH & AK-ML Hip Replacement System i 2
M9 super BEFIIFAR TR A"
No. Reference No. Name I Specification Qty. Picture T
Fs G B HirE o Bk
13 G30013 Polyxial Screwdriver 1 A —————— T3 1 B HE
BB ETRA
Acetabular Cup “ A o e
14 47131l 1 a ¢ Ak (AmiaM
I tor Head
mpacorriea ‘ NBFERL)
15 4704-1| 1 MEERIRME
Cement Impactor i ‘ " -
(Acetabulum Side) —— —' #(EIEEk
16 4704-01F 1 %)
17 Instrument Box 1 e

Total | 81 ,

1A o )

CL & ML Acetabulum

2 ol

(3]

CT-MLKJC-super
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Vearsion No. 1.2

o~
Femoral Canal Instruments List for (AK-ML-TP & AK-ML-TH Femoral Stem) FL
M9 super BERERIFEAR TH "‘V"
No. | Reference No. Name Specification Qty. Picture Ty
5y L] £2 3 A% 4 1
1 G30014 Femoral Canal Rasp Handle-Il 1 TR -1
- - .
2 | G20103-1l Offset Box Osteolome 1 J/ e W SANETTILRE
- = = i =
3 G20105 Y-Hammer B e IR
|5
4 G30016 Femoral Head Impactor 1 _=—='~l- 1Tk
5 G30017 Slem Inserter/ Exlraclor 1 M'm; RESWITTiEdY
E "
[} (G30022 Calcar Planer 1 A
7 G20110-1l T-Handle 1 ! e THRFH
* |
8 | G20112-B-I Neck Trial 132° 1-2,5,3-4.5,5-6,7-8 4 4‘ WHI132
220, 22/+4 2
28/0, 28/4 , 4 . .
28/+4, 28/+8 . @
9 G20111-1l Femoral Head Trial BRI H
32/0, 32/4,
32/+4, 32/+8 4 | . . . . .
3810, 36/4, . |
36/+4, 36/+8 |
10 | G20113—II Canal Drill 1 Ol R
11 G30018 Resection Tamplale 1 h W S
12 G30019 Femoral Head Extractor 1 }—h ESH
|
|
13 | G20911-40 Hook 1
14 G30021 Offset Stem Impactor 1
15 G20102 Femoral Canal Rasp 14 -8# 12
16 Instrument Box 1




VersionNo . 1 0

Instruments List of AK-SL Cone Femoral Stem :/Z L
PSR HRCONET B \"2
No. Reference No. Name Specifeation Qty. Pcture
BB i L] L o1 y SR
1]
| v
| 16
- 5
0 Vel Ty | Wi ae—
i
T
|
12
[ W
1 i
] Ll
IH e W in T :
| o {71

=" =t
(R
= | O U]
A 1= I
5
T 15 -
il | |
i G Nk Tl : =c ! {
i
iy
M
n
1l
12
11

i 21 St ARk 1 ~= Witk 1k

" LR )2 MR Stom hopa tor Red I
1 Jii e W oaren oo Bt 1
N framl Latrmiroor .
s, s
" Hev Vi | = A

Il Frams S vew i =" i

200 T i

: e Fomoral Head fmpactor . -=- ii

2210, 22/+4 2
280 28/4 28/+4,28/+8 4 “ .ﬁ.
| G20111 Femoral Head Trial Fh gk g
32/0, 3214 32/+4. 32/XL 4
3818, 36/M, 361L, 36/XL 4
o Sliding Hammer |
i i ¥ Hammer 1
0jy Offset Osteolome [
st 390 Canal Dl J=-05 )
= Monoaxal Serewdrver i
4 sl Bk
Total 95

CT OLO I/ | SL-Luytie



2
5 = AK
L\,‘* MEDICAL

To: Agentia Medicamentului si Dispozitivelor Medicale

We, Beijing AK Medical Co., Ltd. having a registrated office at No. 10, Baifuquan Road,
Changping Science Park, 102200, Beijing, China, assign “GBG-MLD” SRL, having a
registrated office at Str. Albisoara 64/2, Chisinau MD -2005, Moldova, as authorized
representative in correspondence with the conditions if directive 93/42/EEC, 98/79/EEC and

90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify
the registration of medical devices on the territory of the Republic of Moldova.

2" Floor, Xing Ye Building, No.10 Baifuquan Road, Changping Science Park, Beijing 102200, China
TEL / +86 10 80109581 FAX/ +86 10 80109583
woanat ak-mediral net sales@ale madical.not
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