SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001530/PCBB-HN
Ngay cong bo: 18/05/2026

1. Tén co s¢ cong bo: CONG TY TNHH MAY TRQ THINH VA THIET BI
THINH HOC CAT TUONG

2. Pia chi: S6 53, ph Phuong Mai, Phuong Kim Lién, Thanh phd Ha Noi
3. S6 vin ban cua co so: 0105/CB.CT Ngay: 18/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May tro thinh

Tén thuong mai (néu cd): May tro thinh

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Dung cho nguoi khiém thinh

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hiru: Starkey Laboratories, Inc

bia chi chu sé hitu: 6700 Washington Ave S, Eden Prairie, MN, USA,
UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: Cong ty TNHH Mday Trg thinh va Thiét bi thinh hoc Cat Tuong
Dia chi: S6 53, phd Phuong Mai, Phuong Kim Lién, Thanh ph Ha Noi



Dién thoai cd dinh: 02438574461 PDién thoai di dong: 0903422426
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |
tai licu k¥ thuat mo ta chic nang, thong so k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.
6 | Giy chimg nhan hop chuan X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

] ] ~ = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) (Néu c6) san xuat san xuat
6700
, , Starkey O Al 24 .
1 May tr¢ thinh mIa{rIC?}I’{ mega Isjglc:f;[ories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
6700
. , Starkey O Al 20 .
) May trg thinh m;rl(?}lli mega Isjlloﬂcjfgtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
6700
, , Starkey O All .
3 May tr¢ thinh mIa{rIC?}I’{ mega 6 Isjglc:f;[ories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
6700
. , Starkey O Al24 R .
4 May trg thinh R;r ey mega 1€ Isjlloﬂcjfgtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
6700
, , Starkey O AI20RI .
5 May tr¢ thinh R;r ey mega 0 RIC Isjglc:f;[ories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
6700
. . Starkey O i
6 May tro thinh R;r ey Omega AL 16 RIC Isjlloﬂcjfgtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
. May tro thinh Starkey Omega Al Cros Starkey 6700 UNITED
RICRT Laboratories, Washington Ave | STATES




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
1 S, Eden Prairie,
ne MN, USA
Starkey Omega Al 24 RIC Starke 6700
o | May tro thinh 12 y Lmeg b ryt . Washington Ave | UNITED
I aboratorics, S, Eden Prairie, | STATES
ne MN, USA
Starkey Omega Al 20 RIC Starke 6700
9 May trg thinh 312 Y & Lab }j[ . Washington Ave | UNITED
Ini OTatoties, 1S, Eden Prairie, |STATES
MN, USA
Starkey Omega Al 16 RIC Starke 6700
Lo | Méy tro thinh 12 yLmeg Labor;ytories Washington Ave | UNITED
I ’ S, Eden Prairie, [STATES
ne MN, USA
Starkey Omega Al Cros Starke 6700
1 May trg thinh RIC 3 i, ) & Labor;jtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
Starke 6700
12 May tro thinh Starkey Omega Al 24 CIC Labor;jtories Washington Ave | UNITED
I ’ S, Eden Prairie, [STATES
ne MN, USA
Starke 6700
13 May trg thinh Starkey Omega Al 20 CIC Labor;jtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
Starkey 6700
May tr¢ thinh Starkey Omega Al 16 CIC . Washington Ave | UNITED
14 Laboratories, L
S, Eden Prairie, |STATES

Inc




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu co0)
MN, USA
Starkey Omega Al 24 ITC Starke 6700
15 May tro thinh R y g Lab rei i Washington Ave | UNITED
- OTalONeS, 1 S Eden Prairie, |STATES
MN, USA
Starkey Omega Al 20 ITC Starke 6700
16 May tro thinh R y g Labor;ftories Washington Ave | UNITED
1 ’ S, Eden Prairie, [STATES
ne MN, USA
Starkey Omega Al 16 ITC Starke 6700
17 May trg thinh R Y & Lab rei i Washington Ave | UNITED
- OTalONeS, 1S Eden Prairie, |STATES
MN, USA
Starkey Omega Al 24 ITE Starke 6700
18 May tro thinh R y g Labor;ftories Washington Ave | UNITED
1 ’ S, Eden Prairie, | STATES
ne MN, USA
Starkey Omega Al 20 ITE Starke 6700
19 May tro thinh R y g Lab rei i Washington Ave | UNITED
- OTalONeS, 1S Eden Prairie, |STATES
MN, USA
Starkey Omega Al 16 ITE Starke 6700
20 May tro thinh R y g Lab r}f[ " Washington Ave | UNITED
1 aboratories, S, Eden Prairie, | STATES
ne MN, USA
Starke 6700
71 May tro thinh Starkey Omega Al 24 HS R Lab rei i Washington Ave | UNITED
- OTalONeS, 1S Eden Prairie, |STATES

MN, USA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu ¢0)
Starke 6700
2 May tro thinh Starkey Omega Al 20 HS R Lab r}f[ " Washington Ave | UNITED
1 aboratories, S, Eden Prairie, | STATES
ne MN, USA
Starke 6700
23 May tro thinh Starkey Omega Al 16 HS R Laborziories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
Starkey G Series Al 16 RIC Starke 6700
24 May tro thinh 312 y Labor;ftories Washington Ave | UNITED
1 ’ S, Eden Prairie, [STATES
ne MN, USA
Starkey G Series Al 12 RIC Starke 6700
25 May trg thinh 312 Y Lab rei i Washington Ave | UNITED
- OTalONeS, 1S Eden Prairie, |STATES
MN, USA
Starkey G Series Al 10 RIC Starke 6700
26 May tro thinh 312 y Labor;ftories Washington Ave | UNITED
1 ’ S, Eden Prairie, | STATES
ne MN, USA
Starkey G Series Al 16 RIC Starke 6700
27 May tro thinh R y Lab rei i Washington Ave | UNITED
- OTalONeS, 1S Eden Prairie, |STATES
MN, USA
Starkey G Series Al 12 RIC Starke 6700
73 May tro thinh R Y Labor;ftories Washington Ave | UNITED
1 ’ S, Eden Prairie, | STATES
ne MN, USA
29 May tr¢ thinh Starkey G Series Al 10 RIC Starkey 6700 UNITED




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
. Washington Ave
R %aboratorles, S, Eden Prairie, | STATES
ne MN, USA
Starkey G Series Al 24 UP Starke 6700
30 May tr¢ thinh BTE 1}3’ Lab }j[ . Washington Ave | UNITED
1 aboratorics, S, Eden Prairie, | STATES
ne MN, USA
Starkey G Series Al 20 UP Starke 6700
31 May tro thinh BTE 1}; Lab ryt i Washington Ave | UNITED
Inac Oratorics, S, Eden Prairie, | STATES
MN, USA
Starkey G Series AI 16 UP Starke 6700
32 May tr¢ thinh BTE 1}3’ Lab }j[ . Washington Ave | UNITED
Ina oratorics, S, Eden Prairie, | STATES
¢ MN, USA
Starkey G Series Al 12 UP Starke 6700
33 May trg thinh BTE 1}; Lab ryt i Washington Ave | UNITED
Inac Oratorics, S, Eden Prairie, | STATES
MN, USA
Starkey G Series AI 10 UP Starke 6700
34 May tr¢ thinh BTE 1}3’ Lab }j[ . Washington Ave | UNITED
Ina oratorics, S, Eden Prairie, | STATES
¢ MN, USA
Starkey G Series Al 24 P Starke 6700
35 May trg thinh BTE 1}; Labor;]tories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
May trg thinh Starkey G Series Al 20 P Starkey ' 6700 ' UNITED
36 BTE 13 Laboratories, | Washington Ave | gTATES




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
1 S, Eden Prairie,
ne MN, USA
Starkey G Series AI 16 P Starke 6700
37 | Méy tro thinh BTE g b ryt . Washington Ave | UNITED
I aboratorics, S, Eden Prairie, | STATES
ne MN, USA
Starkey G Series Al 12 P Starke 6700
33 May trg thinh BTE 1}3, Lab }j[ . Washington Ave | UNITED
Ini OTatories, |'S Eden Prairie, |STATES
MN, USA
Starkey G Series AI 10 P Starke 6700
30 | Méy tro thinh BTE g Labor;ytories Washington Ave | UNITED
I ’ S, Eden Prairie, | STATES
ne MN, USA
Starkey G Series AI RIC R Starke 6700
40 May trg thinh (TIERyDEM 0) Labor;jtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
Starkey G Series Al 16 RIC Starke 6700
41 | Méy trg thinh R (DEK/IO) Labor;ytories Washington Ave | UNITED
I ’ S, Eden Prairie, | STATES
ne MN, USA
Starkey G Series AI RIC Starke 6700
47 May trg thinh 312 Y Labor;jtories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
Starkey G Series Al 16 RIC Starkey 6700
May tro thinh . Washington Ave | UNITED
43 312 Laboratories, 4
S, Eden Prairie, |STATES

Inc




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
MN, USA
. 6700
44 May trg thinh g?g(?; ?D?ECQ%S)AI 24 UP i;fl(jreeiories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES
MN, USA
May tro thinh Starkey G Series Al UP Starkey g\zgsohington Ave | UNITED
45 i BTE 13 (TIER DEMO) %aboratorles, S. Eden Prairie, | STATES
ne MN, USA
6700
, , STARKEY SIGNATURE Starkey .
May trg thinh . Washington Ave | UNITED
46 SERIES 24 CIC R NW ilacboratones, S. Eden Prairie, | STATES
MN, USA
6700
. . STARKEY SIGNATURE Starkey .
May tro thinh . Washington Ave | UNITED
47 SERIES 20 CIC R NW ilaboratorles, S. Eden Prairie, | STATES
¢ MN, USA
6700
, , STARKEY SIGNATURE Starkey .
May trg thinh . Washington Ave | UNITED
48 SERIES 16 CIC R NW ilacboratones, S. Eden Prairie, | STATES
MN, USA
6700
49 May tro thinh ggﬁﬁ:};}?j EIIgI\ILA\;URE Isjglgf;f[ories Washington Ave | UNITED
In ’ S, Eden Prairie, | STATES
¢ MN, USA
6700
50 May trg thinh 2;?5312?6 gII(C}I\ILA“l;URE i;fl(jreeiories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES

MN, USA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
6700
51 May trg thinh EEQEEI;EIE EIIgI\ILA\;URE Isjglgf;f[ories Washington Ave | UNITED
In ’ S, Eden Prairie, | STATES
¢ MN, USA
6700
59 May trg thinh EEQEIEE;{; ISII(?E\?VTURE IS;&gkre; i Washington Ave | UNITED
[ OOTES 1'S, Eden Prairie, | STATES
MN, USA
6700
53 May trg thinh EEQEI;E;S ISIISII:II\?VTURE Isjglgf;f[ories Washington Ave | UNITED
In ’ S, Eden Prairie, | STATES
¢ MN, USA
6700
54 May trg thinh ggﬁélg?g ISII(?E\?VTURE i;fl(jreeiories Washington Ave | UNITED
Inc ’ S, Eden Prairie, | STATES

MN, USA




