SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260001796/PCBB-HN
Ngay cong bo: 05/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN PONG NAM A - VIET NAM

2. bia chi: S6 47 ngd 100 phd Sai Pong, Phuong Phic Loi, Thanh phd Ha Noi
3. S6 vin ban cua co so: 1505/VIS-QAQC Ngay: 05/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé théng QAQC

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: ding dé kiém tra, xac minh, mo phong va do kiém trudc
qua trinh xa tri

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chat luong san phém ap dung: ISO 13485

5. Dbi voi thiét bi y té chira chat ma tuy, tién chat (néu co):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Standard Imaging, Inc

bia chi chu s hitu: 3120 Deming Way, Middleton, W1, 53562, UNITED
STATES

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: Cong ty ¢ phan Pong Nam A - Viét Nam
Dia chi: S6 47 ngd 100, phd Sai Péng, Phuong Phic Loi, Thanh phd Ha Noi



Pién thoai cb dinh: 0243 5658595 Pién thoai di dong:
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 liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma oan plrlam d(')l)l]g go0i Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) (Néu c6) san xuat san xuat
91800 .
. ’ 3120 Demin
| |Phantom nude g;gég’ 91800, 91810, 92260 IStand.ard 1 Way, Middlfton, g?g%g
magiig, M wi, 53562,
Ao 1A A 90020, 3120 Deming
o |Pénwkédolieu 45,5 90020, 90025 Standard Way, Middleton, | SN FED
Imaging, Inc WI, 53562, STATES
92734,
92700,
92725,
92749,
92675,
92746,
92726,
92723, 92734, 92700, 92725,
02711, 92749, 92675, 92746,
A 1s A 92722, 92726, 92723, 92711, .
; gjfagi"ndo lieu 92740, 92722, 92740, 92741, Standard %\2;) llzfil(lilérlﬁon UNITED
92741, 92739, 92702, 92701, Imaging, Inc WI %3562 >| STATES
92739, 92708, 92717, 92715, ’ ’
92702, 92724, 92716, 92737,
92701, 92680, 92600, 92650,92736
92708,
92717,
92715,
92724,
92716,
92737,




Ma san pham

Quy cach

Tén co sé

Dia chi co so

STT| Tén thiét biy te Chung loai (Néu c6) dm}g ol san xuat san xut Nuge sin xuat
(Néu co)
92680,
92600,
92650,
92736
’ ? 90503,
Thiét bj kiém tra | 90501, 90503, 90501, 90550, Standard S120Deming g
4 | chum tia 90550, 91349 Imaging, Inc | /222 Aot | STATES
91349 ’ WI, 53562,
91230, 91230, 91210, 91600,
91210, 91610, 91630, 91345,
91600, 91240, 91250, 92200,
91610, 91640, 91620, 91655,
91630, 91625, 91635, 91650,
91345, 70401, 70402, 70403,
91240, 70405, 70410, 70420,
91250, 70430, 70440, 70450,
3?228, 70460, 70421, 70618,
. , 70494-C07, 70494-C10, i
| Phantom kiém o1620, 70494-C04, 70494-C09, Standard i’,&iﬁ Demine | UNITED
1655, 70494-C40, 70494, 70495, Imaging, Inc | "2 s, | STATES
: 91236, 73301, 73302, ’ ’
91635, 73303, 73305, 73310,
91650, 73320, 73330, 73340,
70401, 73350, 73360, 73320-Cd,
70402, 73320-Cm, 73330-Cd,
70403, 72692, 72692-C07, 72692-
70405, C10, 72692-C04, 72692-
70410, C09, 72692-C40, 30832,
70420, 72798, 72800, 72799,
70430,

72801




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

70440,
70450,
70460,
70421,
70618,
70494-C07,
70494-C10,
70494-C04,
70494-C09,
70494-C40,
70494,
70495,
91236,
73301,
73302,
73303,
73305,
73310,
73320,
73330,
73340,
73350,
73360,
73320-Cd,
73320-Cm,
73330-Cd,
72692,
72692-C07,
72692-C10,
72692-C04,
72692-C09,
72692-C40,
30832,




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
72798,
72800,
72799,
72801
A £ 90008, 3120 Deming
6 |Buone gicng 90009 90008, 90009 Isrtlf‘;c}ird o | Way, Middieton, g}\g?g
gine, WI, 53562,
a1 3120 Deming
; |Gidokim 90093 90095 Sandard |00 Ve, | UNITED
ging WI, 53562,
£ 5 . 3120 Deming
3 Tam chan nap kim | 90070 90070 IS;ja;d;rd e Way, Middleton, ISJ"I[\I,Z{“]]EEI;
ging, WI, 53562,
Bo thi chidung 1 ¢5 Standard 3120 Deming ey
9 [ngudn 90085 Imacine. Tnc Way, Middleton, STATES
ging, WI, 53562,
Dung cu day 90090 Standard 3120 Deming |\
10 [ngudn 90090 Imaeine. Inc Way, Middleton, STATES
gmng, WI, 53562,
Dung cu QA dinh 3120 Deming
11 |vi nguén HDR 20011 90011 Isrfe?cﬁrd Ine Way, Middleton, g,ll,\IAI:fr]EIS)
gmne, WI, 53562,
Bo diéu chinh dau 91710 Standard 3120 Dem1ng UNITED
12 | TruPose 91710 Imacine. Inc Way, Middleton, STATES
gine; WI, 53562,
Phantom mat do 3120 Deming
e . R R07-601 Standard . UNITED
13 | dién tor Pro-RT ED R0O7-601 Imaging, Inc Way, Middleton, STATES

WI, 53562,




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
B§ phantom Pro- 3120 Deming
14 [MRI RO-101 R09-101 pandard. | Way, Middleton, | o1\ 10
BIE C 1w, 53562,
Phantom 1iu €T p 04.204 Standard 3120 Deming 1 yrppy
15 |Pro R04-204 Imacine. Tnc Way, Middleton, STATES
Eing, WI, 53562,
B0 phantom Pro 3120 Deming
16 | Fluoro 150 RO2-115 RO2-115 Isrfﬁird e | Way, Middleton, g?g%g
Eing, WI, 53562,
RT IsoBeam kém 3120 Deming
17 | que chi thi RO7-201 R07-201 Standgrd Way, Middleton, UNITED
Imaging, Inc STATES

WI, 53562,




