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: 260002470/PCBB-HN
Ngay cong bo: 24/07/2026

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI QUOC TE LIWIN
2. bia chi: S6 75, Ngd 197 Buong Tran Pht, Phuong Ha BDong, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 0126/VB-CBB/LIWIN Ngay: 24/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té& TAm cam bién nhan anh X quang y té

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Thiét bj nay cung cip hinh anh X quang k¥ thuat s6 dé
chan doénvbénh, chan thuong hodc bat ky Vﬁl’l’ deé suc kh(")e,hién hanh. N6 C}u’gc
st dung d€ nhan hinh anh X quang ky thuat so trong hé¢ thong X quang chan
doan y té va guri dau ra dir liéu hinh anh dén thiét b1 x1r 1y tin hi¢u hinh anh.
Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s& hiru: iRay Group

Dia chi chu s¢ hiru: No. 999 Huangiao Road, Pudong New Area 201315,
Shanghai, CHINA

7. Thong tin vé co s& bao hanh (néu co):



Tén co s6: CONG TY TNHH THUONG MAI QUOC TE LIWIN

Dia chi: S6 75, Ngd 197 Pudng Tran Pha, Phuong Ha Pong, Thanh phé Ha
Noi

Pién thoai ¢b dinh: 0915530409  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

~ 3 Quy cach n . c - .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
I .4 . . No. 33 Xinggang Road,
Tafn cam bien IRay Imaging Taicang Po%thcﬁnomic
1 n}i?én anh X quang | Mammo1012C ig;:gl;lology and Technological CHINA
y Limi tedg Development Zone,
215434 Taicang, Jiangsu
T4m cam bién iRay Imaging .
A No. 2, Caohejing RD.,
» |nhananh X quang | Mammol012C Technology | 1 i ihe 314499 Jiaxing, | CHINA
y té (Haining) Zhejiang
Limited
Building 1 and 2, No.33
A a1k . . Xinggang Road,
Ta£n cam bien IRay Imaging Taicang Port Economic
3 nlizn anh X quang | Mars1417V-TSI ?z;:Ch;lology and Technological CHINA
y Limite g Development Zone,
Taicang city, Jiangsu
Province
Building 1 and 2, No.33
L a1k . . Xinggang Road,
Tafn cam bien IRay Imaging Taicang Port Economic
4 nlia_gn anh X quang | Mars1717V-VSI %Zicch;lology and Technological CHINA
Y Limi teg Development Zone,
Taicang city, Jiangsu
Province
T4m cam bién iRay Imaging NQ- 33 Xinggang Rogd,
nhan anh X quang | Mercul 717V Technology Taicang Port Efzonomlc
5 y té Taicang and Technological CHINA

Limited

Development Zone,




Quy cach

A K v K . . Ma san phflm . r. Tén co s& DPia chi co sé san Nude san
STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xuit <ult xudt
(Néu cd)
215434 Taicang, Jiangsu
T4m cam bién iRay Imaging .
A No. 2, Caohejing RD.,
6 nhg}n anh X quang | Mercul 717V Technplogy Haining 314499 Jiaxing, | CHINA
y té (Haining) Zhejiang
Limited
Building 1 and 2, No.33
' Tz ) . Xinggang Road,
Tam cdm bien iRay Imaging Taicgagng Ig30rt Economic
7 nti%n anh X quang | Venul717X %Zf?;?logy and Technological CHINA
yie Limit g Development Zone,
© Taicang city, Jiangsu
Province
I £ . ) No. 33 Xinggang Road,
Tam cam bien iRay Imaging Taicang Po%thcinomic
8 nki%n anh X quang | Venul748V %Zf?;l()k)gy and Technological CHINA
yie Limit g Development Zone,
© 215434 Taicang, Jiangsu
T4m cam bién iRay Imaging ..
A No. 2, Caohejing RD.,
g [nhananh X quang | Venul748V Technology | 4. iho 314499 Jiaxing, | CHINA
y té (Haining) Zhejiang

Limited




