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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: 260001413/PCBB-HN
Ngay cong bo: 08/05/2026

1. Tén co 86 cong bd: CONG TY TNHH DICH VU THUONG MAI VA KY

THUAT NHA ) ,
2. bia chi: S0 82 ngd 151 Nguyen Duc Canh, Phuong Tuong Mai, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 01/DAUCHUPNOISOI Ngay: 08/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Dau chup day ni soi

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 cach dong goi:

Muc dich st dung: Bugc lap & dau xa ctia 6ng nodi soi nham duy tri trudng
quan sat tot

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: Tiéu chuan ctia NSX

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: Shangxian Minimal Invasive Inc

bia chi chu sé hitu: IstFloor, Block B2-2, China medicine innovation park,
Mulan road, Hi-tech development zone, 117004 Benxi, Liaoning, China,
CHINA

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:

. 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 té bang tiéng Viét, kém theo |
tai liu k¥ thuat mo ta chuc nang, thong so ky thuat cua thiét bi 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




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

bau chyp day néi
soi

XT-DL-060-40;
XT-DL-092-40;
XT-DL-095-40;
XT-DL-098-40;
XT-DL-099-40;
XT-DL-102-40;
XT-DL-105-40;
XT-DL-108-40;
XT-DL-112-40;
XT-DL-115-40;
XT-DL-118-40;
XT-DL-122-40;
XT-DL-125-40;
XT-DL-128-40;
XT-DL-132-40;
XT-DL-135-40;
XT-DL-148-40;
XT-DL-060-40T;
XT-DL-092-40T;
XT-DL-095-40T;
XT-DL-098-40T;
XT-DL-099-40T;
XT-DL-102-40T;
XT-DL-105-40T;
XT-DL-108-40T;
XT-DL-112-40T;
XT-DL-115-40T;
XT-DL-118-40T;
XT-DL-122-40T;

Shangxian
Minimal
Invasive Inc

1stFloor, Block
B2-2, China
medicine
innovation park,
Mulan road, Hi-
tech
development
zone, 117004
Benxi, Liaoning,
China

CHINA




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

XT-DL-125-40T;
XT-DL-128-40T;
XT-DL-132-40T;
XT-DL-135-40T;
XT-DL-148-40T;
XT-DL-092-40S;
XT-DL-095-40S;
XT-DL-098-40S;
XT-DL-099-40S;
XT-DL-102-40S;
XT-DL-105-40S;
XT-DL-108-40S;
XT-DL-112-40S;
XT-DL-115-40S;
XT-DL-118-40S;
XT-DL-122-40S;
XT-DL-125-40S;
XT-DL-128-40S;
XT-DL-132-40S;
XT-DL-135-40S;
XT-DL-148-40S;




