SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001650/PCBB-HCM
Ngay cong bo: 03/06/2026

1. Tén co s& cong bé: CONG TY TNHH KY THUAT SO LOTUS

2. bia chi: S6 09 L6 A, Buong Truong Son, Phuong Hoa Hung, Thanh pho
H6 Chi Minh

3. S6 vin ban cua co so: 08/2026/LOTUS-CBB Ngay: 28/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: DUNG CU HO TRO PHAU THUAT RANG HAM MAT
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: Dung cu hé tro phau thuat dugc st dung dé dinh huong vi
tri va truc implant, ¢6 dinh méng phau thuat, kiém soat do sau va ho trg thao
tac khoan chinh x4c trong phau thuat implant ¢6 huéng dan

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chi s hitu: Cong ty TNHH K§ Thuat S6 Lotus

Dia chi chi s¢ hiru: S6 09 Lo A Puong Trudng Son, Phudng Hoa Hung, TP.
H6 Chi Minh, VIET NAM

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



Tén co so: Cong ty TNHH K§ Thuat S6 Lotus

Dia chi: S6 09 Lo A duong Truong Son, Phuong Hoa Hung, Thanh phd Hb
Chi Minh

Pién thoai ¢b dinh: 02822684777 Dién thoai di dong: 0989698184

8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
260000072/PCBSX-HCM
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 | Két qua danh gia cc thong s6 hoa, 1y, vi sinh va cac thong so khac do|
co s& du diéu kién theo quy dinh ctia phap luat vé danh gia su phu
hop cip hodc Gidy chirng nhan danh gia chét luong do co quan c6
tham quyén cua Viét Nam cap doi véi TBYT chan doén in vitro
(TBYT san xuat trong nudc)




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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DUNG CU HO A 8609 Lo A
TRO PHAU Cong ty TNHH | Buong Truong
1 A < Sleeve DCPT-SL cai/hdp K¥ thuat s6 Son, Phuong VIET NAM
THUAT RANG \
HAM MAT LOTUS Hoa Hung, TP.
: H6 Chi Minh
DUNG CU HO A S009 Lo A
TRO PHAU Cong ty TNHH | Buong Trudng
2 N < Anchor Pin DCPT-ANC K thuat s6 Son, Phuong VIET NAM
THUAT RANG \
HAM MAT LOTUS Hoa Hung, TP.
: Ho6 Chi Minh
DUNG CU HO ) S609 Lo A
TRG PHAU Cong ty TNHH | Buong Trudng
3 A X Drill Guide DCPT-DRI K¥ thuat s Son, Phuong VIET NAM
THUAT RANG LOTUS Hoa Hung, TP
HAM MAT & b

HO Chi Minh




