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THONG TIN

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

S6 cong bd: 260000012/PCBB-TN
Ngay cong bo: 22/04/2026

1. Tén co s cong bd: CONG TY TNHH KHOA HOC TBR

2. Pia chi: Xuodng 5.04, Nha xudng cao tang, L6 L2, duong Long Hau - Hiép
Phuée, KCN Long Hau, Xa Can Giudc, Tinh Tay Ninh

3. S6 vin ban cua co so: 01/2026/VBCB-KHTBR Ngay: 16/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B6 dung cu xét nghiém té bao ¢ tir cung phuwong phap nhing
dich

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 str dung: Dung dé bao quan, van chuyen ly trich, tach chiét, chuan
bi va nhudém mau cac mau té bao bong tréc ¢o tir cung. Viéc danh gia két qua
duong tinh hay am tinh cin dugc thuc hién boi bac si giai phau bénh két hop
v6i hinh thai hoc bénh 1y, biéu hién 1am sang va céac phuong phap chan doan
khac. San pham nay khong duoc sir dung nhu mét tiéu chuan chan doan doc
lap.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan cia nha san xuat

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

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

Tén chu s& hiru: Wuhan Landing Intelligence Medical Co., Ltd



bia chi chu sé hitu: 1, 2nd floor, B, C, D units, Building No. B7, Medical
Equipment Park, 818 Gaoxin Road, East Lake High Tech Development Zone
(Free Trade Zone Wuhan Area), 430206 Wuhan, Hubei, China., CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu s¢ hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

B0 dung cu xét
nghiém té bao c6
tor cung phuong
phéap nhing dich

Liquid Based Cervical
Cytology Kit

LD-LBCC

Wuhan
Landing
Intelligence
Medical Co.,
Ltd

1, 2nd floor, B,
C, D units,
Building No.
B7, Medical
Equipment Park,
818 Gaoxin
Road, East Lake
High Tech
Development
Zone (Free
Trade Zone
Wuhan Area),
430206 Wuhan,
Hubei, China.

CHINA

B6 dung cu xét
nghiém té bao c6
tor cung phuong
phap nhiing dich

Liquid Based Cervical
Cytology Kit

LD-LBC D

Wuhan
Landing
Intelligence
Medical Co.,
Ltd

1, 2nd floor, B,
C, D units,
Building No.
B7, Medical
Equipment Park,
818 Gaoxin
Road, East Lake
High Tech
Development
Zone (Free
Trade Zone
Wuhan Area),
430206 Wuhan,
Hubei, China.

CHINA




