SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
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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: 260002147/PCBB-HN
Ngay cong bod: 06/07/2026

1. Tén co s& cong bé: CONG TY TNHH DICH VU THUONG MAI VA KY

THUAT NHA N ,
2. Dia chi: SO 82 ngd 151 Nguyén Buc Canh, Phuong Tuong Mai, Thanh phd
Ha Noi

3. S6 vin ban cuia co so: 012/NHA/RAYTO Ngay: 03/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo kiém soat chit lvgng cho may phan tich huyét hoc

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 dé l{iém soat chat luong, theo dbi hiéu suat hoat
dong cia may phan tich huyét hoc

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia NSX

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

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

Tén chu s¢ hiru: Rayto Life and Analytical Sciences Co., Ltd

bia chi chu sé hitu: 2F, 5th Buiding, Software Park, No.2, Gaoxinzhong 3rd
Road, Yuehai Subdistrict, Nanshan, 518057 Shenzhen, P.R.China , CHINA
7. Thong tin vé co s& bao hanh (néu co):



Tén co sé: CONG TY TNHH DICH VU THUONG MAI VA KY THUAT
NHA

Dia chi: S6 82 ngd 151 Nguyén Ptic Canh, Phudng Tuong Mai, Thanh ph
Ha Noi

Pién thoai ¢b dinh: 0326 456768 Dién thoai di dong:

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 | Van 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s 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 sé san
xuat

Nudce san
xuat

B6 kiém soat chét
luong cho may
phan tich huyét
hoc

Q3

Q3

Low-value: 2
mL/lo hodc 3
mL/lo (X1, X2,
X3, x6, x12);
Medium-value:
2 mL/lo hoac 3
mL/lo (X1, X2,
X3, x6, x12);
High-value: 2
mL/lo hoac 3
mL/lo (X1, X2,
X3, x6, x12);
Mixed: 2 mL/lo
hoac 3 mL/lo
(Highx1,
Mediumx1,
Lowx1;
Highx2,
Mediumx2,
Lowx2;
Highx3,
Mediumx3,
Lowx3;
Highx4,
Mediumx4,
Lowx4).
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