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

S6 cong bd: 260002280/PCBB-HN
Ngay cong bo: 14/07/2026

1. Tén co s& cong bé: CONG TY TNHH THIET BI MYTECH VIET NAM
2. bia chi: S6 09, ngach 78/7, phd Duy Tén, t6 17, Phudong Cau Gidy, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 147/2026/CB-VTYT-MT Ngay: 14/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: RQ BAT SOI

Tén thuong mai (néu co):

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

Chung loai: QS131109A, QS1311010A, QS1311011A, QS131159A,
QS1311510A, QS1311511A, QS131189A, QS1311810A, QS1311811A,
QS1312010A, QS17908B, QS17909A, QS1711010A, QS171159A,
QS1711510A, QS1711510B, QS171189A, QS1711810A, QS1711810B,
QS171209A, QS1712010B, QS19908B, QS199011A, QS1911012A,
QS1911511A, QS1911511B, QS1911512A, QS1911811A, QS1911811B,
QS1911812A, QS1912011A, QS1912011B, QS22908B, QS229012A,
QS2212011B, QS2212012A, QS249013A, QS2412013A, QS301156C,
QS301159C, QS3012011C, QS3012013C, QS3012015A, QS309015A,

QS4512015A, QS459016A, QS4512016A, QS557015A, QS557020A,
QS7020020A, QS7020025A, QS7020030A

M3 san pham (néu co):

Quy cach dong goi:

Muc dich sir dung: San pham dugc sir dung dé noi soi léy s01, dléu khién va
ldy soi va cac di vat khac trong qua trinh chan doan va diéu tri tiét niéu :1dy
s0i, cac di vat trong niéu quan, bé than; tidu hoa:1ay soi, di vat trong mat, trong
gan, v.v..

Chan soi trong ni¢u quan, khong cho sé1 di ngugc 1€n than trong qua trinh tan



sO1 ni€u quan.
Tén co so san xuat: Hunan Endovascular Device Company Limited

Dia chi co s& san xuét: No. 001 Honglun Avenue, Economic development
Zone, Xiangxiang, Hunan, China, CHINA

Tiéu chuan chat luong san pham ap dung: ISO

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu cd):

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

Tén chu s& hiru: Hunan Endovascular Device Company Limited

bia chi chu sé hiru: No. 001 Honglun Avenue, Economic development Zone,
Xiangxiang, Hunan, China, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xuit trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan 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 te bang tiéng Viét, kém theo X

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

6 | Gidy chimg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi vai thiét bi y té nhap khau.




