SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001528/PCBA-HN
Ngay cong bo: 31/07/2026

1. Tén co s¢ cong bd: CONG TY TNHH THUGNG MAI VA BDAU TU GIA
BAO MINH ) ‘
2. Pia chi: SO 8C NGO 209/20/7 PUCGNG AN DUONG VUONG, Phuong

Phu Thuong, Thanh phé Ha No1

3. S6 vin ban cuia co so: 31.7.2026/VBCB Ngay: 31/07/2026
4. Thiét bi y té thudc loai A

Tén thiét bi y té: Ghé bo

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:

Muyc dich str dung: Dung cho ngudi tan tat di v¢ sinh

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485 : 2016

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

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

Tén chu s¢ hiru: Zhongshan KDB Health Solutions Co., Ltd

bia chi chu sé hitu: No.2 Ground Floor, #133 Weimin Road, Shenglong
Village, Xiaolan Town, Zhongshan, Guangdong Province, China, CHINA
7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH thuong mai va dau tu Gia Bao Minh



bia chi: Sé 8C ngd 209/20/7 duong An Duong Vuong, Phuong Phii Thuong,
Thanh pho Ha Noi

Dién thoai ¢d dinh: 0904855385  Pién 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 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.
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Ghé b

KDB639A01FTO3,
KDB639B01FT03,
KDB639A01LY03,
KDB639B01LYO03,
KDB999B01LP12,
KDB999C02LY08,
KDB999C01LY08,
KDB107EQ03LY03,
KDB107E02LYO03,
KDB198A01LG04,
KDB198B01LG22,
KDB191A01LFO05,
KDB191A01LF22,
KDB191B01LFO05,
KDB191B01LF22,
KDB191CO01LFO05,
KDB191CO01LF22,
KDB191DO01LFO05,
KDB191D01LF022
KDB894A01FT, KDB894B0O1FD,
KDB894A01FTO03,
KDB894CO1FT, KDB613A01FT,
KDB895B02LY, KDB609AO1FT,
KDB608B02LY, KDB-
7607A01LY, KDB-7607B01LY,
KDB7607D0O1LY,
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KDB632B01FT, KDB632A01FT,
KDB890A01FT, KDB890BO1FT,
KDB890CO01LP, KDB898BO1LP,
KDB898B02FT, KDB898AO1LP,
KDB7699A01LP08,
KDB892A01FT, KDB892BO1FT,
KDB892C01FT, KDB892A01SP,
KDB892B01SP, KDB897B01SP,
KDB896A01SP, KDB7610,
KDB7893, KDB7601, KDB7602,
KDB7603, KDB7613, KDB7615,
KDB7633, KDB7635, KDB7681,
KDB7682, KDB7683, KDB7692,
KDB7693, KDB7695, KDB7696,
KDB7699C, KDB7699BLP12,
KDB7881, KDB7882, KDB7883,
KDB7885, KDB7891, KDB7899,
KDB7901, KDB7902

Ghé b ¢6 banh
Xe

KDB631A01FTO3,
KDB631B01FT03,
KDB631A01LYO03,
KDB631B01LYO03,
KDB699A01LPO0S,
KDB699BLP12,
KDB699B01LP12, KDB699C,
KDB699C02LY08,
KDB699C01LY08,
KDB699D01LPO08,
KDB697A01LY04,
KDB697B03LY04,
KDB697D01LY04,
KDBG607E03LY03,
KDB607E02LY03,




KDB698A01LGO04,
KDB698B01LG22,
KDB691A01LFO05,
KDB691A01LF22,
KDB691B01LFO05,
KDB691B01LF22,
KDB691CO01LFO05,
KDB691C01LF22,
KDB691D01LFO05,
KDB691D01LF022, KDB692A,
KDB692B, KDB-607A01LY,
KDB-607BO1LY,
KDB607/D01LY

Thiét bi nang
bénh nhan

KDB505A, KDB505B,
KDB505B01, KDB505B02,
KDB505B03, KDB505B04,
KDB505B05, KDB505B06,
KDB505B07, KDB505B08,
KDB505B09




