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 cia thiét bj y té thudc loai B

S6 cong bd: 260002535/PCBB-HN
Ngay cong bo: 28/07/2026

1. Tén co s¢ cong bé: CONG TY TNHH DICH VU THUONG MAI VA DAU
TU HUNG PHAT ‘ ’ ‘ , ,

2. bia chi: S6 16, Puong Tran Quoc Vuong, Phuong Cau Giay, Thanh pho Ha
Noi

3. S6 vin ban cuia co so: 48.26/VBCB-HP Ngay: 28/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Kim ludn tinh mach

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 st giung: Kim luén tinh maqh duoc thiét ké dé dua mot phefm vao ‘
tinh mach nham pl}uc vy muc dich chan doan va/hoac diéu tri, bao gdm truyén
dich lam sang va lay mau mau

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 hitu thiét bi y té:

Tén chu s& hiru: Changzhou Kenno Medical Instruments Co., Ltd.

bia chi chu sé hitu: No. 2188, Longcheng Road, Xinzha Street, Zhonglou
District, Changzhou, 213012 Jiangsu, CHINA

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi 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 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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
HK10031,
HK10032, No. 2188, Longcheng
. A HK10033, Changzhou .
Kim luon tinh . . Road, Xinzha Street,
, Disposable IV Catheters HK10034, Kenno Medical .
1 | mach dang but Zhonglou District, CHINA
HK10035, Instruments Ch hou. 213012
HK 10061, Co., Ltd. i Engz ou,
HK 10062, angsu
HK10063
Kim ludn tiah HK10011, HK10012, Changzhou E"é j lifﬁzﬁl‘;ngfrhe?g
uon ¢ Disposable IV Catheters | HK10013, HK10041, Kenno Medical |- 08% a lrect,
2 | mach co6 canh Zhonglou District, CHINA
HK10042, HK10043, Instruments Ch hou. 213012
HK 10044, HK10051 Co., Ltd. 1angzaou,
Jiangsu
Kim ludn tinh Changzhou Il\{t)éﬁ li?ﬁ;:;ngfiee?g
mach c6 cong tiém | Disposable IV Catheters HK10021, HK10022, Kenno Medical ’ . ’
3 J Zhonglou District, CHINA
thudce HK10023 Instruments
Changzhou, 213012
Co., Ltd. .
Jiangsu
Kim ludn tinh Changzhou No. 21 88’ Longcheng
mach an toan dang | Disposable IV Catheters Kenno Medical Road, Xlnzha S'treet,
4 , : HK10081, HK10082 Zhonglou District, CHINA
but Instruments
Changzhou, 213012
Co., Ltd. .
Jiangsu
Kim ludn tinh Changzhou I};IO' i 1 >8< 8, Iilongcheng
mach an toan c6 | Disposable IV Catheters Kenno Medical | Road, Ainzha Street,
5| ot P HK 10083 Instruments | Zhonglou District, CHINA

Co., Ltd.

Changzhou, 213012




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Jiangsu
Kim ludn tinh Changzhou No. 21 88’ Longcheng
mach an toan c6 Disposable IV Catheters Kenno Medical Road, Xinzha Street,
6 PR X HK10084 Zhonglou District, CHINA
cong tiém thude Instruments
Co.. Ltd Changzhou, 213012

Jiangsu




