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: 260002318/PCBB-HN
Ngay cong bod: 15/07/2026

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI SMED

2. Dia chi: S6 nha 21B, ngach 133 ngd 230 Pinh Cong, Phuong Pinh Cong,
Thanh phd Ha Nbi

3. S6 vin ban cua co so: 02/2026/CBLB-SMED Ngay: 15/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Kim gép di vat

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: Str dung dé léy dj vat ra khoi co thé nguoi
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: 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: Alton (Shanghai) Medical Instruments Co., Ltd

bia chi chu sé hitu: No.24 Building, Jinshao Road 1688, Baoshan District,
Shanghai, China, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sd: Cong ty TNHH Thuong mai SMED



Dia chi: Sé nha 21B ngéch 133, ngd 230 Binh Cong, Phuong Dinh Cong,
Thanh pho Ha Noi

Dién thoai cb dinh: 02462910556 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 | 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 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 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 sé san
xuat

Nudce san
xuat

Kim gip di vat
mot lan (loai ngam
rang chudt)

AF-D1005GI,
AF-D1007Gl,
AF-D1010GI,
AF-D1012Gl,
AF-D1015Gl,
AF-D1018Gl,
AF-D1805GI,
AF-D1807GI,
AF-DI1810GI,
AF-D1812Gl,
AF-DI1815GI,
AF-D1816Gl,
AF-DI1817GI,
AF-D1819Gl,
AF-D1821Gl,
AF-D1823Gl,
AF-D1825GI,
AF-D2405Gl,
AF-D2407GI,
AF-D2410Gl,
AF-D2412Gl,
AF-D2415Gl,
AF-D2416GI,
AF-D2417Gl,
AF-D2418Gl,
AF-D2419Gl,
AF-D2421Gl,
AF-D2423Gl,
AF-D2425Gl,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D1007GIR,
AF-DI1010GIR,
AF-D1012GIR,
AF-DI8I0GIR,
AF-DI1812GIR,
AF-DI816GIR,
AF-D1825GIR,
AF-D2416GIR,
AF-D2418GIR,
AF-D2421GIR,
AF-D2423GIR

Kim gip di vat
mot 1an (loai ngam
rang chudt két hop
c4 su)

AF-D1005G]J,
AF-D1007G]J,
AF-D1010G]J,
AF-D1012G]J,
AF-D1015G]J,
AF-D1018G]J,
AF-D1805G]J,
AF-D1807G]J,
AF-D1810G]J,
AF-D1812G]J,
AF-DI1815@]J,
AF-D1816G]J,
AF-DI1817G],
AF-D1819G]J,
AF-D1821G],
AF-D1823G]J,
AF-D1825@],
AF-D2405G]J,
AF-D2407G]J,
AF-D2410G]J,
AF-D2412G],

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

DPia chi co sé san
xuat

Nudce san
xuat

AF-D2415G],
AF-D2416GJ,
AF-D2417GJ,
AF-D2418GJ,
AF-D2419GJ,
AF-D2421GJ,
AF-D2423GJ,
AF-D2425G],
AF-D1810GJR,
AF-D1812GJR,
AF-D1816GJR,
AF-D1825GJR,
AF-D2416GIR,
AF-D2418GJR,
AF-D2421GJR,
AF-D2423GJR

Kim gép di vat
mot 1an (loai ngam
ca sau)

AF-D1005GH,
AF-D1007GH,
AF-D1010GH,
AF-D1012GH,
AF-D1015GH,
AF-D1018GH,
AF-D1805GH,
AF-D1807GH,
AF-D1810GH,
AF-D1812GH,
AF-D1815GH,
AF-D1816GH,
AF-D1817GH,
AF-D1819GH,
AF-D1821GH,
AF-D1823GH,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

DPia chi co sé san
xuat

Nudce san
xuat

AF-D1825GH,
AF-D2405GH,
AF-D2407GH,
AF-D2410GH,
AF-D2412GH,
AF-D2415GH,
AF-D2416GH,
AF-D2417GH,
AF-D2418GH,
AF-D2419GH,
AF-D2421GH,
AF-D2423GH,
AF-D2425GH,
AF-D1810GHR,
AF-D1812GHR,
AF-D1816GHR,
AF-D1825GHR,
AF-D2416GHR,
AF-D2418GHR,
AF-D2421GHR,
AF-D2423GHR

Kim gip di vat
mot l1an (loai ngam
bo néng)

AF-D1005GK,
AF-D1007GK,
AF-D1010GK,
AF-D1012GK,
AF-D1015GK,
AF-D1018GK,
AF-D1805GK,
AF-D1807GK,
AF-D1810GK,
AF-D1812GK,
AF-D1815GK,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

DPia chi co sé san
xuat

Nudce san
xuat

AF-D1816GK,
AF-D1817GK,
AF-D1819GK,
AF-D1821GK,
AF-D1823GK,
AF-D1825GK,
AF-D2405GK,
AF-D2407GK,
AF-D2410GK,
AF-D2412GK,
AF-D2415GK,
AF-D2416GK,
AF-D2417GK,
AF-D2418GK,
AF-D2419GK,
AF-D2421GK,
AF-D2423GK,
AF-D2425GK,
AF-D1810GKR,
AF-D1812GKR,
AF-D1816GKR,
AF-D1825GKR,
AF-D2416GKR,
AF-D2418GKR,
AF-D2421GKR,
AF-D2423GKR

Kim gép di vat
mot 1an (loai ngam
5 chau)

AF-D1807GM105,
AF-DI810GMI05,
AF-D1812GM105,
AF-DI815GMI05,
AF-D1825GM105,
AF-D2416GMI105,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D2417GMI105,
AF-D2418GM105,
AF-D2421GMI105,
AF-D2423GMI105,
AF-DI1805GMS5R,
AF-D1807GMS5R,
AF-DI810GMS5R,
AF-DI812GMS5R,
AF-DI815GMS5R,
AF-DI1817GMS5R,
AF-DI819GMS5R,
AF-D1821GMS5R,
AF-D1823GMS5R,
AF-D1825GMS5R,
AF-D2405GMS5R,
AF-D2407GMS5R,
AF-D2410GMS5R,
AF-D2412GMS5R,
AF-D2415GMS5R,
AF-D2417GMS5R,
AF-D2419GMS5R,
AF-D2421GMS5R,
AF-D2423GMS5R,
AF-D2425GM5R

Kim gip di vat
mot 1an (loai ngam
5 chau c6 moc)

AF-D1007GM105-H,
AF-D1010GM105-H,
AF-D1012GM105-H,
AF-D1807GM105-H,
AF-D1810GM105-H,
AF-D1812GM105-H,
AF-D1815GM105-H,
AF-D1825GM105-H,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D2416GM105-H,
AF-D2417GM105-H,
AF-D2418GM105-H,
AF-D2421GM105-H,
AF-D2423GM105-H,
AF-DI1805GMSL,
AF-D1807GMSL,
AF-DI810GMSL,
AF-DI1812GMSL,
AF-D1815GMSL,
AF-DI1817GMSL,
AF-D1819GMSL,
AF-D1821GMSL,
AF-D1823GMSL,
AF-D1825GMSL,
AF-D2405GMSL,
AF-D2407GMSL,
AF-D2410GMSL,
AF-D2412GMSL,
AF-D2415GMSL,
AF-D2417GMSL,
AF-D2419GMSL,
AF-D2421GMSL,
AF-D2423GMSL,
AF-D2425GMS5L

Kim gép di vat
mot lan (loai ngam
3 chau)

AF-D1807GM103,
AF-DI810GM103,
AF-D1812GM103,
AF-DI815GM103,
AF-D1825GM103,
AF-D2416GM103,
AF-D2417GM103,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D2418GM103,
AF-D2421GM103,
AF-D2423GM103,
AF-DI1805GM3R,
AF-D1807GM3R,
AF-DI810GM3R,
AF-D1812GM3R,
AF-DI815GM3R,
AF-D1817GM3R,
AF-DI819GM3R,
AF-D1821GM3R,
AF-D1823GM3R,
AF-D1825GM3R,
AF-D2405GM3R,
AF-D2407GM3R,
AF-D2410GM3R,
AF-D2412GM3R,
AF-D2415GM3R,
AF-D2417GM3R,
AF-D2419GM3R,
AF-D2421GM3R,
AF-D2423GM3R,
AF-D2425GM3R

Kim gip di vat
mdt lan (loai ngam
3 chau c6 moc)

AF-D1007GM103-H,
AF-D1010GM103-H,
AF-D1012GM103-H,
AF-D1807GM103-H,
AF-DI1810GM103-H,
AF-D1812GM103-H,
AF-DI1815GM103-H,
AF-D1825GM103-H,
AF-D2416GM103-H,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D2417GM103-H,
AF-D2418GM103-H,
AF-D2421GM103-H,
AF-D2423GM103-H,
AF-DI1805GM3L,
AF-D1807GM3L,
AF-DI810GM3L,
AF-D1812GM3L,
AF-DI815GM3L,
AF-D1817GM3L,
AF-DI819GM3L,
AF-D1821GM3L,
AF-D1823GM3L,
AF-D1825GM3L,
AF-D2405GM3L,
AF-D2407GM3L,
AF-D2410GM3L,
AF-D2412GM3L,
AF-D2415GM3L,
AF-D2417GM3L,
AF-D2419GM3L,
AF-D2421GM3L,
AF-D2423GM3L,
AF-D2425GM3L

Kim gép di vat
mot 1an (loai ngam
2 chau)

AF-D1807GM102,
AF-DI810GM102,
AF-D1812GM102,
AF-DI815GM102,
AF-D1825GM102,
AF-D2416GM102,
AF-D2417GM102,
AF-D2418GM102,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

DPia chi co sé san
xuat

Nudce san
xuat

AF-D2421GM102,
AF-D2423GM102,
AF-D1805GM2R,
AF-D1807GM2R,
AF-D1810GM2R,
AF-D1812GM2R,
AF-D1815GM2R,
AF-D1817GM2R,
AF-D1819GM2R,
AF-D1821GM2R,
AF-D1823GM2R,
AF-D1825GM2R,
AF-D2405GM2L,
AF-D2407GM2L,
AF-D2410GM2L,
AF-D2412GM2L,
AF-D2415GM2L,
AF-D2417GM2L,
AF-D2419GM2L,
AF-D2421GM2L,
AF-D2423GM2L,
AF-D2425GM2L

10

Kim gép di vat
mot 1an (loai long
co ludi)

AF-DI810GW,
AF-DIS12GW,
AF-DI815GW,
AF-DI816GW,
AF-D2415GW,
AF-D2417GW,
AF-D2418GW,
AF-D2421GW,
AF-D2423GW,
AF-DIS10GW(A),

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-DI816GW(A),
AF-D2418GW(A),
AF-D2423GW(A),
AF-DI810GW(B),
AF-D1816GW(B),
AF-D2418GW(B),
AF-D2423GW(B),
AF-DI810GD,
AF-D1815GD,
AF-D2416GD,
AF-D2423GD,
AF-D1805GD20,
AF-D1807GD20,
AF-D1810GD20,
AF-D1812GD20,
AF-D1815GD20,
AF-D1817GD20,
AF-D1819GD20,
AF-D1821GD20,
AF-D1823GD20,
AF-D1825GD20,
AF-D1805GD25,
AF-D1807GD25,
AF-DI1810GD25,
AF-D1812GD25,
AF-DI1815GD25,
AF-D1817GD25,
AF-DI1819GD25,
AF-D1821GD25,
AF-D1823GD25,
AF-D1825GD25,
AF-D1805GD30,
AF-D1807GD30,




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D1810GD30,
AF-D1812GD30,
AF-D1815GD30,
AF-D1817GD30,
AF-D1819GD30,
AF-D1821GD30,
AF-D1823GD30,
AF-D1825GD30,
AF-D1805GD35,
AF-D1807GD35,
AF-DI1810GD35,
AF-D1812GD35,
AF-DI1815GD35,
AF-D1817GD35,
AF-D1819GD35,
AF-D1821GD35,
AF-D1823GD35,
AF-D1825GD35,
AF-D2405GD20,
AF-D2407GD20,
AF-D2410GD20,
AF-D2412GD20,
AF-D2415GD20,
AF-D2417GD20,
AF-D2419GD20,
AF-D2421GD20,
AF-D2423GD20,
AF-D2425GD20,
AF-D2405GD25,
AF-D2407GD25,
AF-D2410GD25,
AF-D2412GD25,
AF-D2415GD25,




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

AF-D2417GD25,
AF-D2419GD25,
AF-D2421GD25,
AF-D2423GD25,
AF-D2425GD25,
AF-D2405GD30,
AF-D2407GD30,
AF-D2410GD30,
AF-D2412GD30,
AF-D2415GD30,
AF-D2417GD30,
AF-D2419GD30,
AF-D2421GD30,
AF-D2423GD30,
AF-D2425GD30,
AF-D2405GD35,
AF-D2407GD35,
AF-D2410GD35,
AF-D2412GD35,
AF-D2415GD35,
AF-D2417GD35,
AF-D2419GD35,
AF-D2421GD35,
AF-D2423GD35,
AF-D2425GD35

11

Kim gip di vat
nhiéu lan (loai
ngam rang chudt)

AF-1807Gl,
AF-1810GI,
AF-1815Gl,
AF-1825Gl,
AF-2415G],
AF-2417G],
AF-2421Gl,

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) (N éu c6) san xuat xuat xuat
AF-2423GI
AF-1807G]J,
, AF-1810G]J,
Kim gap di vat AF-1315GJ, Alton No.24 Building, Jinshao
nhicu lan (loai AF-1825G], (Shanghai) Road 1688. Baoshan
12 ngém rang chu(f)t AF-2415@G], Medical District SI;an hai CHINA
két hop ca sau) AF-2417G], Instruments Chin ’ ghat,
AF-2421G], Co., Ltd a
AF-2423GJ
AF-1807GH,
AF-1810GH,
Kim gép di vat AF-1815GH, Alton . No.24 Building, Jinshao
nhiéu lan (loai AF-1825GH, (Shanghai) Road 1688, Baoshan
13 X AF-2415GH, Medical o ’ . CHINA
ngam c4 sau) AF-2417GH Instruments District, Shanghai,
AF-2421GH, Co., Ltd China
AF-2423GH
AF-1807GK,
AF-1810GK,
Kim gép di vat AF-1815GK, Alton . No.24 Building, Jinshao
nhidu lan (loai | ~L-1825GK, (Shanghai) 1 o 41688, Baoshan
14 \ A A AF-2415GK, Medical .. ’ . CHINA
ngam bo nong) AF-2417GK Instruments District, Shanghai,
AF-2421GK, Co., Ltd China
AF-2423GK
Kim gap di vat AF-1810GM102-R, Alton No.24 Building, Jinshao
15 CHINA

nhicu lan (loai

AF-1815GM102-R,

(Shanghai)

Road 1688, Baoshan




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

DPia chi co sé san
xuat

Nudce san
xuat

ngam cao su)

AF-2415GM102-R,
AF-2417GM102-R,
AF-2421GM102-R,
AF-2423GM102-R,
AF-1807GM(102),
AF-1810GM(102),
AF-1815GM(102),
AF-1825GM(102),
AF-2415GM(102),
AF-2417GM(102),
AF-2421GM(102),
AF-2423GM(102)

Medical
Instruments
Co., Ltd

District, Shanghai,
China

16

Kim gé‘p di vat
nhiéu lan (loai
ngam 3 chau)

AF-1807GM103,
AF-1810GM103,
AF-1815GM103,
AF-2415GM103,
AF-2416GM103,
AF-2417GM103,
AF-2421GM103,
AF-2423GM103,
AF-1810GM,
AF-1815GM,
AF-2415GM,
AF-2417GM,
AF-2421GM,
AF-2423GM,
AF-2425GM

Alton
(Shanghai)
Medical
Instruments
Co., Ltd

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,
China

CHINA

17

Kim gip di vat
nhiéu lan (loai
ngam 3 chau co

AF-1807GM103-H,
AF-1810GM103-H,
AF-1815GM103-H,

Alton
(Shanghai)
Medical

No.24 Building, Jinshao
Road 1688, Baoshan
District, Shanghai,

CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiéet biy te Ching loai (Néu co) d(’)?g g(’ii sin xult <ult <ult
(Néu cd)
AF-1825GM103-H,
AF-2415GM103-H,
moc) AF-2416GM103-H, Instruments .
AF-2417GM103-H, Co.. Ltd China
AF-2421GM103-H, "
AF-2423GM103-H
AF-1807GM105,
AF-1810GM105,
AF-1815GM105,
AF-2415GM105,
Kim gép di vat AF-2416GM105, Alton . No.24 Building, Jinshao
nhiéu 1an (loai AF-2417GM105, (Shanghai) Road 1688, Baoshan
18 ngam 5 ch éuj AF-2421GM105, Medical District SI{anghai CHINA
AF-2423GM105, Instruments China ’ ’
AF-2415GO, Co., Ltd
AF-2417GO,
AF-2421GO,
AF-2423GO
AF-1807GM105-H,
) AF-1810GM105-H,
Kim gap di vat AF-1815GM105-H, Alton o :
nhiéu lin (loai | AF-2415GM105-H, (Shanghai) Egﬁllz‘ggdglagésﬁ;‘;hao
19 [ngam 5 chau co AF-2416GM105-H, Medical District Sh’anghai CHINA
moc) AF-2417GM105-H, Instruments China ’ ’
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