SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000847/PCBA-HN
Ngay cong bo: 13/05/2026

1. Tén co s& cong bé: CONG TY TNHH VAT TU TRANG THIET B] Y TE
HA ANH

2. Pia chi: S6 nha 20 ngd 4 Hitu Trung, X4 Pai Thanh, Thanh phé Ha Noi
3. S6 vin ban cua co so: 1205/HA/PCBA/2026 Ngay: 12/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: BO dung cu cot séng it xam lan

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 cach dong goi:

Muc dich str dung: Str dung trong phau thuat

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s¢ hiru: Hefei Wuyang Medical Instrument Co., Ltd

bia chi chu sé hiru: Mingchuan road, Chang’an industry zone, Taohua town,
Feixi county, Hefei, Anhui, CHINA, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong Ty TNHH Vat Tu Trang Thiét Bi Y Té Ha Anh
Dia chi: S6 14 ngd 210 Lé Trong Tan, Phuong Phuong Liét, Thanh phd Ha



Noi

Pién thoai ¢b dinh: 0942257368  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

STT| Tén hang héa Chiing loai M3 san phim Hing sén xuat Dia chi
. . . Mingchuan road, Chang’an industry
1 Kzrlz;lhg; ;‘I‘i?;‘g 701013-2; 701010-4 701013-2; 7010104 Hi’i‘;ggﬁ?’éyeﬁ;m zone, Taohua town, Feixi county,
: : ” Hefei, Anhui, CHINA
. . Mingchuan road, Chang’an industry
2 Dung cu tach co |231008 231008 H?;Zfiﬁﬁ?igdeﬁ;al zone, Taohua town, Feixi county,
” Hefei, Anhui, CHINA
3 6ne none ohiu thua 2310021 231002-2:231002-3; 231002-1; 231002-2; 231002-3; | Hefei Wuyang Medical Mff:h;:ghr":‘:(’)\sgagj a?‘;gd;f“y
& nong phau thuatl )3 1002-4; 701005-1; 7010116 [231002-4; 701005-1; 701011-6 | Instrument Co., Ltd | 2O *20nua town, rewi county,
Hefei, Anhui, CHINA
. . Mingchuan road, Chang’an industry
4 | Tay vén phiu thudt [231019-18; 231019-21 231019-18; 231019-21 Hfﬁtfﬁ"f;‘ﬁ?gcgdeﬁ;al zone, Taohua town, Feixi county,
” Hefei, Anhui, CHINA
x ., . . Mingchuan road, Chang’an industry
5 | Dungeuphautich |0, 1o 3 701009-3 Hefei Wuyang Medical | © "1 hua town, Feixi county,

mo xuong

Instrument Co., Ltd

Hefei, Anhui, CHINA

Dung cu vén ré thin

231010-1; 231010-6

231010-1;231010-6

Hefei Wuyang Medical

Mingchuan road, Chang’an industry
zone, Taohua town, Feixi county,

kinh Instrument Co., Ltd Hefei, Anhui, CHINA
XA . . . . Mingchuan road, Chang’an industry
7 |Pune C‘-‘kri‘;‘;f rethan| 2048 27: 231022-1: 701009-16 ?27048'27’ 231022-1;701009- Hi’i‘;ggﬁ?’éyeﬁ;m zone, Taohua town, Feixi county,
” Hefei, Anhui, CHINA
. . Mingchuan road, Chang’an industry
8 | Dung cu nao xuong [701009-31 701009-31 H?;Zfiﬁﬁ?igdeﬁ;al zone, Taohua town, Feixi county,
” Hefei, Anhui, CHINA
9 | Dung cu duc xuong [203007-75; 203007-72-1; 203007203007-75; 203007-72-1; Hefei Wuyang Medical “iff:h;:ghrl‘l’:fo\sgagili?égjgfy“y
) o 77;701009-6 203007-77; 701009-6 Instrument Co., Ltd Hefei, Anhui, CHINA
. . Mingchuan road, Chang’an industry
10 [Dung cu cit dia dém (231028 231028 H?;Zfiﬁﬁ?igdeﬁ;al zone, Taohua town, Feixi county,
” Hefei, Anhui, CHINA
|| |Dung cu gip mo, dia|204036-6; S608027; 701001-17; {204036-6; S608027; 701001-17; | Hefei Wuyang Medical “iff:h;:ghrl‘l’:fo\sgagili?égjgfy“y
dém 701001-20; 701003-4 701001-20; 701003-4 Instrument Co., Ltd Hefei, Anhui, CHINA
ZBQ10422201; ZBQ10422301; |ZBQ10422201; ZBQ10422301;
- ZBQ10422203; ZBQ10422303; [ZBQ10422203; ZBQ10422303; . . Mingchuan road, Chang’an industry
1o |Pune Iz‘; rgr?;:nxu‘mg 204055-12; 204055-13; 204055; |204055-12; 204055-13; 204055; Hfﬁ:;ﬁ"gﬁ?iyeﬁzal zone, Taohua town, Feixi county,
701002-35; 701002-49; 701002- |701002-35; 701002-49; 701002- ” Hefei, Anhui, CHINA
103; 204055-28 103; 204055-28
. . Mingchuan road, Chang’an industry
13 Buia phau thuat  |231014 231014 Hefei Wuyang Medical zone, Taohua town, Feixi county,

Instrument Co., Ltd

Hefei, Anhui, CHINA




