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: 260001362/PCBA-HN
Ngay cong bo: 14/07/2026

1. Tén co s& cong bé: CONG TY CO PHAN THIET B] METECH

2. bia chi: Tang 1 nha A s6 85 Luong Dinh Caa, Phuong Kim Lién, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 1307/DKLH-METECH Ngay: 14/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Mit na c6 dinh dung trong xa tri

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 digh st dung: Buoc st dung dé dinh vi va cb dinh bénh nhan trong qua
trinh diéu tri xa tri.

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485, CE

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¢ htru: Guangzhou Maidfirm Medical Equipment Co., Ltd

bia chi chu sé hitru: East of Floor 2, Building A8, No.363, Yushan Road West,
Shatou Street, Panyu District, Guangzhou City, Guangdong Province, China,
CHINA

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



Tén co sé: Cong ty co phan thiét bi Metech

Pia chi: Tang 1 nha A sé 85 Luong Dinh Cua, Phuong Kim Lién, Thanh phd
Ha No61, Phuong Kim Lién, Thanh phd Ha Noi

Pién thoai ¢b dinh: 024 6685 0559 Dién thoai di dong: 0986376132

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian 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 té cong bd 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 Bl Y TE

s PON CHUNG QUY CACH | TEN CO SO SAN | TEN CO SO CHU SO 2 o . .
STT TTHEI:TT ]F;f "\{K;E VI LOAI SAN MA SAN PHAM DONG GOI | XUAT/ HANG, HU'U/ HANG, NUOC TEN (:;;gBAO mg AC(;{ ;&gso
: TINH PHAM (NEU CO) | NUGC SAN XUAT CHU SO HU'U
M-A2224WT04QY
M-A2224WT01 Q
M-A3624WT04QY
M-A3624WT01
M-A4224WT04QY
M-A4224WT01
M-A2232WT04QY
M-A2232WT01
M-A3632WT04QY
M-A3632WT01
M-A4232WT04QY
M-A4232WT01
M-A2224WT01BU
M-A2224WT02
M-A3624WT01BU
M-A3624WT02
M-A4224WT01BU
M-A4224WT02
M-A2232WT01BU
M-A2232WT02
M-A3632WT01BU
M-A3632WT02
M-A4232WT01BU
M-A4232WT02
M-A2224WT03 M-G2224WT01 G h Ane 1. Nha A. s6
5 . uangzhou g A - Téan Nha A, so
. Head Part - |M-A3624WT03 M-G3624WT01 2Uangziou - 1 & angzhou Maidfirm | CONG TY €O g1, N A,
Mit na ¢6 dinh . - X M-G4224WT01 . Maidfirm Medical ; . N . 85 Luong Dinh
1 dilne trone xa {ri Caéi Mitnacd |M-A4224WT03 M-G2232WTO0L 1 cai/tai Equibment Co.. Ltd- Medical Equipment PHAN THIET BI Ciia. phuéme Kim
g trong xa trl dinh dhu  [M-A2232WT03 quip ' =9 | Co., Ltd; Trung Quéc METECH - phuong

M-A3632WT03
M-A4232WT03
M-A2224WT04
M-A3624WT04
M-A4224WT04
M-A2232WT04
M-A3632WT04
M-A4232WT04

M-A3624WT06QY
M-A3632WT06QY

M-A3624WT07
M-A3632WTO07

M-G3632WT01
M-G4232WT01
M-A2224WT05
M-A3624WT05
M-A4224WT05
M-A2232WT05
M-A3632WT05
M-A4232WT05
M-A2224WT06
M-A3624WT06
M-A4224WT06
M-A2232WT06
M-A3632WT06
M-A4232WT06

Trung Qudc

Lién, TP Ha Noi.




- PON | CHUNG QUY CACH | TEN CO SO SAN | TEN CO SO CHU SO A - - .
STT TTHEI:TT Efs’\(l(;i: VI LOAIKSAN MA SAN PHAM B()ljc G'OI XqAT/ HANG, | HUU/HANG, 1\~IU’(')C TEN ?&;ﬂ BAO Dlg fggﬁgso
: TINH PHAM (NEU CO) | NUOC SAN XUAT CHU SO HU'U
M-B2224WT01
M-B3624WT01
M-B4224WT01 M-B2224WT04
M-B2232WT01 M-B3624WT04
M-B3632WT01 M-B4224WTO04
M-B4232WT01 M-B2232WT04
M-B2224WT01BU |M-B3632WT04
M-B3624WT01BU |M-B4232WT04
M-B4224WT01BU |M-BD2224WT01
Neck & - |\ 0L PWTOIBU. |M-BDAZ2AWTOL Guangeh Thng 1, Nt A, 8
- - uangznou . A 2 ang 1, Nha A, so
Matnacbdinh | .. | SnOUlder y BAosowT01BU |M-BD2232WTO01 _ MaidfirmgMedicaI Guangzhou Maidfirm | CONG TY CO 85gLu’0rng Pinh
2 . .| Céai |Part-Mitna 1 céi/thi . | Medical Equipment PHAN THIET BI , . .
dung trong xa tri b dinh C& M-B2224WT02 M-BD3632WT01 Equipment CO.’, Ltd; Co., Ltd: Trung Quéc METECH Cga, phuong Klrp
vavai | |M-B3624WT02 M-BD4232WT01 Trung Qudc T Lién, TP Ha Noi.

M-B4224WT02
M-B2232WT02
M-B3632WT02
M-B4232WT02
M-B2224WT03
M-B3624WT03
M-B4224WT03
M-B2232WT03
M-B3632WT03
M-B4232WT03

M-BD2224WTO01D
M-BD3624WTO01D
M-BD4224WTO01D
M-BD2232WTO01D
M-BD3632WTO01D
M-BD4232WTO01D
M-B3624WTO07QY
M-B3632WT07QY




. PON CHUNG QUY CACH | TEN CO SO SAN | TEN CO SO CHU SO . o . ,
STT TTHEI:TT Efs’\(l(;i: VI LOAI SAN MA SAN PHAM PONG GOI | XUAT/ HANG, HUU/ HANG, NUGC TEN ?&;ﬂ BAO mglf(ﬂlig;o
: TINH PHAM (NEU CO) | NUOC SAN XUAT CHU SO HUU
M-C2224WT01
M-C3624WTO01 M-C2224WT04
M-C4224WT01 M-C3624WT04
M-C2232WT01 M-C4224WT04
M-C3632WT01 M-C2232WT04
M-C4232WT01 M-C3632WT04
Head & [M-C2224WT02 M-C4232WT04
Neck & |M-C3624WT02 M-C2224WT01QY Guangzhou e A . Tang 1, Nha A, sb
Matnacodinh | . | Shoulder [M-CA224WT02  |M-C3624WT01QY | Maidfirm Medical | GUangzhou Maidfirm - CONG TY CO | "oy /0o pinh
3. .| Cai B 1 céi/thi . | Medical Equipment PHAN THIET BI , . .
dung trong xa tri Part - Mét na (M-C2232WT02 M-C4224WT01QY Equipment Co., Ltd; Co.. Ltd; Trung Qud METECH Cua, phuong Kim
cé dinh Piu, |M-C3632WT02 M-C2232WT01QY Trung Qubc » WG TIung Luoc Lién, TP Ha Noi.
cd,vai  |M-C4232WTO02 M-C3632WT01QY
M-C2224WT03 M-C4232WT01QY
M-C3624WT03 M-C3624WT05
M-C4224WT03 M-C3632WT05
M-C2232WT03 M-C3624WT06
M-C3632WTO03 M-C3632WT06
M-C4232WT03
M-D2224WTO03
M-D3624WTO03
M-D2224wTo1 | D4228WTO3
M-D2232WTO03
M-D3624WT01
M-D3632WT03
M-D4224WT01
M-D4232WT03
M-D2232WT01
M-D2224WT04
M-D3632WT01 M-D3624WT04 Guangzhou Tang 1, Nha A, sb
L Breast Part - |M-D4232WT01 ~>uangzhou Guangzhou Maidfirm | CONG TY CO ang 1, Wha A, 8o
Mit na c6 dinh . - B M-D4224\WT04 g Maidfirm Medical ; . < . 85 Luong Dinh
4 dime t i Cai Matnaco ([(M-D2224WTO02 M-D2232WT04 1 cai/tui Equibment Co.. Ltd- Medical Equipment PHAN THIET BI Cita. phuome Ki
ung trong xa tri dinh ngue  |M-D3624WT02 quip 2 =% | Co., Ltd; Trung Quéc METECH ua, phuong im

M-D4224WT02
M-D2232WT02
M-D3632WT02
M-D4232WT02

M-D3632WT04

M-D4232WT04

M-D2224WT04BU
M-D3624WT04BU
M-D4224WT04BU
M-D2232WT04BU
M-D3632WT04BU
M-D4232WT04BU

Trung Qubc

Lién, TP Ha Noi.




. PON CHUNG QUY CACH | TEN CO SO SAN | TEN CO SO CHU SO . o . ,
STT TTHEI:TT Efs’\(l(;i: VI LOAIKSAN MA SAN PHAM B()ljc G'OI XqAT/ HANG, | HUU/HANG, 1\~IU’(')C TEN ?&;ﬂ BAO Dlg fggﬁgso
: TINH PHAM (NEU CO) | NUOC SAN XUAT CHU SO HU'U
M-E2224WT01 M-E2224WT03
M-E3624WT01 M-E3624WT03
M-E4224WT01 M-E4224WT03
M-E2232WT01 M-E2232WT03
Abdoment [M-E3632WT01 M-E3632WT03 Guangzhou e A ] Tang 1, Nha A, sb
Matnacddinh | . |Part-Matna [M-E4232WTOL  |M-E4232WTO03 | Maidfirm Medical | Su2ngznou Maidfirm |- CONG TY CO -\ "oy oo pinh
S |, .| Cai L .. . 1 cai/tai . .| Medical Equipment PHAN THIET BI , . .
dung trong xa tri ¢0 dinh hong |M-E2224WT02 M-E2224WT04D Equipment CO.’, Ltd,; Co., Ltd: Trung Quéc METECH Cua, phuong Kim
chau M-E3624WT02 M-E3624WT04D Trung Qudc R Lién, TP Ha Noi.
M-E4224WT02 M-E4224WT04D
M-E2232WT02 M-E2232WT04D
M-E3632WT02 M-E3632WT04D
M-E4232WT02 M-E4232WT04D
M-F2224WT01
M-F3624WTO01
M-F4224WT01
M-F2232WT01 M-F2224WT04
M-F3632WT01 M-F3624WT04
M-F4232WT01 M-F4224WT04
M-F2224WT02 M-F2232WT04
M-F3624WT02 M-F3632WT04
Torso Part - |M-F4224WT02 M-F4232WT04 Guangzhou e R . Tang 1, Nha A, sb
Mit na ¢é dinh | Matnacd |M-F2232WT02 M-F2224WT03BU | Maidfirm Medical | Guangzhou Maidfirm |- CONG TY CO 85 Luong Dinh
6 |,. .| Cai . . 1 cai/tai . .| Medical Equipment PHAN THIET BI , . .
dung trong xa tri dinh hong |M-F3632WT02 M-F3624WT03BU Equipment CO., , Ltd; Co.. Ltd; Trung Quéc METECH Cua, phuong Kim
chau M-F4232WT02 M-F4224WT03BU Trung Qudc A Lién, TP Ha Noi.

M-F2224WT03
M-F3624WT03
M-F4224WT03
M-F2232WT03
M-F3632WT03
M-F4232WT03
M-F0024WTO03
M-F0032WT03

M-F2232WT03BU
M-F3632WT03BU
M-F4232WT03BU
M-F3624WT01QY
M-F3632WT01QY




