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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001130/PCBB-HN
Ngay cong bo: 14/04/2026

1. Tén co s6 cong bd: CONG TY TNHH MOT THANH VIEN TU VAN
XAY DUNG CONG TRINH Y TE HA NOI ’
2. bia chi: SO 1, ngd 120 duong Truong Chinh, Phuong Kim Lién, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 01/2026/CBB-CTYTHN Ngay: 14/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Thiét bi khi y té

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 sir dung: 1.Dung dé diéu chinh luu lwong va lam am khi trudce khi
cung cip dén bénh nhan.

2.Dung dé diéu chinh luu lwong khi tru’()”c khi cung cap dén bénh nhan
3.Dung dé 1am a am khi truge khi cung cap dén bénh nhan.

4.Dung dé két noi cac thiét bi y te tai bénh vign Va cac co so y té.

5.Dung dé lay khi tu hé thong va cung cap dén cac thiét bi khac tai bénh vién
va cac co so y té.

6. Dung dé hut khi thai gay mé con du trong phdng mo.

7. Dung dé hut dich/ dom tu bénh nhan trong phong bénh/ phong mo

8. Dung dé chua dich hut tu bénh nhan trong bénh vign va cac co SO y te

9. Dung dé cach ly khu vuc trong tru’ong hop khan cap tai cac co SOy té.
10.Dung dé cach ly khu vic va kem theo bao dong trong truong hop khan cap
tai cac co so y té.

11.Dung dé bao dong tai trung tim/ khu vuc trong truong hop khan cip tai cac



CO SOy té.

12.D1;1}r,1g dé: phan phoi kh1 tu’ hé thépg khi trung tam dén cac phong bénh.
13.Dung d¢ tich hop cac thiét bi y t€ tai phong bénh. o , 7
14.Dung g€ cach ly duong khi y t€ khi co trwong hop khan cap tai cac co so'y
te.

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: Theo tiéu chuan cua nha san xuat
5. D6i 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: Zhejiang Chaojie Medical Equipment Co.Ltd

bia chi chu sé hitu: Building 2, No.77, Binhai Second Road,Hangzhou Bay
New Area, Zhejiang Province, CHINA, CHINA

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

Tén co s&: CONG TY TNHH MOT THANH VIEN TU VAN XAY DUNG
CONG TRINH Y TE HA NOI

Dia chi: S6 1, ngd 120, Trudng Chinh, Phuong Kim Lién, Thanh phd Ha Noi
Pién thoai ¢b dinh: 02462969941 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 | 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 m6 ta tom tat ky thuat thiét bi y t€ 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 R . . v .
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)

OFH-10-1;
OFH-10-2;
OFH-15-3;
OFH-15-5;
OFH-FTO1;
OFH-FTO02;
OFH-YO01, OFA-10-1; Building 2,
OFA-10-2; Zheii No.77, Binhai

L0 OFA-15-3; Jiang Second

Luu lugng ké kem Chaojie
1 |binh lam 4m OFA-15-5; Medical Road,Hangzhou CHINA

OFA-FTOI; Equipment Bay New Area,
OFA-FTO02; Co.Lid Zhejiang
OFA-Y01, OFB-10-1; R Province,
OFB-10-2; CHINA
OFB-15-3;
OFB-15-5;
OFB-FTO1;
OFB-FTO02;
OFB-YO01
OF-10-1; Building 2,
OF-10-2; Zhejiang No.77, Binhai

’ OF-15-3; Chaojie Second

Luu luong ké OF-15-5; . Road,Hangzhou
2 OF-FTO01; g[efilcrilen t Bay New Area, CHINA

OF-FT02; cg le B Zhejiang
OF-Y01 T Province,

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
OH-10-1; Building 2,
OH-10-2; Zheii No.77, Binhai
OH-15-3; Ch?;;r;g Second
Binh lam am OH-15-5; . Road,Hangzhou
3 OH-FTO1; g[e(?c;len ¢ Bay New Area, CHINA
OH-FTO02; CquLIt) J Zhejiang
OH-YO01 014 Province,
CHINA
GSL,
GSL-1,
GSL-2,
GSL-3,
GSL-4,
GSL-5,
GSL-6,
JSL,
L-1
ISL-1, Building 2,
JSL-2, .
. No.77, Binhai
JSL-3, Zhejiang
.. Second
Pau cim nhanh ISL-4, Chaojic Road,Hangzhou
4 JSL-5, Medical -1 A0S CHINA
. Bay New Area,
JSL-6, Equipment Zheii
ASL, Co.Ltd. S
ASL-1, ’
ASL-2, CHINA
ASL-3,
ASL-4,
ASL-5,
ASL-6,
BSL,
BSL-1,
BSL-2,

BSL-3,




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 s&
san xuat

Nuwdce san xuat

BSL-4,
BSL-5,
BSL-6,
FSL,
FSL-1,
FSL-2,
FSL-3,
FSL-4,
FSL-5,
FSL-6

O dau ra khi y té

AMGO08-1;
AMGO08-1-M1;
AMGO08-2;
AMGO08-2-M1;
AMGO08-3;
AMGO08-5;
AMGO08-AS,;
DMGO09-1;
DMG09-M1;
DMG09-2;
DMG09-3;
DMG09-M3;
DMG09-5;
DMGO09-6;
DMG09-8;
DMGO9-AS;
GCEO01;
GMGO06-1;
GMGO06-3;
GMGO06-M1;
GMGO06-6;
GMGO06-7;

Zhejiang
Chaojie
Medical
Equipment
Co.Ltd.

Building 2,
No.77, Binhai
Second
Road,Hangzhou
Bay New Area,
Zhejiang
Province,
CHINA

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
GMGO06-AS;
BMGO07-1;
BMGO07-3;
BMGO07-AS;
BMGO07-M1,;
FMGI10-1;
FMG10-M1,;
FMG10-8;
FMG10-2;
FMG10-AS;
SMG11-8;
SMG11-9;
SMG11-M1,;
SMG11-A8;
NIST-M1
Building 2,
Zhejiang No.77, Binhai
& huit khi thai gay |2 9550% Chaojie Second
6 |mea AGSS-03; Medical Road,Hangzhou CHINA
BS-AGSS . Bay New Area,
Equipment Zheiian
Co.Ltd. J1ang
Province,
CHINA
SRS-1: Building 2, ‘
.. No.77, Binhai
SRS-2; Zhejiang
N SRS-5; Chaojie Second
7 Bo6 hut dich SRS-6: Medical Road,Hangzhou CHINA
. Bay New Area,
SRS-7; Equipment Zheiian
SRS-8 Co.Ltd. J1ang
Province,

CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

: : éu co 02, san xuat san xuét
STT| Tén thiét biy té Chung loai (Né ) ((ilgzlgl f(()))l Nudc san xuat
Building 2,
SRJ-1, . No.77, Binhai
SRJ-2, Zhejiang
o SRJ-3 Chaojie Second
2 Binh chua dich SRI-4. Medical Road,Hangzhou CHINA
. Bay New Area,
SRJ-5, Equipment Zheiian
SRI-6 Co.Ltd. Jang
Province,
CHINA
JZFX-M;
JZFX-BF-M;
JZFX-LCD-M,;
JZFX-LED-M, JZFX-GDB-
M;
LGFX-M, LGFX-BF-M,
LGFX-LCD-M, LGFX-
LED-M, LGFX-GDB-M,
SSFX-M; o
SSFX—BIS—M' Building 2,
" . No.77, Binhai
’ SSFX-LCD-M; Zhejiang Second
Hop van y t€ x loai | SSFX-LED-M; Chaojie Road. Hanezhou
9 |khi SSFX-GDB-M, JZFX-2M; Medical Ba Iile irea CHINA
JZFX-BF-2M; Equipment Zhy.. WAL,
JZFX-LCD-2M; Co.Ltd. Province
JZFX-LED-2M, JZFX- VInee,
GDB-2M:- ’ CHINA

LGFX-2M, LGFX-BF-2M,
LGFX-LCD-2M, LGFX-
LED-2M, LGFX-GDB-2M,
SSFX-2M;

SSFX-BF-2M;
SSFX-LCD-2M;
SSFX-LED-2M;
SSFX-GDB-2M, JZFX-3M;




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
JZFX-BF-3M;
JZFX-LCD-3M;

JZFX-LED-3M, JZFX-
GDB-3M;

LGFX-3M, LGFX-BF-3M,
LGFX-LCD-3M, LGFX-
LED-3M, LGFX-GDB-3M,
SSFX-3M;

SSFX-BF-3M;
SSFX-LCD-3M;
SSFX-LED-3M;
SSFX-GDB-3M, JZFX-4M;
JZFX-BF-4M;
JZFX-LCD-4M,;
JZFX-LED-4M, JZFX-
GDB-4M;

LGFX-4M, LGFX-BF-4M,
LGFX-LCD-4M, LGFX-
LED-4M, LGFX-GDB-4M,
SSFX-4M;

SSFX-BF-4M;
SSFX-LCD-4M;
SSFX-LED-4M;
SSFX-GDB-4M, JZFX-5M;
JZFX-BF-5M;
JZFX-LCD-5M;
JZFX-LED-5M, JZFX-
GDB-5M;

LGFX-5M, LGFX-BF-5M,
LGFX-LCD-5M, LGFX-
LED-5M, LGFX-GDB-5M,
SSFX-5M;

SSFX-BF-5M;




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 s&
san xuat

Nuwdce san xuat

SSFX-LCD-5M;
SSFX-LED-5M;
SSFX-GDB-5M, JZFX-6M;
JZFX-BF-6M;
JZFX-LCD-6M,;
JZFX-LED-6M, JZFX-
GDB-6M;

LGFX-6M, LGFX-BF-6M,
LGFX-LCD-6M, LGFX-
LED-6M, LGFX-GDB-6M,
SSFX-6M;

SSFX-BF-6M;
SSFX-LCD-6M;
SSFX-LED-6M;
SSFX-GDB-6M

10

Hop vany té kem )
bao dong x loai khi

JZFX-A;
JZFX-BF-A;
JZFX-LCD-A;
JZFX-LED-A;
JZFX-GDB-A;
LGFX-A;
LGFX-BF-A;
LGFX-LCD-A;
LGFX-LED-A;
LGFX-GDB-A;
SSFX-A;
SSFX-BF-A;
SSFX-LCD-A;
SSFX-LED-A;
SSFX-GDB-A, JZFX-2A;
JZFX-BF-2A;
JZFX-LCD-2A;

Zhejiang
Chaojie
Medical
Equipment
Co.Ltd.

Building 2,
No.77, Binhai
Second
Road,Hangzhou
Bay New Area,
Zhejiang
Province,
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 s&
san xuat

Nuwdce san xuat

JZFX-LED-2A;
JZFX-GDB-2A;
LGFX-2A;
LGFX-BF-2A;
LGFX-LCD-2A;
LGFX-LED-2A;
LGFX-GDB-2A;
SSFX-2A;
SSFX-BF-2A;
SSFX-LCD-2A;
SSFX-LED-2A;
SSFX-GDB-2A, JZFX-3A;
JZFX-BF-3A;
JZFX-LCD-3A;
JZFX-LED-3A;
JZFX-GDB-3A;
LGFX-3A;
LGFX-BF-3A;
LGFX-LCD-3A;
LGFX-LED-3A;
LGFX-GDB-3A;
SSFX-3A;
SSFX-BF-3A;
SSFX-LCD-3A;
SSFX-LED-3A;
SSFX-GDB-3A, JZFX-4A;
JZFX-BF-4A;
JZFX-LCD-4A;
JZFX-LED-4A,;
JZFX-GDB-4A;
LGFX-4A;
LGFX-BF-4A;
LGFX-LCD-4A;




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 s&
san xuat

Nuwdce san xuat

LGFX-LED-4A;
LGFX-GDB-4A;
SSFX-4A;
SSFX-BF-4A;
SSFX-LCD-4A;
SSFX-LED-4A;
SSFX-GDB-4A, JZFX-5A;
JZFX-BF-5A;
JZFX-LCD-5A;
JZFX-LED-5A;
JZFX-GDB-5A;
LGFX-5A;
LGFX-BF-5A;
LGFX-LCD-5A;
LGFX-LED-5A;
LGFX-GDB-5A;
SSFX-5A;
SSFX-BF-5A;
SSFX-LCD-5A;
SSFX-LED-5A;
SSFX-GDB-5A, JZFX-6A;
JZFX-BF-6A;
JZFX-LCD-6A;
JZFX-LED-6A;
JZFX-GDB-6A;
LGFX-6A;
LGFX-BF-6A;
LGFX-LCD-6A;
LGFX-LED-6A;
LGFX-GDB-6A;
SSFX-6A;
SSFX-BF-6A;
SSFX-LCD-6A;




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
SSFX-LED-6A;
SSFX-GDB-6A
GASA-Z; Building 2,
, CIJ-MGAS; Zhejiang No.77, Binhai
Bao dong trung CJ-DGA; Chaojic Second
11 tam/ kl}u VUC X CJ-JCBX-BC; Medical Road,Hangzhou CHINA
loai khi CJ-JCBX-BF; Eauipment Bay New Area,
CJ-QYJCBX, CJ-GDJCBX; c?) le | Zhejiang
CJ-JCX T Province,
CHINA
MGM-I; Building 2,
CJ-HLP; No.77, Binhai
. o CJ-LEDHLP; Zhejiang Sec;onél
B¢ diéu phoi khi | CJ-SS-LEDHLP; Chaojie Road. Hanezhou
12 |trung tAm CJ-SS-LCDHLP; Medical - an8 CHINA
] . Bay New Area,
CJ-BX-HLP; Equipment Zhejiang
CJ-LM-HLP; Co.Ltd. Province
CJ-DZ-HLP CHINA
SBD403-97-65-2.0;
SBD364-111-65-2.0;
SBD325-111-65-2.0; Building 2,
SBD537-97-65-2.0; Zheiian No.77, Binhai
o SBD498-111-65-2.0; Cponi® Second
13 Béang dau givong | SBD458-111-65-2.0; Me diJc al Road,Hangzhou CHINA
SBD325-111-65-2.0; Eauipment Bay New Area,
SBD243-74-67-2.5; cg LI: B Zhejiang
SBD232-72-60-2.0; T Province,
SBD281-72-60-2.0; CHINA

SBD329-72-60-2.0




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)

3P-S;
3P-T, 3P-S-10;
3P-T-10, 3P-S-12;
3P-T-12, 3P-S-15; Building 2,
3P-T-15, 3P-S-22; Zheiian No.77, Binhai

~ |3P-T22,3P-828; o Efojieg Second

14 Van chan khiy t¢ |3P-T-28, 3P-S-35; Medical Road,Hangzhou CHINA

3P-T-35, 3P-S-42; Equipment Bay New Area,
3P-T-42, 3P-S-54; Co.Lid Zhejiang
3P-T-54, 3P-S-67; R Province,
3P-T-67, 3P-S-76; CHINA

3P-T-76, 3P-S-108;
3P-T-108




