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 cia thiét bj y té thudc loai B

S6 cong bd: 260000650/PCBB-HN
Ngay cong bod: 09/03/2026

1. Tén co s6 cong bd: CONG TY TNHH THUONG MAI DICH VU THIET
BI KY THUI,AT Y TE - EU 7

2. Pia chi: S6 16, Ngo 99, Ngach 158, hém 26, T6 16, Phuong DBinh Cong,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 06032025/EUCB Ngay: 06/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B dan, phan phdi oxy va phu kién ho hap

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: Thiét b y?té dung mét 1an, hd tro chim soc hd h£:1p, gay
mé, tuy theo ting loai san pham, dudi sy giam sat cua nhan vién y t€ dugc dao
tao

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016, CE 93/42

5. Di voi thiét bi y té chita chat ma tuy, tién chét (néu co):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s& hiru: Ningbo Sintrue Medical Instruments Co., Ltd.

bia chi chu s¢ hiru: Room 9-1-5, Building 7, No.2 Zhuyi Road, Hi-Tech Zone,
Ningbo City, Zhejiang Province, China , 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

. - X Quy cach o . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Room 9-1-5,
| Ningbo Sintrue ?}?33:%037{(11\1133
1 Oxygen Mask Oxygen Mask ST-RE03 Th‘eo :ueu c}man Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >,
Zhejiang
Province
Room 9-1-5,
7 Ningbo Sintrue §E33:§028N§3
) Venturi Mask Venturi Mask ST-REO7, ST-RE0S Th?o :tleu c}man Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >
Zhejiang
Province
Room 9-1-5,
q Ningbo Sintrue EESSEIEOZHN}OIf
3 Nebulizer Mask Nebulizer Mask ST-RE06 Th‘eo }1eu c}luan Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >
Zhejiang
Province
Room 9-1-5,
7 Ningbo Sintrue ?ﬁ:j;lr;{gozaNgf
4 Nasal Cannula Nasal Cannula ST-RE02 Th‘eo :ueu c}man Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >,
Zhejiang

Province




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)
Room 9-1-5,
Nasal Oxygen : Ningbo Sintrue E}Lllllll di1 Ill{gozaN}OIf
e Nasal Oxygen Cannula ST-REOI1, Neonate, Infant, | Theo ti€u chuan | Medical Y ’
5 | Cannula .. <, R Tech Zone, CHINA
Pediatric, Adul. nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >
Zhejiang
Province
Room 9-1-5,
. . Building 7, No.2
Manual Manual Resuscitator ST-RE1S, ST-RE20, Theo tiéu chuin Ih\j[l:c%il;lemtme Zhuyi Road, Hi-
6 | Resuscitator STRE21, Adult, Child, A R Tech Zone, CHINA
nha san xuat Instruments . .
Infant. Ningbo City,
Co., Ltd. >,
Zhejiang
Province
Room 9-1-5,
Non-rebreathing Non-rebreathing Mask Theo tiéu chuin Il\\j[i:(%ilglsmtme gﬁ:};llﬁgozi\gf
7 | Mask g ST-RE04 L Z Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >
Zhejiang
Province
Room 9-1-5,
_y Ningbo Sintrue Eﬁﬁ}?;r}l{gozaNﬁf
2 Oxygen Tubing Oxygen Tubing ST-RE10 Th?o fleu c}man Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >
Zhejiang
Province
Nebulizer with _ . . N . | Ningbo Sintrue [ Room 9-1-5,
9 | Mouth Piece Nebulizer with Mouth Piece ST-REO5 Th‘eo ticu c}luan Medical Bu11d.1ng 7,No.2 | CHINA
nha san xuét Instruments Zhuyi Road, Hi




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)
Tech Zone,
Co., Ltd. ngbo City,
Zhejiang
Province
ST-ANO1, ST Room 9-1-5,
ANO02, ST-ANO3, ST Ningbo Sintrue Building 7, No.2
. . ANO4, #0#, #1#, #2#, A 2 . Zhuyi Road, Hi
10 Anesthesia Mas Anesthesia Mas I Iy ;1;}111;2 ;rllei ucgiuan x:tdrhcrints Tech Zone, CHINA
#0SH, #1SH, #2SH, Co.. Ltd Ningbo City,
#3SH, #4SH, #5SH, " ' Zhejiang
#6SH, #0A-H, #1A-H Province
Room 9-1-5,
Three Way . |Ningbo Sintrue gﬁ:}}(}: IEOZHN}OIiz
11 | Stopcock Three Way Stopcock ST-HY20 Theo tiu chuan | Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >
Zhejiang
Province
Room 9-1-5,
| Ningbo Sintrue ?ﬁ:j}?ilr;{gozaNgiz
12 Extension tube Extension tube ST-HY?21 Th‘eo :ueu c}man Medical Tech Zone, CHINA
nha san xuat Instruments . .
Ningbo City,
Co., Ltd. >,
Zhejiang
Province
Room 9-1-5,
T-shane Extensi Ningbo Sintrue | Building 7, No.2
13 tu-l:e ape Extension T-shape Extension tube ST-HY?22 Theo tiéu c,huén Medical Zhuyi Road, Hi CHINA
nha san xuat Instruments Tech Zone,
Co., Ltd. Ningbo City,

Zhejiang




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)
Province
Room 9-1-5,
Three Way Three Way Stopcock with ST-HY23, ST Ningbo Sintrue Building 7, No.2
Stopcock with | Extension HY24, ST-HY25 ST Theo tiéu chudn | Medical Zhuyi Road, Hi
14 E (3[Pf10ic n“{[ b ‘[XbenSlO HY26, ST-HY27, ST nha san xuét Instruments Tech Zone, CHINA
xension tube . HY28, ST-HY29, ST Co Ltd Ningbo City,
HY30 v Zhejiang

Province




