BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

S6:  2602134PKLH/HTTB-PKKD  Ha Ngi, ngay 02 thing 06 nim 2026

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan cép thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: Bo vit xwong dung trong phiu thuat chan thuong chinh hinh

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi ciia chil s hitu thiét bi y té: Changzhou Waston Medical Appliance

Co., Ltd, No. 9 Xihu Road, Wujin Hi-Tech Industry Zone, 213164 Changzhou,

Jiangsu, CHINA

6. Tén, dia chi ctia chu s& hitu s6 lvu hanh: CONG TY TNHH AE MEDICAL, 130

Thanh Thai, Phuong Hoa Hung, Thanh phé H6 Chi Minh.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 110/Qb-HTTB
ngay 02 thang 06 ndm 2026./.

Noi nhan:

- CONG TY TNHH AE MEDICAL;
- Bo trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

Hai quan cira khau;

- Luu: VT, bKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Vit xuong kim loai dugc st dung cung véi nep xuwong nham két ndi va c¢6 dinh cdc manh xuong bi gay.

2. Tén, dia chi co sé bao hanh:

3. Thong tin chi tiét thiét bi y té:

. . X Quy cach " . . , .
STT| Tén thiét biy te Chiing loai Ma san plrlam dong goi T?n co b o D!afhl C‘Z i Nuwdce san xuat
(Néu co) (Néu c6) san xuat san xuat
20520-014; 20520-016;
20520-018; 20520-020;
20520-022; 20520-024; Nanxiash
20520-026; 20520-028; S
20520-030: 20520-032: SNhangZhO“ Sueet, W win
, x ’ ’ aston one, No.
p | Vit xuong xop HBQO4 20520-034; 20520-036; Medical Longxiang CHINA
(toan ren) 20520-038; 20520-040; .
20520-042: 20520-044 Appliance Co., |Road, 213164
20520-046; 20520-048; Lid. hangzhou.
20520-050; 20520-052; &
20520-054; 20520-056;
20520-058; 20520-060
20524-030; 20524-035; Nanxiashu
20524-040; 20524-045; Changzhou Street, Wujin
20524-050; 20524-055; ’
, Z ’ ’ Waston Zone, No. 5
) Vlt‘xu’orng XO0p HBQOS 20524-060; 20524-065; Medical Longxiang CHINA
(toan ren) 20524-075; 20524-070; :
20524-080: 20524-085: Appliance Co., |Road, 213164
20524-090; 20524-095; Ld %ﬁ“gjhou’
20524-100 &
) . 20521-014; 20521-016; Changzhou Nanxiashu
3 V1:c xuong x0p HBQO4 20521-018; 20521-020; Waston Street, Wujin CHINA
(ban ren) 20521-022; 20521-024; Medical Zone, No. 5
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
20521-026; 20521-028,;
20521-030; 20521-032;
20521-034; 20521-036; Longxiang
20521-038; 20521-040; .
20521-042; 20521-044; ft%phance Co, léﬁ:ﬁ 5111311164
20521-046; 20521-048; Jiangfu ’
20521-050; 20521-052;
20521-054; 20521-056;
20521-058; 20521-060
20526-030; 20526-035; Nanxiashu
20526-040; 20526-045; Changzhou Street, Wujin
Vit xuong xép 20526-050; 20526-055; Waston Zone, No. 5
4 | (ban ren, ren HBQO5 20526-060; 20526-065; Medical Longxiang CHINA
16mm) 20526-070; 20526-075; Appliance Co., |Road, 213164
20526-080; 20526-085; Ltd Changzhou,
20526-090; 20526-095 Jiangsu
20528-045; 20528-050; Nanxiashu
’ ’ Changzhou Street, Wujin
, x 20528-055; 20528-060;
Vit xuong x0p 20528-065. 20528-070- Was‘Fon Zone, No. 5
5 |(ban ren, ren HBQO5 ’ ’ Medical Longxiang CHINA
32mm) 20528-075;20528-030; Appliance Co., |Road, 213164
20528-085; 20528-090; Ltd ’ Chan:gzhou
20528-095 . ’
Jiangsu
20403-050; 20403-055; Nanxiashu
20403-070; 20403-075; Changzhou Street, Wujin
Vit nén ép xuong 20403-090; 20403-095; ; Was‘Fon Zone, No. 5
6 DHS HBQO5 20403-120; 20403-060; Medical Longxiang CHINA
20403-065; 20403-080; Appliance Co., |Road, 213164
20403-085; 20403-100; Ltd Changzhou,
20403-105; 20403-110 Jiangsu
7 | Vitlén (vitdon) |TypeIII 10675-065; 10675-070; Changzhou Nanxiashu CHINA
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
10675-075; 10675-080; Waston ;gflztl\}z b
10675-085; 10675-090; Medical Long’xian.g
10675-095; 10675-100; Appliance Co., [Road, 213164
10675-105; 10675-110; Ltd " Chan’ shou
10675-115; 10675-120 ang ’
Jiangsu
Nanxiashu
10501-106; 10501-108; %’a"‘;:fﬁhou ;gflztl\}z b
8 V‘it nhé)’ cho nep HAQO04 10501-110; 10501-112; Medical Long’xian;g CHINA
ban ngén 10501-114; 10501-116; .
10501-118- 10501-120 Appliance Co., |Road, 213164
’ Ltd Changzhou,
Jiangsu
20503-010; 20503-012;
20503-014; 20503-016;
20503-018; 20503-020; Nanxiashu
20503-022; 20503-024; Changzhou Street, Wujin
Vit xuong cimg 20503-026; 20503-028; Was‘gon Zone, No. 5
9 3 5mm HAQO3 20503-030; 20503-032; Medical Longxiang CHINA
' 20503-034; 20503-036; Appliance Co., |Road, 213164
20503-038; 20503-040; Ltd Changzhou,
20503-042; 20503-044; Jiangsu
20503-046; 20503-048;
20503-050
20508-020; 20508-022; Nanxiashu
20508-024; 20508-026; Ch h Street. Wuii
20508-028; 20508-030; Waaslzfﬁ ou Z(fflz ’NouJSm
10 Vit xuong clmg HAQO4 20508_032f 20508_034f Medical Longxiang CHINA
4.5mm 20508-036; 20508-038; Avoliance Co.. | Road. 213164
20508-040; 20508-042; Lt%p " Chash
20508-044; 20508-046; angzhot,
Jiangsu

20508-048; 20508-050;
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. . X Quy cach " . . , .
STT| Tén thiét bi y té Chiing loai Ma san pham dézg goi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
20508-052; 20508-054;
20508-056; 20508-058
Nanxiashu
10622-712; 10622-724; Changzhou Street, Wujin
10608-310; 10608-312; Waston Zone, No. 5
11 | Vit xuong khoa Type I 10608-314; 10608-316; Medical Longxiang CHINA
10608-318; 10608-320; Appliance Co., |Road, 213164
10608-322 Ltd Changzhou,
Jiangsu
Nanxiashu
10605-914; 10605-916; Changzhou Street, Wujin
10605-918; 10605-920; Waston Zone, No. 5
12 | Vit xuong khoa Type 11 10605-928; 10605-922; Medical Longxiang CHINA
10605-930; 10605-924; Appliance Co., |Road, 213164
10605-926 Ltd Changzhou,
Jiangsu
Nanxiashu
Changzhou Street, Wujin
Loong dén cho vit Waston Zone, No. 5
13 | xbp rong nong nén | Type I 00101035 Medical Longxiang CHINA
ép HB 3.5 Appliance Co., |Road, 213164
Ltd Changzhou,
Jiangsu
Nanxiashu
Changzhou Street, Wujin
Loong dén cho vit Waston Zone, No. 5
14 | xdp rong nong nén | Type I 00101045 Medical Longxiang CHINA
ép HB 4.5 Appliance Co., |Road, 213164
Ltd Changzhou,
Jiangsu
15
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. . X Quy cach " . ) ) .
STT| Tén thiét bi y té Chiing loai Ma san pham dézg goi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Nanxiashu
Changzhou Street, Wujin
Loong dén cho vit Waston Zone, No. 5
x6p rong nong nén | Type I 00101073 Medical Longxiang CHINA
¢p HB 7.3 Appliance Co., |Road, 213164
Ltd Changzhou,
Jiangsu
Nanxiashu
11082-026; 11082-028; Cpangshou | Street, Wujin
16 Vit XUOnE kPé a (tu 2.0 11082-030; 11082-032; Medical Long;(ian;g CHINA
taro, dau ngodi sao) 11082-034; 11082-036; .
11082-038. 11082-040 Appliance Co., |Road, 213164
’ Ltd Changzhou,
Jiangsu
10961-006; 10961-007;
10961-008; 10961-009; Nanxiashu
10961-010; 10961-011; Changzhou Street, Wujin
, . 10961-012; 10961-013; Waston Zone, No. 5
Vit khoa 2.5 ) )
17 (20°.tu taro.ngdi 02.5 10961-014; 10961-016; Medlpal Longxiang CHINA
sao)’ : ’ 10961-018; 10961-020; Appliance Co., |Road, 213164
10961-022; 10961-024; Ltd Changzhou,
10961-026; 10961-028,; Jiangsu
10961-030
Nanxiashu
Changzhou Street, Wujin
Vit khoa tu taro Waston Zone, No. 5
18 [HA 2.5 (day 02.5 10753-308 Medical Longxiang CHINA
ren,ngoi sao) Appliance Co., |Road, 213164
Ltd Changzhou,
Jiangsu
19 | Vit khéa 2.7mm ©2.7 10773-010; 10773-012; Changzhou Nanxiashu CHINA
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
10773-014; 10773-016;
10773-018; 10773-020;
10773-022; 10773-024; Street, Wujin
10773-026; 10773-028; Waston Zone ’No s
10773-030; 10773-032; Medical Long’Xian;g
10773-034; 10773-036; Appliance Co., |Road, 213164
10773-038; 10773-040; Ltd ? Chan:gzhou
10773-042; 10773-044; Jiangsu ’
10773-046; 10773-048;
10773-050; 10773-055;
10773-060
10777-006; 10777-014;
10777-022; 10777-030; Nanxiashu
10777-038; 10777-008; Changzhou Street, Wujin
Vit xuong khoa 10777-016; 10777-024; Was‘Fon Zone, No. 5
20 2 Amm 02.4 10777-032; 10777-040; Medical Longxiang CHINA
' 10777-010; 10777-018; Appliance Co., |Road, 213164
10777-026; 10777-034; Ltd Changzhou,
10777-012; 10777-020; Jiangsu
10777-028; 10777-036
Nanxiashu
Changzhou Street, Wujin
Vit xuong khoa 10751-110; 10751-165; Waston Zone, No. 5
21 |3.5 (tutaro, ngdi | @3.5 10751-170; 10751-175; Medical Longxiang CHINA
sa0) 10751-180; 10751-185 Appliance Co., |Road, 213164
Ltd Changzhou,
Jiangsu
Changzhou Nanxiashu
Vit xuong khoa ) ) Waston Street, Wujin
22 |5.0 (tu taro, ngdi | 5.0 10755_155f 10755-160; Medical Zone, No. 5 CHINA
10755-165; 10755-170 : )
520) Appliance Co., |Longxiang
Ltd Road, 213164
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
Changzhou,
Jiangsu
Nanxiashu
Changzhou Street, Wujin
Waston Zone, No. 5
23 | Bit 16 khoa Type I 10751-210; 10755-215 Medical Longxiang CHINA
Appliance Co., |[Road, 213164
Ltd Changzhou,
Jiangsu
11.108.50.010;
11.108.50.012;
11.108.50.014;
11.108.50.016;
11.108.50.018;
11.108.50.020;
11.108.50.022;
11.108.50.024;
11.108.50.026; Nanxiashu
11.108.50.028; Changzhou Street, Wujin
Heé théng vit nep Higgggggg’ Was‘Fon Zone, NO' >
24 mét cé i ¢2.7 DO Medical Longxiang CHINA
11.108.50.034; Appliance Co., |Road, 213164
11.108.51.010; Ltd Changzhou,
11.108.51.012; Jiangsu

11.108.51.014;
11.108.51.016;
11.108.51.018;
11.108.51.020;
11.108.51.022;
11.108.51.024;
11.108.51.026;
11.108.51.028;
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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

11.108.51.030;
11.108.51.032;
11.108.51.034

25

Hé théng vit nep
mat ca

¢3.0

11.108.52.012;
11.108.52.014;
11.108.52.016;
11.108.52.018;
11.108.52.020;
11.108.52.022;
11.108.52.024;
11.108.52.026;
11.108.52.028;
11.108.52.030;
11.108.52.032;
11.108.52.034;
11.108.52.036;
11.108.52.038;
11.108.52.040;
11.108.52.042;
11.108.52.046;
11.108.52.050;
11.108.53.012;
11.108.53.014;
11.108.53.016;
11.108.53.018;
11.108.53.020;
11.108.53.022;
11.108.53.024;
11.108.53.026;
11.108.53.028;
11.108.53.030;
11.108.53.032;
11.108.53.034;

Changzhou
Waston
Medical
Appliance Co.,
Ltd

Nanxiashu
Street, Wujin
Zone, No. 5
Longxiang
Road, 213164
Changzhou,
Jiangsu

CHINA
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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

11.108.53.036;
11.108.53.038;
11.108.53.040;
11.108.53.042;
11.108.53.046;
11.108.53.050

26

Hé thdng vit nep
mat ca

¢3.5

11.108.54.020;
11.108.54.022;
11.108.54.024;
11.108.54.026;
11.108.54.028;
11.108.54.030;
11.108.54.032;
11.108.54.034;
11.108.54.036;
11.108.54.038;
11.108.54.040;
11.108.54.042;
11.108.54.044;
11.108.54.046;
11.108.54.048;
11.108.54.050;
11.108.55.020;
11.108.55.022;
11.108.55.024;
11.108.55.026;
11.108.55.028;
11.108.55.030;
11.108.55.032;
11.108.55.034;
11.108.55.036;
11.108.55.038;
11.108.55.040;

Changzhou
Waston
Medical
Appliance Co.,
Ltd

Nanxiashu
Street, Wujin
Zone, No. 5
Longxiang
Road, 213164
Changzhou,
Jiangsu

CHINA
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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

11.108.55.042;
11.108.55.044;
11.108.55.046;
11.108.55.048;
11.108.55.050
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