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 cia thiét bj y té thudc loai B

S6 cong bd: 260001848/ PCBB-HN
Ngay cong bo: 10/06/2026

1. Tén co s¢ cong bé: CONG TY TNHH CONG NGHE THUONG MAI
DONG THANH ’ ,

2. bia chi: S6 238 Bé La Thanh, Phuong Van Miéu - Quoc Tt Giam, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 05.06-2026/CB-DT Ngay: 08/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May hat phau thuat

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 dich sir dung: Loai bo cac dich nhay, dung dé hut dich trong phau thuat.
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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¢ httu: DOCTOR'S FRIEND MEDICAL INSTRUMENT CO., LTD

bia chi chu sé hitu: No.28, Lane 13, Sec.3, Zhong Shan, Tan-Siou Vil, Tanzi
Dist., Taichung City, TAIWAN, PROVINCE OF CHINA

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

Tén co s¢: Cong ty TNHH cong ngh¢ thuwong mai BPong Thanh



Dia chi: S6 238 Pé La Thanh, Phuong Vin Miéu - Qudc Tur Giam, Thanh phé
Ha Noi

Pién thoai ¢b dinh: 02462923084 Pién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




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)
DOCTOR'S No.28, Lane 13,
May hat phiu DE-750 FRIEND Sec.3, Zhong TAIWAN,
1 | thuat MEDICAL Shan, Tan-Siou [PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
DOCTOR'S No.28, Lane 13,
M4y hiit phiu DE-760 FRIEND Sec.3, Zhong TAIWAN,
2 | thuat MEDICAL Shan, Tan-Siou [PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hut phau DF-760A FRIEND Sec.3, Zhong TAIWAN,
3 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hat phiu DE-760B FRIEND Sec.3, Zhong TAIWAN,
4 | thuat MEDICAL Shan, Tan-Siou [PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
M4y hiit phiu DE-760C FRIEND Sec.3, Zhong TAIWAN,
5 |thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
May hut phau DF-770 DOCTOR'S No.28, Lane 13, [ TAIWAN,
6 | thuat FRIEND Sec.3, Zhong | PROVINCE OF




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)
MEDICAL Shan, Tan-Siou
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hat phiu DE-350 FRIEND Sec.3, Zhong TAIWAN,
7 |thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
M4y hiit phiu DE-350A FRIEND Sec.3, Zhong TAIWAN,
8 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hut phau DF-650 FRIEND Sec.3, Zhong | TAIWAN,
9 |thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hat phiu DE-650A FRIEND Sec.3, Zhong TAIWAN,
10 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
M4y hiit phiu DF-506K FRIEND Sec.3, Zhong TAIWAN,
11 |thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
May hut phﬁu DF-506M DOCTOR'S No.28, Lane 13, | TAIWAN,
12 | thuat FRIEND Sec.3, Zhong [ PROVINCE OF




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)
MEDICAL Shan, Tan-Siou
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hat phiu DF-560L FRIEND Sec.3, Zhong TAIWAN,
13 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
M4y hiit phiu DF-330 FRIEND Sec.3, Zhong TAIWAN,
14 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hut phau DF-660 FRIEND Sec.3, Zhong | TAIWAN,
15 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hat phiu DE-770 FRIEND Sec.3, Zhong TAIWAN,
16 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
M4y hiit phiu DF-550 FRIEND Sec.3, Zhong TAIWAN,
17 | thuat MEDICAL Shan, Tan-Siou | PROVINCE OF
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO., LTD Taichung City
May hut phﬁu DF-700 DOCTOR'S No.28, Lane 13, | TAIWAN,
18 | thuat FRIEND Sec.3, Zhong [ PROVINCE OF




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)
MEDICAL Shan, Tan-Siou
INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City
DOCTOR'S No.28, Lane 13,
May hat phiu DF-900 FRIEND Sec.3, Zhong TAIWAN,
19 | thuat MEDICAL Shan, Tan-Siou [PROVINCE OF

INSTRUMEN | Vil, Tanzi Dist., | CHINA
T CO.,LTD Taichung City




