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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: 260001628/ PCBB-HN
Ngay cong bo: 25/05/2026

1. Tén co s cong bd: CONG TY TNHH THUONG MAI VA DAU TU AHC
2. bia chi: S6 nha 69 Ng& 109 Nguyén Son, Phuong Bo DE, Thanh phd Ha
Noi

3. S6 vin ban cua co so: 004B/2026/VBCB-AHC Ngay: 25/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Dung cu ph?lu thuat no1 so1

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: Dung trong phau thuat ndi soi theo timg chuyén khoa
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ htru: HANGZHOU TONGLU MEDICAL OPTICAL

INSTRUMENT CO., LTD
Dia chi chu s hitu: No 2 Shang Yangzhou Road, Tonglu Economic

Development Zone, Hangzhou City, Zhejiang Province, China, CHINA
7. Thong tin vé co s& bao hanh (néu co):
Tén co s6: CONG TY TNHH THUONG MAI VA PAU TU AHC



Dia chi: S6 69 Ng& 109 Nguyén Son, Phuong B6 D&, Thanh phd Ha Nbi
Pién thoai ¢b dinh: 0918021395  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 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 t€ cong bo ap dung

7 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')I}l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
No 2 Shang
HANGZHOU | Yangzhou Road,
A1 A TONGLU Tonglu
. g;lf; Ezn;elffp dau 1 A00X-A153 MEDICAL | Economic CHINA
: OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Rudt kep rudt co TONGLU Tonglu .
) rﬁﬂg ) (m : A00X-A143-3 MEDICAL Economic CHINA
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
TONGLU Tonglu
Rudt kep rudt A00X-A143-4 MEDICAL Economic
3 OPTICAL Development CHINA
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
Rut kep ruot rong HANGZHOU | No 2 Shang
4 s giﬁ:a i i A00X-A143-1 TONGLU Yangzhou Road, CHINA
MEDICAL Tonglu




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
Economic
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Ruot kep rong & TONGLU Tonglu .
5 gi&é 1 bén A00X-A317 MEDICAL Economic CHINA
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
TONGLU Tonglu
Rudt kep tai mat | AO0OX-A142 MEDICAL Economic
6 OPTICAL Development CHINA
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A x TONGLU Tonglu
; gl‘fl‘:t kepphau 1 A gox-A114 MEDICAL | Economic CHINA
: OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
Rudt kep phau A00X-A302 HANGZHOU | No 2 Shang
8 | thuat TONGLU Yangzhou Road, | 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)
Tonglu
MEDICAL Economic
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Ruét kep co rang TONGLU Tonglu )
9 |kn 6ng éhén thuong A00X-A215-2 MEDICAL Economic CHINA
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A A TONGLU Tonglu
o |5 ;%’Oigong A00X-A215 MEDICAL | Economic CHINA
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A A TONGLU Tonglu
" 1;;‘;1 é‘ffhiho‘;ngg A00X-A305 MEDICAL  |Economic CHINA
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
12 | Ruot kep phau tich | AOOX-A134 HANGZHOU | No 2 Shang CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
Yangzhou Road,
TONGLU Tonglu
him thing MEDICAL Economic
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
TONGLU Tonglu
Rudt kep phau tich [ AOOX-A213 MEDICAL Economic
13 OPTICAL Development CHINA
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A X TONGLU Tonglu
4 g;;;ﬁ? phautich | 0ox-A133 MEDICAL | Economic CHINA
: OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A X o TONGLU Tonglu
s E;n‘-;tclfj’gpha“ tich | \oox-A111 MEDICAL | Economic CHINA
OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang

Province, China




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) ((11325 f(()))l san xult <An xult Nude san xuét
No 2 Shang
HANGZHOU | Yangzhou Road,
Rudt kep phiu TONGLU Tonglu .
16 | thuat dang mo6 vit A00X-A263 MEDICAL Economic CHINA
T i OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
‘ TONGLU Tonglu
Rudt kep dau nhon | AO0OX-A242 MEDICAL Economic
17 OPTICAL Development | CHINA
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Ruot kep phiu TONGLU Tonglu '
18 | thuat A00X-A242 MEDICAL Economic CHINA
: OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
n x TONGLU Tonglu
o gl‘flztt lc(tZﬂ I&Illau A00X-AT10 MEDICAL | Economic CHINA
: OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang




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)
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A A TONGLU Tonglu
20 | gt é‘ffhlirh(;’lng A00X-A116 MEDICAL | Economic CHINA
g3y & OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
. A TONGLU Tonglu
) Ei%ii“f‘fﬁfﬁ © |A126.C MEDICAL  |Economic CHINA
HE e OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
n . £ TONGLU Tonglu
’ fﬁﬁﬁ?ﬁjﬁ“ﬁhﬁﬁet A00X-A126 MEDICAL | Economic CHINA
; OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
HANGZHOU |No 2 Shang
A ' » TONGLU Yangzhou Road,
Ruttkep sinh thi€t | ) gox_2264 MEDICAL  |Tonglu
23 | dang hinh nho OPTICAL Economic CHINA
INSTRUMEN | Development

T CO.,LTD

Zone, Hangzhou




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)
City, Zhejiang
Province, China
No 2 Shang
) HANGZHOU | Yangzhou Road,
Kéo ndi soi cat TONGLU Tonglu
thang (ham hoat A208.C MEDICAL Economic
24 dong don) OPTICAL Development CHINA
INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Rudt kéo ndi soi TONGLU Tonglu
25 | ckt thine A00X-A208 MEDICAL Economic CHINA
& OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
, HANGZHOU | Yangzhou Road,
Kéo noi soi cat TONGLU Tonglu
cong (ham hoat A209.C MEDICAL Economic
26 dong don) OPTICAL Development CHINA
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
HANGZHOU | No 2 Shang
Rudt kéo nodi soi TONGLU Yangzhou Road,
27 | cét cong A00X-A209 MEDICAL Tonglu CHINA
OPTICAL Economic
INSTRUMEN | Development




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)
Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
o HANGZHOU | Yangzhou Road,
Keéo cat thang, TONGLU Tonglu
phan dau duoc bé | A123.C MEDICAL Economic
28 cong 1én 30 do OPTICAL Development CHINA
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
Rubt kéo cit HANGZHOU | Yangzhou Road,
thg‘r-)lg coc TONGLU Tonglu
29 |phan dau duoc bé ADOX-A123 lg/[]?"l]“DIICCAALL EZ%I;??E% ¢ CHINA
cong 1én 30 do p
. INSTRUMEN | Zone, Hangzhou
T CO., LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
A s 2 TONGLU Tonglu
20 ﬁ;‘n‘fﬁfa‘i g’;ﬁghéi A00X-Al141 MEDICAL  |Economic CHINA
atdong OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
Rubt k HANGZHOU | No 2 Shang
uot kéo cong, . TONGLU Yangzhou Road,
31 | ham hoat dong doi ADOX-ATI8 MEDICAL Tonglu CHINA
OPTICAL Economic




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)
Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Rudt kéo nodi soi TONGLU Tonglu
37 dang moc (ham A00X-A227 MEDICAL Economic CHINA
hoat dong don) OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang
Province, China
No 2 Shang
HANGZHOU | Yangzhou Road,
Rudt kep ring TONGLU Tonglu '
33 chu.(A) t i A00X-A314 MEDICAL Economic CHINA
i OPTICAL Development
INSTRUMEN | Zone, Hangzhou
T CO.,LTD City, Zhejiang

Province, China




