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: 260000582/PCBB-HN
Ngay cong bo: 03/03/2026

1. Tén co s& cong bé: CONG TY TNHH THIET BI Y TE CONG NGHE
CAO VIET BUC , , )

2. bia chi: Tang 6, tda nha MD Complex, s6 68 pho Nguyén Co Thach,
Phuong Tt Liém, TP Ha No1, Viét Nam, Phuong Tur Li€ém, Thanh phé Ha No1
3. S6 vin ban cua co so: 03032026DMED/VD Ngay: 03/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: HE THONG NOI SOI NIR/ICG VA DUNG CU PHAU
THUAT TONG QUAT

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: Str dung trong phau thuat

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: ISO: 13485

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& hitu: AMNOTEC International Medical GmbH

bia chi chu sé hiru: Take-Off Gewerbepark 12, 78579 Neuhausen ob Eck,
bic, GERMANY

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

Tén co so: Cong ty TNHH thiét bi y té cong nghé cao Viét Pic



Dia chi: Tang 6, toa nha MD Complex, s6 68 phd Nguyén Co Thach, Phudng
Tu Liém, Thanh pho Ha No6i

Dién thoai cb dinh: 0915.846.589 Dién thoai di dong: 0982.935.889

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.




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)
B6 phan diéu Take-off
khién trung tam 71-072-05 NIR AMNOTEC GewerbePark
1 |ctacamera EGON International 12, 78579 NETHERLANDS
NIR Medical GmbH | Neuhausen ob
Eck, Germany
Take-off
Pau camera kém | 71-072-10; AMNOTEC GewerbePark
2 | bd phan tay 71-072-20 NIR International 12, 78579 NETHERLANDS
Medical GmbH | Neuhausen ob
Eck, Germany
Take-off
Nguén sang 71-186-30 AMNOTEC GewerbePark
3 | EGON NIR International 12, 78579 NETHERLANDS
Medical GmbH | Neuhausen ob
Eck, Germany
) 72-405-00; Take-off
Ong kinh ndi soi | 72-405-30; AMNOTEC GewerbePark
4 |ICG/NIR 4K UHD | 72-410-00; International 12, 78579 GERMANY
72-410-30. Medical GmbH | Neuhausen ob
Eck, Germany
Take-off
Gio ti¢t trung 54-540-60 AMNOTEC GewerbePark
5 |EGON ICG International 12, 78579 GERMANY
Medical GmbH | Neuhausen ob
Eck, Germany
Tay do cho ong 71-990-00 AMNOTEC Take-off
6 noi soi EGON International GewerbePark GERMANY




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)
12, 78579
RAS Medical GmbH | Neuhausen ob
Eck, Germany
71-146-23;
71-146-23 C;
71-146-30;
N . . Take-off
Day cap anh Sans 71-146-30 C; AMNOTEC GewerbePark
lanh danh cho dén | 71-146-35; .
7 International 12, 78579 GERMANY
LED EGON ICG [71-146-35C; :
. . 2 LR Medical GmbH | Neuhausen ob
kém by chuyén do6i 71-128-
00- Eck, Germany
71-129-00
| e
Ong kinh zoom, 7108122 UHD. AMNOTEC GewerbePark
8 |ngam C ’ International 12, 78579 GERMANY
71-081-28 UHD; :
Medical GmbH | Neuhausen ob
71-083-10 UHD
Eck, Germany
Lu61 kéo hinh
moc,
ham hoat dong Take-off
don, ’ 73.304-33 AMNOTEC GewerbePark
9 |ham dai 9mm dén International 12, 78579 GERMANY
10mm, Medical GmbH | Neuhausen ob
co §mm, Eck, Germany
chiu dai 33cm
Tay cAm béng AMNOTEC Take-off
10 | nhua, 73-201-00 R International GewerbePark GERMANY
co6 khoa, 12, 78579

Medical GmbH




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)
fi(i)éflhggncgll?c 4o Neuhausen ob
i : Eck, Germany
Vo ngoai dung cu Take-off
¢6 boc cich dién, |73-205-33 AMNOTEC = | GewerbePark
11 chi éﬁ 43i 33 Omm, International 12, 78579 GERMANY
Medical GmbH | Neuhausen ob
Eck, Germany
Ham forceps kep,
nhiéu ring,
ham rong 4.8mm -
Smm
dai >’1 dem Take-off
hoat dong don, | 73-368-33 AMNOTEC | GewerbePark
12 dl‘lﬁg PA Kep ck,linh International 12, 78579 GERMANY
N A Medical GmbH | Neuhausen ob
xac va khong gy Eck. German
ton thuong. C& ’ Y
Smm,
chiéu dai 33cm
Eﬁl};a(jam e AMNOTEC (T}ake_otffP k
f L1z ewerberar:
13 zg lgﬂggcam ” 73-201-00R International | 12, 78579 GERMANY
n Medical GmbH | Neuhausen ob
dién don cuc
Eck, Germany
Vo ngoai dung cu Take-off
¢6 boc céch dién, |73-205-33 AMNOTEC | GewerbePark
14 chi éﬁ dai 33 Omn; International 12, 78579 GERMANY
Medical GmbH | Neuhausen ob

Eck, Germany




