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1. Tén co 36 cong bd: CONG TY TNHH THIET Bl Y TE VA HOA CHAT
VAN XUAN

2. Pia chi: S6 21 ngd 24, phd Pao Tan, Phuong Giang V5, Thanh phd Ha Noi
3. S6 vin ban cua co so: 01INS-VN-CBA Ngay: 28/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Pén md, ban md va phu kién

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: -Operating Lamp - Surgical Light:

DPén mo dugc thiét ke dic biét dé sir dung trong phong md phuc Vvu cac ca
phau thuat. Pén md duoc lap dit ¢ vi tri trung tAm ctia phong mo va cé thé dé
dang diéu khién théng qua cac tay d& duoc thiét ké chuyén dung va bang diéu
khién.

DPén mb co thé dap ung da dang nhu cau cia ngudi dung, va cong nghé LED
cung cip anh sang bén 1au, khong tao bong (shadow-free).

-Operating Table and Accessories:

bay la cac loai ban duoc thiét ké va san xuét dé thuc hién cac ca phau thuat
trén d6. Chung dugce sir dung trong phong mod — noi dién ra cac hoat dong
phau thuat.

Muc dich ctia ban mo 1a giit ¢6 dinh bénh nhan trong qua trinh phau thuat,
ddng thoi cho phép é-kip phiu thuat diéu chinh céc bd phan khac nhau cua co
thé thong qua cac phu kién cua ban mo dé tiép can vi tri phau thuat dé dang
hon.



Nho ¢6 da dang phu kién, ban md ¢6 thé duoc sir dung an toan trong nhiéu
loai phau thuat khac nhau.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: tiéu chuan nha san xuat

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

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

Tén chu s& hiru: Inspital Medical Technology GmbH

Dia chi chu sé hiru: Mosel Straie 23 41464 Neuss, GERMANY

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

Tén co s&: CONG TY TNHH THIET BI Y TE VA HOA CHAT VAN XUAN
Dia chi: S6 21 ngd 24, phd Pao Tan, Phuong Giang V5, Thanh phd Ha Noi
Dién thoai c¢b dinh: 02432272047 Dién thoai di dong: 0989891518

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 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | Mau nhan thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i vaoi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

TEN o P a P
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STT] Tﬂ}g?g[ CHUN%‘[{’D‘&“ B MA SAN PHAM XUAT/ WHANG,K NUGC | HUU/ qANp, 1\5U6c TEN O SO BAO HANH| P14 Cﬂéig;(j BLO
Y TE N SAN XUAT CHU SO HUU
1 bén mo Operating Lamp - LD10.01, LD10.02, LD10.03, LD20.24, LD20.52, Inspital Medical Inspital Medical CONG TY TNHH THIET | s621 ngd 24, phé Dao
Surgical Light LD20.53, LD05.06, LD10.01S, LD10.02S, LD10.03S, | Technology GmbH, Dirc | Technology GmbH, Bitc | BI'Y TE VA HOA CHAT | Tén, Phuomg Gidng Vo,
1L.D20.24S, LD20.52S, LD20.53S VAN XUAN TP Ha Noi, Viét Nam
2 | Banmdva | Operating Table and 0T80.10, OT80.10V, OT80.10 Basic, OT80.15, Inspital Medical Inspital Medical CONG TY TNHH THIET | s6 21 ng 24, phé Pao
phu kién Accessories OT80.15K, OT80.15S, OT80.20, OT80.20N, OT80.20V, | Technology GmbH, Pirc | Technology GmbH, Pirc | BI Y TE VA HOA CHAT | Tén, Phudng Giang Vo,
0T80.20K, OT80.20VK, OT80.20S, OT80.20VS, VAN XUAN TP Ha Noi, Viét Nam

OT80.NV, OT80.20NS, OT80.20NK, OT80.25,
0T80.25K, OT80.25V, OT80.25VK, 0T80.30, 0T60.01,
0T60.02, 0T60.03, OT60.04, OT60.05, OT60.06,
0T60.07, 0T60.08, 0T60.09, OT60.10, OT60.11,
0T60.12, 0T60.13, OT60.15, OT60.16, OT60.17,
0T60.18, OT60.19, 0T60.20, OT60.21, 0T60.22,
0T60.23, 0T60.24, 0T60.25, 0T60.26, OT60.30,
0T60.31, 0T60.32, 0T60.33, 0T60.34, OT60.40,
0T60.41, 0T60.42, 0T60.43, OT60.50, OT60.51,
0T60.52, 0T60.53, 0T60.54, OT60.55, OT60.56,
0T60.57, 0T60.58, OT60.59, OT60.60, OT60.61,
0T60.62, 0T60.63, 0T60.76, 0T60.77, OT60.80,
0T60.81, 0T60.82, 0T60.90, OT60.95




