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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000667/PCBA-HCM
Ngay cong bo: 29/04/2026

1. Tén co s cong bd: CONG TY TNHH KARL STORZ VIET NAM

2. bia chi: Lau 14, mPlaza Saigon, S6 39, duong Lé Duan, Phuong Sai Gon,
Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 11/2026/KSVN-CBA Ngay: 24/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: DAy dan sang ndi soi

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 st dung: San pham duoc sir dung dé nhan va truyén anh sang tir
nguon sang den vi tri can thi¢p trong qua trinh chan doan va phiu thuét. San
pham khéng tiép xtc voi co thé va 1a dung cu str dung tam thoi.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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

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

Tén chu sé hitu: KARL STORZ SE & Co. KG

bia chi chu sé hitu: Dr.-Karl-Storz-Stra3e 34, 78532 Tuttlingen, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: Cong ty TNHH Karl Storz Viét Nam



bia chi: L?tu }4, mPlaza Saigon, S6 39, duong Lé Duén, Phuong Sai Gon,
Thanh pho H6 Chi Minh

Dién thoai cb dinh: +84 (28) 38238000  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 | 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 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 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

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

10 | Tai liéu khac (néu co) X
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1 Flqu LTght Cable, 250cm, g3mm 495FP KARL STORZ SE & Co. KG, Elsa-Brandstréom-
2 Fluid Light Cable, 250cm, g5mm 495FR Dite Weg 11, 78532
3 Fluid Light Cable, 220cm, e2mm 495FS Tuttlingen, Pirc
4 Fiber Optic Light Cable, 230 cm, ©3.5 mm 495NA CAR 91 Carpenter Hill
5 Fiber Optic Light Cable, 300cm, ¥3.5mm 495ND L STOIIE CZ EI\I/\[I}N[])OVISION’ Road, Charlton MA
6 Fiber Optic Light Cable, 300cm, ¥4.8mm 495NE , 01507, My
7 Fiber Optic Light Cable, 230 cm, ¢3.5 mm 495NAC
8 F%ber Opt%c L%ght Cable, 230cm, ¥3.5mm 495NAS Liu 14, mPlaza Saigon, S
190 NP . [Eiber Optic Light Cable, 180cm, 04.8mm 495NB KARL STORZ SE & | Cong ty TNHH Karl |39, dudng Lé Duan, Phuong

Day dan sang nd1 soi Cai  |Fiber Optic Light Cable, 250 cm, ©¥4.8 mm 495NCS Co. KG. Ditc Storz Vidt Nam S3 Gon. Thanh phé Ha Chi
11 Fiber Optic Light Cable, 250 cm, ¥4.8 mm 495NCSC T i ’ M p
12 Fiber Optic Light Cable, 180cm, 03.5mm 495NL Minh
13 Fiber Optic Light Cable, 180 cm, ©¥2.5 mm 495NT SCHOTT CR, s.r.o., Division |Zasovska 850, 757 01
14 Fiber Optic Light Cable, 230cm, ¥2.5mm 495NTA Lighting and Imaging, Cong Hoa | ValaSské Mezifici,
15 Fiber Optic Light Cable, 300 cm, ¥4.8 mm 495NVC Séc Cong Hoa Séc
16 Fiber Optic Light Cable, 300 cm, ¢4.8 mm 495TIP
17 Fiber Optic Light Cable, 550 cm, ¥4.8 mm 495VIT
18 Y-Fiber Optic Light Cable, 290cm, ¥4.8mm 495NY
19 Y-Fiber Optic Light Cable, 180cm, ¢3.5mm 495UD
20 Y-Fiber Optic Light Cable, 300cm, ¥3.5mm 495UDL
21 Fiber Opt. Light Cable, 600cm, @4.8mm, 90° 495VTE




