BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sé: 2502416DKLH/BYT-HTTB Ha Ngi, ngay 04 thang 07 nam 2025

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Hé thong dao md gamma

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi ctia chu sé hitu thiét bj y té: Elekta Solutions AB, Hagaplan 4, 113 68

Stockholm, SWEDEN

6. Tén, dia chi ctia chu s hitu s6 luu hanh: CONG TY TNHH ELEKTA, R1907,

tang 19, thap 1 toa nha Capital Place, s6 29 duong Liéu Giai, Phuong Ngoc Khanh,

Quan Ba Pinh, Thanh phd Ha Nai.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén

co s& san xuat; Dia chi co so san xuit va Nude san xuét): Theo phu luc dinh kem.

Gidy chung nhan nay duoc cap theo Quyét dinh sb 2235/Qb-BYT

ngay 04 thang 07 ndm 2025./.

Noi nhén: TUQ. BO TRUONG
- CONG TY TNHH ELEKTA; CUC TRUONG
- B0 truong (dé b/c); O A TRA

: : A“RANG VA THIET BI Y TE
- TT. D6 Xuén Tuyén (d¢€ b/c); -

- Hai quan ctra khau;
- Luu: VT, HTTB.

Trang1/2



PHU LUC PINH KEM

1. Muc dich sir dung:

La thiét bi liéu phap xa tri chiéu ngoai danh cho chiéu xa dinh vi ba chiéu cac cau tric dau tir nhitng kich thudc muyc tiéu rat nhé vai milimét dén
vai xentimet nhu: u di can, di dang dong - tinh mach, dau déy than kinh sinh ba, run v6 can dai dang, u mang néo, u bao s¢i than kinh tién dinh, u
tuyen yén sau phau thuat, u nguyén bao xop tai phat, khdi u & tré em (u di cin, di dang dong - tinh mach, u mang néo, u bao soi than kinh tién dinh,
u tuyén yén sau phau thuét, u nguyén bao xdp tai phat)

2. Tén, dia chi co’ sé bao hanh:

Tén co 8¢ bao hanh: Cong ty TNHH Elekta , N ,
Dia chi co s& bao hanh: R1907, tang 19, thap 1 toa nha Capital Place, s6 29 duong Lic¢u Giai, Phuong Ngoc Khanh, Quan Ba Pinh, Thanh ph6 Ha
Noi

Dién thoai c6 dinh: 0982442911 Dién thoai di dong: 0982442911

3. Thong tin chi tiét thiét bi y té:

< = Z Quy cach n . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co o D;aochl co S0 Nuée san xuat
(Néu cod) £, san xuat san xuat
(Néu c0)
Hé théng dao md . Elekta Hagaplan 4, 113
1 gamma Leksell Gamma Knife Icon Instrument AB | 68 Stockholm SWEDEN
) Hé théng dao mé | Leksell Gamma Knife- Elekta Hagaplan 4, 113 SWEDEN
gamma Elekta Esprit Instrument AB | 68 Stockholm
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