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

Sé: 2503046DKLH/BYT-HTTB Ha Ngi, ngay 05 thang 09 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: Chi phau thuat ty tiéu

2. Tén thuong mai (néu cé):

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

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi cua chi so hitu thiét bi y té: ORION SUTURES (INDIA) PRIVATE

LIMITED, NO. 138-B, UDAYAGIRI COMPLEX, IIl PHASE, KIADB

INDUSTRIAL AREA, PEENYA, Bengaluru (Bangalore) Urban Karnataka,

560058, INDIA

6. Tén, dia chi cia cht s& hitu s6 luu hanh: CONG TY TNHH Y TE NGUYEN

CHAU, S6 9, hém 9, ngo 26 phé bd Quang, Phuong Trung Hoa, Quan Cau Giéy,

Thanh phd Ha Noi.

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; M4 san pham; Quy cach dong goi; Tén

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

Gidy chimg nhan nay dugc cap theo Quyét dinh sd 2814/Qb-BYT

ngay 05 thang 09 nam 2025./.

Noi nhén: TUQ. BO TRUONG
- CONG TY TNHH Y TE NGUYEN CUC TRUONG
CHAU; EHATANG VA THIET BI Y TE

- B0 truong (dé b/c);

- TT. B Xuén Tuyén (dé b/c);
- Hai quan cira khau;

- Luu: VT, HTTB.
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PHU LUC PINH KEM

1. Muc dich sir dung:

Chi catgut plain dugc chi dinh str dung trong viéc khau ndi mé mém noi chung va/hoic thit mo, bao gdm ca phau thuat nhin khoa, nhung khong
st dung trong phau thuat tim mach hodc phau thuat than kinh.

2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

x 2 Z Quy cach " . . . -
STT| Tén thiét biy t Chiing loai Ma san pham déng goi Tencoso | Dlachicose |\ o0 cin xudt
(Néu cod) £, san xuat san xuat
(Néu co0)
NO. 138-B,
UDAYAGIRI
COMPLEX, III
PHASE, KIADB
ORION INDUSTRIAL
Chi phau thuat ty - SUTURES AREA,
1 titu T ORIGUT 12 sgi/hop (INDIA) PEENYA, INDIA
PRIVATE Bengaluru
LIMITED (Bangalore)
Urban
Karnataka,
560058
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