BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

86:  2601626DPKLH/HTTB-PKKD  Ha Ngi, ngay 07 thang 05 nim 2026

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

Cin ctr 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, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan cép thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: Thuy tinh thé nhéan tao

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 so hitu thiét bi y té: Eyebright Medical Technology (Beijing)

Co., Ltd., No.9 Xingchang Road, Changping Science Park, Changping District,

102200 Beijing, CHINA

6. Tén, dia chi ctia chu s& hitu s6 luu hanh: CONG TY TNHH TM - DV THUAN

NGHIA, 108 Tran Dinh Xu, Phuong Cau Ong Lanh, Thanh phd Ho Chi Minh.

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 xuat; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 88/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- CONG TY TNHH TM - DV THUAN
NGHIA;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, PKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Thuy tinh thé nhan tao duoc thiét ké dé dat vao tai bao hau phong ctia mit nham thay thé chirc ning quang hoc cua thuy tinh thé ti nhién dé diéu

chinh thi Iyc cho bénh nhan trudng thanh bi khong co thuy tinh thé (aphakia) sau khi da 14y bo thuy tinh thé dyc.

2. Tén, dia chi co’ sé bao hanh:
3. Théng tin chi tiét thiét bi y té:

~ = 3 Quy cach n . o ae -
STT| Tén thiét biy t Chiing loai Ma san pham d()l}l]g goi Tencoso | Dlachicose |\ o0 cin xudt
(Néu cod) (Néu c6) san xuat san xuat
AT1-6UXL22 (Ma san
pham ghi trén nhan:
ATIUXL22, AT2UXL22,
AT3UXL22, AT4AUXL22,
ATSUXL22, AT6UXL22); No.9 Xingchang
ATI1-6UXL24 (Ma san Eyebright Road,
e 2 1A pham ghi trén nhan: Medical Changping
1 tTaI;“y tinh th¢ nhan greslt‘;‘r‘jed Intraocular Lens | 1 (7% 24, AT2UXL24, Technology | Science Park, | CHINA
: Y AT3UXL24, AT4UXL24, (Beijing) Co., | Changping
ATSUXL24, AT6UXL24); Ltd. District, 102200
AT1-6UXL28 (M3 san Beijing
pham ghi trén nhén:
ATIUXL2S8, AT2UXL28,
AT3UXL28, AT4UXL28S,
ATSUXL28, AT6UXL28)
AT1-6BXL22 (Ma san .
pham ghi trén nhan: . No.9 Xingchang
ATIBXL22, AT2BXL22, Eyebright Road,
Thuy tinh thé nhan | Preloaded Intraocular Lens | AT3BXL22, ATABXL22, Medical Chgngpmg
2 t20 System ATSBXL22, AT6BXL22); Tec‘hlhqology Smence.Park, CHINA
’ AT1-6BXL24 (M4 san (Beijing) Co., | Changping

pham ghi trén nhan:
AT1BXL24, AT2BXL.24,

Ltd.

District, 102200
Beijing
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

AT3BXL24, AT4ABXL24,
ATS5BXL24, AT6BXL24);
AT1-6BXL28 (Ma san
pham ghi trén nhan:
AT1BXL28, AT2BXL28,
AT3BXL28, AT4ABXL28,
AT5BXL28, AT6BXL28)

Thuy tinh thé nhan
tao

Preloaded Intraocular Lens
System

AETI1-6UL22 (Ma san
pham ghi trén nhan:
AETI1UL22, AET2UL22,
AET3UL22, AET4UL22,
AETS5UL22, AET6UL22);
AET1-6UL24 (Ma san
pham ghi trén nhan:
AET1UL24, AET2UL24,
AET3UL24, AET4UL24,
AETS5UL24, AET6UL24);
AET1-6UL28 (Ma san
pham ghi trén nhan:
AETI1UL28, AET2UL2S,
AET3UL28, AET4UL28,
AETSUL28, AET6UL2S)

Eyebright
Medical
Technology
(Beijing) Co.,
Ltd.

No.9 Xingchang
Road,
Changping
Science Park,
Changping
District, 102200
Beijing

CHINA

Thity tinh thé nhan
tao

Preloaded Intraocular Lens
System

AM1-6UXL22 (Ma san
pham ghi trén nhan:
AMI1UXL22, AM2UXL22,
AM3UXL22, AM4UXL22,
AMSUXL22,
AMOUXL22);
AM1-6UXL24 (Ma san
pham ghi trén nhan:
AM1UXL24, AM2UXL 24,
AM3UXL24, AM4UXL24,

Eyebright
Medical
Technology
(Beijing) Co.,
Ltd.

No.9 Xingchang
Road,
Changping
Science Park,
Changping
District, 102200
Beijing

CHINA
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

AMSUXL24, AM6UXL24;
AM1-6UXL28 (Ma san
pham ghi trén nhan:
AMIUXL28, AM2UXL28,
AM3UXL28, AM4UXL28,
AMSUXL28, AM6UXL28)

Thity tinh thé nhan
tao

Preloaded Intraocular Lens
System

AM1-6T1-6UXL22 (Ma
san pham ghi trén nhan:
AMITIUXL22,
AMIT2UXL22,
AMIT3UXL22,
AMI1T4UXL22,
AMITSUXL22,
AMIT6UXL22,
AM2T1UXL22,
AM2T2UXL22,
AM2T3UXL22,
AM2T4UXL22,
AM2T5UXL22,
AM2T6UXL22,
AM3TIUXL22,
AM3T2UXL22,
AM3T3UXL22,
AM3T4UXL22,
AM3T5UXL22,
AM3T6UXL22,
AMATIUXL22,
AMAT2UXL22,
AMAT3UXL22,
AMAT4UXL22,
AMATSUXL22,
AMATO6UXL22,
AMSTIUXL22,

Eyebright
Medical
Technology
(Beijing) Co.,
Ltd.

No.9 Xingchang
Road,
Changping
Science Park,
Changping
District, 102200
Beijing

CHINA
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

AMST2UXL22,
AMST3UXL22,
AMST4UXL22,
AMSTSUXL22,
AMSTO6UXL22,
AMO6TIUXL22,
AMO6T2UXL22,
AMO6T3UXL22,
AM6T4UXL22,
AMO6TSUXL22,
AMO6TO6UXL22);
AM1-6T1-6UXL24 (Ma
san pham ghi trén nhan:
AMITIUXL24,
AMIT2UXL24,
AMIT3UXL24,
AMI1T4UXL24,
AMITSUXL24,
AMI1T6UXL24,
AM2T1UXL24,
AM2T2UXL24,
AM2T3UXL24,
AM2T4UXL24,
AM2T5UXL24,
AM2T6UXL24,
AM3TIUXL24,
AM3T2UXL24,
AM3T3UXL24,
AM3T4UXL24,
AM3T5UXL24,
AM3T6UXL24,
AMATIUXL24,
AMAT2UXL24,
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

AMAT3UXL24,
AMAT4UXL24,
AMATSUXL24,
AMATO6UXL24,
AMST1UXL24,
AMST2UXL24,
AMST3UXL24,
AMST4UXL24,
AMSTS5UXL24,
AMST6UXL24,
AMO6T1UXL24,
AMO6T2UXL24,
AMO6T3UXL24,
AMO6T4UXL24,
AMO6TSUXL24,
AMOTOUXL24);
AM1-6T1-6UXL28 (Ma
san pham ghi trén nhan:
AMITIUXL2S,
AMIT2UXL2S,
AMIT3UXL2S,
AMI1T4UXL2S,
AMITSUXL2S,
AMIT6UXL2S,
AM2T1UXL2S,
AM2T2UXL2S,
AM2T3UXL2S,
AM2T4UXL2S,
AM2T5UXL2S,
AM2T6UXL2S,
AM3T1UXL2S,
AM3T2UXL2S,
AM3T3UXL2S,
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

AM3T4UXL28,
AM3T5UXL28,
AM3T6UXL2S,
AMAT1UXL28,
AM4T2UXL28,
AM4T3UXL2S,
AMA4T4UXL2S,
AM4TSUXL2S,
AMA4T6UXL2S,
AMSTIUXL2S,
AMS5T2UXL28,
AMST3UXL2S,
AMS5T4UXL2S,
AMSTSUXL2S,
AMS5T6UXL2S,
AM6TIUXL2S,
AM6T2UXL28,
AM6T3UXL2S,
AM6T4UXL2S,
AM6TSUXL2S,
AM6T6UXL28);
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