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

Sé: 2602229DKLH/HTTB-BDKKD Ha Noi, ngay 13 thang 06 nam 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. Ma Global Medical Device Nomenclature - GMDN (néu ¢6): 35658

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cta cht s& hitu thiét bi y té: Alcon Laboratories, Inc., 6201 South

Freeway, Fort Worth, TX 76134, UNITED STATES

6. Tén, dia chi ctia chu s hitu s6 lvu hanh: VAN PHONG DAI DIEN ALCON

PHARMACEUTICALS LTD. TAI THANH PHO HA NOI, Phong 901, Tang 9, s6

53A phd Lé Vian Huu, Phuong Hai Ba Trung, Thanh ph6 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 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 118/Qb-HTTB
ngay 13 thang 06 ndm 2026./. ;

Noi nhan:

- VAN PHONG PAI DIEN ALCON
PHARMACEUTICALS LTD. TAI
THANH PHO HA NOI;

- B0 truong (dé blc);

- TT. Pb Xuan Tuyén (dé b/c);

- Hai quan cira khau; =
- Luu: VT, BKKD. Nguyeén Minh Lgi
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1. Muc dich sir dung:
Thuy tinh thé nhan tao AcrySof IQ Toric Astigmatism IOL duoc chi dinh sir dung béi béac si phau thuat nhan khoa da qua dao tao. Thuy tinh thé
nhan tao nay duoc chi dinh dit trong bao & hau phong ctia mét thay thé cho thuy tinh thé tu nhién. Vi tri nay cho phép thuy tinh thé nhan tao thuc
hién chirc nang nhu moi truong khuc xa trong viée diéu chinh thi luc do chimg thiéu thuy tinh thé c6 kém loan thi trudc phiu thuat. Thiét ké phi
cau hai mat 16i toric 1am giam cdu sai so véi thiét ké hinh cau toric tiéu chuan trén mat thong thuong. Cac thuy tinh thé nay c6 thanh phan diéu
chinh loan thi & bé mit sau cua thuy tinh thé véi diém danh dau tryc dé gitp xac dinh dugc kinh tuyén phing (truc cong thém cong suét tru). Viéc
can chinh cac diém danh dau truc loan thi véi kinh tuyen dbc cua giac mac sau phau thuat cho phép thuy tinh thé nhan tao c6 thé diéu chinh tat
loan thi gidc mac c6 san trude mo. Kha nang diéu chinh loan thi trén mat phéng giac mac cua tung ma thay tinh thé nhan tao AcrySof IQ Toric
Astigmatism IOL nhu sau:

PHU LUC PINH KEM

Ma SN6AT2: Cong suét tru bé mit thuy tinh thé: 1,00 di 6p, cong suét tru bé mit giac mac*: 0,68 di-ép;
Ma SN6AT3: Cong suat tru bé mat thuy tinh thé: 1,50 di 6p; cong suat tru bé mat gidc mac*: 1,03 di-op;
Ma SN6AT4: Cong sudt try bé mat thuy tinh thé: 2,25 di Op; cong suat try bé mat giac mac*: 1,55 di-op;
Mi SN6ATS5: Cong suét try bé mat thuy tinh thé: 3,00 di & Op; cong suat try bé mit giac mac*: 2,06 di-6p;
Mi SN6AT6: Cong suit try bé mat thuy tinh thé: 3,75 di & Op; cong suat tru bé mit giac mac*: 2,57 di-op;
Ma SN6AT7: Cong suat tru bé mat thuy tinh thé: 4,50 di & Op; cong suat tru bé mit giac mac*: 3,08 di-op;
Ma SN6ATS: Cong suat tru bé mat thuy tinh thé: 5,25 di op; cong suat tru bé mat gidc mac*: 3,60 di-op;
Ma SN6ATY: Cong suat tru bé mat thuy tinh thé: 6,00 di 0p; cong suat tru bé mat giac mac*: 4,11 di-Op
(*Dua trén gia tri trung binh mat ngudi st dung thuy tinh thé nhan tao)
2. Tén, dia chi co sé bao hanh:
3. Thong tin chi tiét thiét bi y té:
x 2 2 Quy cach A . . . x
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi T?n o P o D!afhl cg 50 Nuwdce san xuat
’ (Néu co) £, san xuat san xuat
(Néu cd)
. SN6AT2, SNO6ATS3, n ,
| [y | A0 Toe oot sxears. (Mool (K0 e
tao LS SNGAT6, SN6AT7, v Rescarch, LLC | 5go00™ 0 STATES
SN6ATS, SN6ATO :
Thity tinh thé nhan AcrySof 1Q Toric SN6AT2, SN6ATS3, H?p ghua O} Alcon 2 Vision Lane, UNITED
2 ¢ Astigmatism Intraocular SN6AT4, SNO6ATS, thuy tinh thé Research. LLC Lesage, WV STATES
40 Lens SNGAT6, SN6ATT, nhan tao escarch, 25537
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- z Quy cach " . . ) .
STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
SN6ATS, SNO6AT9
Cork Business
L 2 1~ | AcrySof IQ Toric SNOAT2, SNOATS, Hop chura 01 Alcon and Technology
Thuy tinh thé nhan ; . SN6AT4, SN6ATS, . 2 .
3 Astigmatism Intraocular thay tinh thé Laboratories Park, Model IRELAND
tao Lens SNOAT6, SNOAT?, nhan tao Ireland Ltd Farm Road
SN6ATS, SN6AT9 : ' Cork ’
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