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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000477/PCBB-HCM
Ngay cong bo: 25/02/2026

1. Tén co s6 cong bd: CONG TY TNHH Y TE ICARE

2. Pia chi: 310A Dién Bién Phi, Phuong Vuon Lai, Thanh phé Ho Chi Minh
3. S6 vin ban cua co so: 1202/2026/CBB-ICARE Ngay: 12/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Dao vi phau nhan khoa

Tén thuong mai (néu c6): GENBLADE

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 sir dung: Dao vi phau thuét nhan khoa dugc thiét ké dé tao ra cac vét
rach chinh x4c trén m6 mat trong cac thu thuat phau thuat nhan khoa nhu phau
thuat duc thuy tinh thé, phau thuat gidc mac va cac phau thuat khac ¢ phan
trudc nhan cau. Pay 1a thiét bi vo trung, dung mdt l1an, dugc thiét ké dé su
dung bdi cac bac si phau thuat nhan khoa duge dao tao bai ban trong moi
truong phong kham hodc phong mo.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ciia NSX

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 s& hiru: Eyegen Medical LLP

bia chi chu s¢ hiru: New No. 3/271, Old No. 4/284, Kavarayapatti,
Reddiyapatti P.O, Natham, Dindigul District - 624401, Tamil Nadu, INDIA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . .
STT| Tén thibt biy té Chiing loai Ma san pham dong géi Téncose | Diachicose | g oo can xubt
(Néu co) (Néu c6) san xuat san xuat
GBK10U;
GBK11U;
GBK13U;
GBK16U;
GBK18U;
gggggf New No. 3/271,
GBK? 4U? Old No. 4/284,
C X N ; Kavarayapatti,
Dao vi phau nhan Keratome GBK26U; ) M/s. Eyegen Reddiyapatti
1 |khoa GBK275U; . INDIA
GBK28U: Medical LLP PO, Natham,
GBK28D? Dindigul District
GBK30UT - 624401, Tamil
GBK30D; Nadu
GBK32U;
GBK32D;
GBB52U;
GBB52D
New No. 3/271,
Old No. 4/284,
o1 X ~ . Kavarayapatti,
) El?;)aw phau nhan Crescent ggg%gg’ M/s. Eyegen Reddiyapatti INDIA
Medical LLP PO, Natham,
Dindigul District
- 624401, Tamil
Nadu
3 [Daovi phau nhan | Sideport GSS15; M/s. Eyegen New No. 37271, [INDIA




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)
Old No. 4/284,
GSS15M: Kavayayapattl,
Khoa GSS22- Reddiyapatti
GSS3 0’ Medical LLP PO, Natham,
Dindigul District
- 624401, Tamil
Nadu
New No. 3/271,
| oun iz,
Dao vi phau nhan MVR GSMI9A; M/s. Eyegen Reddiyapatti
4 |khoa GSM20S; . INDIA
GSM20A Medical LLP PO, Natham,
Dindigul District

- 624401, Tamil
Nadu




