SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001300/PCBB-HCM
Ngay cong bo: 11/05/2026

1. Tén co s& cong bé: CONG TY TNHH NT SOLUTIONS

2. Pia chi: 35 Puong A4, Phuong Bay Hién, Thanh phd HO Chi Minh
3. S6 vin ban cua co so: CBB/NTS/04052026 Ngay: 04/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Chat nhay st dung trong phau thut nhan khoa

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: 1VistaVida Plus

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: San pham chi dinh dung trong ndi nhan. iVista Vida Plus
dugc dung khi can bao v¢, boi tron qéc té b:c‘lO va mo phay cam, dac bNiét la
trong cac thu thl}élt nh?m khoa bao goém: Phau thuat cat mat trudc, Phau thuat
duc thuy tinh thé va cay ghép IOL, Ghép giac mac & Phau thuat tang nhan ap.
Sau khi két thuc can thiép, dung dich phéi duoc loai bo hoan toan bang cach
tudi va/hodce hit. San pham duy tri thé tich khoang phia trude & gitip bao vé
N1 mac gidc mac trong qua trinh phau thuat.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san phdm 4p dung: 2017/745 (MDR)

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hiru: Heil Pharma

bia chi chu sé hitu: FF-114 Shayona Centre, Next to Shayona Estate,



NearMemcoCrossRoad Memco, Ahmedabad - 380025 Gujarat, INDIA

7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




PHU LUC: DANH SACH CO SO SAN XUAT

STT TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT NUOC SAN XUAT
Plot No.53, D .K. Industrial Park-1, Indore Highway, Bakrol-
1 Heil Pharma Bujarang Road, Bakrol-Bujrang, Tal.: Daskroi, Dist.: INDIA
Ahmedabad — 382430, Gujarat
> | Heil Pharma FF-114 Shayona Centre, Next to Shayona Estate, INDIA

NearMemcoCrossRoad Memco, Ahmedabad - 380025 Gujarat




