SO'Y TE HA NOI 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: 260001217/PCBB-HN
Ngay cong bo: 21/04/2026

1. Tén co s cong bd: CONG TY CO PHAN VAT TU' Y TE HA NOI

2. DPia chi: Phong 307 Toa nha An Binh 1, s6 3 Tran Nguyén Dan, Phuong
Phuong Liét, Thanh phé Ha Noi

3. S6 vin ban cua co so: 02/20042026/HMP-MED Ngay: 20/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Kim ludn tinh mach an toan

Tén thuong mai (néu c): Kim ludn tinh mach an toan

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:

Muyc dich str dung: Dung dé truyén dich/nudc, thube... vao co thé thay cho
bom canh buédm hodc kim ti€m, loai b tinh trang v& ven, cho phép bénh nhan
dé dang van dong, dich chuyen cling nhu giam thiéu dau va kha ning nhiém
khuan khi phai tiém, truyén trong thoi gian dai.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
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 sé hiru: MEDSOURCE LABS, LLC

bia chi chu s hitu: 8600 Shelby Court, Suite 100 Chanhassen, MN, USA
55317, UNITED STATES

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

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

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

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Kim luon tinh
mach an toan

PurSafety R IV Catheter
(with Injection Port and
Wings)

MS-89414; MS-894142;
MS-89416; MS-894162;
MS-89418; MS-894182;
MS-894183; MS-894184;
MS-89420; MS-894202;
MS-894203; MS-894204;
MS-894205;

MS-89422; MS-894223;
MS-894224; MS-894225;
MS-89424; MS-894242;
MS-894244

Harsoria
Healthcare
Pvt.Ltd

110-111, Phase
IV, Udyong
Vihar,Gurgoon,
Haryana

INDIA

Kim luon tinh
mach an toan

PurSafety R IV Catheter
(without Injection Port and
with small Wings)

MS-89314W; MS-
893142W;

MS-89316W; MS-
893162W;

MS-89318W; MS-
893182W; MS-893183W;
MS-893184W;
MS-89320W; MS-
893202W; MS-893203W;
MS-893204W; MS-
893205W;

MS-89322W; MS-
893223W; MS-893224W;
MS-893225W;
MS-89324W; MS-
893242W; MS-893244W

Harsoria
Healthcare
Pvt.Ltd

110-111, Phase
IV, Udyong
Vihar,Gurgoon,
Haryana

INDIA

Kim ludn tinh

PurSafety R IV Catheter

MS-89314; MS-893142;

Harsoria

110-111, Phase

INDIA




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

mach an toan

(without Injection Valve
and without small Wings)

MS-89316; MS-893162;
MS-89318; MS-893182;
MS-893183; MS-893184;
MS-89320; MS-893202;
MS-893203; MS-893204;
MS-893205;

MS-89322; MS-893223;
MS-893224; MS-893225;
MS-89324; MS-893242;
MS-893244

Healthcare
Pvt.Ltd

IV, Udyong
Vihar,Gurgoon,
Haryana




