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: 260001516/PCBB-HN
Ngay cong bo: 18/05/2026

1. Tén co s& cong bé: CONG TY CO PHAN TRANG THIET BI Y TE PAI
DUONG

2. bia chi: SO 6, ngach 8/201 Puong Lé Quang Pao, Phuong Tt Liém, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 2808/2025-CCB-SYT Ngay: 18/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B dung cu dng thong,din luu qua da

Tén thwong mai (néu c6): HS GENERAL PURPORE, HS GENERAL
PURPORE KIT, HS GENERAL PURPOSE MINIPIGTAIL, HS GENERAL

PURPOSE STRAIGHT,HS NEPHRO CATHETER/KIT, HS NEPHRO
MALECOT, IVS, IVH

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: Thiét bi nay duoc thiét ké dé dan luu qua da bang k¥ thudt
truc tiep hoac k¥ thuat Seldinger

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san pham ap dung: IS0 13845-2016

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 s¢ htru: H.S. HOSPITAL SERVICE S.P.A

bia chi chu s hitu: Via Angela Vacchi 23/25 IT - 04011 Aprilia, ITALY



. 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.

8 | Tai liéu khac (néu co) X




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

B6 6ng thong din
qua da

FLEX FORM LINE LINE
KIT

HSGPL0625KF,
HSGPLO0630KF,
HSGPL0725KF,
HSGPLO0730KF,
HSGPLO740KF,
HSGPLO0825KF,
HSGPLOS30KF,
HSGPLO0840KF,
HSGPL1030KF,
HSGPL1040KF,
HSGPL1230KF,
HSGPL1240KF,
HSGPL143KF,
HSGPL1440KF,
HSGPL1630KF,
HSGPL1640KF.
: HSGP0625KF,
HSGP0630KF,
HSGP0725KF,
HSGP0740KF,
HSGP0825KF,
HSGPO0830KF,
HSGPOS40KF,
HSGP1030KF,
HSGP1040KF,
HSGP1230KF,
HSGP1240KF,
HSGP1430KF,
HSGP1440KF,

HS HOSPITAL
SERVICE
S.P.A.

Via Angela
Vacchi 23/25 -
04011 Aprilia

ITALY




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

HSGP1630KF,
HSGP1640KF.
‘HSGPL0625KL,
HSGPL0630KL,
HSGPL0725KL,
HSGPL0740KL,
HSGPL0825KL,
HSGPLOS30KL,
HSGPLOS40KL,
HSGPL1030KL,
HSGPL1040KL,
HSGPL1230KL,
HSGPL1240KL,
HSGPL1430KL,
HSGPL1440KL,
HSGPL1630KL,
HSGPL1640KL.
-‘HSGP0625KL,
HSGP0630KL,
HSGP0725KL,
HSGP0740KL,
HSGP0825KL,
HSGP0S30KL,
HSGP0830KL,
HSGP0840KL,
HSGP1030KL,
HSGP1040KL,
HSGP1230KL,
HSGP1240KL,
HSGP1430KL,
HSGP1440KL,
HSGP1630KL,
HSGP1640KL.




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

: HSNPLO740KF,
HSNPLO750KF,
HSNPLOS40KF,
HSNPLOS50KF,
HSNPL1040KF,
HSNPL1050KF,
HSNPL1240KF,
HSNPL1250KF,
HSNPL1440KF,
HSNPL1450KF.
: HSNPLO740KL,
HSNPL0750KL,
HSNPLOS40KL,
HSNPLOS50KL,
HSNPL1040KL,
HSNPL1050KL,
HSNPL1240KL,
HSNPL1250KL,
HSNPL1440KL,
HSNPL1450KL.
: HSNP0O740KF,
HSNP0750KF,
HSNPO840KF,
HSNPO850KF,
HSNP1040KF,
HSNP1050KF,
HSNP1240KF,
HSNP1250KF,
HSNP1440KF,
HSNP1450KF.

: HSNP0740KL,
HSNP0750KL,
HSNP0S40KL,




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

HSNP0850KL,
HSNP1040KL,
HSNP1050KL,
HSNP1240KL,
HSNP1250KL,
HSNP1440KL,
HSNP1450KL.

Ong thong dan qua
da

FLEX FORM LINE

HSGP0530, HSGP0625,
HSGP0630, HSGP0725,
HSGP0730, HSGP0740,
HSGP0825, HSGP0830,
HSGP0840, HSGP1030,
HSGP1040, HSGP1230,
HSGP1240, HSGP1430,
HSGP1440, HSGP1630,
HSGP1640.

;HSPB 0850, HSPB 1050;
HSPB 1250; HSPB 1450,
HSPBL 0850, HSPBL
1050, HSPBL 1250,
HSPBL1450.
;HSGPL0625, HSGPL0630,
HSGPLO0725, HSGPLO0730,
HSGPL0740, HSGPLO0825,
HSGPL0830, HSGPL0840,
HSGPL1030, HSGPL1040,
HSGPL1230, HSGPL1240,
HSGPL1430, HSGPL 1440,
HSGPL1630, HSGPL1640.
; HSGPML0620,
HSGPMLO0625,
HSGPMLO08&30,
HSGPML1030,

HS HOSPITAL
SERVICE
S.P.A.

Via Angela
Vacchi 23/25 -
04011 Aprilia

ITALY




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

HSGPS0620,
HSGPMLO0825.
;HSNMO0630, HSNM0730,
HSNMO0830, HSNM 1030,
HSNM1230, HSNM 1430,
HSNM1630. ;HSNMO0630S,
HSNMO0730S,
HSNMO0830S,
HSNM1030S,
HSNM1230S,
HSNM1430S,
HSNM1630S.

;HSNP0740, HSNP0750,
HSNP0840, HSNPO0850,
HSNP1040, HSNP1050,
HSNP1240, HSNP1250,
HSNP1440, HSNP1450.
;HSNPL0630, HSNPLO0730,
HSNPLO0740, HSNPL0830,
HSNPL0840, HSNPL0850,
HSNPL1030, HSNPL1040,
HSNPL1050, HSNPL1230,
HSNPL1240, HSNPL1250,
HSNPL 1440, HSNPL1450

Bo6 dan luu qua da

INTRO KIT

INTRO10F; INTRO10L;
INTRO12F; INTRO12L;
INTRO14F; INTRO14L;
INTROSF; INTROSL;
INTRO3P; INTRO3P-35;
INTRO3P-38

HS HOSPITAL
SERVICE
S.P.A.

Via Angela
Vacchi 23/25 -
04011 Aprilia

ITALY

Day dan luu qua
da

IVS

IVS0415; IVS0420;
IVS0425; IVS0430;

HS HOSPITAL
SERVICE S.P.

Via Angela
Vacchi 23725 -

ITALY




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

IVS0515; IVS0520;
IVS0525; IVS0530;
IVS0615; IVS0620;
IVS0625; IVS0715;
IVS0720; IVS0725;
IVS0730; IVS0815;
IVS0820; IVS0825;
IVS0830

04011 Aprilia

Day dan luu qua
da

IVH

IVHO0415; IVH0420;
IVHO0425; IVH0430;
IVHO515; IVH0520;
IVHO0525; IVH0530;
IVHO0615; IVH0620;
IVHO0625; IVHO715;
IVHO0720; IVHO0725;
IVHO0730; IVHO815;
IVH0820; IVH0825;
IVHO0830; IVH09520.

HS HOSPITAL
SERVICE
S.P.A.

Via Angela
Vacchi 23/25 -
04011 Aprilia

ITALY




