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: 260001108/PCBB-HN
Ngay cong bo: 10/04/2026

1. Tén co s cong bd: CONG TY TNHH PAU TU VA THUONG MAI HPT
2. bia chi: LK6-17, Khu do6 thi An Hung, Phuong Duong Noi, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 7979/2026/HPT-CV Ngay: 10/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Bom truyén dich dan hdi dung mét lan

Tén thuong mai (néu co):

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: San phém la m(f)t‘thié't b1 thu cong dung dé bom mot luong
dung dich thuoc, hoa chat, dich truyén nhat giinh vao bénh nhan Yé. luong bom
duoc kiém soat bang cach st dung d6 dan hoi cua binh chira thudc. Ngoai ra
coOn ¢ nit an bom bod sung thude, dich truyén néu can thiét.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

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& hitu: Epic International (Thailand) Co., Ltd

bia chi chu sé hitu: WHA Eastern Seaboard Industrial Estate 1, 500/73 Moo 2
Tambon Tasit Amphur Pluakdaeng, Rayong 21140 Thailand, THAILAND

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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
471010, 471010HC,
471020, 471020HC
471030, 471030HC,
471040, 471040HC
471050, 471050HC,
471060, 471060HC
471070, 471070HC, ggliigswm
471080, 471080HC Industrial Estate
A g 471090, 471090HC, Epic
Bom truyén dich . 1, 500/73 Moo 2
1| dan héi dimg mot SMARTeZ Plus - General |471100,471100HC Interpatlonal Tambon Tasit THAILAND
1An ; Infusion 471110,471110HC, (Thailand) Co., Amphur
471120, 471120HC Ltd Pluakdaeng
471130, 471130HC, Rayong 21 1’40
471140, 471140HC Thailand
471150, 471150HC,
471160, 471160HC
471170, 471170HC,
471180, 471180HC
471190, 471190HC
483010, 483010HC, WHA Eastern
483010N, 483010HCN Seaboard
‘ 483020, 483020HC, Epic Industrial Estate
Bom truyén dich ) 483020N, 483020HCN . 1, 500/73 Moo 2
2 | dan hoi ding ot | SMARTEZ Plus - PaimBloc 483030, 4530301, ?%f:’ﬂﬁg‘%o Tambon Tasit | THAILAND
lan 483030N, 483030HCN ” | Amphur
483040, 483040HC, Ltd Pluakdaeng,
483040N, 483040HCN Rayong 21140

483050, 483050HC,

Thailand




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

483050N, 483050HCN
483060, 483060HC,
483060N, 483060HCN
483070, 483070HC,
483070N, 483070HCN
483080, 483080HC,
483080N, 483080HCN
483090, 483090HC,
483090N, 483090HCN
483100, 483100HC,
483100N, 483100HCN
483110, 483110HC,
483110N, 483110HCN
483120, 483120HC,
483120N, 483120HCN
483130, 483130HC,
483130N, 483130HCN
483140, 483140HC,
483140N, 483140HCN
483150, 483150HC,
483150N, 483150HCN
483160, 483160HC,
483160N, 483160HCN
483170, 483170HC,
483170N, 483170HCN
483180, 483180HC,
483180N, 483180HCN
483190, 483190HC,
483190N, 483190HCN
483200, 483200HC,
483200N, 483200HCN
483210, 483210HC,
483210N, 483210HCN




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

483220, 483220HC,
483220N, 483220HCN
483230, 483230HC,
483230N, 483230HCN

Bom truyén dich
dan hoi dung mot
lan

SMARTeZ Plus — PainBloc

— Fixed Flow with Bolus

485040, 485040HC,
485040N, 485040HCN
485050, 485050HC,
485050N, 485050HCN
485060, 485060HC,
485060N, 485060HCN
485080, 485080HC,
485080N, 485080HCN
485090, 485090HC,
485090N, 485090HCN
485110, 485110HC,
485110N, 485110HCN
485120, 485120HC,
485120N, 485120HCN
485130, 485130HC,
485130N, 485130HCN
485140, 485140HC,
485140N, 485140HCN
485150, 485150HC,
485150N, 485150HCN
485160, 485160HC,
485160N, 485160HCN
485170, 485170HC,
485170N, 485170HCN
485180, 485180HC,
485180N, 485180HCN
485190, 485190HC,
485190N, 485190HCN

Epic
International
(Thailand) Co.,
Ltd

WHA Eastern
Seaboard
Industrial Estate
1, 500/73 Moo 2
Tambon Tasit
Amphur
Pluakdaeng,
Rayong 21140
Thailand

THAILAND




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

485200, 485200HC,
485200N, 485200HCN
485210, 485210HC,
485210N, 485210HCN
485220, 485220HC,
485220N, 485220HCN
485230, 485230HC,
485230N, 485230HCN
485240, 485240HC,
485240N, 485240HCN
485250, 485250HC,
485250N, 485250HCN
485260, 485260HC,
485260N, 485260HCN
485270, 485270HC,
485270HCN, 485270N
485280, 485280HC,
485280HCN, 485280N
485290, 485290HC,
485290HCN, 485290N
485300, 485300HC,
485300HCN, 485300N
485310, 485310HC,
485310HCN, 485310N
485320, 485320HC,
485320HCN, 485320N
485330, 485330HC,
485330HCN, 485330N
485340, 485340HC,
485340HCN, 485340N
485350, 485350HC,
485350HCN, 485350N




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)
474010, 474010HC
474020, 474020HC,
474030, 474030HC
474040, 474040HC,
474050, 474050HC
474060, 474060HC,
474070, 474070HC
474080, 474080HC,
474090, 474090HC
474100, 474100HC,
474110, 474110HC
474120, 474120HC,
474130, 474130HC WHA Eastern
474140, 474140HC, Seaboard
—
4 d;ﬁlgugggg rlfl@t SMARTeZ RS — General 1474170, 474170HC International T,afnboz Tasit | THAILAND
1An Infusion 474180, 474180HC, (Thailand) Co., Amphur
Ltd pht
474190, 474190HC Pluakdaeng,
474200, 474200HC, Rayong 21140
474210, 474210HC Thailand

474220, 474220HC,
474230, 474230HC
474240, 474240HC,
474250, 474250HC
474260, 474260HC,
474270, 474270HC
474280, 474280HC,
474290, 474290HC
474300, 474300HC,
474310, 474310HC
474320, 474320HC,
474330, 474330HC




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

474340, 474340HC,
474350, 474350HC
474360, 474360HC,
474370, 474370HC
474380, 474380HC,
474390, 474390HC
474400, 474400HC,
474410, 474410HC
474420, 474420HC,
474430, 474430HC
474440, 474440HC,
474450, 474450HC
474460, 474460HC,
474470, 474470HC
474480, 474480HC,
474490, 474490HC

Bom truyén dich
dan hoi dung mot
lan

SMARTeZ RS — PainBloc —
Fixed Flow with Bolus

477010, 477010HC,
477010N, 477010HCN
477020, 477020HC,
477020N, 477020HCN
477030, 477030HC,
477030N, 477030HCN
477040, 477040HC,
477040N, 477040HCN
477050, 477050HC,
477050N, 477050HCN
477060, 477060HC,
477060N, 477060HCN
477070, 477070HC,
477070N, 477070HCN
477080, 477080HC,
477080N, 477080HCN

Epic
International
(Thailand) Co.,
Ltd

WHA Eastern
Seaboard
Industrial Estate
1, 500/73 Moo 2
Tambon Tasit
Amphur
Pluakdaeng,
Rayong 21140
Thailand

THAILAND




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

477090, 477090HC,
477090N, 477090HCN
477100, 477100HC,
477100N, 477100HCN
477110, 477110HC,
477110N, 477110HCN
477120, 477120HC,
477120N, 477120HCN
477130, 477130HC,
477130N, 477130HCN
477140, 477140HC,
477140N, 477140HCN
477150, 477150HC,
477150N, 477150HCN




