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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: 260001376/PCBB-HN
Ngay cong bo: 05/05/2026

1. Tén co s cong bd: CONG TY TNHH I-BIOMED VIET NAM

2. Pia chi: S6 1 ngd 319 Vinh Hung, Phuong Vinh Hung, Thanh phd Ha Noi
3. S6 vin ban cua co so: 17042026/CBB-SYT Ngay: 05/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mdy do sang loc thinh luc

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Quy cach dong goi: Thung carton

Muc dich str dung: Dung dé chan doén, sang loc, lam sang va nghién ctru
thinh luc cho bénh nhan

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu sé hiru: Otodynamics Ltd

Dia chi chu sé hiru: 30-38 Beaconsfield Road, Hatfield, Hertfordshire, United
Kingdom, AL 10 8BB, UNITED KINGDOM

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: Cong ty TNHH I-BIOMED Vi¢t Nam
Pia chi: S6 1 ngd 319 Vinh Hung, Phuong Vinh Hung, Thanh ph Ha Noi



Dién thoai cb dinh: 0903461396  Dién thoai di dong:
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so hitu thiét bi y té X
4 Giéy 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¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi thiét bi y té nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
30-38
1 thinh lyc (May do | OTOPORT LITE TE Thine carton Otodynamics Hert fZ)r dshire > | UNITED
Otoport Lite TE) £ Ltd . > |KINGDOM
United
Kingdom, AL
10 8BB
30-38
May do sang loc Beaconsfield
thinh luc (May do [OTOPORT LITE TE + ‘ Otodynamics Road, Hatﬁeld, UNITED
2 | Otoport Lite ABR Thung carton Ltd Hertfordshire, KINGDOM
TE+ABR) United
Kingdom, AL
10 8BB
30-38
May do sang loc Beaconsfield
thinh lyc (May do | OTOPORT LITE DP + . Road, Hatfield,
3 | Otoport LITE DP |ABR Thung carton I(it((i)dynamlcs Hertfordshire, EII\IEEIE)I())M
+ ABR) United
Kingdom, AL
10 8BB
30-38
May do sang loc Beaconsfield
thinh luc (Mdy do | 1o pORT FLEXT + ABR ‘ Otodynamics | R0ad: Hatfield, -y ppy
4 [ Otoport Thiing carton Ltd Hertfordshire, KINGDOM
Flexi+ABR) United
Kingdom, AL

10 8BB




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
30-38
My do sang loc Beaconsfield
thinh Iyc (May do | OTOPORT FLEXI ‘ Otodynamics | ~oad Hatfield, vy pppy
5 Thiing carton Hertfordshire
Otoport Flexi) Ltd . ’ KINGDOM
United
Kingdom, AL
10 8BB
My do sang loc ]é%fcinsﬁeld
thinh luc (May do
Otobort OTOPORT ADVANCE + Otodvnamics Road, Hatfield, UNITED
6 p ABR Thuing carton Y Hertfordshire,
ADVANCE + Ltd . KINGDOM
ABR) United
Kingdom, AL
10 8BB
30-38
May do sang loc Beaconsfield
thinh lyc (May do | OTOPORT LITE ABR . Road, Hatfield,
7 | Otoport LITE SCREENER Thiing carton Stt(‘l’dynamws Hertfordshire, EII\EE}%%M
ABR Screener) United
Kingdom, AL
10 8BB
30-38
My do sang loc Beaconsfield
thinh Iyc (May do | OTOCHECK LE TE ‘ Otodynamics | hoad: Hatlield, gy
8 Thuing carton Hertfordshire
Otocheck LE TE) Ltd . ’ KINGDOM
United
Kingdom, AL
10 8BB
May do sang loc OTOCHECK LE DP Otod i 2038 UNITED
thinh lyc (May do ‘ todynamics Beaconsfield
? ve (May Thing carton 4 KINGDOM

Otocheck LE DP)

Road, Hatfield,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
Hertfordshire,
United
Kingdom, AL
10 8BB
30-38
10 thinh lyc (May do | OTONOVA SCREENER Thiine carton Otodynamics Hert fZ)r dshire > [ UNITED
OtoNova Screener) ung Ltd . ’ KINGDOM
United
Kingdom, AL
10 8BB
30-38
Miy do sing loc Road, Hatild
1 thinh lyc (May do [ OTONOVA CLINICAL Thi " Otodynamics Hert f, dshi > | UNITED
OtoNova Clinical) ung carton Ltd CTHOTCSRITE, KINGDOM
United
Kingdom, AL
10 8BB
30-38
May do sang loc Beaconsfield
thinh lyc (May do . Road, Hatfield,
12 | ECHOPORT 292 ECHOPORT 2921 Thuing carton Otodynamics Hertfordshire, UNITED
Ltd . KINGDOM
I) United
Kingdom, AL
10 8BB
30-38
May do sang loc Beaconsfield
thinh lyc (May do : Road, Hatfield
- ECHOPORT 292 II . Otodynamics oad, Hatfield, [UNITED
13 FI?HOPORT 292 Thung carton Ltd Eeljtf(zlrdshire, KINGDOM
nite

Kingdom, AL




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

10 8BB




