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: 260001412/PCBB-HN
Ngay cong bo: 08/05/2026

1. Tén co s& cong bd: CONG TY CO PHAN XUAT NHAP KHAU THIET BI
VA HOA CHAT VIET NAM ‘ ‘ ‘ o

2. Pia chi: 94 PHO BUC CHINH, PHUONG BA BINH, THANH PHO HA
NOI, VIET NAM, Phuong Ba Binh, Thanh phé Ha No1

3. S6 vin ban cua co so: 25/ICC-2026 Ngay: 08/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: HE THONG MAY TAP PHUC HOI CHUC NANG TOAN
THAN

Tén thuong mai (néu c6): HE THONG MAY TAP PHUC HOI CHUC NANG
TOAN THAN

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: THUNG

Muc dich st dung: Hé théng duoc st dung trong diéu tri va tip phuc hdi chirc
nang, cac thiét bi sir dung thé théng minh, van hanh cam &ng, tu dong 1én
chuong trinh tap luyén, tu dong Qiéu chinh vi tri tap, cung cap khang luc, tap
van dong cac nhom co trén co thé

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 sé hiru: DAVID HEALTH SOLUTIONS LTD

Dia chi chu sé hiru: Mannerheimintie 113, 8th floor, 00280 Helsinki,



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

Tén co s6: CONG TY CO PHAN XUAT NHAP KHAU THIET Bl VA HOA
CHAT VIET NAM

Dia chi: C24-X1, ngach 8/4, ph6 Huy Du, phuong Tir Liém, thanh pho Ha Noi
, Phuong Ba Dinh, Thanh ph6 Ha N1

Dién thoai ¢b dinh: 024.39262699 Pién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tidu chuan 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 uy quyén cta chi s¢ hiru 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 te bang tiéng Viét, kém theo X
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhan hop chuan hodc ban tiéu chun ma chu so hiru thiét |
biy t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




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

. 2 Quy cach n ., . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) (Néu c6) san xuat san xuat
May tap van dong . ) Mannerheiminti
1 | dudi ngue va that | 9110 Lumbar/ Thoracic THUNG David Health 1 )37y ‘oo | FINLAND
Extension Solutions Ltd e
lung 00280 Helsinki
May tap van dong . ) Mannerheiminti
2 | xoay nguc va thit | O 120 Lumbar/ Thoracic THUNG David Health 1 "'y 3 %6 ‘goor | FINLAND
Rotation Solutions Ltd .
lung 00280 Helsinki
May tap van dong . . Mannerheiminti
3 | gp nguc va that G13(.) Lumbar/ Thoracic THUNG Dav@ Health e 113, 8th floor, | FINLAND
Flexion Solutions Ltd .
lung 00280 Helsinki
s im A an . ) . Mannerheiminti
o | vinding G140 Conid Excnsion NG (DO G oo, | ano
gap 00280 Helsinki
May tap van dong . . Mannerheiminti
5 | gap hai bén ngue f;tse (r)alL‘Fl?elEf‘gl Thoracic THUNG ggﬁgg:ﬁg ¢ 113, 8th floor, | FINLAND
va that lung 00280 Helsinki
A A an . Mannerheiminti
6 XMO? tap van dong 1 5160 Cervical Rotation THUNG IS):;‘IV ISOEI:‘}E';E e 113, 8th floor, | FINLAND
Y 4 00280 Helsinki
e A A an . Mannerheiminti
7 1342 t%‘; vandong | 5500 Knee Extension THUNG IS):;‘IV lt‘ilofnlzittg e 113, 8th floor, | FINLAND
uote 4 00280 Helsinki
rm A an . . ) Mannerheiminti
8 lév[aghg’ dvaaﬁ;l‘-’ng grze lg Multi - Function Leg THUNG ]S):;‘IV lgoilseﬁttg ¢ 113, 8th floor, | FINLAND
p g u 00280 Helsinki
9 | May tap van dong | G220 Leg Press THUNG David Health | Mannerheiminti | FINLAND




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) 02, san xuat san xuat
(Néu co0)
, R . e 113, 8th floor,
ép chan Solutions Ltd 00280 Helsinki
 in A an . Mannerheiminti
10 E/Ia{ 4p van dong | 5260 Hip Extension THUNG ]S)alv lt‘ii Elle*}f& e 113, 8th floor, | FINLAND
HoLhong olutions 00280 Helsinki
s A an ) Mannerheiminti
11 | My @p vandong | 5340 g nee Flexion THUNG Is)alv lt‘.i HeaL“ili e 113, 8th floor, | FINLAND
gap go1 olutions 00280 Helsinki
s A an . Mannerheiminti
12 Xﬁfﬁf vandong |30 Hip Abduction THUNG IS):;‘IV lt‘ilofnlzittg e 113, 8th floor, | FINLAND
£ u 00280 Helsinki
s A an ) Mannerheiminti
13 thiy fgﬂvaﬂ dong {5390 Hip Adduction THUNG ]S):;‘IV lgoilseﬁttg e 113, 8th floor, | FINLAND
p hong u 00280 Helsinki
s im A an . Mannerheiminti
14 |May tap vandong | 1o pyjidown THUNG David Health | 13 "oy f1o0r | FINLAND
nhom co lung x6 Solutions Ltd o
00280 Helsinki
May tip vin dong | G460 Diagonal Shoulder David Health | Vannerheiminti
15 |4y tap van dong agonal shoulde THUNG avid Hea e 113, 8th floor, | FINLAND
mé vai Abduction Solutions Ltd .
00280 Helsinki
May tip vin dong | G510 Scapular Abduction/ David Health | Mannerheiminti
16 |4 gai~ fév,- . ~ug Chost Pr pu u THUNG g IV oLl | €113, 8th floor, |FINLAND
°P ngHe eSt TTesS olutions 00280 Helsinki
May tap van don G640 Glenohumeral David Health Mannerheiminti
17 xoay .;Véo tfong External Rotaltlion THUNG SolVltions Ltd e 113, 8th floor, | FINLAND
yvalv & u 00280 Helsinki
L LA A aA . Mannerheiminti
18 May tap van dong | G660 Glenohumeral THUNG David Health ¢ 113, 8th floor, | FINLAND

Xoay vai ra ngoai

External Rotation

Solutions Ltd




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)
00280 Helsinki
Tram lam viéc va | Info - Kiosk / EVE David Health | Mannerheiminti
19 | -4 vige v O - BMOs THUNG vie He e 113, 8th floor, | FINLAND

phan mém keét noi

software/ Exercise - Kiosk

Solutions Ltd

00280 Helsinki




