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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000493/PCBA-HCM
Ngay cong bo: 06/04/2026

1. Tén co s& cong bd: CONG TY TNHH DUGC PHAM TRANG THIET BI
Y TET.D ‘ N

2. bia chi: Tang 1, 382/17-19 Nguyén Thi Minh Khai, Phuong Ban Co, Thanh
phd H6 Chi Minh

3. S6 vin ban cua co so: 104/2026/T.D-XNK Ngay: 01/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Bo ¢ dinh dung trong xa tri proton

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:

Muc dich sir dung: Dung trong quy trinh ¢ dinh bénh nhan trong xa tri
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

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 s¢ hitu: Orfit Industries

bia chi chu sé hitu: Vosveld 9A, 2110 Wijnegem, BELGIUM

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

Tén co so: Cong ty TNHH Dugc pham Trang thiét bi Y té T.D

Dia chi: Tang 1, 382/17-19 Nguyén Thi Minh Khai, Phuong Ban Co, Thanh



ph6 H6 Chi Minh

Pién thoai ¢b dinh: 02822011999 Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 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.

10 | Tai liéu khéac (néu c6) X




BANG KE CHI TIET TRANG THIET BI Y TE

MASAN |QUY CACH| TEN CO SO SAN | TEN CO SO CHU SO
STT | TEN TRANG THIET BI Y TE CHUNG LOAI SAN PHAM o PONG GOI| XUAT/HANG, | HUU/HANG,NUOC | TEN CO SO BAO HANH |PIA CHi CO SO BAO HANH
(NEU CO) | NUGC SAN XUAT CHU SO HU'U
B c6 dinh ding trong xa tri proton

Dé ban diéu tri Aerial Couch Top ding .

1 cho IBA + LEONI Aerial couchtop for proton therapy 32826
Dé ban diéu tri Aerial Couch Top ding .

2 cho IBA + Forte Aerial couchtop for proton therapy 32827
Dé ban diéu tri Aerial Couch Top ding .

3 cho Mevion Aerial couchtop for proton therapy 32838

4 Ta“? phu CT Acrial HP Pro danh cho Aerial couchtop for proton therapy 25000/43
nguoi 1on
Tam phi CT Aerial HP Pro danh cho nhi .

5 Khoa 0 — 7 tudi Aerial couchtop for proton therapy 25000/63

6 Phén m& rong HP Pro diing cho Acrial Aerial couchtop for proton therapy 25000/34
Couch nguoi 16n
Phan mé rong HP Pro dung cho Aerial .

7 Couch ngudi 1on — phién ban ngén Aerial couchtop for proton therapy 25000/67
Phan mé rong HP Pro dung cho Aerial .

8 Couch nhi khoa 0 — 7 tudi Aerial couchtop for proton therapy 25000/62
Phin mé rong Hinh chit nhat dung cho .

9 Aerial Couch  phin ban dai Aerial couchtop for proton therapy 25000/38
Phan mé rong Hinh chit nhat dung cho .

10 Aerial Couch — phién ban ngfn Aerial couchtop for proton therapy 25000/53

11 |Matban o dinh mo rong HP PRO véi HP PRO SOLUTION 25000/1
giao dién chot — nguoi 16n

12 |Mat ban cb dinh HP PRO cho MEVION HP PRO SOLUTION 25000/22
Miit ban ¢4 dinh mé rong HP PRO véi

13 |giao dién chdt — ngudi 16n — phién ban HP PRO SOLUTION 25000/25
dai

14 " }11221“1“’ rong HP PRO vi giao dién kep HP PRO SOLUTION 25000/20

15 |° }11221’;" rong HP PRO vi giao dién kep HP PRO SOLUTION 25000/30

16 [Vd bin cO dinh pht HP PRO = nevet HP PRO SOLUTION 25000/18
Miit ban ¢6 dinh mé rong HP PRO véi

17" | giao dién chét - nhi khoa tir § — 16 tudi HP PRO SOLUTION 25000116

g |Matbin co dinh phit HP PRO twong HP PRO SOLUTION 25000/1/MR
thich MRI
Miit ban ¢4 dinh mé rong HP PRO véi

19 giao dién chot — nhi khoa tir 0 § tudi HP PRO SOLUTION 25000/27
Miit ban ¢4 dinh mé rong HP PRO véi

20 |giao dién chét — nhi khoa tir 8 — 16 tudi HP PRO SOLUTION 25000/36
— phién ban ting chiéu dai

o1 |Matban co dinh phit HP PRO = nhi khoa HP PRO SOLUTION 2500033
tur 8 — 16 tudi
Miit ban ¢6 dinh phit HP PRO — nhi khoa

22 tir 8 — 16 tudi turong thich MRI HP PRO SOLUTION 25000/16/MR

23 |Tém chan sau so HP PRO SOLUTION 25000/6

24 |Tam gin dinh vi gbi dau d& dau HP PRO SOLUTION 25000/58/20




25 |Tam gin dinh vi gbi dau d& dau nhi khoa HP PRO SOLUTION 25000/39/20
26 |Taynim A HP PRO SOLUTION 25000/17/A
27 |Tay nim B HP PRO SOLUTION 25000/17/B
28 |T4m dém linh hoat HP PRO SOLUTION 25070/10
29 |Tém dém linh hoat nhi khoa HP PRO SOLUTION 25071/10
30 [Matna/ludico dinh diu 3 diém —c6 10 HP PRO SOLUTION 25100/16MI+N
ho mii
31 | Mt na/lusi cb dinh ddu 3 diém HP PRO SOLUTION 25 IOO/I\IIEM”N/
32 [Matna/ludicd dinh diu 3 diém —c6 10 HP PRO SOLUTION 25113/24MI+N
ho mii
33 |Mat na/luéi ¢b dinh dau 3 diém ho mat HP PRO SOLUTION 25114/24MI+N
34 (Mt na/ludi co dinh dau, 6 v vai 5 HP PRO SOLUTION 25105/2MI-N
diém — ¢6 10 ho mii
= A . A A N . +
35 M?t na/ludi co dinh dau, co va vai 5 HP PRO SOLUTION 25105/2MI+N/
diem NH
Miit na/ludi ¢b dinh ddu, ¢b va vai 5 25108/2MI+N/
38 |diém — kich thute lén HP PRO SOLUTION NH
37 [Métna/ludi co dinh ddu, c6 v vai 5 HP PRO SOLUTION 25115/24MI+N
diém — ¢6 10 ho mi
3g [Matna/ludi co dinh ddu, 6 v vai 5 HP PRO SOLUTION 25116/24MI+N
diém ho mat
= e A . A . S A +
39 Mat fla/lucn ¢0 dinh dau nhi khoa 3 diém HP PRO SOLUTION 25103/16MI+N/
—nho NH
40 |Matna/ludico dinh dau nhikhoa 3 diém HP PRO SOLUTION 25101/16ME+N
— trung — ¢6 16 hé miii
41 Mat na/luéi ¢6 dinh dau nhi khoa 3 diém HP PRO SOLUTION 25101/16MI+N/
— trung NH
4y |Matna/ludi co dinh dau ho mét nhi khoa HP PRO SOLUTION 25110/24MI4N
3 diém — trung
Miit na/luéi ¢ dinh déu, ¢d va vai nhi 25107/2MI+N/
43 | hoa s didm - nho HP PRO SOLUTION NH
44 [Mat n/lui 6 dinh dau, co va vai nhi HP PRO SOLUTION 25106/2MI+N
khoa 5 diém — trung — ¢6 16 ho mii
45 Mat n«’_j/ll:l‘:?l ¢0 dinh dau, ¢6 va vai nhi HP PRO SOLUTION 25106/2MI+N/
khoa 5 diém — trung NH
46 |Matna/ludico dinh ddu, co va vai ho HP PRO SOLUTION 25112/24MI+N
mat nhi khoa 5 diém — trung
47 |Mit na/ludi ¢b dinh byung chau push-pin HP PRO SOLUTION 45204]3/;1? Ma/
4g |Matban cd dinh pha HP PRO nhi khoa HP PRO SOLUTION 25000/75
tr 0 — 7 tudi
Miit ban ¢4 dinh phit HP PRO nhi khoa
49 |00 7 wi romg thich MRI HP PRO SOLUTION 25000/27/MR
50 |Bo tay nim kéo dai HP PRO SOLUTION 25000/69
51 |Tay nim kéo dai bén phai HP PRO SOLUTION 25000/69/A
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52 |Tay nim kéo dai bén trai HP PRO SOLUTION 25000/69/B

53 |Mat na/luéi ¢b dinh dau 3 diém HP PRO SOLUTION 25100/2MI+/NH

54 | VIR na/uGi eo dinh diu 3 diém =0 1o HP PRO SOLUTION 25100/2MI+

55 [Matna/ludi co dinh ddu, 6 v vai 5 HP PRO SOLUTION 25105/2MI+
diém — ¢6 10 ho mii

56 g/ilg;“a/l“”‘ ¢0 dinh dau, c0 va vai 5 HP PRO SOLUTION 25105/2MI+/NH
Miit ban ¢4 dinh phi HP PRO tuong

57 |thich v6i h¢ thdng Elekta HexaPOD™ HP PRO SOLUTION 25000/26
evo RT
Miit ban ¢4 dinh phi HP PRO tuong

58 |thich véi h¢ théng Elekta HexaPOD™ HP PRO SOLUTION 25000/70
evo RT — nhi khoa tir 0 — 7 tudi
Miit ban ¢6 dinh phi HP PRO tuong

59 |thich v6i h¢ thdng Elekta HexaPOD™ HP PRO SOLUTION 25000/71
evo RT — nhi khoa tir 8 — 16 tudi

60 ff;’;gdi‘“ d5 dau tiéu chuan HP PRO HP PRO SOLUTION 25000/61

61 g:n‘gd;“ d& dau tiéu chuan HP PRO - HP PRO SOLUTION 25000/83

) g:n‘gd;‘“ d& dau tiéu chuan HP PRO - HP PRO SOLUTION 25000/34

63 Goi dau do dau tiéu chuan HP PRO — HP PRO SOLUTION 25000/38

dang 4




