SOY TE TP HO CHi MINH 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: 260001245/PCBB-HCM
Ngay cong bo: 29/04/2026

1. Tén co s¢ cong bd: VAN PHONG DAI DIEN ARTHREX SINGAPORE,
PTE. LTD. TAI THANH PHO HO CHI MINH ,
2. bia chi: Phong 025 (025B), tang 4, Centec Business Center, s6 72-74,

duong Nguyén Thi Minh Khai, Phudong Xuan Hoa, Thanh phé Ho Chi Minh
3. S6 vin ban cua co so: 2026-23-ART Ngay: 24/04/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Bo dng thong ndi soi khdp

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: Bo dng thong nodi soi khép 1a cac thiét bi phu trg duoc gin
v6i bng soi khép (Camera) va duoc sir dung dé kham va/hodc thuc hién phau
thuat bén trong khop.

Chung la cac dung cu y té nodi soi duge chi dinh dung cho:

Ong thong ndi soi va dau ndi gitp chan doan va diéu tri bang noi soi trong cac
thu thuat can thiép ndi soi khop;

Que dan huéng - dau ti va dau ti hinh nén - dé sir dung v6i dng boc ndi soi
khép tuong thich.

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: Tiéu chudn nha san xuét

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

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



Tén chu so hiru: Arthrex, Inc.
bia chi chu s hiru: 1370 Creekside Blvd, Naples, FL 34108, UNITED
STATES

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

Tén co so: Cong ty c¢d phan Vietmedical - Phan Phéi

bia chi: 89 Luong Dinh Cua, Phuong Kim Lién, Thanh phé Ha No1

Dién thoai cb dinh: 024 3984 3477 Dién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn 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 uy 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 chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y t& cong bo ap dung

7 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ 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)
A Aeq . 2 FlushFit Quick Connect 6875 Arthrex
Dau noi hai cong . )
xé cho éng thong Bridge with Double Commerce UNITED
1 16i soi khé Stopcock, AR-3380-4050H Arthrex, Inc. Drive, Ave STATES
¥ op for Arthrex Maria, Florida
34142
Pau ndi hai cén FlushFit Quick Connect 130 Arthrex
<4 cho dn théng Bridge with Double Arthrex Drive, UNITED
2 06i soi khg & Stopcock, AR-3380-4050H Manufacturing, | Pendleton, South STATES
. op for Arthrex Inc. Carolina 29670
Diu ndi hai cdn FlushFit Quick Connect
& cho 6n théng Bridge with Double Henke-Sass Keltenstral3e 1,
3 khg, & [Stopcock, AR-3380-4050H WoltGobr | 78532 GERMANY
: op for Arthrex Tuttlingen
PAu néi hai cong FlushFit Quick Connect
X X . Bridge with Double Kleine Breite
4 |xachoongthong | qyncocy AR-3380-4050H TROKAMED 117 78187 GERMANY
ndi soi khop GmbH ..
for Arthrex Geisingen
A K . 2 FlushFit Quick Connect 6875 Arthrex
Dau noi hai cong . )
xé cho ng thong Bridge with Double Commerce UNITED
5 16i soi khé Stopcock, AR-3380-4051H Arthrex, Inc. Drive, Ave STATES
i P for Stryker Maria, Florida
34142
6 Pau nfr)i’ hai cong | FlushFit Quick Connect AR.3380-405 1 I Arthrex 130 Arthrex UNITED
xa cho ong thong | Bridge with Double ) ) Manufacturing, | Drive, STATES




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
06i soi khé Stopcock, Pendleton, South
: P for Stryker Inc. Carolina 29670
PAu néi hai céng FlushFit Quick Connect
X X . Bridge with Double Kleine Breite
7 |Xachoongthong | qioncock, AR-3380-4051H TROKAMED 117 78187 GERMANY
nd1 soi khop GmbH -
for Stryker Geisingen
Pau ndi hai cén FlushFit Quick Connect 6875 Arthrex
<4 cho dn théng Bridge with Double Commerce UNITED
8 | khg & | Stopcock, AR-3380-4052H Arthrex, Inc. | Drive, Ave STATES
. P for Smith & Nephew Maria, Florida
34142
Diu ndi hai cdn FlushFit Quick Connect 130 Arthrex
<4 cho &n théng Bridge with Double Arthrex Drive, UNITED
9 161 soi khg & Stopcock, AR-3380-4052H Manufacturing, | Pendleton, South STATES
: op for Smith & Nephew Inc. Carolina 29670
PAu néi hai céng FlushFit Quick Connect
X X . Bridge with Double Kleine Breite
10 iilcfg’l e thong | 10 ncock, AR-3380-4052H g}iobﬁAMED 17, 78187 GERMANY
: °p for Smith & Nephew Geisingen
Pau ndi hai cén FlushFit Quick Connect 6875 Arthrex
<4 cho dn théng Bridge with Double Commerce UNITED
E I ey khg & | Stopcock, AR-3380-4053H Arthrex, Inc. | Drive, Ave STATES
: op for Linvatec Maria, Florida
34142
Pau nfr)i’ hai céng FlushFit Quick Connect Arthrex 130 Arthrex UNITED
12 | x4 cho ong thong | Bridge with Double AR-3380-4053H Manufacturing, | Drive, STATES




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
06i soi khé Stopcock, Pendleton, South
: P for Linvatec Inc. Carolina 29670
PAu néi hai cong FlushFit Quick Connect
X X . Bridge with Double Kleine Breite
13 [Xachoongthong 1 qynoocy AR-3380-4053H TROKAMED 117 78187 GERMANY
nd1 soi khop . GmbH -
for Linvatec Geisingen
A K . 2 FlushFit Quick Connect 6875 Arthrex
Dau noi hai cong . )
<4 cho dne thén Bridge with Double Commerce UNITED
14 [ khg & | Stopcock, AR-3380-4054H Arthrex, Inc. | Drive, Ave STATES
: op for Storz Maria, Florida
34142
Diu ndi hai cdn FlushFit Quick Connect 130 Arthrex
& cho 6n théng Bridge with Double Arthrex Drive, UNITED
15 06i soi khg & Stopcock, AR-3380-4054H Manufacturing, | Pendleton, South STATES
. °op for Storz Inc. Carolina 29670
PAu néi hai cong FlushFit Quick Connect
X X . Bridge with Double Kleine Breite
16 [Xachoongthong | qnooqy AR-3380-4054H TROKAMED 117 78187 GERMANY
ndi soi khop GmbH ..
for Storz Geisingen
o FlgshF it Qulck Connect 6875 Arthrex
Déu noi hai cong | Bridge with Double Commerce
17 |Xacho ong thong | Stopeock, AR-3380-4055H Arthrex, Inc. | Drive, Ave ONITED
nd1 soi khop for Arthrex, . . STATES
XL Maria, Florida
34142
18 Pau ndi hai céng FlushFit Quick Connect AR-3380-4055H Arthrex 130 Arthrex UNITED




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)
Bridge with Double .
xa cho 6ng thong | Stopcock, . Drive,
n6i soi khop for Arthrex, Manufacturing, Pendlgton, South STATES
Inc. Carolina 29670
XL
o 7 FlushFit Quick Connect
i cho bng thomg. | Stopmocke Henke-Sass, | KeltensiraBe 1,
19 [*achoons Hong PEOTK, AR-3380-4055H © 78532 GERMANY
ndi soi khop for Arthrex, Wolf GmbH .
Tuttlingen
XL
o 7 FlushFit Quick Connect
Déu noi hai cong [ Bridge with Double Kleine Breite
20 | @ cho ong thong | Stopeock, AR-3380-4055H TRORAMED 7 78187 GERMANY
ndi soi khop for Arthrex, GmbH ..
Geisingen
XL
Disposables Kit,
Ong thong ndi soi for FlushFit 70° Angled Hip gizsrﬁ‘er:gex
21 |khép ' Cannula With two Cannulas |, p 33901 Arthrex, Inc. | Drive, Ave UNITED
and one Cannulated . . STATES
Obturat Maria, Florida
rator 34142
Disposables Kit,
5 A ~. . |for FlushFit 70° Angled Hip 13(.) Arthrex
Ong thong ndi soi . Arthrex Drive,
5 Cannula With two Cannulas . UNITED
22 | khép AR-3390H Manufacturing, | Pendleton, South
and one Cannulated . STATES
Inc. Carolina 29670
Obturator
3 Ong thong ndi soi | Disposables Kit, AR-3390H Phoenix 1535 Cold UNITED
khép for FlushFit 70° Angled Hip i Medical Springs Road, STATES




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Cannula With two Cannulas
and one Cannulated Products. Inc Mountain City,
Obturator > | TN 37683
Disposables Kit,
< n ~. . | for FlushFit 70° Angled Hip 6875 Arthrex
Ong thong ndi soi Cannula Commerce UNITED
24 | khép XL With two Cannulas and AR-3390HL Arthrex, Inc. Drlye, Ave' STATES
ne Cannulated Obturator Maria, Florida
one Cannulate urato 34142
Disposables Kit,
5 A ~. . | for FlushFit 70° Angled Hip 13(.) Arthrex
Ong thong ndi soi Cannula Arthrex Drive, UNITED
25 | khép XL With two Cannulas and AR-3390HL Manufacturing, Pendlgton, South STATES
Inc. Carolina 29670
one Cannulated Obturator
Disposables Kit,
Ong thong noi soi for FlushFit 70° Angled Hip Phoenix 153'5 Cold
26 | khop Cannula, AR-3390HL Medical Springs Road, UNITED
XL With two Cannulas and Products. Inc Mountain City, |[STATES
one Cannulated Obturator > | TN 37683
' Reusable Obturator, 6875 Arthrex
Ong thong ndi soi | for FlushFit 70° Angled Hip Commerce UNITED
27 | khép Cannula, AR-3391 Arthrex, Inc. Drive, Ave STATES
Cannulated Maria, Florida
34142
One théne néi soi Reusable Obturator, Arthrex 130 Arthrex
8 kh'g gne for FlushFit 70° Angled Hip AR-3391 Manufacturin Drive, UNITED
°op Cannula, anutacturing, Pendleton, STATES

Inc.




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)
Cannulated South Carolina

29670

Reusable Obturator,

28 Cook Street,

29 l?k?g fhong nt sot g)arnljllulséhFlt 70" Angled Hip AR-3391 iﬁf ?ﬁz‘? 1rcia;1 Billerica, UNITED
op Cannulaj[ d In ulactunng Massachusetts, |STATES
wate © 01821-6060
Reusable Obturator,
5 A ~. . | for FlushFit 70° Angled Hip 6875 Arthrex
Ong thong ndi soi Cannula Commerce UNITED
30 | khop ’ AR-3391HL Arthrex, Inc. Drive, Ave
XL, . . STATES
Cannulated Maria, Florida
annuiate 34142
Reusable thuzator, ‘ 130 Arthrex
5 A ~. . | for FlushFit 70° Angled Hip .
Ong thong ndi soi Cannula Arthrex Drive, UNITED
31 | khop ’ AR-3391HL Manufacturing, | Pendleton, South
XL, . STATES
Inc. Carolina 29670
Cannulated
Reusable Obturator,
Ong thong noi soi for FlushFit 70° Angled Hip LAB Medical 28 Co'ok Street,
32 | khe Cannula, AR-3391HL Manufacturi Billerica, UNITED
op XL, i I anufacturing Massachusetts, |[STATES
Cannulated ne- 01821-6060




