BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

86:  2602132DKLH/HTTB-PKKD  Ha Ngi, ngay 02 thing 06 nim 2026

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan ca‘ip thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: B vit chi neo sira chita diy chiang khdp Cung - Pon

2. Tén thuong mai (néu cé):

3. Ma Global Medical Device Nomenclature - GMDN (néu ¢6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cta chii s¢ hitu thiét bi y té: Arthrex, Inc., 1370 Creekside Boulevard,

Naples, Florida 34108, UNITED STATES ‘

6. Tén, dia chi cua chu sé hitu s6 Iuu hanh: VAN PHONG DAI DIEN ARTHREX

SINGAPORE, PTE. LTD. TAI THANH PHO HO CHI MINH, Phong 025 (025B),

tang 4, Centec Business Center, sb 72-74, dudong Nguyén Thi Minh Khai, Phudng

Xuan Hoa, Thanh phd H6 Chi Minh.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Dia chi co so san xuit va Nude san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 110/Qb-HTTB
ngay 02 thang 06 ndm 2026./.

Noi nhan:

- VAN PHONG PAI DIEN ARTHREX
SINGAPORE, PTE. LTD. TAI THANH
PHO HO CHI MINH;

- B0 truong (dé blc);

- TT. Pb Xuan Tuyén (dé b/c);

- Hai quan cira khau; =
- Luu: VT, BKKD. Nguyeén Minh Lgi
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PHU LUC PINH KEM

1. Muc dich sir dung:

B0 vit neo stra chira khép Cung - Pon duge str dung hd tro diéu tri gdy xuong lién quan dén cac manh xuong nho & ving dau xwong va quanh
khop, vi tri khong chi dinh st dung vit, va hd trg trong cac quy trinh ¢6 dinh trong va ngoai tily xuwong sir dung cung dia va thanh nep bén trong,

két hop véi nep giy xuwong hodc bo bot ngoai.

2. Tén, dia chi co sé bao hanh:

Tén co s& bao hanh: Cong ty cd phan Vietmedical - Phan Phéi ’

Dia chi co Sy bao hanh: 89 Luong Pinh Cua, Phuong Kim Lién, Thanh ph6 Ha Noi
Dién thoai c6 dinh: 024 3984 3477 Di¢n thoai di dong:

3. Thong tin chi tiét thiét bi y té:

~ = 2 Quy cach A - o e -
STT| Tén thiét biy té Chiing loai Ma san phim dong goi Teéncoso | Diachicoso | g0 san xudt
: : (Néu cd) £, san xuat san xuat
(N€éu c¢0)
6875 Arthrex
Commerce
1 | Chi thép luon chi | Suture Passing Wire AR-1255-18 Arthrex, Inc. Drive, Ave UNITED
. . STATES
Maria, Florida
34142
130 Arthrex
Arthrex Drive, UNITED
2 | Chi thép ludn chi | Suture Passing Wire AR-1255-18 Manufacturing, | Pendleton, South
. STATES
Inc. Carolina 29670
6875 Arthrex
N . Commerce
3 |Pungeuluonchi 1y ywire passer AR-2252 Arthrex, Inc. | Drive, Ave UNITED
thép . . STATES
Maria, Florida
34142
Dung cu ludn chi . Arthrex 130 Arthrex UNITED
4 thép AC Wire Passer AR-2252 Manufacturing, | Drive, STATES
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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)
Pendleton, South
Inc. Carolina 29670
) 28 Cook Street
) LAB Medical - ’
Dung cu ludn chi . : Billerica, UNITED
5 thép AC Wire Passer AR-2252 i\r/fanufacturmg Massachusetts, | STATES
© 01821-6060
6875 Arthrex
N Commerce UNITED
6 | Dan huong khoan | Guide Pin Sleeve AR-2255CG-02 Arthrex, Inc. Drive, Ave
. . STATES
Maria, Florida
34142
130 Arthrex
Arthrex Drive, UNITED
7 |Dén hudng khoan | Guide Pin Sleeve AR-2255CG-02 Manufacturing, | Pendleton, South
. STATES
Inc. Carolina 29670
5 LAB Medical 123?1123121; et UNITED
8 | Dan hudng khoan | Guide Pin Sleeve AR-2255CG-02 i\l/{gnufacturmg Massachusetts, | STATES
' 01821-6060
6875 Arthrex
. ) Commerce
9 Dung cu dinh M Clavicle Drill Positioner AR-2255CG-03 Arthrex, Inc. Drive, Ave UNITED
khoan xuong don . . STATES
Maria, Florida
34142
Arth 130 Arthrex
. . rthrex ;
Dung cu dinh vi . . . . Drive, UNITED
10 khoan xuong don Clavicle Drill Positioner AR-2255CG-03 }\ﬁgnufacturmg, Pendleton, South | STATES

Carolina
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~ - x 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)
29670
. 28 Cook Street
. . LAB Medical . ’
Dung cu dinh vi . . .. : Billerica, UNITED
11 khoan xuong don Clavicle Drill Positioner AR-2255CG-03 }\r/fzmufacturmg Massachusetts, | STATES
’ 01821-6060
6875 Arthrex
Tua vit dung cho Commerce UNITED
12 | vit ¢o dinh gan AC Tenodesis Screw Driver | AR-2255D Arthrex, Inc. Drive, Ave
s \ . . STATES
khép cung - don Maria, Florida
34142
130 Arthrex
Tua vit dung cho Arthrex Drive, UNITED
13 | vit co dinh gan AC Tenodesis Screw Driver | AR-2255D Manufacturing, | Pendleton, South
s \ . STATES
khép cung - don Inc. Carolina 29670
Tua vit dung cho LAB Medical ]23?11Ce 1(‘);21:1 Street, UNITED
14 | vit cO dinh gan AC Tenodesis Screw Driver | AR-2255D Manufacturing ’
khép cing - don Inc Massachusetts, |STATES
' 01821-6060
6875 Arthrex
Hop dung cu tai . . Commerce
15 [tao khdp cung - AC Joint Reconstruction AR-2255MC Arthrex, Inc. Drive, Ave UNITED
\ Instrument Case . . STATES
don Maria, Florida
34142
130 Arthrex
Hop dung cu tai . . Arthrex Drive,
16 |tao khop cung - AC Joint Reconstruction AR-2255MC Manufacturing, | Pendleton, South UNITED
\ Instrument Case . STATES
don Inc. Carolina 29670
17
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
Advantis
Hoo dune cu tai Medical, Inc. 2121 Southtech
ta(')pkh" gc uﬁ . AC Joint Reconstruction AR-2255MC dba Avalign Drive, Suite 600, | UNITED
don Oop cung Instrument Case Delivery Greenwood, STATES
Systems Indiana, 46143
Division
18 tr’(.)ng phal:l thl}at AC Joint Reconstruction AR-2255MS Arthrex, Inc. Drive, Ave UNITED
tai tao khép cung - | Master Set . ) STATES
e Maria, Florida
on 34142
B dung cu dung 13(.) Arthrex
trong phau thuat AC Joint Reconstruction Arthrex Drive, UNITED
19 | ... &P o AR-2255MS Manufacturing, | Pendleton, South
tai tao khop cung - | Master Set . STATES
\ Inc. Carolina 29670
don
6875 Arthrex
N , ) Commerce
20 Dung cu luon chi | Coracoid Passer, Left AR-2256L Arthrex, Inc. Drive, Ave UNITED
qua xuong qua Shoulder . . STATES
Maria, Florida
34142
130 Arthrex
N , ) Arthrex Drive,
21 Du;ifgnluon aChl (Sj}?;a(;g;l Passer, Left AR-2256L Manufacturing, | Pendleton, South g,?g?%g
qu g que u Inc. Carolina 29670
. 28 Cook Street,
2 Dung cu ludn chi | Coracoid Passer, Left AR-2256L igfu?ﬁs?éfﬂ Billerica, UNITED
qua xuong qua Shoulder Inc £ Massachusetts, | STATES
’ 01821-6060
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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)
6875 Arthrex
N , . . Commerce
73 Dung cu luén chi | Coracoid Passer, Right AR-2256R Arthrex, Inc. Drive, Ave UNITED
qua xuong qua Shoulder . ) STATES
Maria, Florida
34142
130 Arthrex
N , . . Arthrex Drive,
24 Du;)%;;_lnluon ;hl gl(l) racl:glcri Passer, Right AR-2256R Manufacturing, | Pendleton, South [SJINX{}EB
qu g que oulde Inc. Carolina 29670
. 28 Cook Street,
75 Dung cu ludn chi | Coracoid Passer, Right AR-2256R hﬁf&gg:ﬁ:ﬁ Billerica, UNITED
qua xuong qua Shoulder Inc g Massachusetts, |[STATES
' 01821-6060
6875 Arthrex
Commerce UNITED
26 | Dung cu do cd gan | Graft Sizer, AC Graftrope | AR-2265 Arthrex, Inc. Drive, Ave
. ) STATES
Maria, Florida
34142
130 Arthrex
Arthrex Drive, UNITED
27 | Dung cu do cd gan | Graft Sizer, AC Graftrope | AR-2265 Manufacturing, | Pendleton, South
. STATES
Inc. Carolina 29670
6875 Arthrex
. . Commerce
28 Mu,1 khoan dan Drill Pin, Button, 3.7 mm AR-2272 Arthrex, Inc. Drive, Ave UNITED
hudng . . STATES
Maria, Florida
34142
29 Mii khoan dan Drill Pin. Button. 3.7 mm AR-2272 Arthrex 130 Arthrex UNITED

Trang7/9




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)
Drive,
. Manufacturing, | Pendleton, South
hudng Inc. Carolina 29670 STATES
6875 Arthrex
A , Commerce
30 Dl},}l’lg c luon chi Obturator, Flexible AR-2275 Arthrex, Inc. Drive, Ave UNITED
mém . . STATES
Maria, Florida
34142
130 Arthrex
A . Arthrex Drive,
31 Dkgng cu luon chi Obturator, Flexible AR-2275 Manufacturing, | Pendleton, South UNITED
mém . STATES
Inc. Carolina 29670
Knotless AC TightRope® 6875 Arthrex
Vit chi neo sra Repair Implant with Dog Commerce UNITED
32 |chira day chang Bone™ Button, Clavicle AR-2370BL Arthrex, Inc. Drive, Ave STATES
khop cung - don Cup Button Implant, Dog Maria, Florida
Bone Button 34142
Knotless AC TightRope® 130 Arthrex
Vit chi neo sira Repair Implant with Dog Arthrex Drive, UNITED
33 | chita day chang Bone™ Button, Clavicle AR-2370BL Manufacturing, | Pendleton, South STATES
khép cung - don Cup Button Implant, Dog Inc. Carolina 29670
Bone Button
Knotl'ess AC T1ghtR9pe® 6375 Arthrex
o , Repair System, Clavicle
Vit chi neo stra Cup Button Implant, Dog Commerce UNITED
34 | chira day chang Bone™ Button, 3.0 mm AR-2371BL Arthrex, Inc. Drive, Ave STATES

khép cung - don

Cannulated Drill, Nitinol
Wire Loop

Maria, Florida
34142

Trang 8/9




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)
Knotl'ess AC T1ghtR9pe® 130 Arthrex
o , Repair System, Clavicle .
Vit chi neo sura Cup Button Imnlant. Do Arthrex Drive, UNITED
35 | chira day chang p prant, LJog AR-2371BL Manufacturing, | Pendleton, South
Kkhéo cine - don Bone™ Button, 3.0 mm Inc Carolina 29670 STATES
op cung Cannulated Drill, Nitinol )
Wire Loop
o , Knotless AC TightRope® 6875 Arthrex
Vit chi neo Sa Open Repair Implant Commerce UNITED
36 | chita day ching pen mepalr imprant, AR-2372BLO Arthrex, Inc. | Drive, Ave
s . Clavicle Cup Button . . STATES
khép cung - don Implant. Pec Button Maria, Florida
prath 34142
o , Knotless AC TightRope® 13(.) Arthrex
Vit chi neo sua Open Repair Implant Arthrex Drive, UNITED
37 | chira day chang pen ep prant, AR-2372BLO Manufacturing, | Pendleton, South
khép cung - don Clavicle Cup Button Inc Carolina 29670 STATES
Op cung Implant, Pec Button ’
6875 Arthrex
Commerce
38 | Que do gan Probe, Forked AR-6002 Arthrex, Inc. Drive, Ave UNITED
. . STATES
Maria, Florida
34142
130 Arthrex
o Arthrex ‘ Drive, UNITED
39 [Que do gan Probe, Forked AR-6002 Manufacturing, | Pendleton, South
. STATES
Inc. Carolina 29670
LAB Medical 213?11?121; et UNITED
40 | Que do gan Probe, Forked AR-6002 }\ﬁgnufacturmg Massachusetts, | STATES
’ 01821-6060
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