SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001755/PCBB-HCM
Ngay cong bo: 09/06/2026

1. Tén co so cong bd: VAN PHONG DAI D{EN SMITH & NEPHEW ASIA
PACIFIC PTE. LIMITED TAI THANH PHO HO CHI MINH

2. bia chi: Phong 02, tang 18, s6 180-192 duong Nguyén Cong Tra, Phuong
Bén Thanh, Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 45-2026/SN-CBB Ngay: 05/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo dung cu phau thuat

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 céch dong goi:

Muyc dich sir dung: H¢ théng ACUFEX Director Guide duoc thiét ké dé sir
dung trong viéc khoan cac duong ham ghép xuong tai xuong chay, hoac dung
lam dung cu dan hudng trong phau thuat noi soi khép. o

Cac dung cu phau thuat cam tay tai sir dung Loai I dugc thiét ké dé s dung
trong phau thuat chinh hinh va phau thuat tong quat.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét

5. Doi 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 s¢ htru: Smith & Nephew Inc., Endoscopy Division

Dia chi chu sé hiru: 150 Minuteman Road, Andover, Massachusetts, 01810,



UNITED STATES
7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty c¢d phan Viét-Sing Medical

Dia chi: P219, tAng 2B-03, tda nha HTT, 197 Tran Pha, Phuong Ha Péng,
Thanh phd Ha Noi

Dién thoai cb dinh: (84 24)355 63 418  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 | Van 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 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng 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 chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




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

STT| Tén thiét biy té Chiing loai M sin phim %X;Z?f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
A . ACUFEX PINPOINT Smith & 130 Forbes Boulevard,
1 B chuyén doi Adapter 79905038 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts, 02048- | STATES
Division 1145
72203625
72203329
72203328
72201752
7205783
7205993
7205376
7204865
) ;ggjgﬁ Smith & 130 Forbes Boulevard,
) Nong ong thong Obturator 7704810 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts, 02048- | STATES
7204478 Division 1145
72200885
72200884
72200883
72200882
72200881
72200880
72200098
72200097
72200096
Miii khoan cho vit | Spade Drill Bit for 2.9 Smith & 130 Forbes Boulevard,
3 | chineo anchor 72201395 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts, 02048- | STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Division 1145
Smith & 130 Forbes Boulevard,
4 Mui khoan Mui khoan 72201707 Nephew, Inc., | Mansfield, UNITED
72202116 Endoscopy Massachusetts, 02048- | STATES
Division 1145
Nut diéu chinh cho Adjustable Knob Smith & 130 Forbes Boulevard,
5 | thude do chidu sau | EndoButton Depth Gauge | 7209951 Nephew, Inc., | Mansfield, UNITED
p & Endoscopy Massachusetts, 02048- [ STATES
Division 1145
Miii khoan cho vit 2.5 mm Drill for TWINFIX Smith & 130 Forbes Boulevard,
6 hliln VI Ti 3.5 mm and 5.0 mm 7209502 Nephew, Inc., | Mansfield, UNITED
chineo anchor Endoscopy Massachusetts, 02048- | STATES
Division 1145
Dune cu khoa Smith & 130 Forbes Boulevard,
7 |4 ﬁn gV (';i éne soi Inflow cap for cannula 7209351 Nephew, Inc., [Mansfield, UNITED
g & Endoscopy Massachusetts, 02048- [ STATES
Division 1145
7209349
7207751
) 1322210 Smith & 130 Forbes Boulevard,
2 Nong Ong soi Obturator 4310 Nephew, Inc., | Mansfield, UNITED
2209 Endoscopy Massachusetts, 02048- | STATES
1992 Division 1145
4439
3692
Probe Smith & 130 Forbes Boulevard,
Dung cu tham o Nephew, Inc., | Mansfield, UNITED
? Calibrated 7209134 Endoscopy Massachusetts, 02048- | STATES

Division

1145




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
7208664 Smith & 130 Forbes Boulevard,
10 Dung cu taro BioRCI Tap 7208663 Nephew, Inc., [Mansfield, UNITED
7208662 Endoscopy Massachusetts, 02048- [ STATES
7208661 Division 1145
Dung cu chdan an | Acufex Director PCL Safety Smlﬁl & 130 Fgrtfes Boulevard,
11 |toan mui khoan Stop 7207281 Nephew, Inc., - | Mansfield, UNITED
Endoscopy Massachusetts, 02048- | STATES
Division 1145
Dune cu mé cdn Smith & 130 Forbes Boulevard,
1 | 6i sgo ; kh o vai € | Portal Accessory System 7207113 Nephew, Inc., [Mansfield, UNITED
: op Endoscopy Massachusetts, 02048- [ STATES
Division 1145
Du}l & cu‘ﬂlﬂem tra Anti-impingement Device Smith & 130 Forbes Boulevard,
duong ham cho Nephew, Inc., UNITED
13 An for 7-8 mm graft 7205588 Endosco Mansfield, STATES
g igoscopy Massachusetts, 02048
Division
Dung cu‘kiém tra Anti-impineement Device Smith & 130 Forbes Boulevard,
14 duong ham cho for 9-1 Opm ri raft 7205587 Nephew, Inc., [Mansfield, UNITED
gan & Endoscopy Massachusetts, 02048- [ STATES
Division 1145
’ Smith & 130 Forbes Boulevard,
15 Nong ong soi Trocar 7205377 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts 02048- STATES
Division 1145
Dung cu thdm hinh | 3.0 mm hook probe with Smith & 130 Forbes Boulevard,
16 | méc véitay cdm | handle 7204869 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts, 02048- [ STATES
Division 1145
Nong 6ng soi ngan | Short Obturator 4527 Smith & 130 Forbes Boulevard, |[UNITED

17




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
3867 Nephew, Inc., | Mansfield,
3807 Endoscopy Massachusetts 0204 8- STATES
3786 Division 1145
’ Smith & 130 Forbes Boulevard,
18 Nong Ong soi 3.6 mm Sharp Trocar 4309 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts 02048- STATES
Division 1145
Smith &
Nong 6ng soi ngan | Short Trocar 3866 Nephew, Inc., 130 Forbes Boulevard, UNITED
19 3785 End Mansfield, STATES
icoscopy Massachusetts, 02048
Division
) o Smith & 130 Forbes Boulevard,
20 Ong chuyén doi Switching Sleeve 3302 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts, 02048- | STATES
Division 1145
o Smith & 130 Forbes Boulevard,
71 Que chuyén doi Switching Stick 3801 Nephew, Inc., [Mansfield, UNITED
Endoscopy Massachusetts, 02048- [ STATES
Division 1145
None éne soi Trocar Smith & 130 Forbes Boulevard,
27 | ddu ﬁhong ’ sha t’i 3691 Nephew, Inc., | Mansfield, UNITED
i P HP 1995 Endoscopy Massachusetts, 02048- | STATES
Division 1145
Smith & 130 Forbes Boulevard,
23 Dung cu tham TMJ Wrist Probe 3312 Nephew, Inc., [Mansfield, UNITED
Endoscopy Massachusetts 02048- STATES
Division 1145
Ong thong do Wissinger Rod Smith & 130 Forbes Boulevard, | yNiTED
24 2787 Nephew, Inc., | Mansfield, STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Er}dp Scopy Massachusetts, 02048
Division
. Chondral Pick Smith & 130 Forbes Boulevard,
25 Tay cam dui Handle Ass ’ 014800 Nephew, Inc., [Mansfield, UNITED
M Endoscopy Massachusetts, 02048- [ STATES
Division 1145
Dung cu nao PCL Tibial Curette, Smith & 130 Forbes Boulevard,
Nephew, Inc., UNITED
26 |xuong Open 013673 Endosco Mansfield, STATES
doscopy Massachusetts, 02048
Division
N Smith & 130 Forbes Boulevard,
27 Dao phau thuat PCL Tibial Hook Knife 013672 Nephew, Inc., [Mansfield, UNITED
Endoscopy Massachusetts, 02048- [ STATES
Division 1145
Dung cu nao PCL Tibial Curette, Smith & 130 Forbes Boulevard,
23 | xuon Closed 013671 Nephew, Inc., | Mansfield, UNITED
& Endoscopy Massachusetts, 02048- | STATES
Division 1145
Dung cu dinh vi ACL Rear Entry Aimer - Smith & 130 Forbes Boulevard,
29 | khoan dudng him | Left 013643 Nephew, Inc., [Mansfield, UNITED
Endoscopy Massachusetts, 02048- [ STATES
Division 1145
Dune cu dinh vi Aimer, Smith & 130 Forbes Boulevard,
30 kﬁoa%l du’ (m h ém Rear Entry, 013642 Nephew, Inc., | Mansfield, UNITED
& Right-ACL Endoscopy Massachusetts, 02048- | STATES
Division 1145
= 013588 Smith & Y
Dung cu chan 76 South Meridian Ave,
31 | duong him xuong | 201 Tunnel Plug 013587 Nephew, Inc., | Oy jahoma city, UNITED
013562 Endoscopy | Oklahoma 73107-6512 |1 ATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
013561 Division
013560 VIsio
Dui kiém dung cu ACUI.:EX Insertion Site Smith & 76 South Meridian Ave,
, J Marking Awl, Nephew, Inc., . UNITED
32 |danh dau 450 72203453 End Oklahoma city, STATES
1doscopy Oklahoma 73107-6512
Division
Khay dung dung [ Single-bundle System gZﬁl\fn 2121 Southtech Drive, UNITED
33 | cu phau thuat Sterilization Tray 72203451 Y Suite 600, Greenwood,
Systems . STATES
. Indiana, 46143
Division
ACUFEX PINPOINT 4- Smith & . 1
Chét dinh vi Point Bullet, Nephew, Inc., | /0 South Meridian Ave, | ;\yppy
34 6.5 72203450 Endosco Oklahoma city, STATES
' 1coscopy Oklahoma 73107-6512
Division
Khay dyng dung System Sterilization Tra g;’ﬁl\ign 2121 Southtech Drive, UNITED
35 | cu phau thuat Y Y 172203448 Y Suite 600, Greenwood,
Systems . STATES
AN Indiana, 46143
Division
72203447
72203446
72203445
Dung cu dinh vi t4i | ACUFEX PINPOINT 72203434 Smith & 76 South Meridian Ave,
. 3 . 72203443 Nephew, Inc., . UNITED
36 |tao day chang Double Bundle Guide Oklahoma city,
72203442 Endoscopy Oklah 73107-6512 STATES
72203441 Division anoma -
72203440
72203439
72203438
Tay cam ACUFEX PINPOINT Smith & 76 South Meridian Ave, | UNITED
37 Inside-Out Handle 72203432 Nephew, Inc., [ Oklahoma city, STATES




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut <uht <uht
Endoscopy | (1 12 homa 73107-6512
Division
72203431 .
Chétdinhviky | ACUTER PUPOINT 72203430 IS\I?ILherL [ | 76 South Meridian Ave, |\
38 [thuat S ot 72203429 Eng > 77 [ Oklahoma city, STATES
1uppo 72203428 1coscopy Oklahoma 73107-6512
72203427 Division
Smith & ..
Dung cu dinhvi |ACUFEX PINPOINT 72203426 Nephew, Inc,, | /0 South Meridian Ave, |1 j\yrppy
39 Outside-In Aimer Arm 79203425 Endosco Oklahoma city, STATES
1C0SCOPY Oklahoma 73107-6512
Division
ACUFEX DIRECTOR Smith & -
Dung cu dinh vi ELITE Anatomic ACL Nephew, Inc., 76 South Mgrldlan Ave, UNITED
40 Guide System 72202423 Endoscopy Oklahoma city, STATES
o Oklahoma 73107-6512
Division
Dung cu dinhvi | 2CUFEX DIRECTOR Smith & 76 South Meridian Ave,
41 | kh ELITE Rear Entry Drill 79201968 Nephew, Inc., Oklah " UNITED
oan Guide System Endoscopy anoma ety STATES
o Oklahoma 73107-6512
Division
;gg;gjg Smith & 130 Forbes Boulevard,
49 Dung cu nong Dilators 7207643 Nephew, Inc., | Mansfield, UNITED
7207641 Endoscopy Massachusetts, 02048- [ STATES
7207640 Division 1145
Smith & L
Dung cu tao ren vit | BIOSURE Tap System Nephew, Inc., 76 South Mgrldlan Ave, UNITED
43 72201893 End Oklahoma city, STATES
icoscopy Oklahoma 73107-6512
Division
Dung cu tao ren vit | BIOSURE Tap 72201892 Smith & 76 South Meridian Ave, | UNITED

44




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu cd)
72201891
72201890 ggglg:;’; Ine., | Oklahoma city, STATES
72201889 1coscopy Oklahoma 73107-6512
79701887 Division
Dung cu dinhvi | 2CUFEX DIRECTOR Smith & 76 South Meridian Ave,
ELITE Bone-Tendon-Bone Nephew, Inc., . UNITED
45 | khoan Drill Guide Svst 72201967 End Oklahoma city, STATES
ridde system ncoscopy Oklahoma 73107-6512
Division
Dung cy dinh vi SLCI[%EEE(C?%)IEC cTh?idRe IS\Ir;mhhei fnc., |6 South Meridian Ave, |\ \yrppy
46 | khoan Svstem 72201966 En(ri) > 77 | Oklahoma city, STATES
yste 1coscopy Oklahoma 73107-6512
Division
Dung cu dinhvi | 2CUFEX DIRECTOR Smith & 76 South Meridian Ave,
ELITE Soft Tissue Drill Nephew, Inc., . UNITED
47 | kh 72201965 Oklah t
oan Guide System Endoscopy anoma ety STATES
. Oklahoma 73107-6512
Division
A Smith & o
BO dung cu taoren | 5661 RE Tap System Nephew, Inc., | /0 South Meridian Ave, | p\yrppy
48 |vit 72201941 End Oklahoma city, STATES
1coseopy Oklahoma 73107-6512
Division
Khay dwng dung | g\gU/RE Tap Tray Symmetry 253 Abby Road UNITED
49 | cu phau thuéat 72201938 Medical Inc Manchester New STATES
' Hampshire 03103 USA
Smith & e
Chét chin duong | Bone tunnel plug Nephew, Inc., 76 South Mgrldlan Ave, UNITED
50 72201735 End Oklahoma city, STATES
icoscopy Oklahoma 73107-6512
Division
Dung cu bit vit BioRCI Driver Smith & 76 South Meridian Ave, | yNTED
51 ' ' 7208656 Nephew, Inc., | Oklahoma city, STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Endoscopy | (1 12 homa 73107-6512
Division
Smith & o
Bua Slap hammer Nephew, Inc., 76 South Mgrldlan Ave, UNITED
52 7207639 End Oklahoma city, STATES
1doscopy Oklahoma 73107-6512
Division
Smith & 130 Forbes Boulevard,
53 Kim ACUFEX Screw Starter 7207359 Nephew, Inc., | Mansfield, UNITED
Endoscopy Massachusetts, 02048- | STATES
Division 1145
Dung cu Shnh V‘} ACUFEX Director PCL Smith & 76 South Meridian Ave,
khoan duong ham g . Nephew, Inc., . UNITED
54 ha Tibial Aimer 7207282 End Oklahoma city, STATES
xuong chay ndoscopy Oklahoma 73107-6512
Division
. . . Smith & -
Dung cu dinh vi ACUFEX Director PCL 76 South Meridian Ave,
. N . . Nephew, Inc., . UNITED
55 |khoan duong ham | Drill Guide System 7207223 Oklahoma city,
Endoscopy STATES
. Oklahoma 73107
Division
Smith & o
Dung cu bitvit | Acufex RCI Driver Nephew, Inc,, | /0 South Meridian Ave, | \yrpp
56 7207193 Endosco Oklahoma city, STATES
1coscopy Oklahoma 73107
Division
Khay:dl_rng (Aiung Sterilization Tray for RCI Symmetry 253 Abby Road UNITED
57 | cu phau thuat Screw System 7207169 Medical Inc Manchester New STATES
' Hampshire 03103 USA
PCL Smith & 130 Forbes Boulevard,
Dung cu mai o Nephew, Inc., | Mansfield, UNITED
>8 Tibial Rasp 013670 Endoscopy Massachusetts, 02048- | STATES

Division

1145




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
72203437 Smith &
Dung cu dinh vi tai | ACUFEX PINPOINT 72203436 76 South Meridian Ave,
A N . ) Nephew, Inc., . UNITED
59 |tao day chang Single Bundle Guide 72203435 Endosco Oklahoma city, STATES
72203434 Divisionpy Oklahoma 73107-6512

72203433




