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: 260001756/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: 36-2026/SN-CBB Ngay: 03/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B dung cu thir cho phau thuat chinh hinh

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:

Muc dich str dupg: Céc thiét bi duoc dé ce:lp la n,hﬁfng dung cu nhﬁrr} ho tro
viée thao tac, cay ghép va thao bo cac thiét bi cay ghep cho khép goi, khop
hang va chan thuong chinh hinh trong cac ca phau thuat chinh hinh.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. D6i vai thiét bi y té chira chat ma tiy, tién chat (néu c6):

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

Tén chu s¢ hiru: Smith & Nephew, Inc.

bia chi chu sé hitu: 1450 Brooks Road, Memphis, Tennessee 38116, UNITED
STATES

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



Tén co so: Cong ty c¢b phan Viét-Sing Medical

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

Pién thoai ¢b dinh: (84 24)355 63 418 bién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

Quy cach
dong goi
(Néu cé)

M3 san phim
(Neéu co)

Tén co s& Dia chi co sé

- Y . ) Nuwde san xuat
san xuat san xuat

STT| Tén thiét biy té Chiing loai

71354277
71354278
71354281
71354282
71354287
71354288
71354289
71354290
REDAPT 0 DEGREE ;gggg; 1450 Brooks
Dung cu tht CEMENTED SCREW IN 71354293 Smith & Road, Memphis | UNITED
TRIAL LINER Nephew, Inc. Tennessee STATES

71354294 33116
71354295
71354296
71354297
71354298
71355325
71355326
71355327
71355328

71355329

71354277
71354278
REDAPT 0 DEGREE 71354281 . ou
Dung cu thit CEMENTED SCREW IN | 71354282 Smith & Meridian Ave,

TRIAL LINER 71354287 Nephew Inc., [ Oklahoma City,
71354288 Endoscopy Oklahoma,

71354289 73107-6512
71354290

76 South

UNITED
STATES




STT

Tén thiét biy té

Ching loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

71354291
71354292
71354293
71354294
71354295
71354296
71354297
71354298
71355325
71355326
71355327
71355328
71355329

Dung cu thtr

REDAPT ANTEVERTED
CEMENTED SCREW IN
TRIAL LINER

71354601
71354602
71354605
71354606
71354607
71354613
71354614
71354615
71354616
71354617
71354618
71354619
71354621
71354622
71354623
71354624
71354625
71354626
71354627
71354628

Smith &
Nephew, Inc.

1450 Brooks
Road, Memphis
Tennessee
38116

UNITED
STATES




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
71354629
71354601
71354602
71354605
71354606
71354607
71354613
71354614
71354615
REDAPT ANTEVERTED 71354616 . 76 S.Ol.lth
, 71354617 Smith & Meridian Ave
Dung cu thtr CEMENTED SCREW IN .~ | UNITED
4 TRIAL LINER 71354618 Nephew Inc., Oklahoma City, STATES
71354619 Endoscopy Oklahoma,
71354621 73107-6512
71354622
71354623
71354624
71354625
71354626
71354627
71354628
71354629
REDAPT BLADE . 76 South
Dung cu thir AUGMENT BUTTRESS Smith & Meridian Ave, |\
5 TRIAL 71354681 Nephew, Inc., [ Oklahoma city, STATES
Endoscopy Oklahoma
73107-6512
REDAPT BLADE 1450 Brooks
6 Dung cu tht AUGMENT BUTTRESS 71354681 Smith & Road, Memphis | UNITED
TRIAL Nephew, Inc. Tennessee STATES

38116




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
76 South
, REDAPT BLADE 71354679 Smith & Meridian Ave,
7 |Dungcuthu AUGMENT BASE TRIAL | 71354682 Nephew, Inc., | Oklahoma city, ISJ}\E%];
71354683 Endoscopy Oklahoma
73107-6512
1450 Brooks
, REDAPT BLADE 71354679 : .
3 Dung cu tht AUGMENT BASE TRIAL | 71354682 Smith & Road, Memphis | UNITED
71354683 Nephew, Inc. Tennessee STATES
38116
76 South
, REDAPT BLADE Smith & Meridian Ave,
g |Dungcuthu AUGMENT WING TRIAL | 71354685 Nephew, Inc., | Oklahoma city, |onJ1ED
STATES
Endoscopy Oklahoma
73107-6512
1450 Brooks
REDAPT BLADE . .
Dung cu tht Smith & Road, Memphis | UNITED
10 AUGMENT WING TRIAL [ 71354685 Nephew, Inc. | Tennessee STATES
38116
1450 Brooks
JOURNEY I1 UK RIGHT . .
Dung cu thtr Smith & Road, Memphis | UNITED
11 LATERAL TIBIA TRIAL |74035880 Nephew, Inc. Tennessce STATES
38116
76 South
, JOURNEY II UK RIGHT Smith & Meridian Ave,
1o |Pungcu thu LATERAL TIBIA TRIAL |74035880 Nephew Inc., | Oklahoma City, | SnITED
STATES
Endoscopy Oklahoma,

73107-6512




