Representative Office of Smith & Nephew Asia Pacific Pte Limited in Ho Chi Minh City als s

Room 02, 18th Floor, 180-192 Nguyen Cong Tru st., % We are smlth&nephew
Nguyen Thai Binh Ward, District 1, Ho Chi Minh City

www.smith-nephew.com

No.: 07.24/S&N-GT
V.v: Gidi trinh vé gidy xéc nhén dt diéu kién béo hanh
cho TTBYT str dung mét 14n TP. Hb Chi Minh, ngay 23 thang 04 nam 2024

Kinh giri: B3 Y té — Cuc Co s& ha ting va Thiét bj y té
To: Ministry of Health - Department of Medical Equipments and Constructions

Vén phong dai dién Smith & Nephew Asia Pacific Pte Ltd tai thanh phé H& Chi Minh xin g¥i I chao tran trong téi Qui Cuc.

Representative Office of Smith & Nephew Asia Pacific Pte Limited in Ho Chi Minh City would like to send our warmly
greetings to Department of Medical Equipments and Constructions.

Van phong ching t6i hién dang tién hanh 1am tha tuc xin cAp sé dang ky Iwu hanh I&n d4u cho cac san phdm theo danh
séch dinh kém. S&n phém duoc chi s& hivu trang thiét bj xac dinh 13 thiét bi céy ghép va chi st dung mét Ian.

Our representative office is submitting for registration of below items, which are implants items and classified as disposable
products by their product owner.

Diéu nay dwoc thé hign trén nhan san phdm va trong t& théng tin Hwéng dén s dung:

- Biéu twong ® = "khéng tai str dung / diing 1 14n” trén ca nhan san phdm
- Muc “PhLL;\o'ng thire cung cdp Thiét bi” trong t& hwéng déin st dung chi ré: “Thiét bi nay duwoc cung cép v tring va CHI
DUNG 1 LAN”

This had been showed in their labels as well as its Instruction for use leaflet:

- The symbol means No reuse / disposable, which shows in its label.

- The Part “How supplied” in Instruction for use says: “The device is supplied sterile, and is for single use only”

Do do6, céin et theo khodn 4, didu 26, nghj dinh 98/2021/ND-CP ngay 08 thang 11 ndm 2021 v& Quan Iy trang thiét bj y t&
chiing t6i xin gidi trinh vé viéc khéng cung cAp gidy x&c nhan ddi didu kién bao hanh khi nép hd so d&ng ky lwu hanh.

According to point 4, article 26, Decree 98/2021/ND-CP on 08" November 2021 on Medical equipment management, we
would like to request for not providing the Certificate of eligibility to provide warranty when submit dossiers.

Kinh mong Qui Cuc xem xét, ch&p thuan va sém cép sé déng ky Iwu hanh cho san pham nai trén.

I am looking forward to your consideration and approval for issuing the registration of free sale product for these products
above.

Xin tran trong cdm on.

TUQ Trwédng dai dién — Chief Representative Officer
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bia dém mam chay

Legion constrained articular insert

71420523, 71420537,
71420551, 71420959

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

bia dém mam chay

Legion constrained articular insert

71420523, 71420537,

Smith & Nephew

2 71420551, 71420959 ; Schachenallee 29, 5001 Aarau SWITZERLAND
Manufacturing AG
A A N . . . . 71420523, 71420537, .
3 bia dém mam chay Legion constrained articular insert 71420551, 71420959 Smith & quhew Dammweg 39, 5001 Aarau SWITZERLAND
Manufacturing AG
o A ‘ . . . . 71420523, 71420537, ‘ . PMT 797, Per'51aran .Cass1a Selatan
bia dém mam chay Legion constrained articular insert Smith & Nephew Operations |8, Taman Perindustrian Batu
4 71420551, 71420959 . MALAYSIA
Sdn Bhd Kawan, Bandar Cassia, Pulau
Pinang 14110
71421202, 71421203,
71421204, 71421205,
o 71421206, 71421207,
L6i cau xuong dui Legion PS Oxinium femoral 71421208, 71421212, . 1450 Brooks Road, Memphis,
> 71421213, 71421214, Smith & Nephew, Inc. Tennessee 38116 UNITED STATES
71421215, 71421216,
71421217, 71421218
71421222, 71421223,
71421224, 71421225,
71421226, 71421227,
Ldi cau xuong dui Legion CR Oxinium femoral 71421228, 71421232, . 1450 Brooks Road, Memphis,
6 71421233, 71421234, Smith & Nephew, Inc. Tennessee 38116 UNITED STATES
71421235, 71421236,
71421237, 71421238
71421243, 71421244,
PO .. . .. 71421245, 71421246, .
7 L6i cau xuong dui Legion Narrow CR Oxinium 71421253, 71421254, Smith & Nephew, Inc. '11“4331 Brook;SRl(ia;d, Memphis, UNITED STATES
71421255, 71421256 ennessee
71421263, 71421264,
P .. . .. 71421265, 71421266, .
2 L61 cau xuong dui Legion Narrow PS Oxinium 71421273, 71421274, Smith & Nephew, Inc. "11“450 BrOOkggl?i%d, Memphis, UNITED STATES
71421275, 71421276 ennessee
71423202, 71423203,
9 L1 cau xuong dui Legion CR Nonporous femoral 71423204, 71423205, Smith & Nephew, Inc. 1450 Brooks Road, Memphis, UNITED STATES

71423206, 71423207,
71423208, 71423212,

Tennessee 38116




71423213, 71423214,
71423215, 71423216,
71423217, 71423218

10

L61 cau xuong dui

Legion CR Nonporous femoral

71423202, 71423203,
71423204, 71423205,
71423206, 71423207,
71423208, 71423212,
71423213, 71423214,
71423215, 71423216,
71423217, 71423218

Smith & Nephew Operation
Sdn Bhd

PMT 797, Persiaran Cassian
Selatan 8, Taman Perindustrian

Batu Kawan Bandar Cassia Pulau
Pinang 14110

MALAYSIA

11

L1 cau xuong dui

Legion CR Nonporous femoral

71423202, 71423203,
71423204, 71423205,
71423206, 71423207,
71423208, 71423212,
71423213, 71423214,
71423215, 71423216,
71423217, 71423218

Smith & Nephew
Manufacturing AG

Schachenallee 29, 5001 Aarau

SWITZERLAND

12

Ldi cau xuong dui

Legion CR Nonporous femoral

71423202, 71423203,
71423204, 71423205,
71423206, 71423207,
71423208, 71423212,
71423213, 71423214,
71423215, 71423216,
71423217, 71423218

Smith & Nephew
Manufacturing AG

Dammweg 39, 5001 Aarau

SWITZERLAND

13

L61 cau xuong dui

Legion PS Nonporous femoral

71423222, 71423223,
71423224, 71423225,
71423226, 71423227,
71423228, 71423232,
71423233, 71423234,
71423235, 71423236,
71423237, 71423238

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

14

L1 cau xuong dui

Legion PS Nonporous femoral

71423222, 71423223,
71423224, 71423225,
71423226, 71423227,
71423228, 71423232,
71423233, 71423234,
71423235, 71423236,
71423237, 71423238

Smith & Nephew Operation
Sdn Bhd

PMT 797, Persiaran Cassian
Selatan 8, Taman Perindustrian

Batu Kawan Bandar Cassia Pulau
Pinang 14110

MALAYSIA

15

Dia dém mam chay

Legion CR High flex XLPE insert

71453101, 71453102,
71453103, 71453104,
71453105, 71453111,
71453112, 71453113,
71453114, 71453115,
71453121, 71453122,
71453123, 71453124,
71453125, 71453131,

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES




71453132, 71453133,
71453134, 71453135

16

bia dém mam chay

Legion CR High flex XLPE insert

71453101, 71453102,
71453103, 71453104,
71453105, 71453111,
71453112, 71453113,
71453114, 71453115,
71453121, 71453122,
71453123, 71453124,
71453125, 71453131,
71453132, 71453133,
71453134, 71453135

Smith and Nephew
Operations Sdn Bhd

PMT 797, Persiaran Cassia Selatan
8, Taman Perindustrian Batu

Kawan, Bandar Cassia, Pulau
Pinang 14110

MALAYSIA

17

bia dém mam chay

Legion CR XLPE Articular insert

71453141, 71453142,
71453143, 71453144,
71453145, 71453146,
71453147, 71453148,
71453149, 71453151,
71453152, 71453153,
71453154, 71453155,
71453156, 71453157,
71453158, 71453159,
71453161, 71453162

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

18

bia dém mam chay

Legion PS High flex XLPE insert

71453201, 71453202,
71453203, 71453204,
71453205, 71453206,
71453211, 71453212,
71453213, 71453214,
71453215, 71453216,
71453221, 71453222,
71453223, 71453224,
71453225, 71453226,
71453231, 71453232,
71453233, 71453234,
71453235, 71453236

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

19

bia dém mam chay

Legion PS High flex XLPE insert

71453201, 71453202,
71453203, 71453204,
71453205, 71453206,
71453211, 71453212,
71453213, 71453214,
71453215, 71453216,
71453221, 71453222,
71453223, 71453224,
71453225, 71453226,
71453231, 71453232,
71453233, 71453234,
71453235, 71453236

Smith and Nephew
Operations Sdn Bhd

PMT 797, Persiaran Cassia Selatan
8, Taman Perindustrian Batu
Kawan Bandar Cassia Pulau
Pinang 14110

MALAYSIA

20

bia dém mam chay

Legion PS XLPE articular insert

71453241, 71453242,
71453243, 71453244,

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES




71453245, 71453246,
71453247, 71453248,
71453249, 71453251,
71453252, 71453253,
71453254, 71453255,
71453256, 71453257,
71453258, 71453259,
71453261, 71453262

21

Dia dém mam chay

Legion XLPE dished insert

71453271, 71453272,
71453273, 71453274,
71453275, 71453276,
71453277, 71453278,
71453279, 71453281,
71453282, 71453283,
71453284, 71453285,
71453286, 71453287,
71453288, 71453291,
71453292, 71453293,
71453294, 71453295,
71453296

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

22

L61 cau xuong dui

Legion CR Nonporous narrow femoral

71933640, 71933641,
71933642, 71933643,
71933644, 71933645,
71933646, 71933647

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

23

L61 cau xuong dui

Legion PS Nonporous Narrow femoral

71933648, 71933649,
71933650, 71933651,
71933652, 71933653,
71933654

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES

24

Ldi cau xuong dui

Legion PS Nonporous Narrow femoral

71933648, 71933649,
71933650, 71933651,
71933652, 71933653,
71933654

Smith & Nephew Operation
Sdn Bhd

PMT 797, Persiaran Cassia Selatan
8, Taman Perindustrian Batu
Kawan Bandar Cassia Pulau
Pinang 14110

MALAYSIA

25

Mam chay

Legion Porous HA Tibia baseplate

71934054, 71934055,
71934056, 71934057,
71934058, 71934059,
71934060, 71934061,
71934062, 71934063,
71934064, 71934065,
71934066, 71934067

Smith & Nephew, Inc.

1450 Brooks Road, Memphis,
Tennessee 38116

UNITED STATES






