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No.: 01-07.1 7/Sdi:N—({’T ,
V.v: Giai trinh vé gidy xdc nhdn du afiéu kién j
bao hanh cho TTBYT suw dung mét ldn TP. H6 Chi Minh, ngay 14 thang 7 nam 2017

Kinh gtri: S& Y té thanh phé H6 Chi Minh
To: Department of Health of Ho Chi Minh City

Van phong dai dién Smith & Nephew Pte Ltd tai thanh phé H6 Chi Minh xin gri I&i chao tran trong téi Qui Sé.
Representative Office of Smith & Nephew Pte Limited in Ho Chi Minh City would like to send our warmly
greetings to Department of Health of Ho Chi Minh city.

V&n phoéng chung téi hién dang tién hanh cong bé tiéu chuén ap dung céc trang thiét bj y té loai A. Theo danh
sach dinh kém bén duwéi cac san phdm loai A nay dugc chi s& hivu trang thiét bi y té xac dinh |a trang thiét bi
y té sir dung mét lan.

Our representative office is submitting for the declaration of applicable standard of type A Medical equipment.
The class A products, as attached list below, are classified by their product owner as disposable products.

Do d6, can clr theo khoan 5, diéu 22, nghi dinh 36/2016/ND-CP ngay 15 thang 5 nam 2016 vé Quan ly trang
thiét bi y t& ching téi xin gidi trinh vé viéc khéng cung cap gidy xac nhan di diéu kién bao hanh (Phu luc VII)
khi ndp hd so cong béd.

According to point 5, article 22, Decree 36/2016/ND-CP on 1 5" May 2016 on Medical equipment management,
we would like to request for not providing the Certificate of eligibility to provide warranty (as annex VIl) when
submit dossiers.

Kinh mong Qui S& xem xét, chap thuan va sém cap phiéu tiép nhan cho cac sén phadm bén duéi.
I am looking forward to your consideration and approval for Receipt note of the declaration of applicable

standard for type A of these products below.

Xin tran trong cadm on.

Sylvia Ho Hui

Trwdng dai dién — Chief Representative Officer
VPDD Smith & Nephew Pte Ltd tai tp. HO Chi Minh
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Epistaxis
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1  |Rapid Rhino 3 cm Riemann Nasal Dressing Cai / chiéc | RR 300
2 |Rapid Rhino 4 cm Riemann Nasal Dressing Cai/ chiéc | RR 400
3 [Rapid Rhino 5.5 cm Goodman Nasal Dressing | Cai / chiéc | RR 500 ArthroCare Corporation SafeCare Capontian AnheoCare Dospotation
: s 502 Parkway, Global Park, |B32.1, St 2, Zona Franca Coyol
; 2301 E Saint Elmo Road, Suite S Heredin: Cost Cowel. Alnineln. Cota i
4 |Rapid Rhino Sinu Knit Cii / chiéc | RR 600 110 Austin, TX 78744, USA R"j‘ g e 28{3{ e e
ica
5 [Rapid Rhino Stammberger Sinu-Foam Dressing | Cai / chiée | RR 650
6 [Rapid Rhino 8 cm Nasal Dressing Cii / chiéc | RR 800
ArthroCare Corporation
7 |Rapid Rhino NasaStent Cai / chiéc | RR1000 2301 E Saint Elmo Road, Suite ArthroCare Corporation
et e e e 7000 West William Cannon
: : : R Drive, Austin TX 78735-
8 |Rapid Rhino 4.5 cm Anterior Cai / chiéc | RR 450 8531 USA
9  |Rapid Rhino 5.5 cm Anterior Cai / chiéc | RR 550
10 |Rapid Rhino 5.5 cm Anterior Airway Cai / chiéc | RR 551
ArthroCare Corporation
11 |Rapid Rhino 5.5 cm Bilateral Cai / chiéc | RR 552 ArthroCare Corporation B32.1, St 2, Zona Franca
502 Parkway, Global Park, La Coyol
12 [Rapid Rhino 7.5 cm Anterior / Posterior Cai/ chiée | RR 750 Aurora Heredia, Costa Rica Coyol, Alajuela, Costa Rica
20101
13 |Rapid Rhino 7.5 cm Ant/Posterior with Airway | Cai / chiéc | RR 751
14 [Rapid Rhino 7.5 cm Ant/Posterior Bilateral Cai / chiéc | RR 752
15 Rapid Rhino Nasal Catheter Ant/Posterior Cai / chiée | RR 900
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