SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 200002141/PCBA-HN Thanh phé Ha Néi, ngay 10 thang 12 nim 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY CO PHAN CUNG UNG Y TE NHA PHONG

2. Pia chi: S6 27, ngd 38, Phuong Mai, Phuong Kim Lién, Quan Déng Da, Thanh phé Ha Noi
3. S6 vian ban dé nghi cta co s¢: 420/CBTC/NP Ngay: 04/12/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Vat liéu va dung cu nan chinh rang trong nha khoa

Chung loai/ma san phém: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1ISO13485

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: Rocky Mountain Orthodontic Inc. (RMO Inc.)

Pia chi chu sd hitu: 650 West Colfax Avenue, Denver, Colorado 80204, Untited States of America

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat ki thuat TTBYT theo miu s6 1 Phy luc 8

N SN | B

Giay chtng nhan hgp chuan hozic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac théng so hoa, 1y, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té




11

Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET Bl Y TE

st TEN TRANG | DON V| sgl\'léAggl CHUNG LOAI SAN PHAM TEN €O’ SO’ SAN XUAT/ HANG, NUOC| TEN €O SO CHU SO'HU'U/ HANG, TEN CO' SO BAG HANH
THIETBIYTE | TINH g, - SAN XUAT NUGC CHU SO HT'U
(NEU CO)
1 100031 Cai Chide APEX SERIES MATHIEU HOLE TIP Rocky Mounta|~n Orthodontics Inc. Rocky Mounta|~n Orthodontics Inc. Cong ty C6 phan Cung Ung Y té Nha
(RMO Inc.), My (RMO Inc.), My Phong
2 |To0134 Cai Chide STEP PLIER 1MM Rocky Mountaan Orthodontics Inc. Rocky Mountaan Orthodontics Inc. Cong ty C6 phan Cung tng Y té Nha
(RMO Inc.), My (RMO Inc.), My Phong
. e Rocky Mountain Orthodontics Inc. Rocky Mountain Orthodontics Inc. Cong ty C8 phan Cung ¢ng Y t& Nha
3 100124 C Ch MOSQUITO HEMOSTAT
ol ec a (RMO Inc.), Dic (RMO Inc.), My Phong
4 lio1201 Cai Chide REPLACEMENT BLADE FOR 101200 5 EA. Rocky Mountajn Orthodontics Inc. Rocky Mounta|~n Orthodontics Inc. Cong ty C6 phan Cung Ung Y té Nha
(RMO Inc.), Blc (RMO Inc.), My Phong
5 |a08383 Cai G6i/10 |A4983 D2301 SGL MX 7 L 18 12D0 HK Rocky Mountaan Orthodontics Inc. Rocky Mountaan Orthodontics Inc. Cong ty C6 phan Cung tng Y té Nha
(RMO Inc.), My (RMO Inc.), My Phong
6 |i0oss9 Céi Géi/s BLADES FOR 1557 - PKG 5 Rocky Mountain Orthodontics Inc. Rocky Mountain Orthodontics Inc. Cong ty C6 phan Cung Ung Y té Nha

(RMO Inc.), birc

(RMO Inc.), My

Phong
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