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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co so cong bd: CONG TY TNHH THUONG MAI & DICH VU NGUYEN LONG
2. bia chi: S0 17, hém 172/24/147 Au Co, phuong T Lién, quan Tay HO, TP. Ha N6i, Phuong
Tt Lién, Quan Tay Ho6, Thanh phd Ha Néi
3. S6 van ban dé nghi cua co so: 1112/2019/NGL-AMT Ngay: 12/12/2019
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Ban mo da ning kém phu kién
Chung loai/ma san pham: Theo phu luc
Tén co s& san xuat: Theo phu luc
Dia chi co sé san xuit: Theo phu luc
Tiéu chudn ap dung: ISO 13485: 2016; EN ISO 13485: 2016
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hiru: Amtai Medical Equipment, Inc
Dia chi chu s& hitu: 7711-106 Welborn St, Raleigh, NC, 27615, USA
6. Thong tin vé co sé bao hanh:
(1) Tén co s6: CONG TY TNHH THUONG MAI VA DICH VU NGUYEN LONG
bia chi: S0 17, hém 172/24/147 Au Co, Phuong Tt Lién, Quéan Tay Ho, TP Ha Noi , Phuong
Tw Lién, Quan Tay Ho, Thanh pho Ha Noi
bién thoai c6 dinh: 024 37191270  Dién thoai di dong: 0913521567
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu luc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8




7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bj y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

. i , R QUY CACH TEN CO SO SAN TEN CO SO CHU SO TEN CO SO PIA CHI
T TEN TRAN;}ETHIET BIY | CHUNG I%}(I)ﬁ;;MA SAN | PONG GOI XEIAT/ﬂHANG,K H ﬁU/}{AN,G’ NU 6C 7 ‘ o Sf’ BAO
NUOC SAN XUAT CHU SO HUU BAO HANH HANH
T800LSKPND.2;
T800LSKPD.2;
T800LSPND.2;
T800LSPD.2;
T800LKPND.Z2;
T800LKPD.2;
T800LPND.2;
T800LPD.2;
T800SKPND.2;
T800SKPD.2; )
T800SPND.2; S6 17, hem
T800SPD.2: CONG TY 1721241147
Ban mo da ‘nz'mg kém phu | T8OOKPND.2; Amtai Medical Amtai Medical TNHH THUONG Plﬁ; lgncgg.’m
kién, bao gom: T800KPD.2; Equipment, Inc/ My Equipment, Inc/ My | MAI &ADICH VU Lién, Quan
T800PND.2; T800PD.2; NGUYEN LONG Tay Ho, TP
T800LSKND.2; Ha Noi

T800LSKD.2;
T800LSND.2;
T800LSD.2;
T800LKND.2;
T800LKD.2;
T800LND.2; T800LD.Z;
T800SKND.?2;
T800SKD.2;
T800SND.2; T800SD.Z;
T800KND.2;




T800KD.2; T800ND.2;
T800D.2;
T800LSKPN.2;
T800LSKP.2;
T80OLSPN.2;
T800LSP.2;
T800LKPN.Z;
T800LKP.2;
T800LPN.2; T800LP.2;
T800SKPN.2;
T800SKP.2;
T800SPN.2; T8OOSP.2;
T800KPN.2; T8OOKP.2;
T800PN.2; T800P.2;
T800LSKN.2;
T800LSK.2;
T800LSN.2; T80OLS.2;
T800LKN.2; T80OLK.2;
T80OLN.2; T800L.2;
T800SKN.2; T8OOSK.2;
T800SN.2; T800S.2;
T800KN.2; T800K.2;
T800N.2;  T800.2

B kéo nin chan thwong

11 chinh hinh, bao gém: ACC0062
B6 ndi gitra ban va bo kéo
1.1.1 ; B ;
nan chan thuong chinh hinh ACCO059
112 | khéa cb dinh loai an toan ACC0002
1.1.3 O phan do h6 51 dé
B6 phan d& héng véi dém ACC0003

bang cacbon fiber




114

Tru d& héng vaéi dém bang

. A
cacbon fiber CC0050
LIS | Kep phu kien dé kéo ACC0055
1.1.6 o phan hd :
Bq phaLn ho tro keo_xucmg ACCO056
chay bang cacbon fiber
117 i 0 a
TLhanh chinh d_Q dang chén ACCO057
bang cacbon fiber
118 Tryds ACC0066
L19 1 B4 phan kéo ACCO067
1.1.10 Ay Y
Giay kéo cho nguoi I6n ACC0068-1
1.1.11 i4 ké inh vo
Gia kéo xuwong hinh vong ACCO069
cung
1.1.12 | B6 phan d& chan c6 thé
o A 71
chinh duoc 4 hudng ccoo
1113 | B4 phan kéo thing ACC0088
1.114 1 Bs g4 chuyén bénh nhan ACC0094
L1151 Xe ddy dé phu kien ACC0095
1.1.16 i4 do ang 6 é
Gia do‘vtay ga nang & tu the ACC0010
cao hoac thap
Bo phu kién cho phau
12 thuat than kinh cot song,
bao gém:
121 D@r}q n%}ng;lu’ng cho phau ACC0028
thuat cot song lung
1.2.2 B6 phan do héng vai dém
cho phau thuat dbt sdng ACC0029

cling cut, truc trang & tu thé




nam sap

123 4 do a 5 vi tri
Gia dorvtay (za nang (& Vi tri ACC0010
cao hogc thap)

124 | Knoa cb dinh loai antoan | ACC0002

1.25 Bo phan d& ban chéan (trai ACC0023, ACC0024
va phai)

13 Tay cam diéu khién ASM 0102
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