BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phiic

S6: 3554 /BYT-TB-CT Ha Néi, ngay AOthdng & ndm 2016
V/v cap phép nhap khiu TTBYT

Kinh gtri: Cong ty CP Thuong mai va Dich vu Ky thudt Tam Viét

Cén cir Thong tr gé 30/2015/TT-BYT ngay 12/10/2015 ciia B Y té quy dinh
viéc nhép khau trang thiét bj y té.

Xét ndi dung dé nghj tai cong van 03/TV ngay 20/4/2016 va cong van
05/TV b6 sung ngay 23/5/2016 cua don vi nhdp khéu vé vigc nhép khau trang thiét
biy té. By Y té da t6 chirc hop thdm dinh hd so nhap khiu va duyét cép gidy phép
nhép khau céc trang thiét bj y té (méi 100%) theo danh myc nhu sau:

HANG,NUGC | HANG, NUOC
SAN XUAT CHU SO HUU
1 | Hoa chét xét nghiém dién giai d6 | Danh muc dinh kém | Diamond Diagnostics Inc, USA

TT TEN TRANG THIET B] Y TE CHUNG LOAI

Pé nghi don vi nhap khau thuc hién ding cic quy dinh hién hanh vé nha[g
khiu trang thiét bi y té. V& nhan hang hoé phai theo ding quy dinh phép luat vé
nhan, dong thoi phél chiu trach nhiém vé sb lugng, tri gia va chét lugng céc trang
thiét bj y t& nhap khau theo quy dinh ctia phép luat.

Gidy phép nhap khu nay c6 hiéu luc mot (01) nam ké tir ngay ky ban hanh ,,,?/

Noi nhin:

- Nhur trén;

-Botruong Bo Y té (dé béo cdo);
- Hai quan ctra khéu;

- Thanh tra Bo;

-Céng TTPTBG Y té;

-Luu: VT, TB-CT(2b).




BOYTE

DANH MUC

(Kém theo Cong van sb: 355/ /BYT-TB-CT ngayA0/ £/2016 ciia B Y té)

Hoa chit xét nghiém dién gii d6 do hang Diamond Diagnostics Inc, USA s&n xudt:

TT Ma Tén sin phim Ma Tén siin phim

1 | AV-BP0095D | Reference Solution B Missic.m CliniCheck Assayed

2 | AV-BP0134D | Reference Solution Chemistry Control Serum Level 2
3 | AV-BPOIAGD' | Bofke | Mission CliniCheck Assayed

] e — s S AN Chemistry Control Serum Level 1-2
5 | AV-BP0344D | Urine Diluent 34| DD-93100 Mission Clinical Calibrator

6 | AV-BP0380D | Electrode Conditioning Solution 35| 1L-03106004D Buffer

7 | AV-BP0442D | Standard B 36| TL-09756904D Reference Emulsion

8 | AV-BP0521D | Deproteinizer Solution 37| IL-2121D Fluid Pack

9| AV-BP0936D | Standard A 38| IL-2123D Fluid Pack

10| AV-BP0937D Slam;rd B 39| ME-2110D Daily Cleaning Solution

11| AV-BP0938D | Standard C 40| ME-2111D Urine Diluent

12| AV-BP1025D | ISE Cleaning Solution 41| ME-2118D Daily Rinse Kit

13| AV-BP1218D | Standard B 42| ME-2121D Fluid Pack

14| AV-BP1232D | Standard A 43| ME-2123D Fluid Pack

15| AV-BP1360D | tHb Solution 44| ME-2309D Flush Solution

16| AV-BP1579D | BG Calibrator 45| ME-2492D Internal Filling Solution

17| AV-BP1889D | Cleaning Solution 46| ME-2577D Urine Standard

18 AV-BP5016D | Fluid Pack 47| ME-2578D Red Test Dye

19| AV-BP5032D | Fluid Pack 48| ME-5410D ISE Module Calibrant B

20| AV-BP5186D | Fluid Pack 49| ME-5421D Cleaning Solution Kit

21| AV-BP9076D | Rinse Additive 50| ME-6370D ISE Module Calibrant A

22| BM-1489828D | ISE compcnsator 51| MN-2121D Fluid pack

23| BM-620427D | ISE high standard 52| OY-AUH10! lD ISE Buffer

24| BM-620428D | ISE low standard 53| OY-AUH1012D | ISE Mid Standard Solution

25| DD-92001 Mission Control BG&ISE Level 1 54| OY-AUH1013D | ISE Reference Solution

26 | DD-92002 Mission Control BG&ISE Level 2 55| OY-AUH1014D | ISE Low Serum Standard

27| DD-92003 Mission Control BG&ISE Level 3 56| OY-AUH1015D | ISE High Serum Standard

28| DD-92004 Miss-i;-r: -Cuntrol BG&ISE Level 4 57| OY-AUH1016D | ISE Urine Standard High/Low
29| DD-92123 Mission Control BG&ISE 1-2-3 58| OY- AUH1017D | ISE Internal Reference Solution
30| DD-92900 Mission complete linearity control Slevels |59| OY-AUH1018D | ISE Na/K Selective Check Solution
sil e Mission _CIiniCheck Assayed Chemistry 60| OY-AUH1019D | ISE Cleaning Solution

Gantrol Secum Level 1 61| OY-OSR000ID | Wash Solution
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