CONG TY TNHH MEDICON

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic
Sé: 40 PL-MDC/

/PCBPL-BYT Ha Néi, ngayelothang (13 nim 2019

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén cu‘Nghi dinh sé 36/2016/ND-CP ngay 15 thang 5 nam 2016 ctia Chinh phu vé quan ly

trang thiét bj y té;

Cén cir Nghi dinh s6 169/2018/ND-CP ngay 31 thang 12 ndm 2018 cta Chinh phu sira doi bo
sung mdt sb didu cta Nghi dinh sb 36/2016/ND-CP ngay 15 thang 5 nam 2016 cua Chinh phu vé
quan ly trang thiét biy té;

Can ¢t Phiéu tiép nhén hd so cong bd du diéu kién phan loai sé 170000053/PCBPL-BYT do B
Y té cp ngay 04/07/2017;

Can ctr gidy chimg chi nghé phén loai cta ngudi thuc hién phén loai sd 618, ngay cép

16/12/2016.

Theo yéu ciu clia cong ty Cb phdn A Chau c6 dia chi tai: S6 17, 16 12A, Khu db thi trung Yén,
phuong Yén Hoa, quén Cau Gidy, Thanh phé Ha Nbi, Viét Nam ching t6i phén loai trang thiét bi y

té nhu sau:
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My do dwong huyét:

On Call Plus; On Call Plus I1
{OGM-171): On Call EZII; On
Call Redi: On Call Advanced
(OGM-241); On Call Platinum;
On Call Chosen: On Call Vivid
(OGM-101); On Call Simple
(OGM-111); On Call Extra
(OGM-191); On Call Sharp
(OGM-121); On Call GK Dual
(OGM-161); On Call Alc
(OGM-141);
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Dung dich chiing:
On Call Glucose Control
solution.
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On Call EZII: On Call Redi: On
Call Advanced (OGC-241): On
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Call Simple On Call Simple
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Call Extra; On Call Sharp; On
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On Call Plus
On Call Plus II (OGM-171)
On Call EZI1
On Call Redi
Blood Glucose $ éa:i Qd‘imced (OGM-241) | CON Biotech [ X¢t nghiém chén dodn QL.
Meter all Platinum (Hanezhou) Co Invitro. d;nh lugng TTBYT chéan QOan
: . On Call Chosen 20U 0 | diromg huyét trong mau | Invitro ding dé xét| €
May do duémg SOSED Lid./ S o L g O
huvét On Call Vivid (OGM-101) Trung Quéc tai nha hofic cdc cosoy | nghiém tai cho
’ On Call Simple (OGM-111) té dudmg huyét
On Call Extra (OGM-191)
On Call Sharp (OGM-121)
On Call GK Dual (OGM-161) &
On Call Alc (OGM-141)
On Call Plus
On Call Plus 11 (OGS-171)
On Call Redi
Blood Glucose Test| On Call Advanced S
Strips On Call Platinum ACON Biotech [ -ct nghi¢m chén dodn AalD.
Que thir dudng On Call Chosen (Hangzhou) Co.. Invitro. dlf_‘h lwong | TTBYT chan dodn ]
huyét ding cho may | On Call Vivid (OGS-101) Ltd./ d‘f“’;l% *}'1“5 “tongmau | Invitroding dexet| ¢
do duong huyétca | On Call Simple (OGS-111) Trung Quéc :gl HHAogs s SU 0 Y nghlﬁm ;fu cf:o
nhan On Call Extra (OGS-191) RS
On Call Sharp (0GS-121)
On Call GK Dual (OGS-161)
On Call Alc (OGS-141)
Glucose Control | On Call Plus; ACON Biotech [Xét nghiém chén doén QT 4-1VD.
Solution On Call Plus 11 (Hangzhou) Co.. |Invitro. dinh lugng TTBYT chén doan i
Dung dich chimg | On Call Redi; Ltd./ ) duomg huyét trong mau | Invitro dung dé xét ¢
ding cho may do On Call Advanced (OGC-241); | Trung Quoc tai nha hodc cdc cosa y nghiém tai chd

fi



dudng huyét ca
nhén

On Call Platinum;

On Call Chosen;

On Call Vivid (OGC-101);

On Call Simple (OGC-111);

On Call Extra;

duong huyét

On Call Sharp;
On Call GK Dual;
On CallAlc
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Trang thiét bi y te 1 trang thiét bj y té chan doan in vitro
Trang thiét bi y té khong 14 trang thiét bi y té chin doén in vitro

Nguoi thye hién phén loai

(ky tén, ghi ho tén ddy di, chire danh)
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- S&'Y té céc tinh, thanh phd ;
- Hai quan ctra khéu

- Luu:VT

Nguwoi dai dién hgp phap cua co so
thye hién phan loai
(ky tén, ghi ho tén day du, chire danh)
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