BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN TRANG THIET BI Dgc lap - Ty do - Hanh phic
VA CONG TRINH Y TE
Sé: M ..1170000001/ Ha Ngi, ngay S thing § e 2017
PCBPL-BYT

BAN PHAN LOAI TRANG THIET BI Y TE
Kinh giri: Cong ty TNHH Thiét bi Y t¢ Anh Em

Cdan cit Nghi dinh s6 36/2016/ND-CP ngay 15/05/2016 ciia Chinh phii vé qudn Iy trang
thiet bi y té;

Céin cir thong tw 39/2016/TT-BYT ngay 28/10/2016 ciia Bé Y té vé Quy dinh chi tiét viéc
phan logi trang thiét bi y té,

Cén cik thong tw 42/2016/TT-BYT ngay 15/11/2016 cia By Y té vé Quy dinh viéc thira
nhédn két qua phan loai trang thiét bi y té;

Cdn cit ¢ong van s6 0817AE.PLSPHFMED ngay 03/08/2017 ciia Céng ty TNHH Thiét bj
Y té Anh Em vé viéc phdn loai trang thiét bi'Y té.

Nguyén tic duoc str dung dé phén loai: Quy tac gé 10 - Phan II: Quy tic phan loai d6i véi
Trang thict bi Y t€ khong phai Trang thict bi Y t€ chén doén In Vitro.

Chung t6i phan loai trang thiét bi y té nhu saw: Két qua phan logi tai Phu Luc dinh kém.

Noi nhan:
- Nhur trén;
- Luu VT, CNTBYT.

TS. LE THANH HAI

Dia chi: 40 Phwong Mai - Dong Pa- HA Ngi  *  Dién thoai: (024) 38523065




PHU LUC

(Dinh kém Ban phan loai trang thiét bi Y té sé jt£#/170000001/PCBPL-BYT)

Tén trang
thiét bi y té

Chiing loai/ ma san pham

Hang, nwéc

& 4
san xuat

Hang nwoc

chu so hiru

Loai
trang
thiét bi
y té

Peén mo
phau thuat

ZF720/720LED; ZF720LED:;
LED760/760; LED760;
LED760/300; LED300/300;
LED300;YD300LED:;
YD300ELED; SY02-LED3+5;
SYO02-LED5+5; SY02-LED3+3:

SYO02-LED3; SY02-LEDS;
SYO02-LED3S; SY02-LED3E;
SY02-LED3+5-CameraTV;

SY02-LED5+5-CameraTV:
YDO02-LED3+5; YD02-LED3+4;
YDO02-LED4+5; YD02-LED545;
YD02-LED3; YD02-LED4;
YD02-LEDS5; YD02-LED5S;

YD02-LED4S; YD02-LED3S;
YDO02-LEDSE; YDO2-LED4E:
YDO02-LED3E; ZF600/600;
ZF600; ZF700/700; ZF700/500;
ZF500/500: ZF700S: ZF600S:
ZF500S: ZF700E: ZF600E:
ZFS500E; ZF700; ZF500:
ZF700/700-CameraTV:
ZF700/500-CameraTV:
YDO02-5+12; YD02-6+3:
YD02-12; YD02-5+5:

YD02-9; YDO02-5: YD02-4:
YD02-3: YDO1-5; YDO1-4:
YDO01-5LED; YDO1-4LED:
YDO1-I; YDO1-II; YDO1-ILED;
YDO01-5E; YDO1-4E:
YDO01-5ELED; YD01-4ELED:
YDO1-IE; YDOI-IIE:
YDO01-IELED; YD200OLED:
YD200E: YD200ELED:
YD200C:; YD200CLED:
YD200W: YD200WLED:
YDO1A:; YDOIALED: YDO1W:
YDOIWLED: YDO1-1SA:
YDO01-1SE

Shanghai
Huifeng
Medical
Instrument
Co.,Ltd —
Trung Qubc

Shanghai
Huifeng
Medical
Instrument
Co.,Ltd —
Trung Quéc

Loai A

Dia chi: 40 Phwong Mai - Pong Da - Ha Noi

%

Dién thoai: (024) 38523065




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

VIEN TRANG THIET BI Doc lap - Tw do - Hanh phiic
VA CONG TRINH Y TE
sé:..ﬁ.ﬁ..mnonﬁﬁon Ha Noi, ngay 4 thing df L
PCBPL-BYT

BAN PHAN LOAI TRANG THIET BI Y TE
Kinh giri: Cong ty TNHH Thiét bi Y té Anh Em

Can cir Nghi dinh s0 36/2016/ND-CP ngay 15/05/2016 ciia Chinh phit vé quén Iy trang
thiét bi y té,

Cén cir théng ti 39/2016/TT-BYT ngay 28/10/2016 ciia Bé Y té vé Quy dinh chi tiét viéc
phén loai trang thiét bi y té;

Can czi: thong tu 42/2016/TT: —BI:T ng&yr 15/11/2016 ciia Bé Y té veé Quy dinh viéc thua
nhan két qua phan loai trang thiét bi y te,

Céin cir cong vin s6 0817AE.PLSPHFMED ngay 03/08/2017 ciia Céng ty TNHH Thiét bi
Y tée Anh Em vé viéc phan loaqi trang thiét bj Y té.

Nguyén tic duoc sir dung dé phan logi: Quy tic s6 12'— Phan II: Quy tic phan loai ddi v6i
Trang thiét bi Y té khong phai Trang thiét bi Y té chan doan In Vitro,

Chuang t61 phan loai trang thiét bi y t& nhu .ﬂﬂﬂ:-_Kéf qua phan logi tai Phy Luc dinh kém.

Noi nhan:
- Nhu trén;
-Luu VT, CNTBYT.

“IEN TRUONG -

TS. LE THANH HAI

Pia chi: 40 Phuwong Mai - Déng Da- HaNgi  *  Dién thoai: (024) 38523065




PHU LUC

(Dinh kém Bdn phan loai trang thiét bi Y té Sé/fﬁ /170000001/PCBPL-BYT)

Loai
Tén trang ‘ , Hiang, nwéoc | Hang nwoe | trang
TT Py Chung loal/ ma san pham ’ ; [RNRY o
thiét bi y te san xuat | chu so hiru | thiet bi
y té
MT600; HFMS3001B;
HFMS3001B; HFMS3001A;
HFMH3008A; HFMH3008AB; Sharighai Shanighai
HFMH3008B; HFEOT2000; Hiiithne T
* HFEOT2000C; HFEOT2000E; Medical Medical
1 BT T R Ry Instrument | Instrument | Loai A
phau thuat | HFEOT99C; CHFEOT99D; Co. T = Cor. Tt — :
HFOOT99; HFOOT99A; = 5 <
Trung Quoéc | Trung Quoc

HFEPB99A; HFEPB99B;
HFEPB99C; HFEPB99;
HFMPB06B: HFMPBO06C;
HFMPBOOA

Dia chi: 40 Phuong Mai - Pong Da - Ha Noi

Dién thoai: (024) 38523065




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

VIEN TRANG THIET Bl Dgc lap - Ty do - Hanh phic
VA CONG TRINH Y TE
sé:..f.f.fé..n 70000001/ Ha Ngi, ngay A4 thang 57 néim 2017
PCBPL-BYT

BAN PHAN LOAI TRANG THIET BI Y TE
Kinh gtri: Céng ty TNHH Thiét bi Y té Anh Em

Can cie Nghi dinh s6 36/2016/ND-CP ngay 15/05/2016 cia Chinh phii vé quan Iy trang
thiét bi y té;

Cdn cir thong tw 39/2016/TT-BYT ngay 28/10/2016 ciia By Y té vé Quy dinh chi tiét viéc
phdn loai trang thiét bi y té,

Cén cir théng tw 42/2016/TT-BYT ngay 15/11/2016 ciia B§ Y té vé Quy dinh viéc thira
nhdn két qua phan loai trang thiét bi y té;

Cdn cit cong vén s6 0817AE.PLSPHFMED ngay 03/08/2017 cua Cong ty T. NHH T. hiét bj
Y té Anh Em vé viéc phdn logi trang thiét bj Y té.

Nguyén tic duoc sir dung dé phan loai: Quy tac ,55 £ Phan II: Quy tic phan loai d6i voi
Trang thiét bi Y té khong phai Trang thiét bi Y té chan do4n In Vitro.

Chung toi phén loai trang thiét bi y t€ nhu sau;

Loai

Hang, nwéc | Hing nwéc | trang
sin xuat | chii sé hiru | thiét bi

y té

Tén trang

thiét bj y té Chiing logi/ mi sian pham

TT

HFZ-L Multi-Purpose Column;
HFZ-X Ceiling-Mounted (Power) Shanghai Shanghai
Box; HFP-SD90/160; Huifeng Huifeng
Tay treo | HFP-SS90/160; HFP-SS8160/260; Medical Medical
1 dung cu HFP-DD240/380; HFP-C+C ICU; | Instrument | Instrument | Loai A
phong mé | HFP-C+E ICU; HFP-E+E ICU; Co.Etd—) | Co.ltd =
HFP-S+E ICU; HFP-S+S ICU; Trung Qudc' | Trung Quoc
HFP-C ICU; HFP-E ICU;
HFP-S ICU

Noi nhin:
- Nhur trén;
- Luu VT, CNTBYT.

!f:ﬂ. TRANG THIET Bl e
' Mk |
s A CONG TN

TS. LE THANH HAI

Dia chi: 40 Phuwong Mai - Dong Pa-HaN§i  *  Dién thoai: (024) 38523065




