UBND TINH LANG SON  CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Péc lap - Tw do - Hanh phtc

S6:3122  /ISYT-KHTC Lang Son, ngay /7 thang 10 ndm 2024

V/v don déc thuc hién phan loai,
cong bo tiéu chuan ap dung doi
véi thiét bi y té

Kinh gui:  Céc co so kinh doanh c6 hd so cong bd trén Cong
thdng tin H¢ thong dich vu cong truc tuyen ve quan
ly thiét bi y té (c6 danh sach kem theo)

Thuce hién cong vin sb 6032/BYT-HTTB ngay 04/10/2024 cua Bo Y té vé
viéc thuc hién phan loai, cong b tiéu chuan ap dung di vai thiét bi y té; So Y té
dé nghi céac co s kinh doanh ¢6 hd so cong bd trén Cong théng tin Hé théng dich
vu ¢Ong truc tuyén vé quan ly thiét bi y té https://dmec.moh.gov.vn (sau ddy viét
tat 1 Hé thang) trén dia ban tinh thuc hién nghiém céc thu tuc cong bé tiéu chuan
ap dung ddi vai thiét bi y té thudc loai A, B trén Hé théng, cu thé nhu sau:

1. Khan truong ra soat két qua phan loai thiét bi y té, thuc hién phan loai
thiét bi y té va cong b két qua phan loai theo dung quy dinh: Pé nghi cac co s
nghién ctru cac quy dinh vé quan ly thiét bi y té va can ctr vao (i) muc dich sir
dung caia san pham; (ii) khai niém thiét bj y té quy dinh tai khoan 1, khoan 2 Biéu
2 Nghi dinh s6 98/2021/NB-CP ngay 08/11/2021 caa Chinh phu vé quan Iy thiét
biy té (sau day viét tit 1a Nghj dinh sé 98/2021/ND-CP); (iii) cac tai liéu phap ly
do co quan c6 tham quyén cua nudc xuat khau cap (doi véi san pham nhap khau)
theo quy dinh tai Diéu 26 Nghi dinh s 98/2024/ND-CP va (iv) c4c quy tic phan
loai thiét bi y té quy dinh tai Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 cua
Bo truong Bo Y té quy dinh chi tiét thi hanh mot sé diéu cua Nghi dinh s6
98/2021/ND-CP. Co s& chiu trach nhiém trudc phap luat vé két qua phan loai;
truong hop co s& phan loai thiét bi y té chua dung quy dinh, co s¢ phai khan
truong thu hoi s6 ¢éng b thiét bi y té, thu hdi san pham theo quy dinh.

2. Cha dong ra soat cac hd so cong bd tiéu chuan ap dung thiét b y té loai
A, B trén Hé théng dam bao dung quy dinh tai Nghi dinh 98/2021/NPD-CP va céac
vian ban lién quan. Co s& ¢6 trach nhiém thyuc hién cac quy dinh tai khoan 3 biéu
74 ctia Nghi dinh s6 98/2021/ND-CP, trong d6 luu y: Di v6i Gidy luu hanh cua
san pham nhap khau phai thé hién san pham da duoc co quan c6 tham quyén cho
phép luu hanh 1a thiét bi y té; Doi vai thiét bi y té san xuat trong nudc phai co két
qua danh gia cac thong s hod, ly, vi sinh va cac thong s6 khac do co so da dicu
kién theo quy dinh cia phap luat vé danh gia sy pht hop cap hoac Giy ching
nhan danh gia chat luong do co quan c6 tham quyén cua Viét Nam cap di véi
thiét bi y té chan doan in vitro; Gidy uy quyén cua cha sé hitu thiét bi y té; Giay



https://dmec.moh.gov.vn/

x&c nhan du diéu kién bao hanh phai theo mau quy dinh va duoc hop phap hoa
lanh sy; Tai liéu ky thuat bang tiéng Viét phai theo mau quy dinh.

3. Kiém tra vé tinh hop phap, chinh xac cua cac giay to, tai liéu da nop trong
hd so cong bé tiéu chuan ap dung thiét bi y té loai A, B va phai bao dam cac giy
to, tai liéu cta hd so ludn con hiéu lyc trong sudt qua trinh thuc hién. Bong thoi
chiu trach nhiém luu gitr ban gdc tai co s¢ ddi vai céc gidy to, tai liéu trong hd so
d3 nop theo quy dinh tai Nghi dinh 98/2021/NB-CP dugc stra d6i voi Nghi dinh
s6 07/2023/ND-CP ngay 03/3/2023; cung cap gidy to, tai liéu cua hd so di cong
bé khi duoc cac co quan chirc ning yéu cau.

Trong quéa trinh thyc hién, néu c6 vuéng mic, trao d6i truc tiép voi ba
Nguyén Ngoc Ha, Chuyén vién phong Ké hoach -Tai chinh, S¢ Y té (sb dién thoai
0986411024) ./

So'Y té guri kém theo cbng van so 6032/BYT-HTTB cua B3 Y té.

Noi nhgn: KT. GIAM bOC
- Nhu trén; » A A A

- Cac don vi truc thudc (dé biét);
- Giam dbc (b/c);

- Cac PGD So;

- Céc phong thuoc So;

- Website S¢' Y té;

- Luu: VT, KHTC(NNH).




DANH SACH GUT VAN BAN

STT Tén cong ty, don vi Dia chi/ Dién thoai
CONG TY CO PHAN ]|—-|)1ce;1|\3|h1: 379-381 Hai Ba Trung, P. V4 Thi Séu, Q.3, TP.
1 | bugcC PH&%BPT LONG 1 3¢ dien thoai: (02873023456 ; 0903772332
Nguoi dai dién: Nguyen Bach Diép ’ ’
CONG ¥ OPHAN Kin | - D12 % PS205 Vireo Lang son. K G B
2| MATCRARLESTORIVIET | - 56 dien thoai: 0087531612
Nguoi dai ’dién: Hta Thi Tho
CONG TY TNHH THUGNG ]L);ill ;:hsl(:)fo 16, Pho Phai Ludng 9, Phuong Chi Lang,
3 | MAI TONG HOP VA XUAT e :
A PR = S0 dién thoai: 0793580780
NHAP KHAU LE NGUYEN Nguoi dai dién: Nguyén Thi Hong Lé
) bia chi: S6 135, duong Déo Giang, Phuong Chi Lang,
4 | CONGTY TNHHMTV VU | Lang Son
GIA S0 dién thoai: 0943072222 i
Ngudi dai dién: Nguyén Thi Tién
] - | - Diachi: S0 102, dwong Ly Thuong Kiét, Khu do thi Ph
5 CONG TY COPHAN Y TE Loc IV, phudng Vinh Trai, thanh pho Lang Son
THIEN NGOC LAN So dién thoai: 02053797777
Nguoi dai ’dién: Ngoc Lan Huong
, . ' bia chi: S6 75, duong Pho Muoi, Phuong Tam Thanh,
6 CUA’HANG THIETBIY TI?. Lang Son
TE THANG LONG So dién thoai: 033816}581
Nguoi dai dién: Nguyen Buc Long
CONG TY TNHH MTV D;q chi: SP 11A, ngd 260, duong Bac Son, Phuong
£ A 2 Hoang Van Thy, TP. Lang Son
7 XUAT NHAP KHAU PP .
HOANG HA LS SO dién tf_\Oa_I. 083211668?
Nguoi dai dién: Vi Thi Ha
CONG TY CO PHAN VAT ?éaf:;;somllw buong Nguyén Du, Phuong Dong Kinh,
8 Tu X e rANG S6 dién thoai: 0982795255
Ngudi dai dién: Nguyén Thi Ngoc Linh
Dia chi: Thon Dong But, X4 Yén Binh, Huyén Hitu
A 4 ) Liing, Tinh Lang Son
11| NHATHUOC THANHDAT | o4 4i5n thoai; 0366415019
Nguoi dai dién: Hira Thi Mai
) o Pia chi: S6 36, dudng Tran Pang Ninh, Phuong Hoang
12 NHA THUOC BINH V:Eln Thy, TP.Lang Son,
PHUONG 2 So dién thoai: 038582063
Nguoi dai dién: Mai Thi Bich Diép
Dia chi: s6 nha 19, duong 21/8, khu 2, thi tran That Khé,
A 5 huyén Trang Binh
13| NHATHUOC ANBINH 19 | ¢ 4i5n thoai: 0942762686
Ngudi dai dién: D6 Vin An
Dia chi: Khu 4.Thi Tran Pinh Lap,Huyén Dinh Lap, Tinh
14 QUAY THUOC SO 34 Lang Son, Thi tran Binh Lap, Huyén Binh Lap

S6 dién thoai: 0948299488
Nguoi dai dién: Ly Tiéu Thom



tel:02873023456

QUAY THUOC BENH

Dia chi: Khu pho Nguyén Thi Minh Khai, thi tran Bac
Son, huyé¢n Bac Son

15 VIEN S6 dien thoai: 0387796333
Ngudi dai dién: Nguyén Thi Thao
‘ ’ ) i bia chi: 21 Luong Van Chi Phuong Hoang Van Thu TP
16 NHA THUOC SUC KHOE Lang Son, Phuong Hoang Van Thy, Lang Son
VANG So dién thoai: 037670?668
Nguoi dai dién: Nguyén Vian Nguyén ’
Dia chi: Thoén Gia H(‘)q 2, xa Nhat H(‘)a,,huyén Bac Son,
- QUAY THUOC TRAM tslg?l Lang Son, Xa Nhat Hoa, Huyén Bac Son, Tinh Lang
ANH S6 dién thoai: 0983239969
Nguoi dai dién: Nguyen Thi Hicu
A - . Dia chi: Thon pa Iét, X& Nhit Tién, Huyén Béc Son,
19 | QUAYTHUOCBUC | s gien thoai: 0392077555
: Nguoi dai’dién: Nguyen Bic Thuan
) o Dia chi: s6 10 duong Nguyén Du, Phuong Vinh Trai,
19 NHA THUOC BINH La,.ng Son,
PHUONG So dién thoai: 0399293333‘
Nguoi dai dién: Mai Thi Hang
Dia chi: Khoi phd Nguyén Thi Minh Khai Thi Tran Béc
A 4 . Son, huyé¢n Bac Son
20| NHATHUOC BINHHOA | 5 ian thoai: 0986969135
Nguoi dai ’dién: Duong Thanh Hoa
bia chi: S6 66A,duong nhanh Bac Tan Thanh,Xa Tan
21 | QUAY THUOC THUHA | 11anh, Huyén Van Lang,

Sé dién thoai: 0985315088
Nguoi dai dién: Phan Thi Thu Ha
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