BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S6: 3135 /QD-BYT Ha Noi, ngay 07 thang 8 ndam 2023

QUYET PINH

Veé viéc cap gidy chirng nhén lwu hanh tu do cho trang thiét bi y té
(Certificate of free sale - CFS)

- BO TRUONG BQ Y TE

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15 thang 11 nam 2022 cua
Chinh phu ve viéc Quy dinh chitc ndng, nhiém vy, quyén han va co cdu té chirc
cua Bo Y té;

Cdn cie Nghi dinh s6 98/2021/ND-CP ngay 08 thing 11 ndm 2021 cia
Chinh phu vé quan ly trang thiét bj y té;

Can cit Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 nam 2023 cia Chinh
phu stka doi, bo sung mot so diéu cua Nghi dinh 50 98/2021/ND-CP ngay 08 thdng
11 nam 2021 cua Chinh phu vé quan ly trang thiét bi y té,

Cdn cir Thong tw $6 19/2021/TT-BYT ngay 16 thdng 11 ndm 2021 cua Bj
Yté quy dinh mdu van ban, bdo cdo thuc hién Nghi dinh so 98/202!/NB—CP ngay
08 thang 11 ndm 2021 cua Chinh phii vé quan 1y trang thiét bj y té;

Can cir Thong tw s6 10/2023/TT-BYT ngay 11 thang 05 ndm 2023 ciia Bo
Y té vé viéc sira doi, bo sung mot sé diéu ciia Thong tue $6 19/2021/TT-BYT ngay
16 thang 11 nam 2021 cua B0 Y té quy dinh mdu vén ban, bdo cdo thuc hién Nghi
dinh so 98/2021/NB CP ngay 08 théng 11 ndm 2021 cria Chinh phii vé quan ly trang
thiét bi y té;

Can cir Quyét dinh s6 887/0P-BYT ngay 12 thdang 4 ndam 2022 cia Bo Y 16
ban hanh Quy trinh tiép nhdn, phé duyét ho so dé nghi cdp va hdu kiém, thu héi
gidy chimg nhdn lieu hanh ty do cho trang thiét bi y té theo tiéu chudn quéc gia
ISO 9001:2015 tai co quan Bj Y té;

Xét ho so dé nghi cap gidy chitng nhdn lew hanh tw do cho trang thiét bi y té
(CFS) ciia 28 don vi va két qua thdm dinh cua cdc cd nhdn, t6 chitc dwoc giao
nhiém vu;

Theo dé nghi cia Cuc truéng Cuc Co s6 ha tang va Thiét bi y té tai phiéu
trinh s6 117 /HTTB ngay 27/7/2023.

QUYET PINH:

Piéu 1. Cép gidy chimg nhan luu hanh tu do cho trang thiét bi y t& (CFS)
cua 28 don vi/doanh nghi€p (Danh sach cac don vi va giay ching nhén luu hanh
tw do cho trang thiét bi y té kém theo). L' /



2

Piéu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 3. Cac ong, ba: Chanh Van phong Bo, Chanh Thanh tra B9, Cuc truong
Cuc Co so ha tang va Thiét bi y té, Thu trudmg cac don vi ¢o lién quan va Thu tuong
cac don vi/doanh nghiép c6 tén tai Diéu 1 chiu trach nhiém thi hanh quyét dmh nay./.

Noi nhin:

- Nhu Piéu 3;

- B6 trudng (dé bao cao);

- Céac d/c Thir truong;

- S&' Y té cac tinh, thanh phd;
- Luu: VT, HTTB.




BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tw do - Hanh phic

DANH MUC CAP GIAY CHUNG NHAN LUU HANH TU DO
CHO TRANG THIET BI Y TE (CFS)

(Ban hémh kém:theo Quyét dinh s63135/0P-BYT ngay 07/8./2023 ciia Bé Y té)

Tén Trang thiét bi y té So
STT| Maihd so Pon vi dé nghi cip CFS bin
giay
000.00.04.G18-| CONG TY TNHH OMRON May do huyét ap tu dong cd tay /
1 230601-0008 HEALTHCARE Automatic Wrist Blood Pressure T
. : MANUFACTURING VIET NAM Monitor
000.00.04.G18- | CONG TY CO PHAN NHA Kim ludn tinh mach ngoai bién / LV.
2 | 230615-0017 | MAY TRANG THIET BI Y TE Catheter with Injection Valve 5
. USM HEALTHCARE
000.00.04.G18- | CONG TY TNHH CHUYEN May tro thé hoi sire so sinh /
3 230703-0002 GIAO CONG NGHE VA DICH Resuscitator 4
X VU Y TE (MTTS)
000.00.04.G18- | CONG TY CO PHAN NHA Day truyén dich / Infusion Set
4 | 230710-0005 | MAY TRANG THIET BI Y TE 5
. USM HEALTHCARE
s |000.00.04.G18- | CONG TY CO PHAN XUAT B¢ trang phuc phong, chong dich/ - |
210820-0009 NHAP KHAU QUOC TE 3M Disposable coverall
000.00.04.G18- CONG TY CO PHAN NHA Day ndi ap luc cao dung cho y té/
6 | 220401-0007 | MAY TRANG THIET BIY TE High Pressure Line 5
USM HEALTHCARE
000.00.04.G18- | CONG TY CO PHAN THIET BI 1. Kim tiém sir dung mot lan /
220905-0003 Y TE VINAHANKOOK Disposable Needle
2. Kim truyén tinh mach sir dung mét
; lan / Disposable Scalp vein set 12
3. Bom tiém st dung mot lan /
Disposable syringe
' 4. Bo day truyén dich c¢6 kim truyén sir
dung mét lan / Disposable Infusion set
000.00.04.G18- | CONG TY TNHH OMRON Vong quan canh tay / Blood Pressure
8 | 230629-0004 HEALTHCARE Monitor Cuff 7
. | MANUFACTURING VIET NAM
g | 000.00.04.G18- CONG TY LIEN DOANH Y May X-quang k¥ thuét so / Digital X- ¥
230603-0001 HOC VIET - HAN ray machine
1o | 000.00.04.G18- | CONG TY TNHH CONG NGHE Bao cao su / Latex condom i
220630-0016 CAO SU VIET NAM
11 | 000.00.04.G18- CONG TY TNHH CONG NGHE Dé non tiém(Nap day kim i
| 221012-0008 Y TE PERFECT VIET NAM ludn)/1.V.Locks
000.00.04.G18- | CONG TY TNHH CONG NGHE Kim tiém an toan
12 | 230222-0006 Y TE PERFECT VIET NAM 16G&18G~30G/Safety needle 4
* 16G&18G~30G
000.00.04.G18- | CONG TY TNHH CONG NGHE | Dy thim tach mau (Day dan mau
13 221220-0011 Y TE PERFECT VIET NAM trong chay than)/Blood lines 4
. (Hemodialysis Bloog-fubing set)
v
7% Vs




14 000.00.04.G18- | CONG TY TNHH A&D VIET May do huyét ap/Blood Pressure 5
»| 221011-0007 NAM Monitor
15 000.00.04.G18- CONQ TY TNHH CONG NGHE | Bom tiém nhya/Disposable Syringes 4
{1 230222-0001 Y TE PERFECT VIET NAM
000.00.04.G18- CONG TY TNHH OMRON May xung dién tri liéu kich thich than
16 230321-0002 HEALTHCARE kinh/Electronic Nerve Stimulator 7
N MANUFACTURING VIET NAM
000.00.04.G18- | CONG TY CO PHAN THUONG Khin va bo khan chup mach
17 | 220310-0023 | MAI - DICH VU - XUAT NHAP | vanh/Angiography drape and pack 4
. KHAU VIEN PHAT
1g | 000.00.04.G18- CONG TY TNHH CONG NGHE Van ba huéng/3-way Stopcock A
.| 230222-0005 Y TE PERFECT VIET NAM
19 | 000.00.04G18- CONG TY CO PHAN MERUFA | Gel siéu am/Ultrasound transmission 4
| 230223-0007 gel
000.00.04.G18- | CONG TY TNHH SAN XUAT KHAU TRANG Y TE/MEDICAL
20 | 230308-0006 VA PHAT TRIEN THUONG MASK 7
- MAI HUONG DUONG
000.00.04.G18-| CONG TY TNHH OMRON May do huyét ap ty dong/Automatic .
21 230601-0009 HEALTHCARE Blood Pressure Monitor
: MANUFACTURING VIET NAM
000.00.04.G18- CONG TY TNHH OMRON May do huyét ap tu dong/Automatic
22 230629-0005 HEALTHCARE Blood Pressure Monitor :
- MANUFACTURING VIET NAM
53 | 000.00.04.G18- CONG TY CO PHAN MERUFA | Ong dan luu mao dan/Penrose drain- i
| 230308-0010
000.00.04.G18-| CONG TY CO PHAN VRG 1. Gang tay phau thuat chua tiét
b4 | 221013-0014 KHAI HOAN trung/Non-Sterile surgical gloves <
2. Gang tay phau thuat tiét trung
’ /Sterile surgical gloves
000.00.04.G18- CONG TY CO PHAN TAP KHAU TRANG Y TE THE
25 | 221108-0002 POAN PAU TU WORLD/THE WORLD MEDICAL
DEVELOPMENT THE WORLD FACE MASK
000.00.04.G18- | CONG TY TNHH SAN XUAT Khau trang y té/Medical face mask
26 | 230525-0003 | THUONG MAI THIET BI NAM 5
. ANH
57 | 000.00.04.G18- CONG TY TNHH Giuong y té Keshiki/Hospital bed ;
.| 230322-0004 | PARAMOUNT BED VIET NAM Keshiki
»g | 000.00.04.G18- CONG TY TNHH Giuong y té Keshiki/Hospital bed
-| 221117-0010 | PARAMOUNT BED VIET NAM Keshiki

-
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