
CONC TY TNHH HS CORP

56: 19006/CV-NSP01

V/v: X6c nhfln trang thi6t bi y trl su dung mdt l6n,
x .a

Khdng cdn gi6y xiic nhAn dir diOu ki6n b6o hdnh

l. Nha tuAn

2. Lwu VT./.

CQNG HOA xA ugr CHU NGHIA VrTr NAM

D6c 16p - Tu do - Hanh phric

TP. HO Chi Minh, ngiry 24 thtug)9 ndm2019

Kinh efri: SO Y t6 tnann pnii UO Chi Minh

C6ng ty TNHH HS CORP (goi t6t ld C6ng ty) h c6ng ty ho4t dQng trong linh vgc kinh doanh

trang thi6t bi y t6, c6 trp so tAi lllll/3 TrAn VIn Dang, Phudng 09, Qupn 03, TP. gO Cni Minh, ViQt

Nam.

Hi0n nay, C6ng ty chirng t6i dang thgc hiQn thir tpc c6ng b6 ti6u chuAn 6p dr,rng COi vOi trang

thi6t bi y t6 thuQc loai A. Trong thenh phAn hO so c6ng b6 c6 yOu ciu "Gi6y x6c nhfln dir diOu kiQn

b6o hdnh do chri sd hfiu trangthitit bi y t6 cdp". Tuy nhi6n, cdn criu theo Khoin 5, Eid:u 22, Nghi

dinh 36120164{D-CP cta Chinh phir vC quin ly trang thi6t bi y t0, duoc ban hdnh ngiry 151512016

quy dinh: "Gi6y x6c nhdn dri di6u kiQn bio hdnh do chri so hiru trang thi6t bi y te, c6rp theo m6u quy

dfnh tpi Phr,r lpc VII ban hdnh kdm theo Nghf dfnh niy, trir trulng hqp trang thi6t bi y t6 sfr dgng

mQt lfln theo quy tlinh cria chri s& hiiu trang thi6t bi y t6".

Bing c6ng v5n ndy Chring t6i mu6n x6c nhpn nhirng trangthi6t biy t6 du6i ddy (danh s6ch

dinh kdm) ld thitSt biy tt1 sri dpng m6t lAn, do tl6 kh6ng c6n phii c6 Gi5y x6c nhfln dir di6u kiOn b6o

hdnh do Chri so hiru trang thitit bi tO cfrrp trong thdnh phAn h6 so Cdng bti ti6u chuAn 6p dpng Atii vOi

trang thi6t biy t6 thuQc lo4i A.

R6t mong nhpn dugc sU xem x6t cria Quy Co quan dC C6ng ty chring t6i s6m nhfln dugc Phi6u

ti6p nhan H6 so c6ng b6 ti6u chuAn 6p dung O6i vOi trangthi(5t bi y t6 thuQc lopi A, <16 c6 thO luu

th6ng sin phAm tr6n thf trudng.

Chring t6i ch6n thdnh cim on.

Noi d6n: CONC TY TNHH HS CORP
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1 Standard

Nasal

Packing
(ENT Series)

(Multi-
categoryl
Multi-size)

Bdng/.Miting/
Gpc cdm m6u
mfii lopi ti6u
chuAn @dng, ,A
san pnam su
dgng trong
phSu thu4t
Tai Mfri
Hqng)
(Da chring

lo4i/ da kich
thu6c)

Phu lqc I

dinh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,
TAIWAN

Mi6ng cAm m6u ciic
loqi, cic cd duoc sr?
,loung cam mau trong

c6c ph5u thuat tai mfii
hqng. Cu th6 chi dinh
cam mau trong pnau

thuflt, sau phdu thuflt vi
sr? dung cli6u tri sau

phdu thuflt mfii, tai,
ch6y m6u cam. N6 cdn

du-o. c srl dgng dO th6m
hrit c6c cfr6t dich titit ra
trong h6c mfli, h6c tai.

Quy t6c

5

A

) Epistaxis
Nasal

Packing
(ENT Series)

(Multi-
categoryl
Multi-size)

Bnng/.Miting/
Gpc cim m6u

,tmul cno cam
m6u cam
(Ddng sAn

,A
pham su
dgng trong
ph5u thu0t

PhU h;c I

dinh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,
TAIWAN

Mii5ng cAm miiu cric

loai, c6c cd dugc sri
,loung cam mau trong

c6c ph5u thuat tai mfli
hgng. Cu th6 chi dinh
cam mau trong phau

thupt, sau ph5u thuat ve
sri dgng di6u tri sau

phSu thupt mfii, tai,
ch6y m6u cam. N6 cdn
duoc sri'dgng dO thAm

hirt c6c cndt aicn ti€tra
trong h5c mfli, hdc tai.

Quy t6c
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Tai Mfli
Hqng)

(Da chring

lo4i/ da kich
thu6c)

3 Sinus Nasal
Packing
(ENT Series)

(Multi-
category/
Multi-size)

Bdng/.Mitingi
G4c cAm m6u
mfii cho
xoang mfii
(Ddng s6n

phdm sri
dgng trong
ph6u thuflt
Tai Mfii
Hqng)
(Da chring
lopi/ da kich
thu6c)

Phu luc 1

dfnh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,
TAIWAN

Mi6ng cAm m6u c6c

loai, circ cd dugc sri,).dung cam mau trong
c6c phSu thuflt tai mfii
hgng. Cs thO chi dinh
cAm m6u trong ph6u

thuflt, sau phSu thuflt vd
srl dqng di6u tri sau

ph6u thu4t mfri, tai,
chdy m6u cam. N6 cdn

clugc su dgng dO th6m

hrit c6c ch6t dich tidtra
trong h6c mfii, hi5c tai.

Quy tdc

5

A

4 Anatomical
Nasal
Packing
(ENT Series)

(Multi-
categoryl

Multi-size)

BdnglMi6ng/
l,

LraC Cam maU

mii cho gi6i
ph5u @dng
sin phdm st

Phs lpc 1

dinh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,
TAIWAN

Mi6ng cAm m6u c6c

lo4i, c6c cd dugc sri

dung cAm m6u trong
c5c ph6u thuQt tai mfli
hong. Cg th6 chi ilfnh
cAm m6u trong ph6u

thudt, sau phSu thu4t vd
sir dgng di6u tr! sau

ph6u thuft mfli, tai,
chAy m6u cam. N6 cdn

dugc str dgng dO th6m
hitcdc ch6t dlch tidtra

Quy tdc
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dung trong
ph5u thuft
Tai Mfli
Hqng)
(Da chring
loai/ cla kich
thudc)

5 Ear Pack
(ENT Series)

(Multi-
categoryl

Multi-size)

Bdng/.Mi6ng/
Gpc cdm m6u
tai(Ddng sin
phdm st
dqng trong
ph6u thuflt
Tai Mti
Hqng)
(Da chring

loai/ da kich
thu6c)

Phg luc 1

dinh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,
TAIWAN

mau cac
loqi, circ cd du-o. c sri
rXoung cam mau trong

c6c ph6u thuat tai mfli
hong. Cu th6 chi dinh

l,ciim mdu trong ph6u
thudt, sauph5u thuQtvd

-. ;.su oung oreu trl sau

ph6u thuflt mfii, tai,
ch6y mriu cam. N6 cdn
dugc sri dgng il6 th6m
htt citc ch6t dictr tidtra
trong h6c mffi, h6c tai.

Quy

5

A

6 Ear Wick
(ENT Series)

(Multi-
categoryl
Multi-size)

Bing/.Mi6ng/
Gac c6m m6u
tai.dqngbdc
(bdc tai)
(Ddng sin
ph6m sri
dgng trong
ph6u thupt
Tai Mf,i

Php lsc I

tlinh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,
TAIWAN

mau cac
loai, cdc cd duoc sri
r).oung cam mau trong

cric ph6u thuflt tai mfii
hQng. Cu thO chi illnh
cAm m6u trong phSu

thuflt, sau phdu thuQt vd
sri dung diiru tr! sau

phSu thuft mfii, tai,
chiy m5u cam. N6 cdn
duoc sri dqng dC th6m
hirt c6c ch6t dich ti€tra
trong h6c mfii, h6c tai.

Quy

5

A
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trong h6c mfii, h6c tai.
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(Da chring

lo4i/ da kich
thu6c)

7 Easy Plug

Hemostasis
Nose Plug

(Multi-
category/
Multi-size)

B[ngl.Mi6ng/
G4c cdm m6u
mffi lo4i c6
tay cAm
(Da chring

lo4i/ da kfch
thu6c)

Phu luc 1

dfnh kdm

CENEFOM
CORP,

TAIWAN

CENEFO
M CORP,

TAIWAN

Mi6ng cAm miiu c6c

loqi, cdc cd duoc sir
,loung cam mau trong

c6c ph5u thupt tai mfri
hgng. Cg th6 chi dinh
cam mau trong phau

thudt, sau phlu thupt vd

sri dgng di6u tr! sau

ph6u thuQt mfii, tai,
chiy m6u cam. N6 cdn

dugc srl dqng de th6m
hirt citc ch6t dich ti€tra
trong h5c mfli, h5c tai.

Quy tdc

5
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