TRUGNG CP KY THUAT
TRANG THIET B] Y TE
TRUNG TAM DICH VU
KTTBYT

S6: 3021 PL-TTDV/
170000027/PCBPL-BYT

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phiic

Ha Ngi, ngay 03 thang 10 nam 2019

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén cur Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 cta Chinh pha vé quéan ly
trang thi€t bi y té;
Can ctr Nghj dinh s6 169/2018 /ND-CP ngay 31 thang 12 nam 2018 ciia Chinh phu sira doi
b6 sung mot s6 diéu cia Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 cia Chinh phu vé
quan ly trang thiét bi y t€;
Can ctr Phiéu tiép nhan hd so cong bd du diéu kién phan loai s6 170000027 do Bo Y té cap
ngay 21/04/2017,
Cin cir gidly chimg chi hanh nghé phan loai ctia ngudi thyc hién phén loai s6: 19000647/BYT-
CCHNPL, ngay c4p: 13/08/2019;
Theo yéu cdu cia CONG TY TNHH HS CORP, c6 dia chi 86 11/11/3 Tran Van Pang,
Phuong 09, Quén 3, TP H6 Chi Minh, Viét Nam,Viét Nam, ching t6i phan loai Trang thiét bi y té

don 1€ nhu sau:

Can ctr | Muc
1 A A 5.
A Chiing loai/ . Hang, ’Muc dich a dQ rui
Tén trang . Héang, nwée . - sit dung theo phin ro
TT K ne oK ma san . X nwée chu e ) . .
thiet bi y te hdm san xuat & hitu chi dinh ciaa loai dugc
P chii s& hitu mirc d9 | phan
i rii ro loai
1 | Standard Phuluc1 | CENEFOM | CENEFO | Miéng cdm mau cic | Quytic| A
Nasal ) . CORP, M CORP, | loai, cég cd duogc st 5
Packing dinh kem TAIWAN | TAIWAN | dung cam mdu trong
(ENT Series) cac phau thudt tai mii
(Multi- hong. Cu thé chi dil;lh
category/ cdm mdu trong phau
Multi-size) thuft, sau phau thuat
Bang/ Mieng/ va sir dung di€u tri sau

Gac cam mau
milii loai tiéu
chuin (Dong
san phim str
dung trong
phau thuat
Tai M{ii
Hong)

(Pa chung
loai/ da kich
thuéce)

phiu thuat mii, tai,
chdy méu cam. N6 con
dugc st dung dé thdm
hat céc chét dich tiét
ra trong h6c miii, hdc
tai.
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Epistaxis Phuluc1 | CENEFOM | CENEFO |Miéng cdm méu céc | Quytic| A
Nasal ) . CORP, M CORP, | loai, cic c& dugc su 5
Packing dinh kém TAIWAN | TAIWAN |dung cAm méu trong
(ENT Series) c4c phdu thuat tai mii
(Multi- hong. Cu thé chi dinh
category/ cAm mau trong phau
Multi-size) thuat, sau phdu thuat
Bing/ Miéng va sir dung diéu trj sau

/ Gac cAm phdu thuat mii, tai,

mau miii cho chay mau cam. N6 con

cAm méu cam dugc st dung dé tham
(Dong san hat cac chat dich tiét
phim str ra trong héc mii, hdc

dung trong tai.

phau thuat

Tai Mii

Hong)

(Pa ching

loai/ da kich

thudre)

Sinus Nasal Phulyc1 | CENEFOM | CENEFO |Miéng cdm mdu céc | Quytic| A
Packing ) . CORP, M CORP, | loai, cac c& dugc su 5
(ENT Series) | dinhkem TAIWAN | TAIWAN |dung cdm mau trong
(Multi- céc phau thut tai mfii
category/ hong. Cu thé chi dinh
Multi-size) cAm mau trong phiu
Bing/ Miéng/ thuat, sau phiu thuat

Gac cAm mau va st dung diéu tri sau

miii cho phdu thuit mii, tai,
xoang mili chdy méu cam. N6 con
(Dong san duoc stir dung dé thdm

phim str hat cac chat dich tiét

dung trong ra trong héc mii, héc

phiu thuat tai.

Tai Mii

Hong)

(Pa ching

loai/ da kich

thudrc)

Anatomical Phuluc1 | CENEFOM | CENEFO Miéng cdm méu cic | Quytic| A
Nasal o CORP, M CORP, | loai, cac c& dugc s 5
Packing dinh kém TAIWAN | TAIWAN |dung cdm mdu trong
(ENT Series) cac phau thuat tai mii
(Multi- hong. Cu thé chi dinh
category/ cAm méau trong phiu
Multi-size) thuat, sau phiu thuat
Bing/ Miéng/ va sir dung diéu tri sau

Gac cAm méu phdu thuit mii, tai,

mili cho giai chay mau cam. N6 con

phdu (Dong duoc st dung dé thim

san phim sir hat céc chét dich tiét

dung trong ra trong hdc miii, hdc

phiu thuat tai.

Tai Mili
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Hong)

(Pa ching

loai/ da kich

thudce)

Ear Pack Phyluc1 | CENEFOM | CENEFO Miéng cdm méu cac | Quytic| A
(ENT Series) ) . CORP, M CORP, | loai, cic c& dugc sir 5
(Multi- dinhkém | TATWAN | TAIWAN |dung cdm méu trong
category/ c4c phau thuat tai mii
Multi-size) hong. Cu thé chi dinh
Bing/ Miéng/ cAm mau trong phiu

Gac cAm mau thuat, sau phiu thuat

tai (Dong san va st dung diéu trj sau

phém st phdu thuat mii, tai,

dung trong chay mau cam. N6 con

phau thuat duge st dung dé tham

Tai Miii hat cac chét dich tiét
Hong) ra trong hbc mili, héc

(Pa chung tai.

loai/ da kich

thudrc)

Ear Wick Phyluc1 | CENEFOM | CENEFO Miéng cam mau cac | Quytic| A
(ENT Series) ) . CORP, M CORP, | loai, cic c& dugc su 5
(Multi- dinhkém | TAIWAN | TAIWAN |dung cAm méu trong
category/ cac phiu thuat tai mai
Multi-size) hong. Cu thé chi dinh
Bing/ Miéng/ cdm mau trong phau

Gac cAdm mau thuat, sau phdu thuét

tai dang bc va st dung diéu tri sau

(bAc tai) phiu thuat mii, tai,
(Dong san chay méau cam. N6 con

phém st duge st dung dé thim

dung trong hat cac chét dich tiét

phau thuat ra trong héc mii, hdc

Tai Mili tai.

Hong)

(Pa chung

loai/ da kich

thudce)
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Easy Plug
Hemostasis
Nose Plug
(Multi-
category/
Multi-size)
Bing/ Miéng/
Gac cAm mau
mii loai ¢
tay cdm

(Pa ching
loai/ da kich
thudrc)

Phu luc 1
dinh kém

CENEFOM
CORP,
TAIWAN

CENEFO
M CORP,
TAIWAN

Miéng cam mau cac
loai, cac c& dugc s
dung cAm mau trong
cac phdu thudt tai miii
hong Cu thé chi dinh
cAm mau trong phau
thuat, sau phdu thuét
va sir dung diéu trj sau
phdu thuat mii, tai,
chay mau cam. N6 con
dugc su dung aé tham
hit cac chét dich tiét
ra trong hbc mili, héc
tai.

Quy tic A

Nguwoi thyc hi¢n ph@n loai

Nguyén Quoc Pat
Trang thiét biy té khong 13 trang thiét
biyté chin do4n in vitro

Noi nhin:
-B0Y te

-S& 'Y té céc tinh, thanh phé;
- Hai quan cira khéu;

- Luu TTDV.

Nguwoi dai di€n hq'p phap clia co SO
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PHU LUC 1 - DANH MUC, CHUNG LOAI MA SAN PHAM PiNH KEM

TRANG THIET Bl Y TE

Keém theo ban phdn logi trang thiét bj y té 3021 PL-TTDV/ 170000027/PCBPL-BYT
cdp ngay 03 thang 10 nam 2019 — Trung tém dich vu Ky thudt thiét bi Y té

p h 2 Hang, nwéc | Hang nudce chi
TT | Tén trang thiet bj y te Chiing loai/ ma san pham B
san xuat s& hitu
1 Sta.ndard Nasal Packing Model Dimension CENEFOM CENEFOM
(ENT Series) (mm) CORP, [CORP, TAIWAN
(Multi-category/ Multi-size) NP-LS108 45x20x10 TAIWAN
) (Loai cé day)
Bang/ Miéng/ Gac cAm mau
. Cea 2 R NP-LS15S 45x20x15
mii loai ti€u chuan (Dong
" Loai ¢6 da
san pham s dung tron (Loai 6 day)
phAu thuat Tai Miii Hong) NP-LSISST | 45x20x15
(Loai ¢6 éng
(Pa ching loai/ da kich| tho (airway))
thudc) NP-LL15 80x20x15
- NP-LL10S 80x20x10
(Loai c6 day)
NP-LL15S 80x20x15
(Loai c6 day)
NP-LL15ST 80x20x15
(Loai c6 bng
thé (airway))
o [Epistaxis Nasal Packing] Model Dimension CENEFOM CENEFOM
(ENT Series) (mm) CORP, |CORP, TAIWAN
. L NP-ES15 55x25x15 TAIWAN
(Multi-category/ Multi-size)
Bing/ Miéng cdm méu miil  NP-ELI1S 100x25x15
cho cam mau cam (Dong Np.ESIss | 55x25x15
sin phidm st dung trong] (Loai c6 day)
phdu thuat Tai Miii Hong)
NP-EL15S 100x20x15
DPa ching loai/ da kich| (Loaicd day)
thudc)
3 Sinus Nasal Packing (ENT] Model Dimension CENEFOM CENEFOM
Series) (mm) CORP, |CORP, TAIWAN
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(Multi-category/ Multi-size) NP-SL06S 35x12x6 TAIWAN
(Loai co day)
Bing/ Miéng/ Gac cAm mau
NP-SL09S 35x12x9
m{ii cho xoang mii (Dong| R
. (Loai c6 day)
san pham s dung trong
phau thuat Tai Miii Hong)
(Pa chung loai/ da kich
thudce)
Anatomical Nasal Packing] Model Dimension CENEFOM | CENEFOM
(ENT Series) (mm) CORP, |CORP, TAIWAN
. o NP-DL10S 80x30x10 TAIWAN
(Multi-category/ Multi-size)
(Loai c6 day)
Bing/ Miéng/ Gac cdm méau| NP-DL15S 80x30x15
miii cho giai phdu (Dong (Loaicé déy)
san pham st dung trong NP.DLISST | 80x30x15
phiu thuat Tai Miii Hong) (Loai c6 6ng
th¢ (airway))
(Pa ching loai/ da kich
thudce)
Ear Pack (ENT Series) Model Dimension CENEFOM CENEFOM
_ o (mm) CORP, |CORP, TAIWAN
(Multi-category/ Multi-size)
EP-0712S Q7x12 TAIWAN
Bing/ Miéng/ Gac cAm mau| (Loai c6 day)
tai (Dong san phdm st dungl  EP-0912S ?9x12
trong phdu thuit Tai Mii| (Loai c6 day)
Hong) EP-09158 09x15
] (Loai co day)
(Pa chung loai/ da kich
thuéc) EP-0924S 09x24
(Loai co6 day)
EP-1215S 012x15
(Loai c6 day)
EP-1224S 012x24
(Loai c6 day)
EP-1520S | ©15x20
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(Pa chiung loai/ da kich
thude)

(Loai co6 day)

[Ear Wick (ENT Series) Model Dimension CENEFOM CENEFOM
(Multi-category/ Multi-size) (mm) CORP, |CORP, TAIWAN
Bing/ Miéng/ Gac cAm maéu BT o7l TATWAN
tai dang béc (bc tai) (Dong] ~ EP-0912 oIx12
san phim sir dung trong EP-0915 @9x15
phiu thuat Tai Miii Hong) EP-0924 29504
(Pa chung loai/ da kich| EP-1215 012x15
fhuce) EP-1224 @12x24

EP-1520 015x20

EP-0712F 07x12

EP-0912F Q9x12

EP-0915F 09x15

EP-0924F Q9x24

EP-1215F 012x15

EP-1224F 012x24

EP-1520F D15x20
IEasy Plug Hemostasis Nose Model Dimension CENEFOM CENEFOM
Plug (mm) CORP, |CORP, TAIWAN
(Multi-category/ Multi-size) NP'HLI 3 6x6 TAIWAN
Bing/ Miéng/ Gac cAm mau| EP-HLI12 55
miii loai c6 tay cAm EP-HL10 3x3
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