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S4: 190001196/PCBA-HCM Tp H6 Chi Minh, ngay 24 thang 10 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH HS CORP

2. bia chi: 11/11/3 Tran Van Pang - P9 - Quan 3 - TP. H6 Chi Minh, Phuong 09, Quén 3, Thanh
pho Ho Chi Minh

3. S6 vin ban dé nghi cua co sé: HSC05/2019 Ngay: 17/10/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Bang/ Miéng/ Gac cdm mau

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn ap dung: Tiéu chuan ISO 13485, CE, FDA.

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: Cenefom Corp

Dia chi chu s¢ hitu: 1F., No.50-5, Keyan Rd., Zhunan Township, Miaoli County, TAIWAN

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

\ (/lul “'/“"

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

a = 2 2 QUY CACH n o n TEN CO SG CHU SO HU'U/ . -
TEN TRANG THIET BI P CHUNG LOAI SAN - - TEN CO SO SAN XUAT/ = - P A PR N PIA CHI CO SO BAO
STT Y TE DPON VI TINH PHAM DOI‘\IG GQI HANG, NUGC SAN XUAT HANG, NU?C CHU SO TEN CO SO BAO HANH HANH
(NEU CO) HUU
M3 sdn phdm | Kich thuére (mm)
Standard Nasal Packing (ENT NP-L5105 25x20x10
Series) u:?:i:;:’l
(Multi-category/ Multi-size) (Loai c6 déy) A5x20x15
Bang/ Mié’ng/ Gac cam mau (Lo’:iP;S;:gSIhb- 45x20x15
miii loai tiéu chudn (Dong e ) {airway)) iz . . P JUT
1 sén phim st dung trong Miéng/ Cai/ Chiéc NPLLLS pr——r 1 miéng/ tai CENEFOM CORP, TAIWAN | CENEFOM CORP, TAIWAN San pham dung mot lan N/A
ph3u thuat Tai Mdi Hong) Cosicoday | 000
(ba chling loai/ da kich NP-LL15S S0x20x15
thuéc) (Loai c6 day)
NP-LL15ST
(Loai ¢6 &ng the 80x20x15
{airway))
Epistaxis Nasal Packing (ENT
Series) )
(Multi-category/ Multi-size) Model (mm)
Bang/ Miéng cdm mau mii ::Eﬁ: 12‘2‘2:5"1;
2 |cho c&m méu cam (Dong tai Miéng/ Cai/ Chiéc NP Ests 55‘25‘15 1 miéng/ thi | CENEFOM CORP, TAIWAN | CENEFOM CORP, TATWAN |  San phim dung mot lan N/A
mii hong) (Loai c6 day) 25
iﬁa 'ch)fmg loai/ da kich [L';;'Zf’i;:ﬂ 100x20x15
wérc
Sinus Nasal Packing (ENT
Series)
(Multi-category/ Multi-size)
Dimension
Model
Bing/ Miéng/ Gac cam mau (mm)
3 |mii cho xoang miii (Dong Miéng/ Ci/ Chiéc u::li":: | sk 2 miéng/ thi | CENEFOM CORP, TATWAN | CENEFOM CORP, TATWAN |  Sin phdm ding mét 1an N/A
san pham st dung trong NIID—SL095y
phéu thuat Tai Miii Hong) (Loat <6 day] 25x12x9
(Pa ching loai/ da kich -
thudc)
Anatomical Nasal Packing
(ENT Series)
(Multi-category/ Multi-size)
Model Dimension (mm)
Bang/ Miéng/ Gac cdm mau NP_’“}?} 80X30X10
miii cho gidi phau (Dong san (L::'_;:l:sy]
4 |pham st dung trong phau Miéng/ Céi/ Chiéc {Loal c6 day) O30S 1 miéng/ tti | CENEFOM CORP, TAIWAN | CENEFOM CORP, TAIWAN |  San phdm ding mét lan N/A
thugt Tai Mii Hong) NP-DL1SST 003001
(Pa chlng loai/ da kich (mi:mﬁ;hw o

thuéc)




Ear Pack (ENT Series) Model (mm)
(Multi-category/ Multi-size) EP-07125 oIx12
(Loai c6 day)
EP-09125
Bing/ Miéng/ Gac cdm mau (Loai c6 day) P2
tai (Dong san pham st dung (LE;Z?SI-?;V] @9x15
trong phau thut Tai Mi Miéng/ Ci/ Chiéc £P-00245 o 1 miéng/ tii | CENEFOM CORP, TAIWAN | CENEFOM CORP, TAIWAN | San phém ding mét lin N/A
Hong) {Loai c6 day)
> . . EP-12155
(Da’chung loai/ da kich {Logi <o day) @12x15
thuér) EP-12245 o12x2a
(Loai c6 day)
EP-15205 B15x20
(Loai c6 day) .
Ear Wick (ENT Series) Model (mm)
(Multi-category/ Multi-size) EP-0712 97x12
. . N . EP-0912 P9x12
Bang/ Miéng/ Gac cam mau EP-0015 @ax15
tai dang bac (bac tai) (Dong EP-0924 d9xza
san phdm st dung trong EP-1215 o12x15
x A N e EP-1224 D12x24 , X .
phau thudt Tai Mi Hong) Miéng/ Céi/ Chiéc EP-1520 @15x20 1 miéng/ thi CENEFOM CORP, TAIWAN | CENEFOM CORP, TAIWAN San pham dung mot lan N/A
(Pa chlng loai/ da kich EP-0712F P7x12
7 EP-0912F #9x12
thu’dc) EP-0915F Pox15
EP-0924F #9x24
EP-1215F B12x15
EP-1224F P12x24
EP-1520F P15x20
Easy Plug Hemostasis Nose
Plug
(Multi-category/ Multi-size)
Bing/ Miéng/ Gac cdm mau Model (mm)
. Y X n LN NP-HL1S 6x6 <A , . A \ A A
miii loai cé tay cdm Miéng/ Cai/ Chiéc EP_HLLZ 5:5 1 miéng/ thi CENEFOM CORP, TAIWAN | CENEFOM CORP, TAIWAN San pham dung mét lan N/A
(Pa chlng loai/ da kich EP-HL10 3x3

thudc)
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