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S4: 180001110/PCBA-HCM Tp H6 Chi Minh, ngay 07 thang 06 nam 2018

PHIEU TIEP NHAN

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

1. Tén co s& cong bdé: CONG TY TNHH THIET BI Y TE THIEN NAM

2. bia chi: 163/13/4 Thong Nhat, Phuong 11, Quan Go Vap, TP.HCM, Phuong 11, Quan Go Vap,
Thanh pho H6 Chi Minh

3. S6 van ban dé nghi ctia co sé: CV02-2018/CV-TN Ngay: 31/05/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: May phan tich huyét hoc va chét tiy rira ding cho may phan tich huyét hoc
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO 13485 : 2003 ; ISO 9001:2008

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

Tén chu s¢ hitu: B&E BIO-TECHNOLOGY CO.,LTD/CHINA

Dia chi chu s¢ hitu: 10 Baoyuan Road, Laishan District, Yantai, 264003, China

6. Thong tin vé co sé bao hanh:

(1) Tén co s6: CONG TY TNHH THIET BI Y TE THIEN NAM

Dia chi: 163/13/4 Thong Nhét, Phuong 11, Go Vép, TP. HCM, Phuong 11, Quan Go Vap,
Thanh phé H6 Chi Minh

Dién thoai ¢ dinh: 0854460696 bién thoai di dong: 0909891917
7. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan 1y chit luong

Phuy lyc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp hé so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tai liéu mo ta tom tat k§ thuat TTBYT

9 Gjéy ching nhan hop chuan hoic Bén tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

\ [ ube

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

) . - i« | TEN CO SO CHU
s TEN TRANG THIET BI| PON VI | CHUNG LOAI %%;g’b(‘%? ng ;T?EgﬁéN SO HUU/ HANG, | TEN COSO | DIA CHI CO SO
Y TE TIiNH SAN PHAM (NEU CO) |NUGC SAN XUAT NUGC CHU SG | BAO HANH BAO HANH
HUU
Hematology B&E BIO- B&E BIO- cong ty TNHH | 163/13/4 Thong Nhit,
1 Analyzer model TECHNOLOGY | TECHNOLOGY | Thiétbi Y té | Phuong 11, Go Vip,
Hemax 330 CO.,LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
Hematology B&E BIO- B&E BIO- congty TNHH | 163/13/4 Théng Nhét,
2 | May phan tich huyét hoc May Analyzer model TECHNOLOGY | TECHNOLOGY | ThiétbiYté | Phuong 11, Go Vip,
Hemax 530 CO.,LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
Hematology B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Thong Nhit,
3 Analyzer model TECHNOLOGY | TECHNOLOGY | Thiétbj Y té | Phuong 11, Go Vap,
Hemax 530AL CO.,LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
L o 50ml, 100ml, B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Théng Nhét,
4 fql,mg E{th?lsl?unﬁ ;ho Cha'/LT g/l probe-Cleaner | 500ml, 1L, | TECHNOLOGY | TECHNOLOGY | ThiétbiY té | Phuong 11, Go Vép,
a4y phan tich uyet hoe © 2L, 5L, 20L | CO..LTD/ICHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
. N 50ml, 100ml, B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Théng Nhit,
5 ggng E;‘;htf:;}i‘lmégt ;};‘; Cha'/LT:””g/ Rinse 500ml, 1L, | TECHNOLOGY | TECHNOLOGY | ThiétbiY t¢ | Phuong 11, Go Vip,
P yethe - 2L, 5L, 20L | CO..LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
o . 50ml, 100ml, B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Théng Nhét,
6 r[;‘;ng g;‘;hﬁr:lflfuné% ;1;‘; Cha'/LT:“”g/ Efngﬁﬁg 500ml, 1L, | TECHNOLOGY | TECHNOLOGY | ThiétbiY té | Phuong 11, Go Vép,
yPp yet e ' 2L, 5L, 20L | CO..LTD/ICHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam




Dune dich rita it cho. | Chai/Thing/ 50ml, 100ml, B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Théng Nhét,
m‘,l g h;:l e h“ gt; © L 91 EzHiCleaner | 500ml, 1L, | TECHNOLOGY | TECHNOLOGY | ThiétbiY ¢ | Phuomg 11, Go Vip,
2y phan Heh uyet fioc © 2L, 5L, 20L | CO..LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
. N 50ml, 100ml, B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Théng Nht,

Dung EEChtTulflfunﬁ ;ho Cha'/LT g/l 7. Cleaner | 500ml, 1L, | TECHNOLOGY | TECHNOLOGY | ThiétbiY té | Phuong 11, Go Vép.
may phat Heh fuyet hot © 2L, 5L, 20L | CO..LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
o . 50ml, 100ml, B&E BIO- B&E BIO- Cong ty TNHH | 163/13/4 Théng Nhét,

Dung E{"htf”;lfunﬁ ;ho Cha'/LT hing/l Cleaner 500ml, 1L, | TECHNOLOGY | TECHNOLOGY | ThiétbiY t | Phuong 11, Go Vip,
fhay phian Hell Auyet hot © 2L, 5L, 20L | CO..LTD/CHINA | CO.LTD/CHINA | ThiénNam | Tp. HCM, Viét Nam
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