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S6: 190001160/PCBA-HCM Tp Ho6 Chi Minh, ngay 21 thang 10 nam 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 PAU TU PHAN

2. bia chi: 788/41 B Nguyén Kiém, Phuong 03, Quan Go Vap, Thanh phd HO Chi Minh
3. S6 vin ban dé nghi cua co sé: 0210/PHAN-SYT Ngay: 15/10/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat chuan doan dung cho may xét nghiém huyét hoc
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan 4p dung: ISO: 13485-2016; ISO: 9001-2015

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

Tén chu s¢ hiru: Diatron MI Zrt. -Hungary

Dia chi chu s¢ hitu: Tabléas u 39., H-1097 Budapest, Hungary

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy 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 hiéu luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi sé 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 lyc 8

7 | Gidy ching nhan hop chuén hodc Ban tiéu chuan ma chu s¢ 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& s 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
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Pham Thi Thanh Huyén




http://www.diatron.com/upload/infopage/3/ISO9001-2015%20certificate%20Eng.pdf

Certificate HU15/7679

- Thenianﬂgufmﬂsysigrﬁnf
Diatron MI Zrt.
'H - 1097 Budapest, Téblés utca 39.

has been assessed and certfiad as mesting the requirements of

1509001:2015

For the following activilias

Design and development, manufactm'lng. ‘sales and service
of blood analysing and laboratory equipment. Dmgn and
development, manufacturing and sale of reagents and
manufacturlng and sale of cleaning products and parts.

Further clorifications rsmrdlng the ecopa of thi certificata and the applicabilty of
IS0 5001:2015 requirements may be. obtained by consulting the crganisation.

. This cerfificate s valid from 28 May 2018 until 27 May 2021
and remains valid subject to satisfactory surveillance audits.
_ Re certification audi due before 8 March 202}
; Issue 4. Certified since 28 May 2015

Authorised by

UKAS
SG3 United Kingdom Lid MAGEJVSTEWNT
Ro_ssmore Business Park Ellesmers Porl Chashira CHE5 3EN UK —
1444 (0)151'350-6665  f +44 (0)151350-8500 www.5gs.com 0005
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http://www.diatron.com/upload/infopage/3/ S013485-2016%20certificate%20Eng.pdf
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