
TUYTN Bo DAT TITU CHUAN cE

P,S, ELETTRONICA
SRLVia Nolana II traversa
I 1380045 - Pompei (NA)

Italia

MINH NHAT MEDICAL
COMPANY LIMITED
368 dudng Lam Du.
quin Long Bi€n, HA NQi,
Viet Nam DATA l0-12-2020

STT Mi s5n phim Md tri sin ph6m
l PSENAZAR26 ThiCt bi dien di hiQu Nazar tr€n Gel Agarose
2. PSESA IO ] 64 Thi6t bi di€n di hi€u Saio trdn Cellulose Acetate
J, SPE42S Kit Serum Proteins hi€u Saio cho 400 I6n xit nshi€rn
4. SPE22S Kit Serum Proteins hiCu Saio cho 200 ldn xdt nghiQm
5. HB442S Kit Hemoglobins hi6u Saio cho 400 lAn xdt nghi€m
6. HBA22S Kit Hemoglobins hieu Saio cho 200 lin xdt nshiem
1. SPE26INZ Kit Serum Proteins hiQu Nazar cho 260 lin xdt nghi6m
8. SPEI3lNZ Kit Serum Proteins hi€u Nazar cho 130 lin xdt nghiQm
9, SPElO]NZ Ki1 Serum Proteins hi6u Nazar cho 100 lin xdt nghi€m
10. HBA 1 J INZ Kit Hemoglobirrs hi6u Nazar cho 130 ldn xdt nghidm
t1 HBAO5lNZ Kit Hemoslobins hi€u Nazar cho 50 ldn xdt nghiCrn

Cong ty P.S. Elettronica SRL, tr€n co so chju toan b6 rrdch nhi€m,tuyen b6 vd bao ddm rdng ciic san
ph6m du<ii <ldy:

Tudn thu c6c didu ki€n thi6t y6u cOa Chi thi Chdu.4,u gBlTg/CE li6n quan d6n cdc trang rhier bi y ri1 phqc
vu Chin dodn ln Vitro, va voi cdc ridu chuan sau:

EN 14971

EN 980

EN 59I

cEI EN 6t 010-2-l0l

EN 6t 326lA1

2006195/CE

2004/108/cE

D4i diQn cho COng ty P.S. Elettronica S.r.l
Vincenzo Palomba

ThiiSt bi Y td - Quan l! rrii ro cho cric thiiit bi y tti

Cac Ky hi.;u su dr,rng cho viec ddn nhdn cric rhidr bi I 16

Ti€u chudn V{n hdnh cAc Thi61 bi Chdn dodn In Vitro dung trong chuyen
m6n

Hudrrg ddn an todn cho cec thiiit bi ttifn dirng cho do luong, kidm sodt vd
si dung rong phdng thi nghiCm

MUc 2-l0l: Hu6ng din cu th€ cho cdc thiet bi y td vi Chin do6n ln Vitro
(IVD)

C6c thi6t bi diQn-cho. vi6c do ludng, kidm soiit va dung trong phong thi
nghi6m, hu6ng ddn v€ tuong thich DiCn-T '

Va ph6p luat tuong duong cua c6c qu6c gia thdnh vi€n li€n quan d6n ciic
vat lieu dien st dung rong pham vi tliQn 6p nhdt tIinh.

Chi thi vA tuong thich diQn tir, <Iuoc cU thii h6a vdi chi thi luat s6 194/07
v6 viQc thr,rc thi chi thi 2004/108/CE li6n quan d6n vi0c tuong duong
ph6p lu4t cia c6c thdnh vi€n vd su tuong thich di6n tir vi hiry b6 hi€u luc
cua Chr thi 89'3.16 CEL
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Via Nolana Iltraversa I l3 - 80045 - Ponrpei (NA) Ilalia
Tel/tax: +39 i)8 18639760
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PHONG THTIONG MAI, CONG NGHIEP,
THU CONG NGHIEP VA NONG NGHIEP NAPOLI

VAN PHONG NGOAI THT,ONG

CHL]NG TH,LIC DA EANG KV
(cHi DUoc rHU. c HrEN NHAM N{\lc oicu ruoNc rrNy

Ph6ng Thuong mai kh6ng chlu tr6ch nhiOm vd n6i dung cua vdn bdn.

Edng ky ngity: 10/0512021 theo h6 so luu trti s6: 29857

Chdnh vdn Phong
. Laterza Assunta

tld ky va dong daut

DAI STI QUAN
CQng hda XHCN ViCt Nam t4i CQng hda Italia

CHUNG NHAN
Bin dich chinh x6c, phn hgp v6i nQi dung v6n b6n ti€ng Anh vd ti€ng Italia

dinh kdm.

Roma. ngiry 12 thdng 7 nim 2021.
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Manufacturer:
P.S.Elettronica SRL
Via Notana II trav I t3
80045 - Pompei (NA) Italy

Customer:

VIINTI I{IIAT IIIIDICAI COMPANY UMlrAD
369 Lam Du road, Long Bien districl
Hanoi, Vietdam

DArA 1U122020

1 PSENAZAR26 Nazar Electrophoresis Instrument in Agarose Gel

2 PSESAIO16A saio Electrophoresis Instrument in Cellulose Acetate

3 SPE42 S Saio Serum Proteins Kit 400 Tests

4 SPE2 2 S Saio Serum Proteins Kit 200 Tests

5 HBA42S Saio Hemoglobins Kit 400 Tests

5 HBA22S Saio Hemoglobins Kit 200 Tests

7 SPE2 61NZ Nazar Serum Proteins Kit 260 Tests

8 sPE131NZ Nazar Serum Proteins Kit 130 Tests

9 sPE101NZ Nazar Serum Proteins Kit 100 Tests

10 HBA131NZ Nazar Hemoglobins Kit 130 Tests

11 HBAO5lNZ Nazar Hemoglobins 50 Tests

P.S Electtronica SRL declares and warrdnts, under its own reponsibilily, that the following
Products:

Are Conform to the essential requirements ofEuropean Direcitive 98l79lCE related to In Vitro Diagnostics medical
device and to the following norms:

Medical Devices - Application ofrisks management to m€dical devices.
Graphic Symbols used for labelling ofmedical devices
Operative Instruments of ln Vitro Diagnostic Instrumentation for professional
use

Safety prescriptions for electrical devices for measwe, control and for use in
laboratcry
Part 2-l0l: Particular prescriptions for medical and in Vitlo Diagnostic (lVD)

Electrical appliances for measure, control and laboratory, prescriptions of
Electro-Magnetic compatibility.

Conceming the approximation of the menber state legislations related to the
electric material destined to be used within certain tension limits.

Directive on the electromagnetic compatibility detailed with law decree 194/07
realization of directive 2004ll08lcE conceming the approximation of_ the
member states legislation related to the electromagnetic compatibility and that
repeals the directive 89/336lCEE.

P.S Electtronica SRL declares moreover that:
The products do not belong to the Annexe II Lists A and B ofthe 98/79CE Directive and axe not used for evaluation of
performances.
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EN 14971
EN 980
EN 59I

cEr EN 61010-2- t 0l

EN 61326/Ar

2006195/CE

2004fi081c8
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P.S. ELETTROMCA SRL r r rrr).7 I i\\
via Nolsna ll rave$a,20 - 80045 - Pompei ffi)t L^t't| \J t

Tel /fax (+39) 0818639760
Emsil:info@pselettronica.com wEbsite:www.fsehttrooica-com .
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0p behalf of P.S. Elettronica S.r.l.
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CONSULAR AUTTIENTICATION
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