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Cin cri Chi thi 98179lEC li6r.r quan d6n c6c thi6t bi y t6 trong chdn doan in vitro;

CIn criNghi dinh L{p phep s6 33212000 vd vi6c huong dAn thuc hi6n Chi thi 98/79lEC;

Cin cri don dC ngh! ngdy 04/05/2021c[ra C6ng ty P.S. ELETTRONICA Srt, c6 tru sd tai Via
Nolana II traversa, I l3 - 80045 - Pompei (NA)-ltalia-mis6thu6080975ll2l9;

X6t thAy C6ng t,v- dn thanh todLn c6c khodrr phi theo Nghi clinh eip Bo ngal l(r,01 201e;

Cin cf c6c vdn bAn chinh thri'c:

CHTTNG NHANRANG

Theo Chi thi 98l79lEC. C6ng ty P.S. Elettronica Srl, ddng ky tru sd kinh doanh vd hoat d6ng

tai Via Nolana II traversa, ll3 - 80045 - Pompei QrlA) - Italia - ma s6 thu6 08097511219, la
,i . .- -_nhir san xudt ra dd dang kr thuong hidu Chdu ALr C[. doi roi cac thiet bi 1 te chcrr dodn in

vitro sau dAy:
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NAZAR HEMOGLOBINS 5O TESTS

NAZAR Emoglobine kit 50 Tests

NAZAR HEMOGLOBINS KIT I30 TESTS

NAZAR EMOGLOBINE KIT I30 TESTS

SAIO HEMOGLOBINS KIT 2OO TESTS

SAIO Emoslobine Kit 200 Tests

SAIO HEMOGLOBINS KIT 4()O TESTS

SAIO Emoglobine Kit 400 Tests

NAZAR

NAZAIT MINi

NAZAR PRODIGIO
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NAZAR PRODIGE

SAIO

SAIO LITE

SAIO M

SAIO A

NAZAR SERUM PROTEINS KIT IOO TESTS

NAZAR SIEROPROTEINE KIT 1OO TESTS

NAZAR SERUM PROTEINS KIT I30 I'ESTS

NAZAR SIERO PROTEINE KIT I30 TESTS

SAIO SERUM PROTEINS KIT 2OO TESTS

SAIO Siero Proteine Kit 200 Tests

NAZAR SERUM PROTEINS KIT 260 TESTS

NAZAR SIERO PROTEINE KIT 260 TESTS

SAIO SERUM PROTEINS KIT 4OO TESI'S

Theo Didu 4 cria Theo Chi thi 98/79lEc,c6c sin phdm nCu tr6n c6 thd dugc tu do luu hdnh

tr6n thi truong ltalia vd tr6n toan lanh th6 Li€n minh Chiu Au.

^,i : , ^ IGidl chi'ng nhdn n2ry dugc cdp theo ) eu cdu cua bdn lidn quan theo dting c6c diiu khoan phdp

ludt nhirn muc dich xu6t khAu c6c sin phAm d6n Vi€t Nam.

TRTIONG PHONG

Rossana Mosca

. (Dd tri ftn, d6ng diiu)
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CO QUAN DAI DIEN CHiNH PHII T4.I ROMA

Cdn cu Diiu ll. Chi rhi s6 4+S ngZrl 28'12 2000.

chting thuc chilkyi cira bd Rossana Mosca. chu'c vu Trudng phdng.

Ngdy 07t712021

Tro ly hinh chinh

Anna Rita NUNZI

(Ea ki tcn. rl6ng d5u)

DAI S T QUAN
CQng hda XHCN ViCt Nam t4i CQng hda Italia

CHUNG NI]AN
Bdn dich chinh x6c, phn hgp v6i n6i dr.rng v[n ban ti6ng Anh vd tieng Italia dinh kdm.

Roma. ngdy 14 th6ng 07 ndm 2021
TL. DAI STI,

Bi thu thri nhat
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UFFICIO 1 DGDMF _ DISPOSITIVI MEDICO DIAGNOSTICI IN VITRO

DGDMF/04/I.5 .Le.2 12021 I 98

HAVING REGARD to 98/79/EC directive concerning the in vitro diagnostic medical-devices;
HAVING REGARD lo legislative Decree (D lgs.)n 332/2000 reporting the accomplishment of
98/79/EC Directive:
IAWNG REGARD to the request dated 04/05/2021 submitted by the company P.S. Elettronica Srl
located in Via Nolano II traversa, I I3 - 80015 Pompei (NA) - Italy - C.F. / P.Iva 080975I 1219;
WHEREAS this company paid the fees required by Ministerial Decree (D.M.) January 16, 2019;
HAWNG REGARD to the fficial deeds;

IT IS ATTESTED

that the company P.S. Elettronica Srl witlt registered place of business and operative site in Via
Nolana II traversa, 113 - 80045 - Pompei (NA) haly - C.F, / P.lva 08097511219is the
manufacturer and alfixed CE marking, as in vitro diagnostics ntedical devices, according to the
Direclive 98/79/EC, to the following products:

Commercial name and model

l1-11-1_:_"y"" 
roBrNS s 0 rESrs

NAZAR Emoelobine kit 50 Tests
NAZAR HEMOGLOBINS KIT I30 TESTS

NAZAR EMOGLOBINE KIT 130 TESTS
SAIO HEMOGLOBINS KIT 2OO TESTS

SAIO Emoglobine Kit 200 Tests

SAIO HEMO(JI-OBINS KI1 4OO TESTS

SAIO Emoelobine Kit 400.Tests



NAZAR PRODIGE
SAIO

SAIO LITE

il;;--
SAIO A
NAZAR SERUM PROTEINS KIT IOO TESTS

NAZAR SIEROPROTEINE KIT IOO TESTS
NAZAR SERUM PROTEINS KIT I30 TESTS

NAZAR SIERO PROTEINE KIT 130 TESTS
SAIO SERUM PROTEINS KIT 2OO TESTS

SAIO Siero Profeine Kit 200 Tesfs

NAZAR SERUM PROTEINS KIT 260 TESTS

NAZAR SIERO PROTEINE KIT 260 TESTS

SAIO SERUM PROTEINS KIT 4OO TESTS

The above mentioned products, according to lhe art. I of 98/79/EC directiye, can freely circulale
and can be commercialized in ltaly and in the whole of the European Union.
This certiJicete is isstrcd on the interested company's request according to the law and to export to
Vietnant.

CUTIVE MANAGER
.ssa Rossana Mosca)
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NAZAR PRODIGE
SAIO

SAIO I,ITE

il;r--
SAIO A
NAZAR SERUM PROTEINS KIT 1OO TESTS

NAZAR SIEROPROTEINE KIT IOO TESTS
NAZAR SERUM PROTEINS KIT I3O TESTS

NAZAR SIERO PROTEINE KIT I3O TESTS
SAIO SERUM PROTEINS KIT 2OO TESTS

SATO Siero Proteine Kit ?00 Tesfs

NAZAR SERUM PROTENS KIT 260 TESTS

NAZAR SIERO PROTEINE KIT 260 TESTS

SAIO SERUM PROTEINS KIT 4OO TESTS

The above mentionecl protlucts, uccortling to the art. I d' 98i79/EC directiye, can Jreell.' cit'culule
and can be comnterciulizetl in Italy and in the u'hole ol tlrc European L'nion.
This certilicate is isstred on the intere.sted .ompany's request accottling to tlle law and to export to
Vie/num.

RM/CM

MANAGER
.ssa Rossana N4osca)
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NAZAR SERUM PROTEINS KIT 1OO TES'

NAZAR SIEROPROTEINE KIT 1O(] TESI'
NAZAR SERUM PROTEINS KIT 130 TES

NAZAR SIERO PROTEINE KII' I30 TESI
SAIO SERUM PROTEINS KIT 2OO TESTI

SAIO Siero Proteine Kit 200 Tests

NAZAR SERUM PROTETNS KIT 260 TE!

NAZAR SIERO PROTEINE KIT 260 TES'

SAIO SERUM PROTEINS KIT 4OO TEST

The above mentioned products, acca
and can be commerciulized in ltaly at

This certificcte is issued on the inter
Vietnam.
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cHrl\rc NHAN/HoP pHAp HoA LANH sU,
CONSULAR AUTHENIICATION
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