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Viesajai jstaigai Nacionaliniam kraujo centrui
) B . . PASIULYMAS
DEL VIESOJO MAZOS VERTES REAGENTUY, SKIRTY HEMATOLOGINIAMS TYRIMAMS ATLIKTI,
PIRKIMO
2018-03-22 Nr.__44
(Data)
Vilnius

(Sudarymo vieta)

Tiekejo pavadinimas / Jeigu dalyvauja Gkio subjekty | UAB “DIAMEDICA”
~rypé, surasomi visi dalyviy pavadinimai/
-.ekéjo adresas / Jeigu dalyvauja kio subjekty Moltéty pl. 73, LT-14259 Vilnius
grupe, surasomi visi dalyviy adresai/
UZ pasillyma atsakingo asmens vardas, pavardé, | VieSujy pirkimy vadové Viktorija

pareigos Tamasauskiené
Telefono numeris 8-5-2790080

Fakso numeris 8-5-2107286

El. pasto adresas konkursai@diamedica.lt

Siuo  pasitlymu pazymime, kad sutinkame su visomis pirkimo salygomis,
reikalavimais, pateiktais Siuose pirkimo dokumentuose, jy paai$kinimuose, papildymuose.
Patvirtiname, kad pasitlyme pateikta informacija yra teisinga ir apima viska, ko reikia
tinkamam pirkimo sutarties jvykdymui.

Pastaba. Pildoma, jei Tiekéjas ketina pasitelkti subtiekéja(-us), subteikéja(-us):

Jubtiekéjo(-y), subteikéjo(-y) pavadinimas(-ai) (jeigu Zinomas)
Subtiekéjo(-y), subteikéjo(-y) adresas(-ai)
Pirkimo sutarties dalies, perduodamos vykdyti subtiekéjui, aprasymas | -

Mes sitlome Sias prekes, kurios atitinka pirkimo dokumentuose nurodytus

reikalavimus:
Vieneto Bendra
. Preke i i kaina, Eur o .
Eil. eres .Mato Mak@m’alus kaina, ’ Gamintojas, kodas
Nr pavadinimas vienetas kiekis Eur be be PVM
‘ PVM (3)x(4)=5
1 i 3 4 5 6
ze
1 Isotonac 4 201 5 Ke
’ (skiediklis); o
Adresas: Moléty pl. 73, Bankas: AB Swedbank, 73000 Barbo la)
LT-14259 Vilnius Afs: LTS77300010071982536 -1V 8.00
Imonés kodas: §11768155 Telefonas: (8-5) 2790080 EL. pasta
\FAh ; s -z Faksas: (8-5) 2107285 Tinklalag
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Cleanac
2. {praplovimo 51 2
tirpalas);
Cleanac 3
5 {ploviklis) 1 2
CBC 3DN
4. (normalus 2 mi 5
kontrolinis kraujas)
CBC 3D H (aukstas
> kontrolinis kraujas) zml 3
CBC 3D 7 (zemas
6. kontrolinis kraujas) 2 ml 2
B Viso, kaina Eur be PVM:
PVM tarifas, proc.:
PVM suma:
Viso, Eur su PVM: 980,10 ] i
Bendra pasililymo kaina, iskaitant visas islaidas ir visus mokes&ius, su PVM - 980,10
Eur.(devyni $imtai aStuoniasdesimt eury desimt ct.)), taikomas PVM dydis - 21 proc.,
sudaro 170,10 Eur.
Jei eilutés ,,PVM tarifas, proc.”, ,PVM suma“ nepildomos, nurodomos priezastys, dél kuriy
PVM nemokamas:
Pasililyme pateikiami Sie dokumentai:
Eil.Nr. Pateikty dokumenty pavadinimas Dokumento puslapiy
skaicius
i CE sertifikaty kopijos 7
2. ISO sertifikaty kopijos 6
3. Patvirtinimas 1
4. Reagenty kokybés sertifikaty pavyzdziy kopijos. 7
5. Detalds sitlomy prekiy aprasymai 22
6. lgaliojimo UAB “Diamedica” vieSyjy pirkimy vadovei Viktorijai 1
Tamasauskienei kopija
Si pasiilyme nurodyta mformam ja yra konﬁdencaah / Perkancmﬂ orgamzac;f ja Sios
informacijos negali atskleisti. tretiesiems asmenims/: ‘
Eil.Nr. Pateikto dokumento pavadinimas
1. Patvirtinimas
2. Reagenty kokybés sertifikaty pavyzdziy kopijos.

Adresas: Moléty pt. 73, Bankas: AB Swedbank, 73000 Darbo lajkas:
LT-14259 Vilmius A/s: LT577300010071982536 IV 8.00-17.00, V- 8.00-16.00
Imonés kadas: §11768155 Telefonas: (8-5) 2790080 EL. pastas: info@diamedica.lt

PYM mok. kodas: LT117681515 Faksas: (8-5) 2107286 Tinklalapis: www.diamedica.lt
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Lad

Detalus siulomy prekiy aprasymai

4. Igaliojimo UAB “Diamedica” viesyjy pirkimy vadovei Viktorijai Tamasauskienei kopija
Pastaba. Tiekejui nenurodzius, kokia informacija yra konfidenciali, laikoma, kad konfidencialios informacijos pasifilyme néra,

Pasililymas galioja iki termino, nustatyto pirkimo dokumentuose.

Pasirasydamas elektroninémis priemonémis pateikta pasiGlyma parasu, patvirtinu, kad
dokumenty skaitmeninés kopijos ir elektroninémis priemonémis pateikti duomenys yra tikri.

Viesyjy pirkimy vadové Viktorija Tamasauskiené
(Tiekéjo vadovo arba jo jgalioto (parasas) (vardas, pavarde)
asmens pareigy pavadinimas)

Bankas: AB Swedbank, 73000 Darbo laikas:

A/s: LTS7730001007198253 I-1v 8.00-17.00, V- 8.00-16.00

Telefonas: (8-5) 2790080 EL pastas: info@diamedica.lt

Tinklalapis: www.diamedica.lt

Adresas: Molety pl, 73,




Dichiarazione di Conformita
(secondo la ISO/IEC 17050-1)

Nome del rilasciante; NIHON KOHDEN FIRENZE S.r.l.
Indirizzo del rilasciante: Via Torta 72/74, 50019 Sesto Fiorentino, Firenze, ltalia
Oggetic della dichiarazione; dispositivi medico-diagnostici in vitro della famiglia denominata "Reagenti

per Analizzatori Ematologici — Reagenti per la conta ematica completa
(soluzioni Detergenti-/Diluenti-/Lisanti-/Sheath)"; rif. Tabella 01
L'oggetto della dichiarazione sopra descritto & conforme ai requisiti dei seguent! documenti:

o

o Direltiva 98/78ICE relativa al dispositivi medico-diagnostici in vitro
v D. Lgs. N. 332 del 08/08/2000 {recepimenio italiano della Direttiva 98/79/CE)
informazioni supplementari:

NIHON KOHDEN EIRENZE S.r.1. dichiara sotto 1a propria responsabilita, secondo quanto preseritio in Allegato i
della Diretiiva 98/79/CE relativa ai dispositivi medico-diagnostici in vifro, che i dispositivi elencali in Tabella 01
soddisfano fulli i requisiti essenziall richiesti dall’Allegato | della Direttiva 98/79/CE e del relativo recepimento
ftaliano 0. Lgs. n. 332 del 08/09/2000.

A tale scopo garahﬁsc«s e dichiara sollo ia propria responsabiiitéd quanto segue:

1. che | dispositivi in oggeflo soddisfano le dispcsizicni' applicabili della Direttiva 98/79ICE & del relativo

recepimento .

che i dispositivi in oggetto non sono riferiti nell'elence A e B della suddetta Diretliva e non sono dispositivi per

test autodiagnostici per la diagnosi della glicemia o dispositivi per Ia valutazione delle prestazioni

3. che si impegna conservare e tenere a disposizione dell’Autoritd Competente if fascicolo tecnico di predetio,
specificato neli'Allegato 11l della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo (batch
record) per un periedo di almeno cinque anni dalf'ultima data di fabbricazione delf'uitimo lotto di prodotio

4. che | dispositivi di cui alfoggelio sonc progettati, fabbricali e posti in commercio, secondo quanto indicato nel
fascicolo tecnico di prodotto nell'ambito delapplicazione di un sistema qualitd aziendale dichiarato conforme
alle norme UNI EN ISO 9001 (rif. Certificato n. 474) e UNI CEl EN SO 13485 (rif. Ceriificalo n. 11123)
dall'Ente Certiquality, secondo quanto prescritio dal'Allegato Ill della suddetla Diretliva.

)

La presente dichiarazione di conformité ha validitd massima pari 2 5 anni
il fabbricante dichiara inolire di avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza
post-vendita richiesta dalla Diretliva 98/79/CE.

NIHON KOHDEN FIRENZE S.r.l
Via Toria 72174, 50019 Sesto Florentino, Firenze, Haly

Tet +39 055 3045 1 - Fax +38 068 308548 173 0C 2003 Bd. 01 Rev. D




Declaration of Conformity
(in accordance with ISO/IEC 17050-1)

Issuer's name: NIHON KOHDEN FIRENZE 8.r.1.
Issuer's address: Via Torta 72/74, 50019 Sesio Fiorentino, Firenze, lialy
Oblect of the declaration: devices of the group named “Reagents for Haematology Analyzer — CBC-

Reagents (Cleaning-/Diluting-/Lysing-/Sheath-fluids) “: ref. Table 01
The object of the declaration described above is in conformity with the requirements of the following
documents:
v in Vitro Diagnostic Medical Device Directive 98/79/EC

Additional Information:

NIHON KOHDEN FIRENZE S.r.1. declares under its own responsibility, according to the prescriptions of Annesx ill
of the Direclive 98/79/EC on in vitro diagnostic medical devices, that the devices listed in Table 01 satisty all
essential requirements required in Annex | of the Directive 98/79/EC.

For this purpose guarantees and declares under its own responsibility that:
1. the above devices satisfy the applicable requirements of the Directive 98/79/EC;
2. the above devices are not included In list A and B of the mentioned Directive and are not self-testing device
for the diagnosis of glicemia or device for pérformanoe evaluation;
undertakes to keep and put at disposal of the competent authorities the product technical file, as specified
in Annex Iii of the Directive 98/79/EC, and production’s and batch's records for a period of at least five years

e

from the last date of production of the last batch of product.
4. the above devices are designed, manufactured and placed on the market, as stated in the product technical
file, relating to the application of a company quality system declared to be in compliance o the standard 180
8001 (ref. Registration Number IT-6377) and 1SO 13485 (ref. Registration Number T-41 678} by Certiquality
as specified on Annex 11l of the mentioned Directive,
The present declaration of conformity has a validity of 5 years. ,

The manufacturer declares to have implemented and maintained a correct procedure to guaraniee market
vigilance as required by the Directive 98/79/EC.

NIHON KOHDEN FIRENZE S.r.1
Via Torta 72/74, 50018 Sesto Florentino, Flrenze, Htaly
Tel +39 055 3045 1 - Fax +30 085 208548 213 DC 2003 Ed. 01 Rev. D




Tabella/Table 01

Classificazione EDMA Nome Descrizione Data di registrazione del dispositivi
EDMA classification | Lor Name Description Date of reglstration of the devices
13010610100 MEK-6401] Isolonac3 Diluente/Diluent 15/12/2006
1301010100  |MEK-6411] Isolonac4 Diluente/Diluent 21/03/2012
1301010100 MEK-6601| Hemolynac-3 |Lisante/Lysing reagent 16/12/2006
1301010100  |MEK-680 || Hemolynac:3N |Lisante/Lysing reagent 1511272006
1301010100 MEK-910 1| Hemolynac'5 |Lisante/Lysing reagent 16/12/2006
1301010100 MK-310Wi | Hemolynac 310 | Lisante/Lysing reagent 04/11/2015
1301010100 | MK-510WI| Hemolynac-510 | Lisante/Lysing reagent 04/11/2015
1301010100 | MEK-6201| Cleanac:3 | Detergente/Detergent 16/12/2006
1301010100  |MEK5201|  Cleanac Detergente/Detergent 16/12/2006
1301 01 01 00 MK-710Wl| Cleanac-710 | Detergente/Detergent 04/11/2015
Legenda
EDMA: | Europesn Diagnostic Manufacturers Assoclation
CBC: | Conta ematica completa/Complete Blood Count
REF | | Codice/Catalogue number
Fabbricante/Manufaciurer
Luogo e data di rilascio/Place and date of issue: Firenze, 04/11/2015 L
Dirk Mehlhorn

NIHON KOHDEN FIRENZE 8.r.1
VYia Torle 72/74, 50019 Sesio Fiorenting, Firanze,
Tel +30 058 3045 1 - Fax +30 085 308548

NIHON KOHDEN FIRENZE S.r.1.
Prasident of Board of Direclors

ltaly
33

DC 2003 Ed. 01 Rev. D



Vertimuos is angly kalbos

Atitikties deklaracija

{pagal ISOJIEC 17050-1)
Emitento pavadinimas: NIHON KOHDEN FIRENZE §.r.l.
Emitento adresas: Via Torta 72/74, 50019 Sesto Fiorentino, Firenze, italija
Deklaracijos objektas: priemonés, priklausandios grupel, pavadinimu ,Reagental, skirt]

hematologiniam analizatoriui — CBC reagentai
{valymo/skiedimo/lizavimo/apsauginiai tirpalai): 01 lentele.

AulkStiau apradytas dekiaracijos objektas atitinka reikalavimus, pateikiamus Siuose dokumentuose:
¥ in vitro diagnostiniy medicinos priemoniy direktyva 98/79/EC.
Papildoma informacija:

NIHON KOHDEN FIRENZE 5.1.1, prisiimdami visg atsakomybe, tvirting, jog pagal direktyvos 98/79/EC dél in
vitro diagnostiniy medicinos priemoniy Il priedo nurodymus, priemonés, ifvardintos 01 lentelgje, atitinka
visu pagrindinius reikalavimus, pateikiomus 98/79/EC direktyvos | priede.

Prisiimdami visg atsakomybe, tvirtiname, kad:
1. auk3diau minimos priemonés atitinka taikytinus direktyvos 98/79/EC reikalavimus;

2. aukstiau minimos priemonés néra jtraukti j auki&iau minimos direktyvos A ir B priedus ir néra savaiminés
patikros priemonés, skirti glikemijos diagnozés atlikimui ar priemonés, skirtos veiksmingumo jvertinimui;

3. jsipareigojame saugoti ir turéti savo Jinioje produkto techniniy duomeny bylg, kaip nurodoma direkiyvos
98/79/EC 1l priede, ir produkcijos bei partijy jratus ma¥iausiai penkiy mety periodui, skaiéivojant nuo
paskutinés produkto partijos pagaminimo.

4. aukiliau minimos priemonés buvo sukurtos, pagamintos ir pateiktos rinkoje, kaip minima produkto
techninéje byloje, pagal kompanijos kokybés sistema, kuri atitinka standartg 150 9001 (ref. Registracijos
numeris IT-6377} ir 180 13485 (ref. Registracijos numeris IT-41678) pagal Certiquality, kaip nurodoma
aukifiau minétos direktyvos Il priede.

Dabartiné atitikties deklaraciia galioje 5 metus.

Gamintojas tvirtina, jog yra jdieges ir laikosi tinkamos procediiros ustikrinant rinkos kontrole, kaip
reikalaujama direktyvoje 98/79/6C.

MIHON KOHDEN FIRENZE S.r.l.
ia Torta 72/74, 50019 Sesto Fiorenting, Firenze, ltalija
Tel.: +37 055 3045 1 Faks.: +39 055 308548 DE 2003 Ed.01Peri D




01 lentele

EDMA Pavadinimas Apradymas Priamonés
kiasifikacija I registravime data
1301010100 MEK-6401 | Isotonac-3 Skiediklis 2006/12/15
1301010100 MEK-6411 | isotonac-4 Skiediklis 2012703721
1301010100 MEK-6601 | Hemolynac-3 Lizugjantis reagentas 2006/12/15
1301010100 MEK-6801 | Hemolynac-3N Lizuojantis reagentas 2006/12/15
1301010100 MEK-9101 | Hemolynac-5 Lizuojantis reagentas 2005/12/158
1301010100 MK-310W| | Hemolynac-310 Lizucjantis reagentas 2015/11/04
1301010100 MK-510W! | Hemolynac-510 Lizuojantis reagentas 2015/11/04
1301010100 MEK-6201 | Cleanac-3 Detergentas 2006/12/15
1301010100 MEK-5201 | Cleanac Detergentas 2006/12/15
1301010100 MK-710W) | Cleanac-710 Detergentas 2015/11/04
Legenda
EDMA. Europos disgnostikos gamintojy asociacija
CBC: | Bendras kraujo skaitiavimas
Katalogo numeris
Gamintojas
leidimo vieta ir data: Firenze, 2015/11/04
fparadas/
Birk Mehlhorn
NIHON KOHDEN FIRENZE §.r.l.
~ Direktoriy valdybos prezidentas
NIHON KOHDEN FIRENZE S.r.1.
Via Torta 72/74, 50018 Sesto Fiorentino, Firenze, italija
Tel.: +37 055 3045 1 Faks.: +39 055 308548 DC 2003 Ed.01Pers.h
ity v sl g v ol 4
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19 Rue Louis Delourmel

CS 49228 NOYAL CHATILLON SUR SEICHE
35092 RENNES CEDEX 9

FRANCE

Tél:33(0)299351936

Fax : 33 (0)2 993533 82

E-Mail : hemtrol@eurocelldiag.com

Site WEB - www.eurocelldiag.com

DECLARATION CE DE CONFORMITE
DECLARATION OF CE CONFORMITY

Le produit :
The product :

CBC-3D

Sang de contrble multiparamétrique permettant de vérifier I’exactitude et la précision des
compteurs d’hématologie.

Multi-parameter control blood that allows verifying the accuracy and precision of hematology
blood cell counters.

Fabricant : Bio-Techne

Manvfacturer : R&D Systems
614 McKinley Place, N.E.
MINNEAPOLIS MN 55413
U.S.A.

Mandataire : EUROCELL Diagnostics

Authorized Representative : 19 Rue Louis Delourmel
CS 49228 NOYAL CHATILLON SUR SEICHE
35092 RENNES CEDEX 9
FRANCE

est conforme 4 ’annexe IIT de Ia Directive Européenne 98/79/CE relative aux dispositifs médicaux de
diagnostic in vitro.

is in conformity with the annex IIl of the European Directive 98/79/EC for in vitro diagnostic medical devices.

Rennes, le 03 Novembre 2014
Rennes November 3 2014

Mme BETHUEL Corinne
Présidente
President

EURGCELL Diagnostics

Mandataire légal européen des produits d’hématologie R&D Systems.
European authorized representative of R&D Systems hematology products.

8.A.8. au capital de 100 000 €

RCS Rennes 451 276 281 — N° Siret 451 276 281 00024 — Code A.P.E. 46462 V05 11/2014



Vertimas is angly kalbos

/logotipas/
/rekvizitai/

CE ATITIKTIES DEKLARACIJA
Produktas:

CBC-3D

Daugiaparametrinis kontrolinis kraujas, skirtas hematologiniy kraujo lasteliy skaitikliy
tikslumo ir precizidkumo patvirtinimui

Gamintojas: Bio-Techne
‘ : R&D Systems
614 McKinley Place, N.E.
MINNEAPOLIS MN 55413
JAV

Igaliotasis atstovas: EUROCELL Diagnostics
: 19 Rue Louis Delourmel
CS 49228 NOYAL CHATILLON SUR SEICHE
95092 RENNES CEDEX 9
PRANCUZIJA

atitinka Europos direktyvos 98/79/EC dél in vitro dia

gnostiniy medicinos prietaisy 11
prieda.

Rennes, 2014 m. lapkrigio 3 d.

/paradas/
Mme BETHUEL Corinne
Prezidentas

EUROCELL Diagnostics ‘
[galiotas R&D Systems hematologiniy produkty atstovas Europoje.

Tikslus dokumento vertimas | lietuviy kalbg
Vertdia Akvile %@@MW;&%% P
Data ///{ / P S

%%% %%%m&&tﬁ%
Malély pl. 73, Vilnius, Lietuva
Tel. 8 5279 %,%%%}

Irekvizitai/ V05 11/2014
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IQNet and its partner
CISQ/CERTIQUALITY S.r.L

NIHON KOHDEN FIRENZE SRL

IT - 80019 SESTO FIORENTINOG (FI) - VIA TORTA 72/74
has implemented and maintains a
Quality Management System
which fulfilis the requirements of the foliowing standard
O 9001:2008

for the foliowing activities Code EA 12
Manufacturing and sales of vitro diagnostic reagents.

in the following operative unils

IT - 50018 SESTO FIORENTINO (FI) - VIA TORTA 72/74

Issued on: 2015-08-158
Certified since: 4995-12-15
Expire on: 2048-09-14

Registration number:  IT-6377

R [
i %:/%
| A

-
T RO T LA A L VT

Michael Drechsel Ing. Claudio Provetti

President of IONET President of CISQ
1QNet Partners*:

AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium ANCE-SIGE Mexico APCER Portugal CCC Cyprus

CISQ Jraly CQC China CQM China CQS Czech Republic Cro Cert Croaria DQS Holding GmbH Germany

FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland IRAM Argenting
IQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SII Israel SIQ Slovenia SIRIM QAS Intemational Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. 41

* The list of IQNet parters is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




Vertimas is anely kalbos

/ogotipas/
SERTIFIKATAS

iQNet ir partneris

CISQ/CERTIQUALITY S.r.1,
NIHON KOHDEN FIRENZE SRL

IT - 50019 SESTO FIORENTINO (Fl) - VIA TORTA 72/74
yra jdiegusi ir palaiko
Kokybés Valdymo Sistema,
kuri atitinka §io standarto reikalavimus:

IS0 9001:2008

tokiai veiklai: Kodas EA 12
In vitro diagnostinil reagenty gamyba ir pardavimas,

Siose veikianZiose istaigose
iT - 50019 SESTO F‘iQRENTiNQ {(FI} - VIATORTA 72/74

iSleista: 2015-09.15
Sertifikatas nuo: 1995-12-158
Galiojimo data: 2018-09-14

Registracijos numeris; 1T-3677

/ogotipas/ /parasas/ - . /logotipas/ /paradas/
Michael Drechsel Ing.Claudio Provetti
1QNET prezidentas CISQ prezidentas

iONet partneriai®;

ABNGOR Spain AFNOR Certifieation Fromee AlB-Vingolte International Bolyivm ANCE Mevien ARCER Pormged CCC Cyprug

CISQ Ity CQC Ching COM Ching CUS Crech Republic Cro Cert Croatia DQS Holding GmbH Cersmany 138 Dewnark
ELUT Greece PCAY Bropil FONDONORMA Fonpznels 1CONTED Colombin PANC Merieo TNMNORPE Thnivia
tnspecta Certifloation Fhvland IRAM Argienting JOA Japn K¥Q Koreo MSZT Hunsgary Neomko AS Moy MSAL froband
PCHC Polaad Quality Austrin dasirit RR Russics 511 firosf S Slovenia SIRIM QAS Intermntions! Sdubavsia S8 Switzeclond
SRAL Rowuwde TEST 8t Potershurg Bussin TSE Tnkey YUOS Sevbia
1QMetJAY atstovaufa: AFNOR Certification, CisG, DOS Holding GmbH ir MSAI Inc.

"1QNet partneriy sarafas gatiole Sio sertifikato Hleidime mety. Atnaujinty informaciia galite rasti adresu wivw . ignet-

certification.com

UAB Diamedica
Moléty pl. 73, Vilmius ”‘f "
Listuva |

g,
. 8 5 279 0080 12
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THE INTERNATIONAL CERTIFICATION NE

IGNet and its pariner
CISQ/CERTIQUALITY S.r.l.

NIHON KOHDEN FIRENZE SRL

IT - 50019 SESTO FIORENTINO {Fi) - VIATORTA 72/74
has implemented and maintains a
Quality Management System
which fulfills the requiraments of the following standard

1ISO 13485:2003

for the following activities Code AT 4a
Manufacturing and sales of vitro diagnostic reagents.

in the following operative units

IT - 50018 SESTO FIORENTINO (FI) - VIA TORTA 72/74

lssued on; 2015-09-15
Certified since: 1999-12-20
Expire on: 2018-08-14

Registration number:  IT-41678

g o

Ne

B
LN

Michael Drechsel

{ng; Claudio Provetti
President of IONET President of CISQ

1GQNet Partners*:

AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium ANCE-SIGE Mexico APCER Portugal CCC Cyprus

CISQ Italy CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany

FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Tnspecta Certification Finland IRAM Argentina
JGA Japan KFQ Korea MIRTEC Greece MISZT Hungary MNemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. ;

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




Vertimas i$ angly kalbos
/logotipas/

SERTIFIKATAS

IGNet ir partneris
CISQ/CERTIQUALITY S.r.1.

NIHON KOHDEN FIRENZE SRL

iT - 50019 SESTO FIORENTING (F1) - VIA TORTA 72/74
yra idiegusi ir palaiko
Kokybeés Valdymo Sistema,
kuri atitinka $io standarto reikalavimus:

SO 13485:2003

tokiai veiklai: Kodas AT 4a
in vitro diagnostiniy reagenty gamyba ir pardavimas.
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By Royal Charter

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

This is to certify that: R&D Systems, Inc.
614 McKinley Place N.E.
Minneapolis
Minnesota
55413
USA

Holds Certificate No: FM 547846

and operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope:

Design, Manufacture and Distribution of Hematology Controls, Calibrators, and Linearity
Products; ELISA In-Vitro Diagnostic
Kits and Controls; Antibodies and Proteins for Use in the Medical Device Industry.

For and on behalf of BSI:

- Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 03/27/2009  Effective Date: 09/18/2016 Expiry Date: 02/28/2019

CHMDCAS Page: 10of 1
Recognized
Registrar

i

..making excellence a habit’

This certificate remains the property of BSI and shall be returned immediately Upon reguast.
An electronic certificate can be authenticated nfine. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appencix.

Americas Headquariers: BSI Group America Inc,, 12950 Worldgate Drive, Suite 800, Herndon, WA 20170-6007 USA
A Member of the BSI Group of Companies. 1 5




Vertimas i§ angly kalbos

/logotipas/ /logotipas/

Registracijos sertifikatas

KOKYBES VALDYMO SISTEMA - ISO 13485:2003

Siuo radtu yra tvirtinama, kad: R&D Systems, Inc.
614 McKinley Place N.E.
Minneapolis
Minnesota
55413
JAV

Turi sertifikatg, nr.: - FM 547846
ir vyktd kokybeés valdymo sistema, kuri atitinka reikalavimus, pateikiamus 1SO 13485:2003, siai apimdiai:

Hematologiniy kontroliy, kalibratoriy, linijikumo produkty, rinkiniy ir kontroliy ELISA In-Vitro diagnostikai,
antikiiny ir baltymy, naudojamy medicinos pramonéje, dizainas, gamyba ir platinimas.

BSI vardu pasiraso: /baradas/
Carlos Pitanga, SVP, Sertifikavimo ir atitikties sistema

Pirmosios registracijos data: 02/27/2009  sigaliojimo data: 09/18/2016  Galiojimo data: 02/28/2019
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Tikslus dokumento vertimas | lietuviy kalbg
Vertéja Akvile Gegelevidiené
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UAB Diamedica
Moléty pl. 73, Vilnius, Lietuva
Tel. 8 5 279 0080
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