SPECIFICATII TEHNICE (F4.1)

COP 21005051 Data 10-13.02.19 Alternativa nr.
Denumirea-achizitionarea reactive de laborator si consumabile Poz Pagina 1 din 3
Specificare

Cod . . o . ; Tarade — {Produ- 4 tehmica | Specificarea tehnica deplina propusi de e
Nr.¢ Denumirea bunurilor Modelul articolului .. ) . - de de

CPV origi-ne |citorul aom:.:w ] cétre ofertant referings

solicitatad

1 [33100000-1 [Toliclon Anti A Toliclon Anti A,10 ml Rusia Mediclon  [specitdininvitage | Toliclon Anti A, 10 ml CE,ISO
2 331000001 | Toliclon Anti B Toliclon Anti B,10 ml Rusia Mediclon  [Seecitdininvitaic | Toliclon Anti B,10 ml CE,ISO
3 31000001 Toliclon Anti D Super IgM Toliclon Anti D Super,IgM10 ml Rusia Mediclon [specitdininviiatie | Toliclon Anti D Super,IgM10 ml CE,ISO
4 Bsio0o0o-1 | Toliclon Anti D (IsM+1gG) Toliclon Anti D (IgM+1gG),10 ml  |IMB Lome Specitin invitae. | Toliclon-Anti-D-(feM+g6):10 mi CEISO
5 |pronoe HBsAg ﬁwm?m ,96 teste, ELISA Italia DiaPro Specifdinimvitatie | HBsAg 96 teste, ELISA CE,ISO
6 [33100000-1 | Anti HCV sumar HCV Ab ,96 teste, ELISA Italia DiaPro Specitdin invitaie (HCV Ab ,96 teste, ELISA CE,ISO
7 [s3100000-1 [ Anti HbcorAg sumar Hbcor Ab ,96 teste, ELISA Italia DiaPro Hbcor Ab ,96 teste, ELISA CE,ISO
8 [ss100000-1 [ Anti HbcorigM Hbcor IgM ,96 teste, ELISA Italia DiaPro Specttdininvitaie | Hbcor IgM ,96 teste, ELISA CE.ISO
9 |s3100000-1 | Anti HAV IgM HAV IgM,96 teste, ELISA Italia DiaPro specifdininviaie |HA'V JgM,96 teste, ELISA CE,ISO
10 [s3100000-1 | Anti HDV HDV Ab ,96 teste, ELISA Italia DiaPro Specifdinimvitaic: |HDV Ab .96 teste, ELISA CE,ISO
11 [s3100000-1 | T3 T3,96 teste, ELISA SUA Monobind inirmiagz T3 06 teste ELISA CE,ISO
12 [s3100000-1 [ T4 T4,96 teste ELISA SUA Monobind  [Specifdin invitatie | T4.96 teste, ELISA CE,ISO
13 [53100000-1 | TSH TSH,96 teste, ELISA SUA Monobind  [Specitdininvitatie | TSH.,96 teste, ELISA CE,ISO
14 |33100000-1 | Anti TPO Anti TPO,96 teste, ELISA SUA Monobind  [specitaininviaie | Anti TPO,96 teste, ELISA CE,ISO
15 [s3100000-1 | Anti Tg Anti TG.96 teste ELISA SUA Monobind  |specitaininviutie | Anti TG,96 teste. ELISA CE,ISO
16 |33100000-1 |CMV 1gG CMV.1gG,96 teste, ELISA Italia DiaPro Specitdin imvitatie |CMV.12G .96 teste ELISA CE,ISO
17 |ssiovooo-1 | Anti micoplasma homis IgG Micoplasma hom.1gG,96 teste,ELISA SUA DRG Specililininvitatie | Micoplasma hom.[¢G.96 teste ELISA CE,ISO
L8 |33100000-1 | Anti hlamidia trahomatis 1eG Chlamidia tr.1gG .96 teste. FLISA ltalia DiaPro Specitdininvitatie | Chlamidia tr.1gG,96 teste.ELISA CE,ISO
04 |[Siinan ommﬂmm“%mﬂm:sm:wam alcooluiui In singe Setp-u determinarea Alcohol Efanol 10x70m Frani Biolabo S _mww_mmwswmm:sm:mam Alcohol Etanol CEISO
25 ' [Hirtie termo p/u Stat Fax 3300 L 3.7 cm Hirtie termo p/u-Stat Fax 3300 L 5.7 em StUA AWATENEess |Specildininvitatie |Hirtie termo p/u Stat Fax 3300 L 5.7 ¢m CE,ISC
26 |3siooe-1 | HirtieStat Fax termo L 11 om HirtieStat Fax termo L 11 cm SUA Awareness HirtieStatFaxtermo L [Tem  |CE.ISO
27 -t fLampa p/u microscop binecular 6 V 20W Lampa p/u micrescop binocular 6 V 20W SUA _Om_.m_j Lampa p/u microscop binocular 6 V 20W __Qm._mo
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_w 331000001 [Lampd p/u Stat Fax 6 V 10W Lampi p/u Stat Fax 6 V 10W SO Osram specifammvitatic |Lampa p/u Stat Fax 6 V 10W CEISO
Set p/u determinarea hemoglobinei in

29 |35100000-1 sinoe Hemoglobin AGAT,600 teste Rusia Agat Seecifdin invitaie | Hemoglobin AGAT,600 teste CE,ISO
. . Eprubeta cu citrat Na.3ml. p-u determ. . . ) _ |Eprubeta cu citrat Na.3m] p-u determ.
30 1331000001 | Epri bete Citrat Na 3.8% 3 mi E ) ? ? Ital K Specif.din invitatie : k ? CE,ISO
P hatie S Sm hemostazei (18608) ana ma ’ B hemostazei (18608)
. . . . . ) . T - I = SErL.a
31 [s31000001 | Ulei de imersie Ulei de imersie , 100 ml Rusia Minimed  fspecitaninvitete |Ujei de imersie ,106 ml H”Sm
33 [s5100000-1 | Set coloranti dupa Gramm Set coloranti dupa Gramm,80293 Italia Liofilchem [specifdin invitatie |Set coloranti dupa Gramm,80293 CE,ISO

37 [3s100000-1 |Container p/u urina nesterile 100ml Container p-trurina 150-mt, PP, 21200 {Ttalia Aptaca Seecitdininvitaie | Container p-u urina 150 ml, PP CE.ISO
Eprubete plastice conice p/u

38 [53100000- ) ) Eprubeta 10ml, 16¥100, PP (18012) Ttalia Kima Spectdininviaie |Eprubeta 10ml, 16100, PP (18012) CE,ISO
centrifugare 10 ml

39, [sswoso. | PIPEtE Virusologice sterile p/u analize | ote 1 ml sterile,23205 Italia  [Kima Seectainimiate |Pipete | ml _sterile,23205 CE,ISO
generale a sdngelui din sange pertferic

40 |53100000-1 Pipete Pancenco Pipete Pancenco Rusia Minimed  |Specitdin invitatic Pipete Pancenco MMNQ c

B . mﬁacaw#mmno‘wo&‘om\oc\mamum‘m‘m‘aﬁﬁ A . R Eprubeta serologica cu granula 5 ml, PP,
A\ —[33100000-| t = = ’ cif din invitatie S Om Hmo
1 Eprubete cu granule 5-6 ml 12x86 mm, 5978/ Italia Aptaca 3o “* [12x86 mm. 5978/E ’

43 531000001 [Marcher pe sticla Marcher pe sticla Rusia Minimed  [specitdinimvitage |Marcher pe sticla CE,ISO
Set p/u determinarea timpului de

44 |s3100000-1 protombing,uscat,pentru coagulometru Tromboplastin -L lichida (10*10 ml) MB Helena Spectdminvae | Tromboplastin -L ,lichida(10*10 ml) CE,ISO
Helena

45 [ss100000. | St P/u determinarea fibrinogenului in Fibrinogen 50 Clauss (5556),100 teste MB Helena fspecitaininiae |Fibrinogen 50 Clauss (5556),100 teste  |CE,ISO

singepentru coagulometru Helena
46 [33100000-1 Set pentru TTPA APTT-SI L Minus 5x10ml. (5560SLQ) MR Helena Specifdiniviaie TAPTT-SI L Minus 5x10ml, (5560SLQ) |CE,ISO
Plasma de control 4 parametri normal
pentru coagulometru Helena

47 [33100000-1 Control plasma Normal (1ml) N (5186) MB Helena Specitdininviiatie | Control plasma Normal (1ml) N (5186) |CE.,ISO

Plasma de control 4 parametri

. Control pl Patologie (1ml) P
48 [33100000.1 . Control plasmaPatologic (Iml) P (5183/5187) [MB Helena  [spectdininviage | O: Prasmalbatologie (1ml) CE,ISO
patologice pentru coagulometru Helena (5183/5187)
49 |53100000.1 Cuva p/u coagulometru pentru Cuva p/u coagulometru pentru coagulometru Talia Aptaca —— Cuva p/u oommc_oamﬁz.b pentru CE.ISO
coagulometru Helena Helena,5951 coaguiometru Helena, 5951
Solutte p/u d i . . -
50 fssionoop. | 20 WHE PU determinarea Na/K 800 mi | . pack Na/K 800m] 2120 SUA Medica  [spectcinimvate [Solution pack Na/K 800ml 2120 CE.ISO
2120 pentru ionometru Fasy-Lyte
Solutie de spalare 71 Easy- - . —— : .
51 [53100000.1 mmw_m de spalare 7118 pentru_Easy Daily rinse /cleaning sol. kit 100ml 7118 |SUA Medica [swcitininiate |Daily rinse /cleaning sol. kit 100 m! 7118 |CE.ISO
52 [531000001 | Diluent pentru Micros ES 60 Diluent 111 Diff Micros 201 Polonta—{Avantor seecitdinimvtatie | Diluent 111 Diff Micros 201 CE.ISO
53 [53100000-1 Solutie de spalare pentru Micros ES.60. Proclain-extra-Micros(1- 1y~~~ — ~ |pgioma Avantor viape | Proclain extra Micros (1 1) CE,ISO
54 |t |Lizer pentru Micros ES 60 Cymet Micro CN FREE 1L Polonia  |Avantor Cymet Micro CN FREE 1L CE.ISO _
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50 | Material de control cu 3 nivele L.N,M  |Set de control p/u Micros-3 DIFF d Polonia  |Avantor Set de coniroi p/u Micros-3 DIFFE ( CE.ISO
pentru Micros ES 60 Low,Normal,High.) Low,Normal,High.) ’
. . ) . v . - |Lamela de sticla 24x24mm, 200buc,
61 [s3100000-1 |Lamele histologice 24/24 Lamela de sticla 24x24mm, 200buc, 13607 Italia Aptaca Specif.din invitatie 13607 CE,ISO
62 |3531000001 |Lame de sticla Lama de sticla 26x76mm, 560 Italia Aptaca Specifdininviaie {[.ama de sticla 26x76mm, 560 CE,ISO
70 [33100000-1 | ASO ASO Latex Kit, 100 teste, 031100A MB Lorne Specif.dininviratie | ASO Latex Kit, 100 teste, 031100A CE,ISO
71 [s31000001 |CRP CRP Latex Kit, 100 teste, 850100A MB Lorne Specifdininvitatie |CRP Latex Kit, 100 teste, 850100A CE,ISO
72 |s3100000-1 |RF RF Latex Kit, 100 teste. 830100A MB Lorne Specitdininimie | RE Latex Kit, 100 teste, 830100A CE,ISO

Semnat:

Numele, prenumele: Ceaicovschi Tudor In calitate de: Director General

Ofertantul: ,, GBG-MLD” SRL Adresa: mun. Chisindu, str. T ighina, 65, of. 607
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di
nr.177 din 09 octombrie 2018
Ministerul Finantelor

Formularul standard al Documentului Unic de Achizitii European

Documentul Unic de Achizitii European. in continuare DUAE este o declaratie pe proprie raspundere care prezinta dovez
preliminare 51 inlocuieste certificatele eliberate de autorititile publice sau de parti tere. El este disponibil in limba de stat si
englesd 5iestc utilizat ca dovada prefiminard # indephnirii condififlor necesare in cadmuil procedurilor de achizini publice in
Republica Moldova. Datorita DUAE. ofertantii nu mai trebuie s3 furnizeze prabe documentare complete §i i formiate diferite.
astfel cum se utilizaw anterior in procedurile de achizifii publice, ceea ce reprezinta o simplificare semnificativa a accesului fa

L EiDa Nu

care achizitiz este rezervatd: ¢ este un atelier protejat
nndere sociala in confextul programeior iDa
e angajare protejata?

r care este procentul corespunzator de lucratori cu dizabilitati sau defavorizati?

+ Daca este necesar, va mugam sa specificati carei sau caror categorii de lucratori cu dizabilitati
sau defavorizali le apaitin angajatii in cauza?

JERVEN

& Da

Daca este cazul, activitatea antreprenoriala a operatorului economic este inregistrati sau
Ketine o certificare echiyalentd in cadrul unui sistem national privind activitatile economice

G0ONu
pe care le presteaza?
- Vi rugam sa furmizat actele de constitul ¢, daci este cazui: & Da CONG
- Daca actele de constituire sau de certificare sunt disponibile in format electronic, va -

FumEm sa precizati:
- Va rugam si furnizag autoriza

€ pe care se bazeaza activitatile comerciale, daca

aportumtatile de ofertare transfrontaliere, [ncepind din octombrie 2018, DUAE va fi disponibil exclusiv in forma electronica. kste-cazul & Pa-
Minzsterul-Finanielor pune-in dispozitie serviciu web gramit pentru cumparator, ofertanti §i alte parfi interesate de completare ) Inregistrarea sau certificarea acoperd toate criteriile de selectie impuse? o
DUAE in format electronic. Formularul online poate fi completat, imprimat si apor timis cumparitorului impreima cu restul ) - & Da =8
ofertel. Daca procedura se desfasoard electronic, DUAE poate fi exportal, stocat i depus in format electronic, Un DUAE depus Va rugdm si completati informatiile lipsd in partea II sectiunea A .B,C sau D, dupa caz, NUMA[ daca se solicitii acest lucru in
in cadrul unei proceduri de achiziti publice antericare poate fi reutilizat, cu conditia cd informatiile sa ramana corecte. Ofertantii { seui i cloc le achizitiei relevante
pot fi exclusi u..:.n«onma_.__.m de achizitii ﬂ:!_nm sau pot i urmént in justijie daca mformatiile din DUAE sunt false, nedivalgate Dperatorul economic va fi in masura sa furnizeze un certificat cu privire fa plata contributiiior
saunu pat fi sustinute prin documente justificative. a asigurdrile socizle si plata impozitelor sau si furnizeze informatii care sa ii permita !
. L A . autorilatii contraciante sau entitanii contractante sa obtina acest certificat direct prin accesarea g g
Partea I — Informatii privind procedura de achizitii publice si autoritatea contractanti sau entitatea contractanti unei baze de date nationale in orice stat. disponibila in mod gratuit?
. . . . . r Daca documentele relevante sunt disponibile in format electronic, va rugdm si precizati:
Partea I a formularului DUAE se completeaza online doar de citre autoritatea contractanta sau entitatea contractanta si include S -
urmdtoarele informatii: Operatorul economic participd la procedura de achizitii publice impreuna cu alt? ODa Bl Nu
Vd rugdng 5@ va asigurati ca celelalte parti in cauza prezingd un formular DUAE separar.
A. | Informatii despre publicare 4 rugam sé precizati rolul operatorului economic in cadrul grupului (lider, responsabil cu
; T indeplinirea unor sarcini specifice, etc):
Numarul anuntului/invitatiei publicata in BAP, si dupa caz numarul anuntului in J.O OM__QWOMQW E%Wﬂ“mﬁa_ Va _.WW.M:: saii _.n_g:mom.:.ﬂm ceilalti operatori economici care mai participa la procedura de
B Tidens - - indicate.in pchizitii publice:
- cntitates mnr_ﬁ:en:__.: Daca este cazul, denumirea grupului participant
._WMM_EEHN oficiala __ IMSP SR Uommﬂm@:_ Dacd este cazul, se indici lotul (loturile) pentru care operatorul economic doreste sa depuna
: - — pferte:
Numar unic de identificare a autoritaii g 1003604150574 B. Informafii privind reprezentantii operatorului ec i
C.

Informatii privind procedura de achizitii jpublice

Tipul procedurii

COpP

Numaru! unic de identificare al procedurii de achizitie

Dara deschideryi ofentelor

i - o Conform informatiei
Denumirea obieciului de achizim

RS - nan
maicaic in bAr

Scurta descrie

i
Reactivi si consumabile de

Dacd exte cazul, va rugam sa indicusi numele si adresa (adresele) persoanei (persoanelor) imputernicitg (Tmputernicite) sé il
reprezinie pe operatond economic in scopurile ucestel praceduri de achizigii publice:

Premume | Tudor
Mume | Ceaicovschi
Data nasterii 04.11.1966
1 ocul nasterii Nisporeni

Strada si numdrul Basarabilor 17

) laborator Cod postal MD-
Partea 11 — Informatii referitoare la operatorul ecenomic Oras O_:m_:s.:
Partea Il a formularului DUAE se completeazt online doar de citre operatorit economici si include urmatoarele Tara Republica Moldova
informatii, 5
Informatii referitoare Ia operatorui economic b-mail al*.mﬂ.m@m bg.md
Denumire 022 54-91-20

»GBG-MLD” SRL

Adresa juridica: str. Tighina 65, 0f.607

Cod postal MD-2001
Oras Chisinau
Tara Republica Meldova

Adresa web

office@ebe.md
022-51-91-20

Tudor Ceaicovschi

1003600117582
0205086

Telefon )
Functie / actionand in caiitate de |
Daca este cazul, vét rugam sa furnizats imformani detaliare privind reprezentareq (formele, amploarea, scapul acesiera..)
€. [Informatii privind utilizarea capacititilor altor entititi
peratorul econoinic utilizeaza capacitajile altor entitay pentru a sansface criterile de selectie Da
revazute in partea IV, precum §i (daca este cazui) criteriile §i regulile mentionate in partea V

2 mai jos? _

Director general

= Nu

= = | —

156k Pugsding. sé prozeiatein-foentdar AT NPT TN ST Al valiciiane i secimnile 4 £t 1 din geeasia parte siodis
parica T perien fieeare dimire. envitérle in cansa, cemplutat 3 senmot B nad coresmmzator de eitidnde in cauzd Va arragem
eafia asupra faptnlut o rebure oteliss de asemened, teficieni son organisiele tefiice implicate. mdiferenr docd fac sauw ny parte
e operatortlin coodumic T speiol os e FEspadde-caniroinl-caligan e T T Y 0 Y R T T
hlice deluerdr wehmeiens sau argunismele sehnice la care poale fuce apet aperatornl cepnomie in vederig execniani neegeitor i
AGSIEG T Care cste redevant penirg capactioneg feapacidtile) specified (spearficel utilizard. funihizate de Qperatar Qe i Vi

am sa nchiele ff tyfesvimagtile provazie i parfile s

} .__:1_____:._: Tevare dintre entitaile Tn causd.

apaciiat operatoru! economic nu ¢ |

privind subconiractaniii pe ale ciror ¢ Rispuns



bazenzi _

Sectiinea xe completeaza numeal in cazul In care aceasid infarmagic este soliciaia in mod explicil de vatre autoritatea comiraciantcs
R SR elea conlraciantd,

Qperatorul economic intentioneaza sa subcontracieze vieo parte din contraet unar terti | 1D & Nu

Ud rinkee o3
moaste, v3 nuplm s

Daca da §i in masura I care s= o i subtoniractangii Dropusi. _

Dacd aufpritaten eontractanta saun enlitafea contraciemta sollcitd in md explicit aceste infarmafii, in Plus fard de informayiile din
partéa [, v rugdm sa furnizal mjarmafile solicitate in seetiunde A 5i B din aceasta Jrarte st din partea (1 pemivy fiecare dintre
subcontractantil {categoriile de subcontractanti) in canza.

Partea 11 — Motive de excludere

Partea [l a formularulyi DUAE se compieteaza online de citre autoritatea contractantd, entitatea contractanta si
operatorii economici.

Aceastd incdlcare a obligatiilor a fos alte mijloace dec

t o hotdrdre judecdtorensca say

Vit rugdim sd precizar dota coneamndrit fir ea=ul nner condamnart, durad perioudei
i care weeasty exte stabitiia direct in cond:

e Dexcrett ce mifloace au fost wtilizate

P Da
pdminsstrativa? -
nocazul in care aceastd incilcare a obligapiilor a fost swbilia ponir-o hotdrdre judecatoreasca say
sdministrativi, accastd decizie este definitiva g oblisararie? Da = N

de exeludere, in masura

Diperatorul economic si-a indeplinit obli > platind impomtele sau contribugiil
p P i P L

dztorate sau incheind un aranjament cu caracter obligatoriu in vederea platii acestora, inclusiv, dupd cuz, & | TDa
eventuaieior dobdnzi acumulate sau a amenzilor? 14 rugdn 53 le descriefi Aceste informayii sunt disponihile

e la asigurdrile sociale

gratut penini adoritdli, dinir-o baza de date naplonald ?

i

Motive referitoare la condamnirile penale !

inciuderea in lista de interdictie a operatorilor eco i,

Al (1) Aworitatea contracianta are abligatia de o exclude din procedura de atribuire o contracului de achizitii publice orice
oferiant sau candidat despre eare are cunostingg od, in ultimii 5 ani, @ fost condamnat, prin hotardrea definitiva a unei instante
judecdroresti, pentru participare la activitari ale unei organmizalii sau grupari criminale, peniri coruptie, pentru fraudd si/sav pentry
spalare de bani, pentru infractiuni de-terorism sau-infractivni fegate de activiiar erorisie, finantarea terorismului.
muned a copiilor si alte forme de trafic de persoane.

Al (1) Obligatia de excludere g ofertanilui / candidatului se aplica si in cazul in care persoana condmmnaté printr-o hotérdre
definitivi a unel instante de judecars pentrw infractiunle prevazute la alinl este membru al organismulut de administrare, de
conducere sau de control in cadril geestuia,

Al {6) Orice oferiant candidar care se afla in wne din situatile mentionate la ar (8 ator (1 ) $1(2) dinlegea 131403.07.2018 privind
achizitiile publice, furnizeazd dovest care 3 arate o masurile luate de el sdnt suficiente pentrn @ demonsira Siahitttarea sa, in
pafida existentei uma motiv de excludere. Daca autariialea contraciania considerd astfel de dovezi suficiente, oferianiul’candidatd
i cauzid nu este exclus de lo procedura de erchizifie publicd,

Al (7) In sensul alin, (6), afertantul/candidand dovedeste ca a plativ sau s-a angajar < plateascd o compensatie in ceea ce priveyte
everinalele prejudicli cauzate prin infractiune sem prin abatere. o @ clarificar compler fapiele si imprejurarife cooperdnd achiv cu
awloritatile abilttate sé investigheze cazul §i ca a ntreprins masurs conorete la nivel iehnic, organizagional si in materie de personal,
dedecvale penir a prevenr orice nai infractiung s abarer.
Al (8) Masurile mireprinse de cdire oferianicandidat in sensul alin. (7) sent evalvate findngd seama de gravitatea $i eiretmsianiely
particulare ale infractiunit sou ale abaterii. fn sazul in care considerd ca masurile Bireprinse sént insuficiente, autoritatén
cantractanid informeazd afertantul/candidatd despre molivele excluderii

AL () Un ofertant candidar ceare a fost exclus prin hotdrdre definniva a unei instante de judecatd de la participarea la procedurile

Art.18 din Legea nr 131 din 03.07.2015 stabileste urmatoarele motive de exciudere,

exploatarea p

I8 al. e) din Legea nr. 131 din 03.07.2015 privind achizifiile publice.

Este operatorul economic inseric in lista de interdictiz a operatorilar cconomici i conformitate cu Articolui

ODa =

Nu

Motive legate de insolventd, conflicte de interese sau abateri profesionale

1t (@) se afld in proces de insolvabilitate-ca-urmeare-a-hotardr Fudecatorestr;
elicii profesionale sau pentrie comiterea unei greseli in materie profesionala;
indeplinivii criteriilor de calificare s selectie!

contraciantd demonstreazd, prin orice mijlbace adecvats, acest fapl;

demanstreaza, prin orice mijlogee adecvate, acest fapi;

prindecizie a organului abilitat in acest sens:

fit, (e} se afld tnir-o sitatie de conflict de interese care m poate i remedi

It (d) a prezentar informatii false sau nu a prezental informatiile solicitate de cétre

Art.18al. 2 din Legea nr_131 din 03.07.2015 stabileste urmatoarele motive de excludere,

i () a fost condamnar, in ultimi 3 ani, prin hotdrdrea definitiva a unei instante judecatoresty, pentru o fapta care a adus atingere

lit. (d') a incalcai obligatiile aplicabile in domeniul mediuhi, muncii stasigurarilor sociale, in cazul in care autoritatea
lit. () se face vinoval de o abatere profesionald, care ii pune la indoiala integritatea, in cazul in care autoritaten contractanti
li{d%) a incherar cu alti aperalory economict aeorduri care vizeazd denaturarea coneurentel, in cazul in care acest fupt se consiard

7 in mod efectiv prin masurile previzute la art. 74.

auloritatea contraclamda in scopul demonsrarii

de achizii publice i are drepril 36 focd us de pasibilitaiea previzuri la alm, (6)-(8)

__ | Participare la o organizatie criminala .7 ex/ B ODa X Nu
Coruplie Tixr [1Da Xl Nu
Fraude 7ext CDa E Nu
infractiuni teroriste sau infractiuni legate de activitatile teroriste 7ex/ Da B Nu
Spilare de bani sau fi tares terorismului Texr Da E Ny

| Exploatarea prin munca a copiilor si alte forme de trafic de persoane Tixs ODa E Nu

B. | Motive legate de plata impozitelor sau a contributiilor Ia asigurdrile sociale

{n mdsura cunostintelor sale, operatorul economic si-a incalcat abligafiile in domeniul mediului ? ODa & Nu

Ati luat mésuri pentru 2 demonstra hiabilitatea dumneavoastra (autocorectare) Va rugdm sa je descricti 11Da TNu

In mésura cunostintelor sale, operatorul economic si-a incalcat obligatiile in domeniul social? ODa X Nu

Ati luat masuri pentru a demonstra fiabilitatea dumneavoasira (autacorectare) Va rugdin sa le descriefi ODa Nu

In masura cunogtinteior sale, operatorul economic si-a incalcat obligatiile in domenial muncii? Da B Nu

Ati luat masuri peniru 2 demonstea fiabilitates dumncavoasta (autocorectare)V'a rugam sd le descrier ODa 0 Nu
Falimentul N
Dm:u.ﬁm.:.ﬁ cconomic ,mma in stare de faliment? D% E Nu
Va rugam sd le descrieti

Yrecizati motivele pentru care vell putea fi, totusi, in mdsurd sa execulali contractul,

ticio postbilfiate de derogare atunci cdnd dperaion ecommmic este, ST in masurd

Nu este necesar sa se_furnizeze aceste informafii
fn cazul in care excluderea operatorilor economici in acest caz a devenit obligatorie in temeiul legislatiei nationale aplicabile, fara

Sa execute contractud.

Heesie informatii suni disponibile aratuit pentra auloritdll, dintr-o ha=a de date natiopals

[ CDa

Art.18:din Legea nr.131 din 03.07.2015 stab este urmatoarele motive de exeludere.

Al (2} Aworitgica contractantd are obligatia de a exclude din procedura do atribuire o contraciulul de achizifli publice orice
efertant sau candidat vare se afld in wricare dintre wrmdioarele Setuaii:

Lt (b)) v st~ indepiinie obligafiile de plata a impozitetor, taxelor si contripufilor de asigurari sactate i conformiate cu
prevederile legale i vigoare in Republica Moldova sau in fara in care esie stabifis

Al () Prin deragare de la alin.? lit. ), afertantel candidanil e esie exelis din procedura de atvibnire daca beneficiasa, in
codifitle legil, de esatpnorea abligatitlpr de plaii o npezitelor, tixelor si conteibugitor de asigurdri sociale ori de alte facilitag in
vederea plani acestora, inclusiv a majordrilor de intdriere tpenalitdiidorg sismr a amenzifor

Plata impozitelor text

Aceasts incaleare a obliganilor a fost stabilita prin alte mifloace decd! o hotardre judecatareascd sau |
; Sicepnies ’ : Da =
administrativa’

1Da B Nu

In cazul in care acesstd ncalcare a obligatiilor 2 fost stabilita printr-o hotdrdre judecitoreased sau
administretiva, aceast? decizie este definitiva 31 obligatorig?
Vi rigam s preeczafi deata copdamndri (n ozl wmer condunnge,

P

duraid perioddei’ de excludere, n

scomonis gi-a indeplinit obligay

M I cure aovasta st stabilitg divect in condimare. Deserily pe niploace ai fost wiifizate
Oparaty ] ,. .

lie sauw conmibugiile
Hmtoriu i vederea plagm acestora, i
e saue amenalor? g FUSS S e dlexerion, Avesie mfortain st disponhife

Insolventa

[2peratoru! economic este in situatie de inso

nta sau de lichidare? Va rugdm sa le descrier |

dDa 4 Nu

Precizan motivele pentru care vefi putea fi, lofusi, in masurd sa execilalt contrachsl,

st pasibilieate de dervsare alunel cand operaton cconomic este, torusi in masurg

N exte mecesar s se furnizeze acesie informefi
i cazul in care excluderea operatorilor economici in acest ca= o devenit obligaioric in temeind legislatiei napronale aplicabile, fard

S execute contractul.

Aoeste mformatil sunt dispanibile gratuit Pertiru autoritati, dini-o hazi de dote nanonald ? JDa TTTNu
| Faliment
Operatorul economic se afla intr-o situafie similard, cum ar f falimentul, care rezultd dintr-o procedura Da 5 Ny

similard din legislapile sau resiementarile nationale? Va rugdm s le doserien

Precizage motivete pentru care vefi putea fi, (ot
wformait in eazal inocare exeluderea aperatorilor economicl I acest ooz a din
aplicabile, f@ra wicio posibilitate de derogare amnei cind aperatarul econonic este,

i mdsurd s4 execwtati confractil. Nu este fecesar

teteest i mdsird s& execitte contracid.

58 se furnizéze aceste
wnit abligatorie in temeinl legislatier nafioneds

Avesn informatil sunt disponibile grait peniry auteridi, dintr-o hazd de dete vationalg ? Da I Nu
Active ad ministrate de lchidator
| Activele operatorului economic sunt z2dminisirate de mn lichidator sau de o instanta” | reeam va e deserieli Da [ Nu

Pruciza Hisnive e pesirnecare volr piten s, OwaEsirg o CXCCHET et (i)

tformatit in cozul it cave excluderca operairlor sconomics in aeew vas o ey
cipheahile, fard micto pusibilitate e dirogare wtuned cind aperatern] eonnomie esle.

i abfigatorie i tememd legisiafici nationle

N este mvcesar sd e fitrmizeze ageste |

PN NI i penifiile UL P QU ER T -t -bieazit-che-dirte-viars

clivititile cconomice sunt suspendate
i mice zle operstorului ccopomic sunt suspends

A g sd-fe-dese e —Da [E3]

Feafiest B NS NG eXeeite contFactl.

I : T

Precezap mativele penien core Velr pralen fr. totted, I andsiend 8 eXcciiin contracind N este e AT AT s S

e sie



informatil in cazul n care excluderca aperatorilor cconomicl i acest cu= o devent obligatarie in e Jegislanea nationale | . - . = e ! DPa
it L5 o T A 5 R S Aveste nformadts sunt dispenibile Eratdl preenien autanidfl, dustr-a busa de date nationala
_:____.____R while, fard nicio __.»c.,.:__u__.___:__ﬁ.:__ﬁ ele :__aw:.rﬂ__.n. ) o Q_w__?.d?:.z___ SURORE exle, LS TR masurd Xa execuie coniractil !

Acesie informeati sunt disponibile srotui pesry autoritdt, dintr-o baza de daie nationald Da Nu Bl Capacitatea economica si financiara

Acordurd cu alti operatori economici care vizeazi denaturarea concurentei Articotil 20 al1 din Leges 131 din 03,07 2018 privind achizitile publice, stabilesie ca,

Opemitor a incheiar acordurt cx alfl operatori economici care au ca obiect denaturarea D EN Demansivarea capacitdfii cconomice si financiare a aperatariiui economic se realizeasd prin prezenfarea wnde sau 4w mdioe
concurentel? Va rugim sé le descriefi 4 i documente relevante, eum ar fi

Precizaii motivele penlru care vefi putea fi, totusi, in wmasurd sa execuion comtractul. Nu esie necesar si so Surnizeze aceste Dnﬁwﬂ:_.: hancare

mwifarmarii In cazul in care excluderea apdratorilor economict in acest caz a devenit abligatoric i temeind legisiaper nattonale

Operatorul economic va {1 in masura sa fi
aplicabile, fGrd vicio posibilitate de deropare atunct cdngd cperatornd ecomonic este, fots In misurd S8 execiie contraciil

rnizeze declarafii bancare sau, dupa caz, dovezi privind asigurarea

. ! : 4t riscului profesional, sau sa furnizeze informatii care si §i permita autoritatii contractante sau entitatii X Da R
Ali luat m#suri pentru a demonstra fiabilitatea dumneavoastra (autocorectare) Vi rugim v fe descriel [ (1Da Nu contractante s3 obfind aceste informatii direct prin accesarea unei haze de date rafionale in orice stat,
Conflict de interese care decurge din participarea Ia procedura de achi tii publice. | disponibild n mod grawit? ¥a rugdm s e descrieti o
Operatorul economic are cunogtingd de vreun conflict de interese, astfel cum se precizeazd in legislatia Aeegte Infbrmar ciibiile gratt pentru autorital, dintr-o bazi de date nationadla ? JDa E Nu
naticrald, entele achizitiet, care decurge participarea sa la procedura de | | 'Da X Nu Cifra de afaceri anuala

L Art. 20 din Legea 131 din 03.07.2018 privind achizitiile publice, stabileste ca.
Implicare directd sau indirectd in pregitires acestei proceduri de achizitii publice Al (1Y) In sensul alin. (1) lit. ¢), cifra de afaceri anuald minima impusd operatorilor economici nu frebuie sa depaseasca de doud
Operatorul economic sau o intreprindere care are legiun cu acesta a oferit consultanid autc i Grvelonyea-esHmard-a comractutut o excepiia cazuriior bine justificate. precum cele legate de riscurile speciale aferente nainrii
-contractante sau-entitifil CoNractante sau & participat in orice alt mod la pregititea procedurti de achizitii | [ 'Da X Nu bunurilor, lucrarilor sau serviciilor. Autoritatea contracianta indicd principalele motive pentri o a:
| publice?Va rugam sa le descrieti

tfel de cerintd in documeriatic

de atribuire. Atunei cand un contract exte impérfit in laturi, indicele cifred de afacer: se uplicd peatru fiecare lot individual, Cu
Incetare anficipati, daunc-interese sau alte sanctiuni comparabile loate acested, antoritatea contractantda stabileste cifra de afaceri amuald minima impusa operatorilor economici cu referire la
Operatorul economic s-a aflat intr-o situaple in care un contract de achizifii publice anterior, un contract grupuri de {oturi, dacd oferiantulul castigator i sdnt atrtbuite mai mulie lotur care trebute executate in acelasi timp. fn cazul in

anterior incheiat cu o entitate contractan:d say un contract de concesiune anterior  fost realizat anticipat sau
au fost impuse daune-interese sau alte sancfiuni comparabile in legaturd cu respectivul contract anterior: Va
FUEANt sd descrieti

care urmeazd sa se atribute contracte bazaie pe wi geord-cadri, cifra de afacert anualc maximé se calculeaza in funciie de
dimensiunce meeimé anticipald a contractelor specifice care vor fi executate in acelayi timp sau, daca aceasta nu este cunoscuid,

COHIPARIT Sau la orice persaand cu putere die reprezentare, de decizte on de conteol privind afertaniul candidan, infarmatii privind capacitatea economicd sou finavciard, vi rugdm sa furmzati formularele solicitate in anmpl de pariicipare
ALY Inocomul in care in targ de arigiite sau i tara in care este stahilis oferiamnd condidatul Bt se emit docmenre de natra Art. 200 din Legea 131 din 03.07 2018 privind achizii
\ Art. 20 din Legea 13 072

pe baza valorii estimate a acordului-cadru. in cazul unor sisteme dinamice de achizi, cifra de gfaceri anuald maxima se
At fuar masuri pentru a demonstra fiabili d voastrd {(autocorectare ) g rugdn 5@ le descrieti TN caleuleaza pe baza dimensiunii maxime anticipate a coniracielor specifice care urmeazi sa fie atribuite in cadrul sistemului
Vinovat de interpretare eronata, nedivulgare de informatii, incapacitate de a furniza documentele respectiv.
necesare si obtinere de informatii confidentiale referitoare la aceast procedurs Cifra de afaceri anuala pentru aumdrul de exercifif financiare impus in Se completeaza de citre operatorul economic
Operatorul economic s-a aflat intr-una dintre situatiile urmatoare: anungul relevant. in documentele achizitiei sau in DUAE, este dupa c Cifra de afaceri: 126318597
a) Nu s-a facut grav vinovat de declaratii false ia furnizarea informatiilor necesare pentru verificarea urmeard:Se completeazd de catre auioritatea contractania Valoare i
absentei motivelor de excludere sau a indeplinirii critertilor de selectie; Aceste informaiii sunt disponibile gratuit peniru auloriiati, dintr-o baza de | & Da O0Nu
b) A ascuns astfel de informatii; date nationalg ? www.raportare.md
¢} Nu a fost in masurd sa furnizeze, fira intar re, documentele justificative solicitate de autoritatea | Cifra de afaceri medie anuala
contractantd sau de entitatea contractanti, si , BDa Cifra de afaceri medie anuala pentru numarul de ani impus in anuntul An: 2015 Cifra de afaceri: 88829737
d) A incercat sa influenteze in mod nepermis procesui decizional al autoritatii contractante sau entitatii relevant, in documentele achizitiei sau in DUAE, este dupd cum An: 2016 Cifra de afaceri: 91953712
contractante, si obtina informatii confidentiale care i-ar putea confed avantaje necuvenite in cadrul urmeaza:Numar de ani 3 (trei) Valoare 102367349 An: 2017 Cifta de afaceri: 126318397 Il
procedurii de achizitii publice sau ca a furnizat din neglijenta informatii false care pot avez o influenta Aceste informarii sunt disponibile gramit peniru auloritdfi, dintr-o haza de Da [JONu
semnificativa asupra deciziilor privind excluderea, selectia 51 atribuirea? date nationala ? www statistica md www.raportare md
Art.18 din Legea nr.131 din 03,07 2015 prevede: Raport financiar
Al (3) Autoritatea comractantd extrage informajia necesard pentru consiatareg existenfei sau inexistenfel circumstantelor Operatorul economic va fi in misurd sa furnizeze raportul financiar )
deserive la alin. (1) 5i (2) din bazele de date disprnibile ale auioritatilor publice san ale parfilor terfe. Dacd acest lueru nueeste inregistral, extrase din raportul financiar, sau sa furnizeze informatii care
posibil. autoritatea comractantii are obligatia de a accepta ca Jind suficient sirelevant pentru demonstrarea Japtului ¢a 53 11 pErmitd autoritati contractante sau entitaiit contractante s obfing
ofertantul candidatul mi se incadreaza in niciung dinire siariile prevazute la alin. (1) s (2} orice document considerat Acest raport direct prin accesarea unei baze de & iotiaic T orice stat,
_ cdificator, din geest pu ¢, @ fur de origine sau i tare I core afertantul candidatul este stabilit, cum ar x dispenibila in mod gratuit?
vertificate, caziere juridice sou olte documente selivalente emive de antoriia competenie din tara respectivi Aceste informayii sunt disponibile gratuit peniru autoritéti. dintro ba=a de Da DHONu
Al (4) in ceen ce priveste situatiile mentionare la alin, (2), in conformitate cu legislatia interné o statdui i care sant stabilifi date nationala? www statistica md www.raportare.md
‘ ofertanis candidatii, prevederile alin (3) 8¢ refera la persoane fizice si persoane juridice, inelusiv, dupd caz, lu directon de Lhaed vntoritatea contractantd sai entilatea centractania soliclta in n_.::___.___:___ e ﬁn:.:q__aa__.m.___qw‘n.m:_ﬁ__.mn wnor formlare cuire COMTT
|
!

le publice, stabileste ca.

AL G) In cazul fn care ofertanulicandidand isi demonstrea=i tapacitateq . econymicad s1 financiara invocdnd §i sustinerea
acardatd, in conformitate cu prevederile alin, (). de cditre o alld persound, acesta are wublizatio de a dovedi sustinerea de core
Beneficiuzd prin prezentarea in forma scrisd o wm angagament ferm @l persoanel respective, incheiar in forméa autentica, prin
- SRR == cdre aeeasia persoand confirma fapiel ea va pure la disposiia dferantuli condidamii resursele financiare invocate. Persoana
cere asigurd susfiverea financlard irebuie Sa indeplineased eriterile de selectio relevame snu trebure 5@ seafle in micmma dintre
¥ sttuatinle prevazue la are 18 alin. (1) sialin, (20l w). ¢) &%), care dererming excluderea din pracedura de atrihuire,

= === el . = s E ) S Al 6y Atner cdnd eferranl condidatil se hameard e capacindile alter persoane in ceva ce priveste oriteriile referitoore fo
| .ﬂ Caparitatea de a corespunde ce | Capgciialea eeonomicd X0 financiand, aufinrtates contractamta solicid ca nfertannd condidal §i acea persoand si fie
" tozarele motive de selecqie: | raspuazdtoure solidar pentrr execptarsa conracinlui.

T L

celer sp

. ‘ ¢ GENe dacunidiie i vizeazd oate siuatile prevazute ta giin. (1) st (2), autoritetea contractama
ure uhligatia de a accepta o declaragie P propria raspundere san. ducd in fara respeetivd nn exisid preveder! lepale referitoare

la declaratia pe propria raspundere, o declaralie autentica dai in fate unid AL, @ el auiaria administrative san judiciare
Se 4 wnel asactatii profesionale care are comperente in GCRSE SENS.
Partea 1V — Criteriile de selectie
Partea IV se completeaza online de catre auto aiea contrac

ea contractantd si opel

L[ An 2] din Leges nr 131 din 03.07.2015 stabileste un
) Inserivren

IT-Un retsivi profestonal releva AL A7) o geeleayi condifil previzitte la alin, (4 (6), o asaictie de nperalion econonticl are dvisptnd s se bazeze pe capaciapile |
e-unul dintre regi wale sat cor mationale sag dinstatele | = | membrilar asociapiel sau ale altor persoare, |
in care este stabilit O Capacitatea tehnici sifsa ) T

| Esie

FPening aniiridtl, diitreo bz de dive nafiomala *

;,n:.:,/m::,m\th\mi.?p\:



coniractante sau entitatii contractante si obling aceste nformayi direct prin accesarea uned haze de date
nationale fn orice stat, disponibila in mod gratuit?
Aceste informatii sunt disponibile graiwit penlru autoriiéli, dintr-o bazd de date nationala? 1Da B8 Nu

fnfnrmenn

Cirte Loiifin
Saut profesionald, va rmgdm s furmzan formularete solicitate in anuntul de pariicipare

BDacd autoritate contracianta sau entitaton COMIPLCIANIG SN Tn anunpud de participare prezentarea wror farmal

RIC I fuicu iehnic

Pentru contractele de achizitie de lucriri: executarea de lucrari de tipul specificat

Numai pentru contractele de achizitii publice de lucrar: in perioada de referingd, operatorul economic a
indepiinit urmatoarele lucrari de tipul specificat. Autoritatile contractante pot solicita experienta de pana la
cinci ani si pot accepta experienta acumulati in urma cy peste cingi ani.

Descriere

Valoare

Diata de incepere

Data de incheiere

Beneficiari

Aceste informatii sunt disponibile gratuit peniru autaritdati, dintr-o bazd de date nafionaia? ClDa

Pentru contractele de achizitie de bunuri, servicii: executarea de livrar, prestan de tipul specificar

Numaipentru contraciele de achizifii publice de bunun si servicii: in pericada de referinti, operatorul
economic a efectual urmatoarele Tivrari, prestiri principale de tipul specificat fn anunful de participare.
Autorttatile contractane pot solicita experienta de pana la trei ani §i pot accepta experienta acumulata in
Ui cu peste trei ani. Fa rugdin sa le descrieyi

Valoare

Data de incepere

Data de incheiere

Beneficiari

Aceste infarmatii sunt disponibile greui pentru auloritdr, dintr-o bazd de date nationala? | OONu

Dacd aworitatea contractanta sau entitatea contractanta solicita in anuntul de participare prezentarea unor formulare, vi rugam
sa furnizati formularele solicitate in anuntul de participare.

Instalatii tehnice si misuri de asigurare a calitifii

Va rugam si fumnizati detalii referitoare la tehnicieni sau organismele tehnice pe care operatorul economic le
poate solicita, in special cele responsabile de controlul calitatii in legatura cu acest exercitiu de achizigii
publice. Vé rugam sa le descrieti

va rugdm s furnizati o declaratie cu privire la sisteme de management i de trasabilitate in cadrul lanfulu 1Da EN
de aprovizionare utilizate _ E

Aceste informai sunt disponibite gratuit pentru autoriidti, dinte-o bazd de date nationala? (ODa Bl Nu

Daca autoritatea contractanta sau entitates cantractantd solicitd in anuntul de participare prezentarea unor formulare, vi rugam
sa furnizati formularele solicitate in anmuntul de participere.

Permiterea controalel

Pentru produsele sau serviciile compiexe care urmeaza sa fie furnizate sall, in mod excepfional, peniru
produsele sau serviciile necesare cu un scap anume. Operatorul economic va permite efectuarea de verificiri
ale capacitiilor de productie sau ale capacitatii-tehmice a operatorului economic si, daca este necesar, ale
mijloacelor de studiy $i de cercetare de care dispune i ale masurilor de control al calitatii? Va ruedm <3
Tefiney cd, in cazul in care operatorul economic a decis s3 subcontracteze o parte din contract si se bazeazd
pe capacitifile subcontractantului pentru executarea partii respective, trebuie si completati un DUAE
separat pentru astfel de subcontractanti. Permiteti verificari

X Da
OONu

Diplome de studii si calificari profesional

Urmatoarele califican educafionale st profesionale sunt detinute de prestatorul de servicii sau de

. i A 3 B : 3 i .. | Diploame (studii
contractantul insusi sifseu’in funcrie de cermniele siabilite in anuntul de participare saw in documentels p (

superioare)

procedurii de achizitie de catre persanalul sau de conducere Vi rugdm 5a le deseriel -
Aceste informatts sunt disponibile gratui pentru autorigli. dintr-o bazi de date nationuld? Da B Nu |

Dacd eutoritatea contractama sear-entitaiea CONTFUCIANG solicitd Tn anwnful de participare prezentarea unor formulare. va rugam
54 fiurnizay formularele solicitaie in amninl de pariicipore.

Misuri de management al medinluj

Operatorul economic va putea sa aplice urmatcarele masur de management de mediu arunct ednd execurd |
contractul: V'a rugam sa le descrieri |

Aceste swformeatiil swat dispoibile Ereuit pastri cidorian, dinme-o baza de date nationala? D

Numarul membrilor personalului de conducers

-

Anul 2015 Numar:
Anul 2016 Numar
2017 Numar
santivane, descrieri sau fetografii, fari certificate

Nuwmarul membrilor personalului de conducere aje operatoru
fost dupa ctim urmeaza.

i economic din ultimii trei ani au

Pentru-contractele de achizitie de by

descrierite say fotagraliile solicitate ale produselor/serviciilor care urmeazd 3 fie furnizale/prestate, care nu
trebuie sA fie insofite de certificate de autenticitate. |
Aceste nformatii sunt disporibile gratt PERICH culiritag, dintr-i hazd de dare pationala? | TPa & Ny

Pgsess

H Su eaifated eeniracianid soiicia or anunul de pariicipare prezentarea upor formulare, va rugdm

s furmizaft formularele solicitare in anuniul de participare, :

I} Sisteme de asigurare a calititii si standarde de management de mediu.

Artal din lege stabileste urmatoarele motive de selectie.

Certificate emise de organisme independente cu privire la sistemele sau standardele de management de

mediu

Aceste infarmairi suni disponibile grandt pentru autoritafi, dintreo ba=a de date Hafionald? JDa ENu

Dacd awtoritatea coniractantd sau entitatea contractanta solicitd in anuntul de participare prezentareq unor formulare, vi rugim |

50 furmizali formuiarele soiiciate i1 anungul de participare. |
Partea V- Indicatii generale pentru toate criteriile de selectie
Partea V - se completeaza online de catre autaritatea contractanta, entitatea contractanti si operatorii economici si include

A Indeplinirea tuturor criteriilor de selectie impuse:

ODa ENu

Operatorul economic va fi in masura sa furnizeze formularele, certificatele, avizele si alie documente indicate
in anuntul de participare, sau s3 ofere informatii care s ii permita autoritatii contractante sau entititii
contractante sa oblind aceste documente, informatii direct prin accesarea unei baze de date nationale in orice
stat, disponibili in mod gratuit? Termen (3 zile lucritoare)

Aceste informaiii sunt disponibile grawdt pentru auloriari, dintr-o bazd de dete nafionala? ODa B Nu

Partea VI - Preselectia candidatilor calificati pentru procedura licitatiei restrinse, negociere, dialog competitiv si
parteneriatul pentru inovare
Partea VI se completeaza online de citre autoritatea contractant, entitatea contractanta §i operatorii economici §i

B Da O0ONu

include.
[Operatorul economic declara ca: Indeplineste criteriile sau regulile obiective i nediscriminatori aplicabile Da _
pentru limitarea numdrului de candidati in urmatorul mod:
[Operatorul economic declard ca: Dispune de certificate sau alte forme de documente justificative, dupa cum este Da

cerut de anungul de participare relevant:

Heeste informatii sunt disponibile gratuit pentri aularitdii, dintr-o bazd de date nationalii?

Partea VII- Declaratiile finale

Ohperatorul economic declard ea informatiile prezentate in partile 11 - VI de maj sus sunt exacte §1 corecte §i cd ay fost

furnizate cunoscand pe deplin consecintele cazunilor grave de declarapii false.

Operatorul economic declard in mod oficial < poate si furnizeze, la cerere §i fard intdrziere, cenificatele 51 alte forme

de documente justificative mentionate, cu excephia cazulul in care:

I, Autoritatea contractanta sau entitatea contractanti are posibilitatea de a obtine documentele justificative in cauza
direct prin accesarea unei bazei de date relevante care este disponibila gratuit, §i se consimte accesul la mformatiile
mentionate. in cazul in care acest lucry este necesar.

Da  [ENu

Operatorul economic declara in mod oficial ¢4 este de acord ca IMSP SR Dondug d
sectiunea A si obtina acces la documentele justificative privind informatiile pe care le-a furnizat in
Unic de Achizitie European in scopul achizitionarii reactivi si consumabile de laborator

ocds-b3wdp I-MD-1549273078619
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=
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Nume: Tudor Ceaicovschi
Pozitia: Director general
Data: [10-13.02.19]

Locul: Chisinau
Semnitura



: Anexa nr.7 la Instructiunes
} aprobati prin ordinul JIFPS
\ nr. 400 din 14 martie 2014
|

CC 04 AE

| CERTIFICAT

- privind lipsa sau existenta restantelor fati de bugetul public national
| ;
N[ A 1905835 /ﬁ% din | 07,02.2019

I Ne oT

1. Des‘p’natar / Tonyyatens

‘ Pentry participare la proceduri de achizitii publice

2. Date despre contribuabil / I/Iﬂq)opmau;‘m 0 HaJIOTOINTATEbIINKE

Dem‘#mi}rea Codul fiscal / Numirul de identificare
Haumenosanue Puckansablt Kol / MoenTHhnKanuoH b HoMep
|GBG-MLD S.RL. 1003600117582 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitatii

Anpéc 0CHOBHOIO MECTOPACTIONOKEHUs (Y.ML, HOMED) Kox - HanmeHnoBaHue HACENEHHOTO 1Ty HKTa

| Tighina nr.65 |0130-SEC.CENTRU ]

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[TonTBEpKAEHAE OTCYTCTBHSA MIIM HAIMYM HEJONMKH COINIACHO NaHHEIX ABTOMATU3HpoBanHoi MH]opmaonHo
Cuctemsl i

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha maty

BbIJIa4U JaHHOH CIIpaBKU HEJAOWMKA Mepe]l HAlIMOHAIbHBIM ITyOITHIHEIM OFOPKETOM COCTABJISET:
0,00 lei/neii.

I
4. Valabil pini la / Jleiicteurenen 1o 22.02.2019
|

Ludmila BOTNARI

MNumele $i prenumele/®amumia 1 nas

Director adjunct interimar al SF
1

Funetia Ronsnoets
L.§/ M.IT.

Executor: T. Strajescu-Lungu Tel: §2-34-33

Numele si prenumele/®arinis 1 ums

E$te extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 07.02.2019 ora 16:23:01
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (20,67)
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Moldova Agroindbank

JSecret comercial, confidential”

Dlui Tudor Ceaicovschi, e o o

Administrator al $.R.L. ,GBG-MLD" | L8008 / £ 00065

MD-2001, mun. Chisindvu, str. Tighing, 65, ) /5 08 d:a{a?
CERTIFICAT

Prin prezenta, BC “Moldox‘(a—Agroindbank” S.A. confirmd c¢& ,GBG-MLD” S.R.L. {IDNO

1003&00117582) dispune de urmétd)arete conturile curente:

Numdrul contului curent, cod IBAN Valuta
MD14AG000000225184801542 MDL
MD64AG000000225144807542 EUR
MD81AGO00000022511677935 | CHF
MD70AG000000022511393244 o UAH |
MD17AG000000225114804542 i RUB
MD62AG000000225194802542 N UsD
MD39AG000000022513059583 GBP

|

| |

. ) o]
Certificatul este eliberat pentru a fi prezentat la destinatie;
i

Cu respect,

q - W /

Vic\for‘!uras l /
Vicepresedinte akCo ”'i{%{t}lj{yl de Conducere

%

al BC"Mold @@?\mgfa@&'sae.mz@.)q.

Wd agrawadbar

Ex.: Victoria Clorescu
Tel: 022-22-40-83

OLDOVA AC IBEMKTSAL
Tonstantin Tepase 977, MU-2005, mun. Chisindu, Republics Soldovs
fae stal - 1002 600 063 778, Mirimea H
ceelid Comitetuiul de Conducere « Serghel Cebolard,

ste,

umaruiin
Nuneie Pre




Mni'm "GBG-MLD" $.R.L. ESTE ?NR]:GISTRATA LA CAMERA
rNRbGISTRARH DE STAT |

M(?LDOVA

PRIN PREZENTUL SE CERTIFICA , CA INTREPRINDEREA

Numarul de indentificare de stat - codul fiscal

10036001175 82'
|

Data inregistrani 06.01.1995

Diata afibarari 21.12.2004

Iovu Galina, registrator de stat
fiilmei'ﬁ ‘f“l‘é'lwl’w@ FOEEINy 25
are @ eiberat corficotyt

o
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no TY-9398-101-51203590-2009

Autu-A , AnTu-B 1 AHTU-AB)

Ha :snmowm::n- E,_u STAKIOH »f:x B B0 (pIaxoHax 1uo 5 ML C CHHUMH KPBiILKAMK
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000 “Megarnon”
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LORN E

LABORATORILE

EC DECLARATION OF CONFORMITY

Ldrne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number |
Anti-D Duoclone Monoclonal 740010

ha\fs been classified as List A (Directive 98/79/EC, Annex II) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
Edropean Parliament and of the Council (also SI‘ZOOZ No.618 which
trénsposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

aqd is in conformity with the national standards tr‘ansposmg harmonised
standards:

» BS ENISO 13485:2012

» BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GUB 1LR, United Kingdom, Notified Body Number 0843,

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

Eddy Velthuis
Technical Director

Lorne Laboratories Limited | | Tel:+44 {0} 118 921 2264
Unit 1 Cutbush Park Industrial Estate Fax: +44 (0} 118 986 4513
Danehill, Lower Earley| | Email: info@lornelabs.com
Berkshire RGE4UT United Kingdom| | www.lornelabs.com

224
20037 150 H00112008 Registered office as abave, Hepistored in England Mo, 04510727 VAT Mo &ul: 2635 b1
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. J
i VIA G. CARDUCCI N° 27 —20099 SESTO SAN
GIOVANNI (MILANO) —ITALY N
PRODUCT HAV I1gM
| CODE: AVM.CE (96 tests) ) _J
CLASSIFICATION GENERAL 1VD ] _ |
CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION B |

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
| THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

180 CERTIFICATE(S) UNI CEI EN ISO 13485-Nr 50 100 5931/B
| RELEASED BY CERTIFICATION BODY TUV

i Italia S.r.l.

PLACE & DATE OF FIRST I SSUE MILANO — SEPTEMBER 2003 -
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
| SSUE
SIGNATURE
| egal Representative
Dr.ssa Fiorenza Scozzesi

Rev: | 0572018 |

— = — — e o . e

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (MI) -+ Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 « http://www.diapro.it = E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509958
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES SR.L.
VIA G. QARDUCCI N° 27 -20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMV 1gG
| CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEX II-LISTB

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

W|E HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETSTHE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318 ) -

(EC) CERTIFICATE(S) e FULL pUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex [V —
except}Section IV) of the Directive 98/79/EC),
RELE@SED BY EC NOTIFIED BODY N° 0318

o UNIENISO 13485 N°2013 11 0039 EN, |
RELEASED BY EC NOTIFIED BODY N° 0318 !

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004 B

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 20138
EM|SSION -
SIGNATURE ]
L egal Repre:sentative
Dr.gsa Fior'einza Scozzesi

[ Rev: | 052018

Pt - ST

DIA.PRO Diagnostic Bioprobes S.r.l
Sede legale e lab,: Via G.Carducei, 27 — 20099 Sesto §.Giovanni (M) - ltalia
+39 02 27007161/6450 + Fax +39 02 44386771 « http:/fwww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. ~ P.IVA: 11924660159 ~ Reg. imp. 11924660159 ~ REA 1509959
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
i VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

‘ GIOVANNI (MILANO) — ITALY

PRODUCT Chlamydia Trachomatis 1gG

! CODE: CTG.CE (%6testsy |
CLASSIFICATION ANNEX I1- LIST B B
CONFORMITY ASSESSMENT ROUTE |ANNEX IV _ T

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex [V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318 |

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2009
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M) - MAY 2018 |
EMISSION
SIGNATURE

Legal Representative

Dr.¢sa Fiorenza Scozzesi

05/2018

] S— - I — —————— - =

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) - Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 » http://www.diapro.it »+ E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. - P IVA: 11924660159 - Reg. Imp. 11924660159 — REA 1509959
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[ HaMMeBoBAHHE NOKAIAIEIS XaparrepderHka A HopMa 10
TV 9398-280-11498242-00

PesysraTul ARANNIS

1. Bremnnii ug,
1.1, Tpagchopmupytonmtt peareut LiopomoK HKeTIQ-OAHKEBOro
! | LBETL MIIK CMECE GOMEIX H
{' OPAIDKCBE KPACTIIIOHN
1.2 AR TOHHAHIAAPIH BecupeTnus upospadnas
‘ . HHIKOCTE
1.3 Ka-Tu6poBouHbfk pacinop reMornoGuya [THo3padHas KUAKGLTh O
TEMEO-KPACHOIQ ji{r TCMIIO~
KOPHUNCDON) UReTd

l

Cuech GeiskIX U
OPLHIKERLIN KPUCTLTIOBR

Becusernas npospayniad |
KHAKOCTE
HpoapadHad KuAKOC Uy
TEMHO-KPUCHOLD UBCTA

2. TexHEUCLKHE XAPAKTEPECTHAKH
2.1 'Teer HaA coorRercrsHe  kammfpatopa

KOUTPORsROMY  JaBOpaToplOMy  Pacrsopy 2
remoraoduda 120 rf1, otknoreane u Y%, ni¢

fonee

3.2 MYBCTBHTGARHOC b, T/, 1e Bonee 10

CogrrercraycT

COpTRE ICIEYET

3. AlovdzaTens NPILKILIOCTH CNPCACICHNH

4.1 Tect Ha "JXMHERHOCTE" B JHBNASOHE
Kprner | paguit ot 20 go 200 1421, oTKACICHHE B 2
Yy, 11¢ Bonee !

1.2 Teet na "OTRpLITHE", OTK;(Hesue i Y%, e
Gee

3.3 Ko HIMeHT Bupnalliy Pe3yTsTaTosn
onpeaeneHnhd, %, 1c Gonee

34 JlouyeruMpiE pazfpoc pesyIGTaToB IPH
HAPAILICIBHBIA ONpeeNelimt oaHoH npolinl 2
pasHbIME Hadopasu oaEolt cepun, %, ne 50:10(:
S Bper‘rm BEIXOJA ONTHUCCKON LIUTOTIIONTH Ha
YETOHIHBLIG ToKRFeH HOCTe ToGaRTeHY
st snpyenod npoGel M, ué Gonee
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Q00 “MunuMen”, 241520, Poccwncxan Menepaunn, Bparckan obnacTty,
Bpascxnn pasion, €. Cynoneno, yn. Woccennan, 17 A

Ten. {4832) 82-87-97, 92-24-52, -53, -55, -56, -57, -58, -6, 61, -62

@ MuorokaHaneHbid Homep - 8-800-106-48-32
®axc {4632} 92-24-54, 92-24-59, 92-24-614

Rocemoswun nalepamopud MHH 3224007127 www.minimed.ru e-mail; inffo@minimed ru

Perucrpaintonuoe ynoerosepeitne No GCP %009/05559 o1 04.12.2015 1.
Hacnmopr

Habop pearentos «Macio HMMePCHOHHOE»
ne TY 9398-011-29508133-2009

Cepus 2818 Jdara narovoraenus 01.11.2018

1. Haznagenne
Lﬁlcuom,}aye’rca AT aOXPOMITHUCCKHX H  8XPOMATHMECKHX OOLEKTHROR MUKPOCKOHOB BCEX BHUOR, KpoMe
JIOMUHCCIEH THBLX, HPEAHATHAMENHBEX JULL paboTh B BINMMOIT 06aacti criextpa.

2. Texunseckue 1pebopanis

Xapakrepneruka 1

HZHMOIH)BHHHG BORAZATLINH . ) -
nopma no TY

PQJ§ ALTATHI Aliddusa

T TRV Ipospayuuad GecuseTaas KUAKOCTH Co »
Buenmbii spi e ) ) CQONIGEIMCINGYETH
€1abhIM OKCATORATHIM O1TECHKOM -

i ] |
BWSKOC"I‘I. KHHCMATHYCCKAS {IPY TeMIepaType

g 5
207 Or 220 1519
’l):;uza ses I HPEIOMICHI HPH TeMIIepaType Or 15150 110 1.5180 15155
- ‘ ; ar - 049
Koaddinmenr nponyeranis macas, % He menee 70 440 nw=94.9

540 1 — 1000

Madepenonnoe Maco Jerko yJansierest ¢ IMOBEPXHOCTI HpenapaTa, (POHTANBHON JMH3L M ONPABKL OOHCKTIBA;
MHEDTHO Kl OKpaIeHabiM H HEOKPAIEHHLIM NPENapaTaM.

Yidkonka - quiakon-KallelbHBIa BMecTAMOoctsio 100,0 M1 06¢cHeuHBacT aKKYPATHOE 1 DKOHOMHYHOE HAHECCHHE
MdciIa Ha Ipenapar.

Cpor repnocTi — 1,5 rojia ¢ IATHL H3TOTOBACHHS!.

3. TpasenoprHpoBakie U Xpalteuse
TPaMCHOPIRPOBALHE OO NPOBOAMTHCE BCEMH BHHAMM KPRITOIO TPAHCIOPTa B COOTBETCTBHY C UPABMNAMA
HEPERO3KM IPYS0B, ALHCTBYIONIMMEI Ba JEIHOM BHIC TPAHCHOPTA. XPAHCHHE - B YIAKOBKE NPEITPHATIA-HIIOTORHTEIS #
np()\;mlnm MECTC UPH OTHOCHTEILION BirdKHOCTH BO3yxa He Oofice 80% B Mecrax, 3allMIICHHBIX 0F BOBCHCTBH
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CERTIFICATO N° 505DMO05

CERTIFICATE N° 505DM05
Si certifica che il
this is to certify that
Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
| . implemented by

| NUOVA APTACA S.r.l.

Via Monte Bianco, 4 = IT 20900 MONZA (MB)
nella Sede Operativa di

Operative Unit

| - Regione Monforte, 30 — IT 14053 CANELL (AT)

e conforme alla norma
& in complionce with the standard

UNI CEI EN ISO 13485-2016 (ISO 13485-2016)

‘ ' per i seguenti Processi
1 concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biclogici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnostici in vitro.
Management of manufacturing and placing on the market of sterile tampons for sampling of biological spe
natural orifice and in surgical field, Design and manufacturing of diagnostic medical devices for analysis lab
Marketing of medical and diagnostic devices in vitro.

Il presente Certificato ¢ soggetto al rispetta delle condizioni stabilite dal Regolamenti per la cerlificazi

Ihis Corbifivaie shol sotisly the sesiliremetis sstablished in the Muas for the corgilieation in foree

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente cer
i tases of discrepancy between the languages

cimens in
oratories

in vigore applicabili,
fals

nto alla lingua ilaliana

wsed 1 the rosioivn of the content of Wi crtifioatn, pleesse enfer i Mie dolian fenpmane

L’AMMINISTRATORE DELEGATO
MANAGING DIRFCTOR

[obets Gl

Dr. Ing. Roberto Cusolito

Data di Prima Emissione - Data di Prima Ernissione ITALCERT Data'di'Rinnovc_J Data di Delibera Data di Scadenza
First fssbie Dare First fsstie Date 1TALCERT Renewol Date Deliberation Date | Expuration Date
2007-10-30 2011-10-30 2017-10-30 2019-01-04 2020-10-29

ACCREDIA &
LENTE ITALARO T ACCREDITAMENTE

564G N° 0234
Hamaen degll Accordl d) Mutus Ricanoscimente FA, IAF & ILAE
Signatary af €4, IAF it ILAL Mutial Recognition Agreements

336 ~ 20126 Milano (M) | tel, +39 0266104876 | fax, +39 0266101479 | wwwi.italcert it | italcertsri@leg

ITALCERT S.r.l, | Viale Sarea, almail it



Biosciances Europe

Dec:]aration of Conformity

HL-7-0664DC DO! 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirement and Annex Il (EC Declaratlon of Conformity) imposed by
sections| 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. |Access to the appropriate technical fl‘les will be made available to the
appropriate body in the event this is required. |

Product | Desctiption GMDN

Code : Classification Code
\ |

5267L Thromboplastin L 55983

I, the undersigned declare that the devices reglstered against the above GMDN
Ciaasﬁmanon Code conforms to the said Directives.!

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{ﬂ M/% Date: 06 Aug 2015

/ . —~
Tel +44 (0)191 482 8440 Heler?a Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-hiosciences.com Gatejshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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i
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.
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Declaration of Conformity

HL-7-0512DC DOI 2015/08 (5)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Ill (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN

Code Classification Code
—_— |

5556 Clauss Fibrinogen 50 55997

[, thfe undersigned declare that|the devices redistered against the above GMDN
C:Iassificejtion Code conforms to the said Directives.j
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Clauss Fllirinoge
Inslruclions far as

an

INTENDED USE

For e wuunlilalive dolermmiion of finmoger, based on the Glsuss medhod, » amsn chstm phsms
on Haloru Ssslanen Eu (=3} l'-wmlinllnllsyulnm

Claugs Ftmmogen 40 b8 viemded for i asemisive. defermimabion of fbrinogen i human plasira
Clamd’ davoliped a simpls|mesor ke lhe quarktsivn detonminalian of fibrinogen by measuring the
clolling lima of giluta plesia ilar e sadisce ol Thiombin (=30 NIH unilsimLl, This clot tma is
preporhanal to Ihelibenzgen cancemiascn. Leveis of lnagen can incizase as a resull ol inflammalion,
pregiancy or am| contngajive ua®. Dacvmuid lynls eall e loupd in certain slales such as liver
dsease and OIC Lanuigiul dsfcinaay Inchudu stisliganimin (no deleciable fibrinogan),

fart mgfmL i and m fabo

WARNINGS AND PRRCAUTIONS

oo 0 @i ki oie fo i o dagnasic use ooly, . B0 NOT INGEST. Wunl glaves
) all Wit somgangit, Rty 1o I piodect safely dala shests for rink and saloly and
nturmarigo. Plasma products ke tingn soruaned and feund negativa funlngs o.mmlh— slatail
Wi box o vial) ¥ the presenco of Hupuds B kﬂgml Nn—lul HIV 1 anc 2 anlibody and HCY
vy, nikuad el Ahouks it g

COMPDSITION
Componen  Comenl Descriplion | Preparalion

Thigemnin Gy d il (HEF 5556)  Containg sapiosimalely nswnsmme each vial with!
SONIHEL G2 |nei’ 5556H) A0 [EF 65541 /100 4 mL (REF 5556)

(HEF 5556H) unils g, ﬁEF SHEEH]
toyne lcamisn with bf puriligd watur, Taka can
winb@sea, whan pipetting tis avoid
pontaminalion, Swel gamly nnd
bliaw ta stand foe 15 minulas.
Mix well bnmediatiey belorg
Ui, D ot shika,
7 01 L (REF 55 opeso 1 ml ol Paerislilide aach wial wilh
1 x 1 ink (REF 65600 freprlized naimal exacily | mL of puilling wtar
Tuman plssma ossaped  Bwill genlly and allow io stand
Roi Wt il far 10 minubes. Mix grntly
bifors uae. Oo ot shake,
HEF 55581 Coptsi 25 mil ol Thi tulter e rescy lor use 2
ALE ERSRH)  bulloe which contame packaget
tailal anci ancium
t:hifice and sodium
aaiffn o presgraafive,

Ech bl contaivg Inslitione |of ves,
Exch kil comaina ol spacife relerence veues nsarl.

ITEMS REGUIRED BUT NOT PROVIDED

Fular fo e nglnmntt Doiessoe Mol dndise appbenlion nale-lor apmopinte nsushors. The
! if i Ihi st e i aiabin s Gaparla o

REF 5274 ' Clhund Fiinnged {Trinmiin antyl

REF 5378 Fituinogen {Trenmbn anty)

REF 5378 oo Calishier

REF 5575 Gl Bllor

CATORAGE AND STABILITY |

=ct it e atabls unlil ise Evan sy dale whon stored under candilkang indcated on Me vl

Pt

Eanyibind, Ihe S b slnbin bar 8 howrs 21 15 ~*A0CE, 1 wosk
1 manth g -20°C.
teitad, I poigent te Slable 3 4 hours i 3 =*R'C

SAMPLE COLLEQTION ANI PREPAHATIDT

Piasiiz or s hcomséd glass spauld be used thloughoul, Blaod (8 paris] should be collecled info 3 2% ar
3 s i i<osgEnt (1 pal) Sopuae e aller Mlllugnnm al 1500 x g for
15 s Pm 3 ahoudit Be kept al ‘2 <150 or I = shniiid be completed wilhin
& bisurm of sanlt Eukbcion, g plasma can it scees prum ) 07T ol 3 ks at TO-G for § monhs.
Thaw quickly at "37°G prlor ta fesling. Do not sean al TP fie mees thas & minuts

PROCEOURE

Ralm w1k approg
B et Euope |n| L

te injiriment Cpacaor Manesl fon getglud esirusonn o soniacl Helen
I =peilic apgicalion guides.

WTERFAETATION OF AESULTS
haalifvy mudt ava 150-350 mgrdl, (1.5:5.5 g%

Erpaciad vaues S hbenag

LIMITATIONS | i
Iiti: Bicrmdation producis 100 ma/mL may cause faksely low
Sl cuve valuss I Ihe palienl samples, ro-assay

Hapatin levals.ad ff uriLsiml, e 4
a1 valups il e
il 7 Biing umbus

QUALITY EONTRO |

labisatiry shauld estasiish 2 qualily eonfrol program, Hedinidl sl alstummal tantrgl plasmas shauld
st [mor o s bath ol patenl samples, |a Ansurn SABERCIDY INEILMAN 1% gl
aectfetiien. 1 conlvis da ncf pertorm as expecied, palierd resuls shousd be conaiead ivata, Halana
ihseziances Eonp sunply fni ollowing conlrdls avavlabVE e kit wilk T procust:

i

REF 5301 ‘ Speatialiy Assaped Corml N
REF 5302 | Specilly Assayad Corlfol A
REF 5186 | Raulina Canlrp! N

AEF 5187 1 Fouline Canirpl A

REF 5183 ‘ Roulinu Conlrpl SA !

|
REFERENCE VALUES |

Relerence values ng vary
\his reason each laboratory chy

wen laboialories dependng on Ihe tachnigu=s and syslems in use. For
il eslablish itg own

PERFORMANCE CHARALTERISTICS |

sewicss Furonn | of Iheir rapresentalives 'have delarminad |he lollowing periormance
415 44 | guileisse Each laboralony should eslablish ils cum peiformance dala The Clauss
10 gve & Inear calibration lrom 1.5 - 6.5 g/l

Reproducibillty |
Inira-assay precisjon

Inter-pesay preciskin

Fibrinogen (g} | [ -] Fibrinogen (gA.) n V(%)
124 | 4 aEm 1.02 10 6.17
am | 362 | o a7
AEFERENCES |

| Clauss A (V9§7) Bt By des Fibninogens,
Acta Haemaiph, 17:237-24i

2 Shaw TS (1077) fssayn lor Filuiisgern il s Dervativen CRG, it Rev. Gin Lab. Sai,
B145:192,

3 Gimcel and Laboratory Sinrcorit i 25 i, Tranpurt and Pracessing of sma
Specimens lor Testing Assay:
Approved Guldel e, 3.-. . <:L= |u1-na

4 Scully RE el gL (1983) tiremial Rataraa L iy Vikss. M!N.Enp‘m;l dourral Madcma,

302{37).37-4
Okuno T, Seldnio V 11872} Frasma tibrinbgen delerminalion by aulomated thanmitie lni
Ameizan Jotnal of Megical Technology|38(6):195:201

Clauss Flbrinogen 50
Fiche technique

UTILESATION

Sl b b adorminstion quulllll.llll'n 1] Imlm:gulr:. Rkl I mittsodn g CUAIRE. (hns 1. plagims homilin
el avuc lna analy Eiopa MG, C-1, 02, 0
La kil do Fmrm]nna aura S0ous uihee pose I e qUETRAlE du ibrapdie dan de
Plasma mumain. Clauss o gévlupod win mdihad gmgla dn déterminalion quaritstive dv koo
B mEsurart i Imrpe dp Eoaguistion de plasma cilub amis U de Theomin [>30 bibds MIHmLL Ca
g e 1l il ER an [trinaghnn, Le Wnig go Bvinngéng pmd
pagmeren e 1ason dnn inflmmation, dne g @ de (@ Eise do conircenlils anmy’. Dex
fau. deinuts canl eoleda dans caraivs patologies: cominn uon maladn cd foin e unk GO
Lalibtiropingne (psb 0y bbelougboun  detooisble].  Phypolibrinognimiv =1 gl ol 14
dyRebny mpideule de Absinogane nornaluh sl en ancmaled Congénilies

AVERTISSEMENTS ET PRECAUTIONS

Los téac du K8 sonl b usige degnodlic b wino urigunmend < NE PAS INGERERL Mares dee gontu

Duur |8 masdasaiion di Kous Iy compoaanta. Su mpmedar Ao e da drsa dop compazanls s kit

pour b maniputation el I'élmiaolon, Un teasiage des produlls 3 base de plasmo @ 660 réaZan a1 a domiz

o rhsa ndgaW {saut lncicalion conialng e la Lty du kit uw sir In liaoonh pour es ailigines do

I'!m[uﬂo B {AgHEs), Ing anhcoras ank VH 1 el # e anlicalps amh VI, as meiget bl ndcm e
dar Avng Ins mimas ! dn itasma hurmain,

COMPOSITION : !

Préparation
Hecunsulusv chaque Mg

Composanl ~ Conllant Desariplian
Tivombin.  5xdmt (REF 6556)  Ghagus liscce contient
SONIH/mI.  5x2ml (REF 5556H)  =mian 200 [AEF S5661/  avec:

100 [FAEF S556H) wndlda 4 ry\L {REF 5556)

s Therrtins bavine 2L {AEF 5556H)

i arktinnie e d'anu dislilée. Faire allasiion
slabiksatours, lors du pipetagu puii éviler
i loule conlaminalion. Reliuer

doucemenl el laisser ieposer
15 minutes. Bisn mélanger
juste avant ullisalion, Ne pas
Sgler
Fibinogen 2% 1ml (REF 5556)  Chaque flagan conlienl  Ruconsfiluer chague Mlacon
Calbralor 11 mL (REF5556H) | mL de plasma humain  avec oxaclement 1,0 mi.
normal lyophiisé doss ~ deau distilles, Remucr
pour los laux de doucoment el laissor repasac
fibrinogéna. 10 minules. Mélanger
doucemsnl avanl ulilisalion,
Me pas ayiler,
Lo tampon est prél & Femplal,

Owren's 2 x25 mL(REF 5556)  Chagua lacon contlent
Bultar 1 %25 mL (REF 5556H) 25 mL de lampon
camlenant du Lasilal ol
dlu chinnue de sadam
siidifianna Cazile oe
sodean comine
conbeHlaLE,

Ghagus kil conlisn una liche lach
haes ki conlisnl yainu s dn isdsimat sanibiess d lal,

MATERIELS NEGESSAIRES NON FOURNIS \

Se rélérer au manuel dulifisalion de Iinsirumant al/u aux noles d' apphcaum pour avair des insiructions,
appropriées. Les réaclils du ki sont aussi disponibles séparément:

REF 5074 Clauss Fibrinogan (Thioinbin only) i
REF 5378 Clauss Fibrinogen (Thrombin only)

REF 5379 Fibinogan Calibralor !
REF 5375 Qwren's Butter h

CONSERVATION ET BTATILITE
Les llacons non ouverts sonl stables jusqu’a la dale de péremption indiquée s'ls sont conservés dans les
ki Infigus ek W Potigualle o el ou du Racon

Thrgmbin: 5 NIHAmL  Lie 1616 siconalid, s mazill es) siable 8 heates & lempetolas smbinile,
airing unirn *F ="B ol | oy i -2

Fibsinogen Calibrator  Une fols reconsitué, ta réaclil ost sable 4 haures pire *2 -8°C.
Owren’s Butier Gonsarver enire *2*8°C una fois ouverl.

PRECEVEMENTE DES ECHANTILLONE

iz toul a0 T e peslhvemast g plasts o 0 v wicend, Mélanger 9 volunes de sang el 1
Wk dhe cTrabe 4 sod e | 3.2% ou 3,8%. Begiarer o plasmu aprés ceflrifugalion a 1500 X g pandan!
15 trittgs. Gursservar | plasma erers *2 3G gu "1 —*24°C, L'analyss doil lre ferminée dans las
4 ures survsn| In izl do [Eshiniln Be, | a3t pozltle de dongsler le plasma 2 semaines.
200G o0 0 mais b <700, Dicangalor tapldemasn & *37°C avant do réallser I'analyss, Nb pas laisser &
37 pluk dee 5 minulas®, !

PROCEOURE

Consulter e manuel #idlsatcn di Frsiumenl appropiié pour oblenir des insiruclions délallées o
conlacter Helams Hissinncns Eunapa phur cblenir des noles d'applicalion $pécitiques a linslrument.
INTERPRETATION DS HESULTATS |

Le laux prévu de hbm\ugens chez un adulte sein esl de 150-350 mg/dL 38 5~3 5 giL)

e

LIMITES l |

Dea taux dhepating 0.6 uniéeiml, of do produls da cégadsaon linnnclyliqus »100 mgiml pauverd
dannar i quandfizalion du Sbrinogting snonament besa. 5 las valniis de Tacharlion palinn) ==
aituert ors dos weours: de f courhe dEtaloonnge, riakser i noeves Tinsyes on ulilgan |3 dkson
SnnropiEs oour bes smuret 44 4 phga da [ilon,

_cON'I'HﬁL! QUALITE

Chaguo boratore dail Alabl un prograsnmit 06 contelile quike. Les fusmay de o, paima ot
annmmi, doivenl #ire st VAN Ciequa ol dechantiions patienis 20 de sassurer i lnztrmnont
a Popdeataus ilon! gea paelonmances saiiitasances. Si v conirilos no donneal pos fes psmsts
pris, los ioGuRats du palien! datvent Bife conaidires comme ron valables. Hetunk Bioscarcess Fungs
ciairibun es conindies suvania b wilser avec co protull

REF 5301 Soncksity Aszayed Corel M

REF 5302 Spncisily Asrayed Contrul &

PEF S100 Ftiting Conrol N

REF 5187 Rouline Ganlral A |
REF 5183 Rouline Control SA

VALEURS BE REFEHENCE '
Los valgurs e rélérancel peuvent varier dun laboraldite 4 'auira suvan kg techniquss ot los systémes
ullisés. Cles! pour celld raison quil apparienl 3 chaque laboraloire da déterminer sa propre plage
normale.

PERFORMANCES |

Hulona Hinsrsences Eu 0U mas reprassnlanis pnl dalserenn & lis ndicalil (es perlormances
sEciios. Chnque rahmaldre i filablic 448 peapees doeanides de perormance. Le dosage du
Ibrinagane-eal congi pu\h donner iy #akannagn B see s b plage 1,5-16,5 oL,

Heproduciibiiiie | |
Frdoislon intrnesérin | Pricision inlerndrdes) .
Fibrinogéne (g/L) o cV(% Fibrinogéne (g/L) n CV %)
124 5 4B 102 1 607
a0t 5 358 E 0 378
REFERENCES

1, heuss A{158T) Sehrd de 1 o

Acta Hasmand, | T237-248

% Shaw T5 (1677} Aksays lor Fitrinognn and be Unrvalives SRG, G4t Few. O Loh Sl
0245900,

3 Clivical and Labtalaly Stndugs e (7000} Tramspatt s laad
Epecimens for Tasling Plasma-Based C\'Janlllhhuﬂ Asgays el MoBculRe Ilﬂﬁﬂ-ns‘.nk‘s lﬁaiyl
Appravind Guitialing, S sdn, GLEI- H21.A%

A Bouly RE ot al, (1888) Noenial Tielarence Lub\.‘aulw Villnd, N Erigland fouenal i,
anzaty:

5 Qoo T, Salanko V (1§72) Plasma by 4 Timn,

Amsican dountialof Maddcai Toehnokgy, 38{5)1105-201

Clauss Flbtinogen 50 .
Anisilung|

AHWERDUNGSHEREICH

Firr die quanilalive Bestmmung von Fibrinogen nach der Methode nach Gluuss m menscnl
Clicalplastna 4ul tem Helena Biosciences Europa AG 4. C-1. C-2. G-d -Ger nnungssystaman
Das Clabss Fibuliogen SO die det quariiiven Basimimuny von Fibrinagen m Humanolasma Clatss'
entwickelle 7|s quantiativen Brstim fibnnogen ene enfiche Meitody b aor Ure
Ganinmwagszni  von verdlnnlem s nach Zugabe  von Thromhm gmmasgen |
(00 Wi ). Diese isl rar Fit

s duich Enlzinduy, Sehangershot oo, Emnahm» o i Ve
Vatminder| wird as durch L un

sl

eem Mnonyoal

{<1 mghnL und O

UMD VORSICHT

D Hisgengipn dieses Kiis sind nut zui o vitrg Diagnosik hesmml NICHT ENIFEHRIEN
Usngarg terd | Jan Kil-Komponenten ist das ragwh von Hanusehinan nﬂou‘evluh Sk e

mit u
Evfsoegung. [a Plasmaproduklae sind mit nuqallvsm Getund aul Hepalihs I3 Almqp\ ‘uuan, Wy e
HIV-2 Antddipies und HGV-Anlikdrper galnslal wordan (wenn nichl aut Kil Varpackung ade! Flaschraan
andars twgakefl]. Sie solian Iralzdem mil derselben Vorsich) win humane Plasmapioben behandeli
worden

INHALT

Komponenle | Inhall Beschralbung vartareilung

Thrambin 5xd4mL (REF 5556)  Jedes Flaschchen enthall Judes Flaschchen mil

50 NIH/mML 5% 2ml (REF 5556H]  ca 200 (EF 5556)/ 100 4 mL (REF 5556)
(REF 5556H) Einheilen 2ml (REF S"SEHI
Rinder Thiombin mil asiilieries

<pnlamalan I\e‘m
Sipellicren venneiden
_eichl schwenken und
15 Minulen siohen la
Vor Gebrasich gul
mischen, Michl schilteln

Slabilisatoren

Fainugon T4 0 mL BEF 5331 Jadas Fidschchsn enthall ledes Flaschchen m

[T + w4l [REF 5536H] 1 mL lyophihgienles ganav 1.0 mL destillieriem
normales Humanplasma i Aasser rekanshiuieren
bekanntem Fibrinagan- _eichl schwanten unr
Gehal 10 minuten slehen lassan

var Gabrauch Ieicht
mischan Nichl scl:ailefn

Owren's 2x25mL (REF 5556)  Jada Flaschs enthall 25 mL  Der Fulier Ist

Buftor 4% 25 mL (REF S556H)  Pufier aus Barbvlal- und abrauchsleng veipackl

uiieds il

Hatnumacid al
[

o K mell mn Gateashss g

Jodes it ainall chirgnnanesilischen Ratsreenion

MOCHT MITGEL IEFERTES, ABER BENOTIGTES MATERIAL

Zur Hedinung siehe Badienungsanieilung des Gerdls und/oder Anwentlerthnweise, Die Rengenaicn

dieses Klts sirel auch sinzeln erhiilic
REF 5374 Glauss: Fibrinogen [Thrombin only)
REF 5378 Clauss Fibrinogen (Thromh 1 only)
REF 5375 Fibtinagen Galibralor

REF 5375 Owren's Bullar

LAGERUNG UND HALTRARKEIT

Ungedlinele Fiascheien snd inler  den aul Verpackung  oder  FlasaRthen  angeqabeam
ht i

" skl
Thrombin: Nach Rekonstiution 151 das Reagenz @ Sluaden bar Raumiemopritur 1 Wackn b
50 NIH#mL *2-'8°C slabl oder | manate ber :20°C stabil
Fibrinogen Rekonslitier! isl das Reagenz bei enar Temperalu von 2 ~'8 € 1 J Shncan

Gafibralar stabil
Owren's Bulli|  Nach dem Olinen bei “2 —'8°C lagern

FHOBUNENTIAHME UND VORBEREITUNG

Nur Plaslik oder Siikonylas verwenden. Blul (9 Telle} solle i 3.2% oder 38°: Natumelnal als
Antikangulanz | {1 Teil) sninominan warden 15 Minulen hei 1500 g zenliriugmien s 1asina
abpipetiieren. Plasma bei ‘2 ='8 "C oder ‘18 —'24°C lagamn Plasma sollie inerialb von 4 Swndyn
verarbailsl oder %=t fa#oren bar -20°C Iir 2 Woclien odar -70°C fdr 6 Motial gulagorl werden Yor e
Taalen screl bl "37°C Aullauan. Nigh fanger als 5 Minulgn bai *37°C belassen’.

VERFAHREN |

Gerals Iir genave

o5 cder wendea Sie
fiir spezielle 5 Hirnwaise

Stk cis.
sih an Halpng

AUSWERTUN{ DER ERGEBNISSE

Fibmninges T I gesundan sind 150-350 madL (1,5-3 5 i)' 3
EINECHAANKUNEEN

05 Ei und »100 my'mL konnen faisch 1 edr ce
Fitvinnen-hieqgen ergeben. Lisgen ber Falientengroben de Viede aulemalb der Slandaokure. aie

Proben smnewi| mil verdinnlem Plasma lesten. um die Werle in den Bursich der Slandudzuive 7u

bringan

GUALITATSXONTROLLE

Jodss Labar mhyss i eine eigene QualiAlskonlralle sorgen. Vo |edier Tasicaihe mil Pa.-en\mmahe\

missen nomijia und palhologlscne Konlrollasmen gelasiel weden um emna zulneren S

d Bedienung zu Iogen ¢ie Kontrollen au3erhalh des Nounhare crs
trigzn nichl 20 verwanden i Verbindung mi dizsein Produzi hiet Helona

mE-i-epe-Jir talgondon Feesinll

REF 5301 Speciahly Assayed Conlral N
REF 5002 Snensally Assayard Conirol A

HEF 5186 Routne Conlrol N

REF 5187 Rouline Controf A

REF 5183 Brutine Gordend

REFERENZWRATE

Aslsspripwite (Kinnen je nach Technik und venvendslem Syslem von Labor zu Labor unturseiver i h

Skt s s Grung sollle jedes Labar semen eigenen Normalweribersich e1sielian
LEISTUNGEEIGENSCHAFTEN

Che ludgranifars Led vaurdan von Hefana
Frebinun mrlah Jeda Labor muss sene eenen Ylerls enn lieh
Cia Fitsinagur) Tes! €1 50 konzipien dass sich eme lineare Kal Lraiion von
Aoproduzismrie|
Intes-ausay Pristclon

5 Bstnfie om0 v Al i

GEal e

T

Inter-assay-Przision

Flbrisagon igh.} LN ) Fibrinagen (g/1} n Vi)
124 5 daw 102 wo sz
aot 5 asy a6z 1 3
REFERENZEN|

Clauss & | 1957) Gerinnuagspysningische Schnell methode 20 best nmung des Fan age <
Acta Hanall 17 237-248

3 Banw TS [10F7) Assays tor Fibaengen and i1s Danalezs CRC Crt Hew Cia Lan Ser
TREERTS)

1 aevenl pod Laboralory Sland qrds Insiiliyle (20081 Colterinon Trarspmil ard Piace
Eanrennils lor Tesling Plasme Based Coagulalion Assays nd Molecilus Haemoslas s
A= Guideline. 5ih edn. CLS( H21-A5

4, Eay RE ef al (1980) Nornial Relerance Laboralory Values, Nen England Journal Meacue
302313748,

5 Dhuma T Sulenka 4 (1872) Plasma fibrnogen delerminalion by aulom zd Inrombis himis

Amrican daurral of Mt Teshnology. 38(61:196-201




Clauss Flbrinogen 50
Islruzioni par l'uss

USO PREVISTO

ngmlrr.ﬂl-ti-r unnliialive sl tminngano kacanda | melods dr Cloiss greserde onl plssma gl
urnanis i satem g cosgulazons Halana Biosdences Europe AG-L C-1, C-2, G,
i g J brincgerin Clauss 50 & alal funruita par la dulormimazin qunuumw: dul finvageea m
wiagma umanc, Glauss' ha Mess a punle un ssekics metodo per a det quanitativa da|
Vrnngame migsiido il tempo M congiazane dul plasma dhils o lngulln nlngqm\ln & Thrarhin
(30 Kit] Lnikini}. Queslo lempa o win ol Bbeincgann: |
Il 0 lEminegons. patsorin swnenlane | Sogulo | ud umumnmmw. yrwddonzs o imoingo di
conirnczamut ail, Lival ndelil o) \mimagare ssno fsc ¥ alcunl steil coime sd essmpin 1
bk wanehie ¢ (3 DIC, Tra ls covenee oanganile doiiiane rnuh el [assonzs 0 thebiogers

rlavabss), I'y B o fet i) w1 Ak,
AVVERTENZE E PRECAUZIDNI ! |

| ipigant contenuti in guddlo kit o i} uffa o Hlga 0 wivo - HON INGERAITR;
Irdassary i anta Vagps o kil f:ll ! il

Pt pyminne W nsohl B Sonezza sl del rodulil

plEmatic =on Glal esaminl dinds esili reghing |s.||w n-#mamwmmcam sy wuazlunn dntil
fnconal relatramenlz i piederda dellinigan dud'apatile B (HoeAD), il aiicopo ani-HIV 1 o

COMPOSIZIONE

Componente  Conflann |
Thrmms % 4 b (EF 5556) | Bl Lol
G o3 wd (FEF B556H|  Appmsematvamends 200 | oon:

HEF E556| £ 100 (HEF a mL {HEF E&56}

S556H urilih ch Thomldn 2 il (REF 5556H1

hovia con siabdzzain di ncqua cistitate. Durars

A pipattagylo, preslane

allenzianz ad estiare
cantminaEiv, Agitain
dalgutamante & lnsgam
sipesate pet 15 miniill.
Mitzelare bany

Praparazions
by ool Lipois

i | avunudlal gl piling

| deitusa, Man Gouptese,
Fibnnogen 2ix 1 ml (AGF 5556} HAlcowstuirn ogry #aconn
Calibralar 1% 1 mL {REF 5556H) can asallamants 1,0 nd di

wtgun Sl Agitai

delicatamente e lasciare

tiposare per 10 minuli.

! Miscelare deficatamenle

prima defl'uso. Non

scuolere,

Il lampone & pronto all'uso
cosl oma viene tornilo.

Owen's 225 mL (FJEFssss) Dt Ructing coemienn

Buller 125 mL (REF 5556H) 25 m h Iaimpann
sofumnonis harbial o 3o
shitie con Ao Alide
M TGRS

rgm kil Gariene un Istwuzion per fuso, |

i jalic.

MATERIALY NECESSARL IM 1Ok I DOTAZIONE

al tnardalu Glanme o g L b e —
spmhme. \mager}h Ganlancil in questo kil sorjo dispontili ancha romd maleriale separafo:

REF 5374

Glauss Fiiinogals (Thrombi on'y)

REF 5378 i Ehauies Fibrinogaf (Thrombip only)
REF 5379 | Finiinogen Calbralar !
REF 5375 i Gwrer's Buller

CONSERVAZIONE £ STARILITA
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Uwien's Buner | una lnua aperto, cangervare a 2 —'B°C
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RACCOLTA DE| CAMPION! E PREPARAZIONE

Nel corso dellinista proceduta & rwiwizanc lulinzzare plastica o velrh siliconlzzato, 1) sanaue (9 paril
dve ok ragcoka in indw ciaio sl 3,.2% o al 3,8% come anlicoagulanis (1 parta). Saparars il plasma
i segueln & covdiligaziane | 1500 v g pes 16 minuh, (| plasma devs easers consavale 0 2 ~"8°G o

IR TR | e o IR I'-¢|'||II|:I'||I Ao 4 oiu dala sacealta del campinnd; i allasnativa, §
olssmi puo essard vonservafo cangelalo a -¢0°C per 2 sellimane o 2 -70°C por 6 mese, Devongelare
cap-dament2 a *37+G prima dieseguire i tes!. fon canservara a "37°C per alfre 5 minul.
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Precisione inlm-cj‘nsaggiu Precislone tra [ dosagat

Fibrinegeno (gL), 0 oV | Fbrinogeno tgh) n o ovew
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Clauss Flbrinogen 50 23
N 82
Inslrucciones de uso
USO PREVISTO
(7] cuaniiativa de Torindg i Ci: dnl plasma Tumena cliada on
slsteinas e coagulncian Helens Bioiclancas |>umnn.i\c—| 1. G5
E1 Kit e Fibringgeno do Clauss 59 asts presialn gt la delerminaci it 4 e o0 b

plasma humana. Clauss' tasarroiki Le miiledo skpl para (a delerminaciin cuanbituln's g flrndgens

midiendo @l fenipo 03 cargulactn dal s dwluldu después de In adicdn 09 [heombin
(>0 unidades NIH/mL). Eata Haf de al de lirindigmin
Los riveles de binégero pueden aimontar camo onnsecueﬂcln Gl inflamacion, embarizo o uso do
anticonceplivos oralas?,’ Pueden nivelos @

hepalopalia y la CID, Enlrs las deliclendias congénilas eslén 5 afibrinogenomia_(sin fibrinogano
deloclable), la {<) mgimL) yta (molécula de libringeno anormal).

ADVERTENCIAS Y PRECAUCIONES

Los rsaciivos conlenidos en asta Kil son sdlo para uso diagndstica — NO SE DEBEN INGERIR. Usar
guenins pare e 00 06 cormpanemen del Ki. Consultar |a hofa con los dalos de seguridad dal
producie acuics ce log sinsgos, swson do qngmldad ¥ conselos para gu eliminacién. Los producios
plasmélicos so han somalldo a pruebas y han resullado negalivos (a monos que e indiqua alra cosa en
1a caja del ¥l o en el vial} para la presencia de aniigeno da la hepalilis B {HbsAg), anticuerpos do ViH 1y
2y anlicueipo ds! VHG; sin embarga, dsban manipularsa con las mismas precauciones fque una mussira
de plasma humana. |
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COMPOSICION |

Componente  Conllans Descripclén Pteparacion
Thrombin: 5x4mL(REFS556)  Cada vial canliene Roconstiluya cada vial con:
SONH/mML  5x2ml (REF 5556H)  apioximadamente 200 4 ml (REF LSdi)
(REF 5556) / (00 (REF 2L (REF 65544
5556H) unidades da da agua pu deiita. Tenel
Irombina bayina con cuidado &l pipaleat para
eslabllizadores: aviias I EoULenIFIREGr.
. Agiar suvemonie  poimilc
U rope i
15 minutos. Mozclar bian
irmodialumente ardas do
wist, Mo aghar
Cada vial contiens 1,0 mL  Rconslituir cada vial con
exactamante 1,0 mL s agua
dgslilada, Agilar suavemenls
v permillr qus repose
durante 10 mnulng. Mezclar
stlavamunie anle te su
u;‘: Ko agis,
EI Lamnpan winre envasado
||§‘|I.) arn usnr.

Fibrinogen 2 x 1 mL{REF 5556)

Galibralor 1% 1mL{REF 5556H)  de plasma humano
normal liohlizado
ssludiado en cuanio a
nivelas de librindgeno,

Owren's 2% 25 mL (REF 5656) Cada lrasco conlisna

Bulter 1 x 25 mL {REF 5556H) 25 mL de (ampén con
barbilal y cloruta sbdico
con azida sodica como !
conservanla. |

Gada kil confienn aeruccines di Lo,
Dt kil contigna viares de setesprcin papecillinn imsracos del (ote.

ARTICULOS NECESARIOS NO SUMINISTRADOS
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Tecr-cuaremn "Onpeasnerdune ubpuHoreHa MeToNOM
Knaycea 50"
HHETRY KU

TPUREHEHWE

Tecr-tusctuna | Dnpananise hufipikorela MeToaow Knaycca 507 Npenliaanaieia ana neonenenus
_ 0 Knayccy @ npaalie Kpobis uenopesa 11a

ATy hTAK NROHIRDAGTHA KOMAKUM Xanara C-1/214TAG-1

Toormuc tnui Onpanims GUBPIHOrenI HBTOLoI KNoycna 50" NPRAHAIAAMGHA DI (ROBELRNAR

no Knayrey 8 nnsaue  KAGB uORONLER 1w

Soarmowapny. MeTan Knaycoa' — MPOGTOR METOR KOMWIEGTBENKOM JPEOEnGHAn Dampivoren

Douans 1 HIVEPERAY BpaISHY crycTie. Meton N paareneiman
ARAING fiEcnd Q0GABNAIMA THOVGMIIDAOTO pearenTa (> 10 MEfwn). Bpakn uﬁpajasamln cryerea
pouemy G HOXEY yuRne AN

B, (SLAMORHOGTW WIM NP MDHEMB MBMORGMNLHKY KOMTPOLANIMEOR’  Flakse Tave-ini

MOTYT HABCIJATIGA NPW AABONERAHKAX NeverM W EC. Waweliekke conepxankn mmpmum«.l v

FINAGUE ATUGAEET GUBTHOCTAKO BPOXIOHKLIL ASHHLUTHAIX COCTORKIIR NTIONaR Ay ISAHOT o o
Inpemigo ¢ 2iiee
1 sarnan e ge & Monekyne

MREAYAIPEREHAR W NPEAOCTOPOXHOCTH

:nammnmuefn ] Hsﬁnpe NPBAHAIHAYEHK TONhKE ANR MWl DaArHosvau Mpa paboin o

lago; JaUWTHYO OAEXAY (ONIIOPATITMS &
DR WP nnacmkoaua NOPUATKH U TN} OIMRKOMETECH C WNCTDV<UNEl a0 vepaw
A Ona3MbI (TAGD POATDITA) 113 CONBPNAME AInIEIA
nirryea rmnaria 8 (HBSAQ). a1en k HIV | Il autieren w HCY A0 01 piaTene el peayTar (1
MGKAON@HU, CTIM NOGNIEANEA HE YKAXIHO KO YNAKOBKE Wi (HNAKOKE) TRIa HE 1iera0 NPy PABGTe £
HEAMAM GIINGIET COBMONATS TAKY-0 X GCTOROXHOCTS KK W DM [AGATE G OBRAIIN MANN ! KOO
4enosaKa.

COCTAB PEA[ T

KoMnoHeHTes | Coctan Habopa Onvsanme Npurovannenmo
pearentan
TpoutuHpeki| 5 x & un {Kar. b 5556 £OAGPKMT 200 BOVHAL  BHECT BO hna<on

A0 wn KT b ﬁﬁsm s
20 mn (KaT Ha 555
awmnmmouauuuu
11BUDINIAPORANI O
o). CcTopowin
NEpeMEWATY 1 0C1D6N T
i KOMAATHOA
“anneparype o faagnne
1S wiyn Mepon
UCADNK30BAHEM ilie AT
nepeseutats |le

Peargnt: 50 | L 2unikar NeRSSANT (K Y 5556) /

MEfin 100 enuu (Kar. N
5556H) Buiibero
TROMGMHE CO
CraBunuaaTOpaNU

_ T T
Kapfipatop | # e 0w Ho. N GEER| Conapxir 1.0 Mn [BHECTU LD AWINKOH 1.0 1
nfpusiarans | x4 s (KaT. S SESEM) i it unn
nnaaue A800ul
wanonaka O roDo%HA NepemeniaTe
artecTasamoy no W ocTaEMTL anA

1501HaT HON TerIEA Y
1 TBNAHUE 10 YT
flupes uenons3ouNIIeM
tuie pa1 ncpewemani He
nETpAYHEATE

YPOLHIC LDUOPUHOT eHA
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REF 5374 Clauss Fibrinogen (Thrambin oy Oypancn 1% 25 mn (Kat, M 5556H) 25,0 nan coTomora x pasuenedvn e
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REF 5378 Glauss Fibrinogen (Thiomin only) ! Gydepa conepxauiera
REF 5379 Fibrinogen Callbralor : HaTpHn ¥
REF 5378 Owran's Buller HEPHI) AUA 6 KaecT @
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ALMACENAJE Y ESTABILIDAD Knwuih mating Py
Los vialos no ablerias son estables hasta la techa de caducidad indicadn cuando se conservan en Jis Macnant £ mE=panciisne s min
rondiciones indicadas en ol vial o en la eligueta del kil | :
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AECQGIDA Y PREPARAGION DE MUESTRAS 0 i —
i Kar N:5375 | Teciomsiis pearant 'Gyrhep Oypaira®

Debs usaise siemors plasico o viddo siiconizado, Debs recogerse sangie (@ pafes) en el |
anticoagulante cilralo sédico al 3,2% o al 3,8% (1 parts). Ssparar el plasma después de la WET h
21500 x g durante 15 minulos. EI plasma debe conservarse a *2 —8°C o 19 —'24°C. Las pruebas 1
dotarian {ominiise e A hian desdy (3 imcogein de lnn munsiies o bl plasma pusdn conmnnarzs Hengxoum GitaK oMM, TRmMITER A10- WG THMMNIL LA TRAHONTW & Bt e
congulad § -20°G duracke F eamanas o 700 duisnln G mas IMr.n‘rgnhr-wn:umnlu o 3P anies AR,
de teaizar b grusha. Mo cansenvs o 37 aanie mas cs 5 minolo’. faragniah | nocne pacTo eI, TpoliwiakLk BERTENT GraBnYn U TN 7 urea gy

Pearem 50 R amn 8°C B uacon A GoDTy aHankaaTopa npw * v 1 vecr npn
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INTEAPRETACION DE RESUATADDS

Los valores esperados D%ra el librindgeno e adullos sanos son de 150-350 mg/dL 1535 Q/L)
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CONTROL DE CALIDAD u

Cada laboralorio debs astablecer un progrema de conbiol de calidag. Los conlrales nonnales y
amarmalet deben mudierss anles do cada iole Gs inuesvan ool pacienie. pM0 - ASaqUTAL N
Turigipnamiento adeciado del instnumerto y el comadon 51 los: conlroies no 5 reaizan como me
wapetlia, lou sauitagan dul pacienle deben eomyGearss ivilias, | Hetena Hiootionces Eirope
uniniEtna ko5 slgulentes conticles disponitlue PIK URAT 0O 8530 produtio!

FEF 5304 Speciality Assay Contros M
AEF 5302 Spacialily Assay Conirol A
EF 51ag Roulina Canlral N

REF &187 Faulina Ganiral A

REF 51k Fouling Gantral S

VALORES DE REFERENCIA 1

Los valores de referencia pueden varlar enlls los laboralorios depenmanrdn da las lécnicas y sislemas
usados, Por esla razén, cada laboralario debe eslablecer su propo inlervala normal.

CARACTERISTICAS FUNGIONALES

Hluna Eurmges A lasbi han las siuiaiies
randmignio como  dinech Cati laboraloed dobe sstabiecer pus propiog dalos do iendevienln, 1.2

valoracion del (DNGgeno esta diseiiada para dar una cakbracion neal oc 7,6 8 66 gL
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Declaration of Conformity

Hiosciences Europa

HL.-7-0287DC DOI 2015/08 (1)

In Application of the Council Directive 98/7é/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable se;ctions of Annex | - Essential
Requirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5559 APTT Gi L Minus 55981

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives. |

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 11 Aug 2015

/ - ——
Tel +44 (0)191 482 8440 Helerha Biosciences Europe
Fax +44 (0)191 482 8442 Ouee}nsway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www, helena-biosciences.com United Kingdom
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fﬁ X Uloyds Register

CERTIFICATE OF APPROVAL

This is to certify that the Quality Majnagement System of:
I

Avantor Performance Materials Poland S.A.
ul. Sowmsklego 11
44-101 Gliwice, Poland

has been approved by Lloyd's Reg|§ter Quality Assurance
to the following Quality Management System Standards:

ISO 13485:201 2

The Quality Management System is applicable to:

Productlon sales and supply of high purity
reagents and kits for in vitro diagnostics.

Approval
Certificate No: Original Approval:;  21% April 2016
GDKB037065 | |

Current Certificate: ~ 21% April 2016

Certificate Expiry: 20" April 2019

Al g

Issued by: Lloyd's RegisteﬂPolsI@) sp. Z 0.0.
for and on behalf of Lioyd's Register Quality Assurance Limited

Lioyd's Register (Polska) sp. z 0.a., al. Zwycigstwa 13a, 80-219 Gdansk, KRS 0000117768
for and on behalf of LRQA Ltd 1 Trinity Park Bickenhill Lane, Birmingham, B37 7ES, United Kingdom

Lloyd's Reglsta: Qual |y!\551|ar e Limited (EROAY, and the
nl bie liabile 1 any peesan far any loss, damage or esper
iy for the provisd I Lof e I;I information o advlce and intha
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LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

LLorne Laboratories Ltd declares that the followi‘ng in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex 1)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standardsitransposing harmonised
standards: ‘

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

|
Jl'he conformity assessment procedure performjed was in accordance with
Annex Il of Directive 98/79/EC. ‘

This declaration of conformity is issued under the sole responsibility of Lorne
Laborataries Ltd and is valid from 13 April 2016.

| s

Eddy Velthuis
Technical Director

Larne Laboratories Limited Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park industrial Estate Fax: +44 (0) 118 986 4518
| Danehill, Lower Earley | Email:info@lornelaks.com
Berkshire RG6 4UT United Kingdom | www.lornelabs.com

File Ha Aredan !
180 11485:2004; 180 $001:3608 B Registered office as above, Reqistared in England No 04540797 VAT No 56U 3655 &f




Lorne La

LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

boratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
and complies with the essential requirements arhd provisions of Directive
98/79/EQ of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

|
and is in
srtandard

g

BY
B
BS
B

BS

o B

The conf

Annex I
\

ﬁhis decl
Laborato

I

conformity with the national standards transposing harmonised

L

=

BS EN 980:2008

5 EN 1ISO 13485:2012

> EN 13612:2002

> EN 13640:2002

> EN 13641:2002

5 EN 1SO 14971:2012

5 EN ISO 18113, parts 1&2

ormity assessment procedure performéd was in accordance with
of Directive 98/79/EC.

aration of conformity is issued under the sole responsibility of Lorne
ries Ltd and is valid from 13 April 2016.

Eddy Ve
Technica

File Mo ‘A1 H
150 1 F85: 200 RO 6007 200

thuis
| Director

Lorne Laboratories Limited | Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate Fax:+44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshiré RG6 4UT United Kingdom | www.lornelabs.com

Registered office as abave. Repistarad in England No 04590457 VAT da 860 shas s
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LORNE

LABORATORILS

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the foIIowidg in vitro diagnostic reagent:

Product name Catalogue number ‘
RF Latex kit 830100A ‘

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
ahd complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performéd was in accordance with
Annex Il of Directive 98/79/EC. |

This declaration of conformity is issued under tde sole responsibility of Lorne
Liaboratories Ltd and is valid from 13 April 2016

e

Eddy Velthuis
Technical Director

'Lorne Laboratories Limited Tel: +44 (D) 118921 2264
Unit 1 Cutbush Park Industrial Estate | Fax:+44 {0) 118 986 4518

i Danehill, Lower Earley | Email: info@lornelabs.com
Berkshire RG64UT United Kingdom | www.lornetabs.com

Registered office as above, Hegistared in England No. 04540787 VAT No. B 3655 66
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