Formularul ofertei (F3.1)

Data depunerii ofertei: “18-22.01.20

COP Nr.: 1?1018003

Alternativa Nr.: nu sunt

Catre: IMSP SR Taraclia

“GBG-MﬂD”SRL declard ci:

a)
b)

c)

d)

g)
h)

Semnat:

Au fost examinate $i nu existil rézerviri fatd de documentele de atribuire.
“GBG-MLD”SRL se angajeazi si furnizeze/presteze, in conformitate cu documentele de atribuire
si |conditiile stipulate in specificatiile tehnice si pret, urmditoarele bunuri si/sau servicii: -
achizitionarea reactive si consumabile de laborator
Suma totali a ofertei fird TVAl constituie: 95303,00 Lei, fara TVA
[no%uazeci si cinci mii trei sute trei] Lei 00 bani. ‘
b
Sufma totald a ofertei cu TVA C&nstituie: 104600,16 Lei, cu TVA
[una suta patru mii sase sute ] L%l 16 bani.

Pre},zenta ofertd va rimine valabila pentru perioada de timp specificatd in FDAA4.8., incepind cu
data-limitd pentru de punerea ofertei, in conformitate cu FDAS5.2., va raimine obligatorie §i va putea
fi acoeptatd in orice moment pini la expirarea acestei perioade;

In cazul acceptirii prezentei oferte, “GBG-MLD”SRL se angajeaza s obtind o Garanie de buna
exécutie in conformitate cu FDA7, pentru executarea corespunzitoare a contractului de achizitie
puﬂ)licé.

Nu\ sintem 1n nici un conflict de interese, in conformitate cu punctul TPO5.4.

Compania semnatara, afiliatii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce
fac|parte din contract, nu au fost declarate neeligibile n baza prevederilor legislatiei in vigoare sau
a regulamentelor cu inciden{d in domeniul achizitiilor publice, n conformitate cu punctul IPOS5.5.

L.S.

| ) ]
Nume: Tud?r Ceaicovschi

In calitate d}e: directoﬁ‘
‘ ‘

\ i
Ofertantul: “‘GBG—MI%D”SRL ‘

Adresa: muril. Chisinau, str. Tighina 65 of, 607

Data: “18-22" ianuarie 2020



Specificatii tehnice (F4.1)

Numarul procedurii de achizitie 21018003 din 18-22.01.2020

Denumirea procedurii de achizitie: Cererea ofertelor de preturi

Denumirea bunurilor/serviciilor

Modelul articolului Tara de |Produciitorul Specificarea Specificarea tehnici Standarde de
origine MM_“..____MW deplini propusi de citre referinti
solicitata de ofertant
citre
autoritatea
contractanti
2 3 4 5 6 7 8
LotI Materiale de control al calititii examinirilor de laborator
Colinesteraza (Cholinesterase) Cholinesteraza 16x3ml Franta Elitech Vezi AP Cholinesteraza 16x3ml CE,ISO
S 1 pent; t itatii .
= o e o (ealitat Elitrol 1,5 ml Franta | Elitech Vezi AP | fl-5ml CE,ISO
Investigatiilor biochimice
S thologi t itatii .
=1 o oelc pegt cantrolul califatil- e Franta | Elitech Vezi AP | fl-5ml CE,ISO
Investigatiilor biochimice
Protein in urina cu acid sulfosalicilic 3 % WWOMMM MMmM.Ew ou acid sulfosalicilic 3 Rusia Agat Vezi AP cu acid sulfosalicilic 30G*21l ISO
0.
Material p/u controlul calitatii Lichid stabil gata pentru folosire
determinarii proteinei in urina cu doi wz-mobﬁ.n of A.mQ fecontalipzy Rusia Medlacor Vezi AP fara calibrator (4 f1 * 10ml nivelul T | Cert.de calitate
: proteina in urina) . s
nivele o si4 11 * 10 ml nivell IT).
Material p/u controlul calitatii
determinarii proteinei in urina cu wz-moa.aﬂ A.woﬁ de oo:.:o_ P -w Rusia Medlacor Vezi AP Lichid stabil gata pentru folosire | Cert.de calitate
. proteina in urina)cu calibratori
calibrator
Proba cu timol cu standart si colibrator . . .
i . O
1500 ml /set (3 f1.) Proba cu timol, 3x11 ml, Rusia Agat Vezi AP Vol pinla 1l ml set (3 fl.) IS
Eprubete borosilicate Eprubete borosilicate Vol. 5,0 ml ,dia. 12*75 mm, 1ISO
"Lot PHH\OOEEUEmwt\wgnwmww‘m@ﬁ:& emi~-autom atbiochimic-adoptati—STAT-FAX 3300
ASAT (GOT) ASAT 4+1SL, 5x125ml Franta Elitech Vezi AP ASAT 4+1SL, 5x125ml CE.ISO
ALAT (GPT) ALAT 4+1SL, 5x125ml Franta Elitech Vezi AP ALAT 4+1SL, 5x125ml CE,ISO
Albumina (Albumin) __| Albumin 2x125ml —Franta— | Elitech ~Vezi AP~ | Alburmin 2x125ml cu standard CE,ISO
_Fosfataza alcalina Alkaline Phosphatase | ALP (DEA) SL, 4x62.5ml Franta Elitech Vezi AP | ALP (DEA) SL, 4x62.5ml CE,ISO
Alfa-Amilaza (alfa-Amylase) Alfa-Amilaza 2*50 m] Franta Elitech Vezi AP Alfa-Amilaza 2*50 ml CE,ISO
Bilirubina totali Bilirubin total 2 x125 ml Franta Elitech Vezi AP Bilirubin total 2 x125 ml CE,ISO
Bilirubina directi Bilirubin direct 2 x125 ml Franta Elitech Vezi AP Bilirubin direct 2 x125 ml CE,ISO
Calciu Arsenazo 111 Calciu Arsenazo /2*125 ml/ cu standart Franta Elitech Vezi AP Calciu Arsenazo /2¥125 ml/ cu CE,ISO




Sml standart 5 ml
4x2 . 1 1 SL 4x2 ,
Cholesterol(Cholesterol) Cholesterol SL 4x250ml, cu standard 5 Franta Elitech Vezi AP Cholesterol SL 4x250ml, cu CE,ISO
ml standard 5 ml
5 5
Creatinina (Creatinine) Creatinin Jaffe 2x125, cu standard Franta Elitech Vezi A MMMM“M: Jatfe 2x125, cu CE,ISO
Glucoza Glucose) Glucoza PAP SL 4x250ml, cu standard Franta Elitech Vezi AP Glucoza PAP SL 4x250ml, cu CE,ISO
5 ml standard 5 ml
. . 2
Fier (fron) Iron Chromazurol 2x125mi cu Franta Elitech Vezi AP Iron Chromazurol 2x125ml cu CE,ISO
standard 5 ml standard 5 ml
LDH(LDH) LDH L, 4+1 SL, 4x62.5 ml Franta Elitech Vezi AP LDHL, 4+1 SL, 4x62.5 ml CE,ISO
Proteina Totala Proteina totala plus, 2x125ml, standard Franta Elitech Vezi AP Proteina totala plus, 2x125ml, CE.ISO
5 ml standard 5 ml
C e i i . . i i 50ml,
Teeleaiie Triglyceride MONO 6x50ml, cu Franta Elitech Vezi AP Triglyceride MONO 6x50ml, cu CE,ISO
standard 5 ml standard 5 ml
Uree Urea UV SL 5x125ml cu standard 5 m] | Franta Elitech Vezi AP Urea UV SL 5x125ml cu CE,ISO
standard 5 ml
Acid uric standard 1-5 m Acid uric Mono SL 6x50 ml cu Franta Elitech Vezi AP Acid uric Mono SL 6x50 ml cu CEISO
standard 5 ml standard 5 ml
- . lobi librator, 60
Hemoglobin Hemoglobin cu calibrator, 600 teste Rusia Agat Vezi AP Mw“om e g ISO
Lot IV Reactivi p/u investigatii imunologice
. CRP Latex Kit, 100 teste,
CRP(Proteina C reactiva), NEne HD b .50 _.dm.ﬁ PrRa0I004H MB Lorne Vezi-AP- | 850100A cu control pozitivsi~ — CE,ISO
control pozitiv si negativ .
negativ
. ASO Latex Kit, 100 teste,
ASO (Aantistreptolizina), as@ hmﬁoxmm:“ .~ 00 .How.ﬁ 0511004 gu MB Lome Vezi AP 031100A cu control pozitiv si CE,ISO
control pozitiv si negativ .
negativ
2 RF Latex Kit, 100 teste,
RF (Reumatoid Factor) RF LatexKit, 100 teste, 8301004 cu |\ o Lorne Vezi AP | 830100A. cu-control pozitiv-si | CEISO
control pozitiv si negativ = .
negativ
"Lot V_Reagenti chimice pentru investigatii imunologice adaptati la Stat Fax 303"
HBsAg | HBsAg,96 teste Italia DiaPro Vezi AP | HBsAg,96 teste CE,ISO
Anti HCV sumar Anti HCV sumar,96 teste Italia DiaPro Vezi AP Anti HCV sumar,96 teste CE,ISO
Anti HDV sumar Anti HDV sumar,96 teste Ttalia DiaPro Vezi AP Anti HDV sumar,96 teste CE,ISO
Lot VI Test Compatibil cu aparatul Urixon 500/analizator de urina
"Combi 10 parametre ph Medi-test URIXXON Stick 10, 100 Macher Clucoza -2,8mmol/1, 10 mg/1.-
.H PR b S = 2 Germania achierey Vezi AP proteina.Acetona 10mg/dl pH5- | CE,ISO
Iucru " teste, Nagel .-
9 urobilinogen 0,5 mg/dl,




greutatea specifica 1000-1030
Lot VIII Articole de ustensil
Eprubete  cu anticoagulant 3,8 % Eprubeta cu citrat de natriu 0.3 ml, . . . volum 3 ml ,
. A : . 1
citrate de natriu p/u hemostaza, 13x75, PP, 18608 Italia Kima Vezi AP cu capac din plastic CE.ISO
Halogen lamp Halogen lamp, 6V 20W Germania | Osram Vezi AP P/u microscop 6V 20W CE.ISO
halogen display/optic lamp Halogen display/optic lamp, 10W 6V G4 Germania | Osram Vezi AP StatFax 3300, 10W 6V G4 CE,ISO
; Planseta 96 godeuri (650101) fund . . . Pentru microreactie Ia sifilis
P1 - ° " | CEIS
ansete polisterol(U-o6pasnoe qHO) oval Italia Kima Vezi AP reactia TPHA, 96 godeuri ,JISO
Lot IX Reagenti chimice pentru investigasii iimunoseroligice
ToliclonAnti-A Toliclon Anti-A 10 ml Rusia Mediclon Vezi AP | Toliclon Anti-A 10 ml Cert de calitate
Toliclon Anti-B Toliclon Anti-B 10 ml Rusia Mediclon Vezi AP Toliclon Anti-B 10 ml Cert de calitate
Toliclon Anti-AB Toliclon Anti-AB 10 mi Rusia Mediclon Vezi AP Toliclon Anti-AB 10 ml Cert de calitate
Toliclon Anti-D super Toliclon Anti-D Super 10 ml Rusia Mediclon Vezi AP Toliclon Anti-D Super 10 ml Cert de calitate
Tiliclon Anti-Kell Toliclon Anti-Kell(IgM) 10 ml Rusia Mediclon Vezi AP Toliclon Anti-Kell(IgM) 10 ml Cert de calitate
Lot X Reagenti si consumabile pentru hematologie analizatorul sistem incis “sau echivalentul” PCE-210
Solutie de dilutie III Diff 20L) Diluent ERMA, 201, 3459 Polonia Avantor Vezi AP Diluent ERMA, 201, 3459 CE,ISO
Solutie de spalare (5 L) Proclean 5 1, 3900 Polonia Avantor Vezi AP Proclean 5 1, 3900 CE,ISO
Solutie de dilizare III Diff Cymet Erma III DIFF 500ml, 3416 Polonia Avantor Vezi AP Cymet Erma III DIFF 500ml, 3416 | CE,ISO
Solutie concentrati, Hipoclorid 0,5% Solutie concentrati de hipoclorid 0,5% . 2 Solutie concentrati de
t v E,ISO
amb.1 L 1 1it pentru PCE Feloma, | clvanton °d AP | ipoclorid 0,5% 1 Lt pupce | B
Set de control hematologic ,3
e e e e =i | m / "E =3 . = \Q C § meliim =9 Hm,‘ s
nivele,low,normal hig (3x 2,2 ml) WMH aMAMo:MM H.M\zrﬂmvmw w Uﬂmm ( Polonia Avantor Vezi AP wMo%WMHMMM_% MOVM " Nw m@ E_m CE,ISO
pentru PCE 3Diff Woormat,High. - M i ~HEA- ’
Hirtie termici Hirtie termic3 p/u PCE,57 mm Polonia Avantor Vezi AP Hirtie termica p/u PCE,57 mm CE,ISO
Lot XI Reagenti pentru sistema hemostazi /coagulometru Helena C1
T in# i mi . . .
romboplastina ISI nu mai mic 1,1 cu Tromboplastin L 10ml, (5267L) MB Helena Vezi AP | Tromboplastin L 10ml, (5267L) | CE,ISO
calciu 0,025 M
Plasma de control normata Control plasma Normal (1ml) (5186) | MB Helena Vezi AP Control plasma Normal (1ml) CE,ISO
L trol ica nivel
Control plasma Patologica nivel B Mﬁhmv ﬂmm“m%wﬁm_ooﬂm_ﬂww five
Plasma de control patologica (1ml) A (5187)/ Control plasma MB Helena Vezi AP s o \ . | CEISO
Patologica nivel H (Iml) SA (5183) ‘Plasma Patologica nivel H (1ml)
5 SA (5183)
Cuva din plastic Cuva pentru coagulometru, 5951 Italia Aptaca Vezi AP Pentru coagulometru Helena C1 | CE,ISO

Semnat;

Ofertantul: “GBG-MLD”SRL

Numele, Prenumele: Tudor Ceaicovschi

Adresa: mun, Chisinau, str, Tighina 65, of, 607

In calitate de: Director




Specificatii de pret (F4.2)

Numarul procedurii de achizitie 21018003 din 18-22.01.2020

Denumirea procedurii de achizitie: Cererea ofertelor de preturi

P it .
. . L. Unitatea | Canti- ret w =(_ ar Pret unitar (cu | Suma firs Termenul de
Denumirea bunurilor/serviciilor de masuri| tatea (fara TVA Suma cu TVA Livrare/prestare
Cod CPV TVA) TVA) P
I 2 3 4 5 6 7 8 9
33696300-8 (Lot I Materiale de control al calititii examinirilor de laborator pe parcursul 2020
Colinesteraza (Cholinesterase) ml 460 11,00 11.88]  5060,000 5464,800
m.ﬂ E.VE.H& pentru controlul calitatii Investigatiilor q 1 135,00 145.8]  1620,000 1749,600
biochimice
m.Q. vm.:r.o_om_o pentru controlul calitatii investigatiilor a 6 135,00 1458 810,000 $74.800
biochimice
Protein in urina cu acid sulfosalicilic 3 % set 6 210,00 2521 1260,000 1512,000
Kmﬁ.dm_ p/u o.oﬂao_c_ calitatii determinarii proteinei ot 4 — 300.00 960{ 200,000 3840,000
in urina cu doi nivele
Kmﬁ.ﬁm_ p/u ooa.:no_c_ calitatii determinarii proteinei wr 1 800,00 960 800,000 960,000
in urina cu calibrator
Mwwém cu timol cu standart si colibrator 1500 ml /set 3 ml 4500 0.13 0,156 585,000 702,000
Eprubete borosilicate buc 1000 1,10 1,32] 1100,000 1320,000
TOTAL lot 14435000 16423,200
Lot I Consumabele p/u analizatorul semi- automat biochimic adoptati
pe parcursul 2020
33696300-8 | STAT-FAX 3300
ASAT (GOT) ml |- 3000~ 0,43 0,46 — 1290,00 1393,200
ALAT (GPT) ml 3000 0,43 0,46 1290,00 1393,200
Albumina (Albumin) ml 400 0,51 0.55 204,00 220,320
Fosfataza alcalina Alkaline Phosphatase ml 300 0,72 0,78 216,00 233,280
Alfa-Amilaza (alfa-Amylase) ml 1500 3,70 4,00 5550,00 5994,000
Bilirubina totald ml 6000 0,78 0,84 4680,00 5054,400
Bilirubina directs ml 6000 0,50 0,54 3000,00 3240,000




Calciu Arsenazo IIT

ml 200 0.45 0,49 90,00 97,200
Cholesterol(Cholesterol) ml 1500 0,36 0,39 540,00 583,200
Creatinina (Creatinine) ml 2000 0,36 0,39 720,00 777,600
Glucoza Glucose) ml 4000 0,23 0,25 920,00 993,600
Fier (Tron) ml 200 0,99 1,07 198,00 213,840
LDH(LDH) ml 300 2,60 2,81 780,00 842,400
Proteina Totala ml 1600 0,44 0,48 440,00 475,200
Trigliceride ml 300 1,15 1,24 345,00 372,600
Uree ml 2500 0,53 0,57 1325,00 1431,000
Acid uric standard 1-5 ml ml 300 1,08 1,17 324,00 349,920
Hemoglobin teste 600 0.14 0,17 84,00 100,800
TOTAL lot 21996,00 23765,76G
33696300-8 |Lot IV Reactivi p/u investigatii imunologice pe parcursul 2020
CRP(Proteina C reactiva), teste 300 2,50 2,70 750,00 810,00
ASO (Antistreptolizina), teste 300 2,50 2,70 750,00 810,00
RF (Reumatoid Factor) teste 300 2,50 2,70 750,00 810,00
TOTAL lot 2250,00 2430,00 —
H\ﬁww memmﬁ.b?ﬁ@ﬁgF%omammm_ imunologice adaptati 1a e i
33696300-8 (Stat Fax303———
HBsAg set 6 555,00 599,40 3330,00 3596,40
Anti HCV sumar set 3 670,00 723,60 2010,00 2170.80
Anti HDV sumar set 1 1800,00 1944,00 1800,00 1944,00
TOTAL lot ___7140,00 7711,20
33696300-8 F.:Lmu\ﬂémﬁ\@:ﬁ.mﬁrﬂdﬁ»ﬁu-‘ﬁ‘aﬂdﬂwc: 500/analizator de urina pe parcursul 2020
m M“.d:g 10 parametre p/u buc 7000 2,90 3,132 20300,00 21524,060
TOTAL lot ~20300,00 21924,00
33696300-8 | Lot VIII Articole de ustensil pe parcursul 2020
Mwm%w\w %MMMMMO&ENE 3,8 % citrate de buc 3000 0,78 0,936 2340,00 2808,00
Halogen lamp buc 6 50,00 60,00 300,00 360,00
halogen display/optic lamp buc 3 50,00 60,00 150,00 180,00
Plangete polisterol(U-o6paznoe IHO) buc 6 7,00 8,40 42,00 50,40




Ofertantul: ,, GBG-MLD” SRL Adresa: mun. Chisindu, str. T ighina, 65, of. 607

_’ TOTAL lot 2832,00 3398,40
.Fcﬂ IX Reagenti chimice pentru he parcursul 2020
Investigasii_iimunoseroligice
ToliclonAnti-A ml 50 2,90 3,480 145,00 174,00
Toliclon Anti-B ml 50 2,90 3,480 145,00 174,00
Toliclon Anti-AB ml 50 4,90 5,880 245,00 294.00
Toliclon Anti-D super ml 50 5,80 6,960 290,00 348,00
Tiliclon Anti-Kell ml 50 1,20 1,440 60,00 72,00
TOTAL lot 885,00 1062,00
Lot X Reagenti si consumabile pentru
hematologie analizatorul sistem incis “sau pe parcursul 2020
33696300-8 |echivalentul” PCE-210
Solutie de dilutie ITI Diff (20 L) Litru 300 16,90 18,2520 5070,00 5475.60
Solutie de spalare (5 L) Litru 20 130,00 140,4000 2600,00 2808,00
Solutie de dilizare III Diff Litru 7 1200,00 1296,0000 8400,00 9072,00
Solutie concentratd, Hipoclorid 0,5% amb.1L Litru 3 240,00 288,0000 720,00 864,00
e LT e e S S ———
Hirtie termica—— buc. 60 5,00 6,0000 300,00 360,00
TOTAL lot 21690,00 23547,60
Lot XI Reagenti pentru sistema
33696300-8 |hemostazi /coagulometru Helena C1
MoEcoEmmnbm ISI nu mai mic 1,1 cu calciu 0,025 = 200 8.00 8.64 1600.00 1728,00lpe parcursul 2020
Plasma de control normala flacon 12 49.00 58,80 588,00 705,60
Plasma de control patologica flacon 3 49,00 58,80 147,00 176,40
Cuva din plastic buc 4000 0,36 0:43|- - 1440;00 T 728,00
> TOTAL lot 3775,00 4338,00
SUMA TOTALA 95303,00 104600,160
Semnat: Numele, prenumele: Ceaicovschi Tudor in calitate de: Director General



Anexa nr.]

la Ordinut

nr.177 din 09 octombrie 2018
Ministerul Finantelor

Formularul standard al Documentului Unic de Achizitii European

Documentul Unic de Achiziii Europesan, in continuare DUAE este o declaratie pe proprie ripundere care prezinta dovezi preliminare §i
inlocuieste centificatele eliberate de antoritatile publice sau de pérti terje. El este dispanibil in limba de star 51 englezd i este utilizat cz dovads
preliminarg aindepliniri conditiilor necesare in cadrul procedurilor de achizfii publice in Republica Moldova Datorits DUAE. ofertantii nu mai
trebule 53 furnizeze probie documentare complete si in formate diferite, astfel cum se utilizag anterior fn procedurile de achizitii publice, ceea ce
reprezintd o simplificare semnificativa a accesului la opertunitatile de ofertare transfronialiere. Incepénd din octombrie 2018, DUAE va fi
dispenibil exclusiv in formd electronica.

Ministerul Finantelor pune Ja dispozitic serviciu web gratuit pentil cumpératon, ofertanti 31 alte pari interesate de completare DUAE in format
electronic. Formularul online poate §i completar, imprimat §i apoi trimis cumparitorului impreund cu restul ofertel. Daca procedura se desfasoara
electronic, DUAE poate fi exponat, stocat §i depus in format electromic. Un DUAE depus in cadrul unei proceduri de achiz
poate fi reutifizat, cu conditia c3 informatiife s3 rimana corecte. Ofertantii pot fi exclugi din procedura de achiz
Justitie dack imformagiile din DUAE sunt false, nedivulgate sau nu pot fi sustinute prin documente justificative

publice anterioare
publice sau pot fi urmariti in

Partea I — Informatii privind procedura de achizitii publice si autoritatea contractants sau entitatea contractanta

Partea [ 2 formularului DUAE se completeazd online doar de catre autoritatea contractanta sau entitatea contractant si include
urmatoarele informati- :

A Informagii despre publicare
Numérul anuntului/invitatiei pubiicatd in BAP. si dupi caz
numarul aountului in 1.0

Raspuns [rexy|
Conform SIA RSAP

B. Identitatea achizitorului
Denumires oficiala : IMSP Spital Raional Taraclia
Tara Republica Moldova
Numdr unic de identificare a autoritafii IDNO 1003610003215

€. Informatii privind procedura de achiz publice

Tipul procedurii
Numarul unic de identificare al procedurii de achizitie
Data deschiderii ofertelor

Cererca oflertilor de prejuri
Conform SIARSAP Mtender
Conform SIARSAP Mtender

D irea obiectului de achi

tii Reactive si consumabile de laborat chimic

Scurtd descrie

Partea I — Informatii referitoare la operaterul economic

Partea I a formularului DUAE se completeaza online doar de caire operatarii sconomici §i include urmatoarele infonmatii.

Informatii referitoare Ia operatorul economic

Denumire: | wGBG-MLD"” SRL

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

Cod postal MD-2001

Orag Chisinau

Tara Republica Moldova

Adresa web www.oho.md

e-mail office@gba.md

Telefon 022-54-91-20

Persoana sau persoanele de contact Tudor Ceaicovschi
umar unic de identificare (IDNO/IDNP), dupa caz A : Somaco:qwmu

Numarul cod TVA — daci este cazul 0205086

Statutul juridic al operatorului economic S-R.L.

- Tudor Ceaicovschi -100%
Numele fondatorilor

Operatorul economic este: E Nu

cazul in care achi

a csle rezeryvald: aperatorul economic este un atelier protejat
L & executares contractului in con

tprindere soc

[ de angajare protejata

[ care este procentul cerespunzitor de lucritori cu dizabilitat sau defavorizali?

-Daca este necesar, vi a I sau caror categorii de lucratori cu dizabilitati
sau defavorizati le apartin angajatii in cauzs?

Daca esle cazul, activitatca antreprenoriald a operatorulul economic esle inregistrata sau
detine o certificare echivalenta in cadrul ur tem national privind activitatile economice
e care le presteazi?

& Va rugam sa furnizafi actele de constituire, daca este cazul:

- Daci aclele de constituire sau de certificare sunt disponibile in format electronic, va
FugAm sd precizati:

- Va rugam si {urnizani autorizatiile pe care se bazeazi activitatile comerciale, daca
este cazul;
- Inregistrarea sau certificarea acopera toate criteriile de seleciie impuse?

O Nu
B4 Da 2Nu
CiNu
B Da CNu
= Da TINu

elevetnie

Vit rugdm sa coptpletati informaile Hpsdt In partea 1 sectninea A,B.C sau 1. iupd coz. NUMAT dacd se solicua acest luera in anuntud sau in documentely achizifiel

Operatorul economic va fi in masura sa furnizeze un certificat cu privire la plata contributiilor
a4 asigurarle sociale §i plata impozitelor sau si fumizeze ‘informatii care sa ii permita
RUtoTIta(ii contractante sau entitagii contractante si obfind acest certificat direct prin accesarea
mnei baze de date nationale in orice stat, disponibild in mod gratuit?”

+ Daca documentele relevante sunt disponibile in format electronic, va Tugam si precizati:

EDa ONu

Operatorul econamic participa la procedura de achizitii publice impreund cu altii?

ODa E Nu

Vit riegam 5a vt axtgurapi ca celelalre pdrti in cauzd pirezinta un formular DUAE separar.

ndeplinirea unor sarcini specifice. efc):

V@ rugam sa precizati rolul operatorului economic in cadrul grupului (lider, responsabil ey |

Va rugam sa fi identificati pe ceilalti operatori economici care mai participa la procedura de

Achizitii publice:

[Daci este eazul, denumirea grupului participant:

[Daci este cazul, se indicz lotu! (loturile) pentru care operatorul economic doreste si depuni
pfere:

B. lInformatii privind reprezentantii operatorului economic :

cupurile acestet procedus de achizitd publice

Dacd este cazul, va rugdm v indicali mimele 51 adresa fadresele) persoanci (persvanclor) impuernicita (imputermicite) sa i reprezinie pe operatorm! economic in

[Functie / actiondnd in calitate de

Prenume Tudor

Nume Ceaicovschi

Data nasterii 04:11.1966

ILocul nasteri Nisporeni

Strada si numérul Basarabilor 17

Cod postal MD-

(Oras Chisinau

Tara Republica Moldova
e-mail office@gbg.mg
elefon 022 34-91-20

Dircctor general

{Pacd este cazul, va rugam sa fiirnizati i

malii detaiiaie privind reprezcntarea (jormels. amploarea, scopul acesicia

)

C. _[Informatii privind utilizarea capacitatilor altor entitati

Operatorul economic utilizeaza capacitatile altor entitati pentru a satisface criteriile de selectie
prevazute in partea 1V, precum si (daca este cazul) criteriile si regulile mentionate in partea V
de mai jog?

CDa Nu

priitaiile in canzd. complerar yi semmat in meod dtar die entitiile in comzd, Va

contractelor de achizinii publice de fwordr, wehmieienis s drganiymele fehnice la care picle fi
FTcare esie relevant pentri copreitatea (eapaondiile) ipecificd (specifi

poiepile IV 5 Vpemtre feearn dingre entifdftle in couzd

Vi rugdm sa prezemart un formular DUAE separat cars 3 euprindd informagile solicitore i seefiunile A 51 B din aovand parte si din partea-1i pentey fleeare dintre
Sem qlenlia asupra fapadel of trebute inclisi, de asemenea, fefnictent s
g et dacd fac sow me parte din Inreprinderea operatorih cconantie, in special eet care rdyred de controlnd el

i gt Ineamil

e apel aperatord economic In vederca excensart fucrdrilor.in misura
) utilizand funiizare) de operatord seonomic, vil rugdm S sneluleli fnformatitle pravdzue in

D Informatii privind subcontractantii pe ale caror capacitiifi operatorul economic nu se
" |bazeazi

Rispuns

{Sectimea se completeazg i i cazul

[Operatorul economic intentioncazi sa subcontracteze vreo parte din contract unor terti?

care aceastd iyforimafie este soiicitata in mod exphicit de cdrre aoritaica contractanta san enutatea contractantd

1 [D2ca da §i in misura in care se cunoaste, va rugam si emumerati subcontractantii propusi

:Da B Nu

Dited autirialea contrclams sa enfifies comtractantd solicin in mod plied aeeste informagii, Tn plis
i rifrimapiile soligitate i sectiunile A yi B din oedond parte i din partes HE penten flecare dinire sih

10 abe dnfirmanie din pavua 1 ove rgdm 58 firmizag
S (eentvgoriily de sbdvansrersfanti) o ceanizdl.

Partea 111 — Motive de excludere




Partea 111 a formularului DUAE se completeaza online de catre autoritatea contractanta, entitatea contractanta si operatorii
ECORNOMIc.

Este operatorul economic terdictie a operatorilor economici in conformitate cu Articoint
18 al. ) din Legea nr.131 din 03,07 2015 privind achizitiile publice

iDa

& Nu

Motive legate de insulventii, conflicte de interese sau abateri profesionale

Art18 al. 2 din Legea nr.131 din 03.07.2015 stabileste urmatoarele motive de excludere.
lit. (a) se afld in proces de insolvabilitate ca urmare @ hotGrérii judecGiores

eticit profesionale sau pentei comiterea unel gresell in materie profesionala;

demonsirdrii Indleplinirii criteriifor de calificare 5i selecpie;
confractanid demanstreazad, prin orice mifloace adecvare, acesi fupt;

demonsireaza, prin arice mijloace adecvate, acest fapi:
lit (d%) &t inchelat cu alli operatori economict acorduri vare +
prin decizie a organului abilitat in acest sens;

lit. {d) se ol

lit. (¢} a fost condamnat, in ultimii 3 am, prin hotardrea definitiva a unei instante judecdioresti, pentru o fapta care a adus atingere
Wt (d) ¢ prezentar informatit false san nu a prezental infarmatiile solicitate de cére autoritatea contractanid in seapul
lit. (') a incdicar obiigatile aplicabile in domeniul medivlui, muncii si asigurarilor sociale, i cazul care auloriialea
lit. {d%) se face vinovar de o abatere profesionald, care i pune la indoiald integritatea, in cazui in care autoritatea contraciantd
=4 denaturarea concurentei, in cazui in care acest fapt se constala

0 situagie de conflict de interese care nu poate fi remedions in mod efectiv prin masurile previzute la art. 74.

A. | Mative referitoare Ia condamnii rile penale |

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

Al (1) Autoritatea contractantd are abligatia de a exclude din procedura de atribuire a contractului de achizitii publice orice
afertant sau candidat despre care are Cunasiintd ea, nultinil 3 ani, a fost condamnat, prin hotirarea definitiva a unei instanie
Judecdtorest], pentru participare lg activildii ale uner arganizalil sau grupdr criminale, peniru corplie, pentru frauda s
pentry spalare de bani, pentra infraciiunt de terorism sau infractiuni legate de aciivitali teroriste, finantarea terorismulu,
exploatarea prin munca a copiilor si alte forme de rafic de persoane,

Al (1) Obligatia de excludere a ofertantulut / candidatului se aplicd yi in cazul in care persoana condamnard printr-o hotardre
definitiva a unei instante de judecatd pentru infractiunile prevazute la alin, | este membru al organismului de administrare, de
conducere sau de control in cadiul acestuia,

Al (6) Orice ofertant/candidat care se aflé in una din situatiile mentionate la art. 18 alin, (1) i (2) dinr legea 131/03.07.2018
privind achizitiile publice, furnizéazd dovezi care s arate ca masurile luate de el sant suficiente peniru a demonsira fiabilitatea
S in pofide existentel unui moliv de excludere. Daca autoriiatea contractantd considerd astfel de dovezi suficiente,
ofertantul'candidand in cauzd nu este exclus de la procedura de achizitie publica.

Al (7) In sensul alin. (1), eferiantul’candidatul dovedeste ci a pldtit sau s-q it 8 pld 7 0 Comy tie I ceea ce
priveste eventnalele prejudicii cauzate prin infractivpe san prin abatere, ¢ a clarificat complet faprele imprefurdrile cooperdnd
acliv cu auioritdfile abilitare sa investigheze cazul si cd o intrepring masuri concréte la nivel tehnic, orsanizational siin materie
de personal, adeevate pentru a preveni arice noi infractiuns sau abateri.

Al (8) Masurile intreprinse de ciire ofertant/candidat in sensul alin. (7) sdnt evaluate tindnd seama de gravitatea Si
circumstantele porticulare ale infractiunii sau ale abatersi. in cazul in care considerd ci masurile infreprinse sant insuficiente,
autoritatea contractantd fnformeaza ofertantulcandidatul despre motivele excluderii.

AL (9) Un ofertantcandidat care a fost exclus prin hotdgrdre definitivi a unei instanfe de judecatd de la participarea la procedurile
de achizitii publice ny are dreptul sé facd uzde posibilitarea previzuta la alin. (6)—(8).

Participare Ia 0 organizatie criminald . Texs ODa = Nu
Conuptie Text ODa E Nu
Fraude Text ; ODa & Nu

rfractiun teroriste sau infrecfiuni lesate de activitinie teroriste Text ODa B Nu
Spalare de bani sau finantarea terorismului Text ODa E Ny
Exploatarea prin munci a copiilor s alte forme de trafic de persoane Tiexr CODa E Nu

B. | Motive legate de plata impozitelor sau a contributiilor la asizuririle sociale

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

Al (2) Autoritatea contractanta are obligatia de a exclude din procedura de atribuire a contraciului de achizitii publice orice
ofertant sau candidat care se afld in oricare dintre urmatoarele situalii: :

Lit. (b) nu gi-a indeplinit obligatiile de plata a impozitelor, taxelor §i contributiilor de asigurdri sociale in conformitate cu
prevederile fegale in vigoare in Republica Moldova sau in tara in care este siabilit.

AL(2%) Prin devogare de la alin 2 lit bJ. afertimtul/candidatl nu este exclus din procedura de atribuire dacd beneficiazd, in
condifiile legii, de esalonaren obligatiilor de plata a impozitelor, taxelor i contribuliilor de asigurdri sociale ori de alte facilitdii
invederea plafii acestora, inclusiv a majorarilor de inidriere (penalitatilor) si/sau a amenzilor.

Plata impozitelor text ! ODa E Nu
Aceasta incalcare a obligatiilor a fost stabilita prin alte mijloace decit o hotarare judecatoreascd sau
., g ODa B Nu
adminisirativa?
In cazul in care aceasta incalcare a obligagilor a fost stabilita printr-o hotardre judecatoreasca sau ODa = Nu
administrativa, aceasta decizie este definitiva st obligatorie?
Va rugam sa precizani data condamndrii fn cazul unei i irl. divratd. perioadei de excludere, In masura in care aceasta. este
stabilitd direct in condamnare Descrieti ce mifloace au fost utilizate
Operatorul economic §i-a indeplinit obligatiile platind impozitele sau contribufiite la asigurdrile sociale
datorate sau incheind un zranjament cu caracter obligatoriu in vederea plai acestora, inclusiv, dupd caz, a | ODa &I Nu
eventualelor dobanzi acumulate sau a amenzilor? Vi rugam sa le descricfi. Aceste informatii sunt disponibile | 0Da E Nu
gratuil pentru auloritdti, dintr-o baza de date nationala?
Plata asisurdirilor sociale
Operatorul economic si-a incalcat obligatiile cu privire la plata contributiilor la asigurarile sociaie atat pe Nu
eritoriul Repubticii Moldova, cit 51 in alte state?
Aceasta incalcare 2 obligatiilor a fost stabilitd prin alte mijloace decat o hotdrdre judecitoreascd sau ODa
administrativa?

In cazul in care aceasa incalcare a obligatillor a fost stabilita printr-o hotérdre judecitoreasca sau
rdminisirativa, aceasta decizie este definitivi §i obligatorie?

@ rugdm s precizaf data condamnniln cazul unei condamnri, durarg periaadei de excludere, T mdsura In sore Geemiia exte
tobilitd direet I condamiare, Deserieti co mijlodce au fost wrilizats
Pperatorul economic si-a indeplinit obligaiile platind impozitele sau contributille la asiguririle sociale
datorate sau incheind un aranjament cu caracter obligatoriv in vederes platii acestora, inclusiv. dupé caz, a | ODa
eventualelor dobdnad acumulate sau a amenzilor? Vo rugdm sé e descrieti Acesie informeayii sum dispomibife
HOAIIHT BEnivn aniteritai, divitr-a bazd de date nafionala ?

| Includerea in lista de interdictie a operatorilor economici.

VG rugdm sd le descriefi

In masura cunostinelor sale, operatorul economic si-a incilcat obligatiile in domeniul mediului ? fDa
Afi luat masuri pentru a demonstra fiabilitatea d voastrd (autocorectare) Va rugdm sd le deserieli ODa
In masura cundstintelor sale, operatorul economic si-a incaleat abligatiile in domeniul social? | ODa
Al luat misuri pentru a demonstra fiabilitatea dumneavoastra (eutocorectare)Va rugdm 4 le descrieri [iDa
In masura cunostintelor sale, operatorul economic si-a incaleat obligatiile i de iul muncii? ODa
Afi luat masuri pentru a demonstra fiabilitatea dumneavoastra (autocorectare) Va rugam s le descrieri ODa

[Faii ul

Dperatorul economic este n stare de faliment? ODa

Frecizap motivele pente care vepi putea fi. fonugl, In masurd G execntali conirace

Nu este recesar 5@ se furnizezé o

pperatorilor economict In aeest caz @ deventt ebligatoric in wmeind fegisiagies

i yicabile. jGrd mcio posib
feonomic este, tatugl It masurd s execule contraeiul.

de deroge

te informayii in cazyl in care exeluderca
¢ atunel cdnd operatorul

Hewste informatil sunt disponibile gratuit pentru autoritati, dintr-o haza de dare nationald ? 0Da ONu
Insolventa
Operatorul economic este in situatie de insolventd sau de lichidare? Va rugdm s le descriel; ODa E Nu

frecizati motivele pentru care veri purea fi, totugi.
pperativifor ecamamict In acest caz a divendt

ic in temeiul |

CORc exte, 1oty Tn medsurd £ execnte contrivctul,

in mdisurd sa excatati contractl. Nu este necesar sa s¢ furnizeze acesic informatii in cazul in care exciuderea
iei nationale aplicabile. fira nicio posibil de derogare atunci cind operatorul

economic este, tofust in masurd sa execute contractid.

Heeste informayii suni disponibile Eratuil peniry aulorildli, dintr-o bazi de date nationald ? ODa ONu
Faliment -
Operatorul economic se afla intr-o_situatie similara, cum ar fi falimenmul, care rezulta dintr-o procedura ODa B Nu
similara din fegislatile sau reg] 1le nationale? Va rugdm 54 le descriefi
Precizafi motivele pemiru care vyt puiea fi, 1otugi, in misur s@ execiiap contracnd. Nu este necesar 5 se fienizize acuste Informaii in cazul in care excluderea

operatorilor economici in acest caz a devenit obligaiorie in temeiul legislatiei nafionale aplicabile, fird nicia posibilitate de derogare atunci cand aperatorul

Aceste informaiii sunt disponibile gratit pentru autoritati, dintr-o bazi de date nafionald ? 0Da O Nu
Active administrate de lichid. ]
Activele operatorului economic sunt adiministrate de un lichidator saw de o § 1a?Va rugam si le descriesi | TDa E Nu

cconomic este. 1otusi in mdserd sa execute contractul.

Precizati motivele pentr care vefi purea fi, 1omsi, i mesurd s evect tapi contractil, Nu exie necesar si 5 furnizeze aceste tnformafit in cazd n care excludores
operatorilor economic in acest caz a devenir obligatorie in temerd legislagici nagionale aphcabile. fird nicio posibilirare de derogare amnci cand operatorid

Aceste informatii sunt disponibile gratuit pentra autoritGr, dintr-o baza de date nationala? ODa Nu
Activitatile ec ice sunt suspendati
Activitatile economice ale operatorului economic sunt stuspendate? V& rugdm sa ke deserieri ODa B Ny

operatorilor ecanomict in acest caz a devenit obligatorie in temein legislatiei nay le aplicabile, fird mcio posibil de de

atunci cind o

Precizati monvele peniru care vett putea f, totusi, in masurd sa cxecuial contractul. N este necesar sa se firnizee wcestesinfrmagi in cazul i care exeluderea

o

concurentei? Va rugam sa le descrieti

economic este 1oty in masnrd sd execnte contractul 2

Acesie informatii sunt disponibile grawit pentra autoriati. dinir-o ba=i de date nationala ? 2Da “ENu
Acorduri cu alfi operatori ec ici care vizeazi denaturarea concurenfei

Operatorul economic a incheiat acerduri cu alfi. operatori economici care au ca obiect denaturarea ODa B Nu

operatoritor economi
Cconomic este. totist in mdsurd sd execute contractil,

Precizapi maitvele pentru care vent putea fi. totuyi. in mdwed i creehia contracinl. Nu este necesar 56 se furnizeze aceste infarmagis in casd W care cxcladerea
n auest caz a devenir obligaiorie in temeind legislayies narionale aplicabile, Jerd nicio posibilitate de derogare atunei cand operatoril

achizitii publice?Va rugdm s& le deserieti

Ali luat masuri pentrua d flabiiitatea dumneavoasira (autocorectare} Vo rugdam 3 e deserieti TDa 71 Nu
Conflict de inferese care decurge din participarea Ia procedura de achizitii publice.
Operatorul economic are cunegtinti de vreun conflict de interese, astfe! cum $e precizeazi in legislatia

| nationala, anuntul relevant sau documentele achizitiei, care decurge din participarea sa la procedura de | [1Da B Nu

Implicare directd sau indirectd in pregitirea acestei proceduri de achizitii publice

Uperatorul economic sau o




v:.c:nn..uc.m rugam si le descriet

Incetare anticipatii, daune-interese sau alte sanctiuni comparabile

Operatorul economic s-a aflat intr-a situatie in care un contract de achizifii publice anterior, un contract
anterior incheiat cu o entitate contractantd sau un contract de concesiune anterior a fost realizat anticipat sau
au fost impuse daune-interese sau alte sancfiuni comparabile in legaturd cu respectivul contract anterior /a
rugdm s descrieti

Ali luat mésuri pentru a demonstra fiabilitatea dumneavoastra (autocorectare) Va rugdin s le descrieti {1Da ONu

0ODa

Vinovat de interpretare eronata, nedivulgare de informatii, incapacitate de a furniza documentele
necesare 5i obtinere de informatii confidentiale referitoare la aceastd proceduri

Operatorul economic s-a aflat intr-una dintre situatiile urmitoare:
a) Nu s-a facut grav vinovat de declaratii false la fumnizarea informatiilor necesare pentru verificarea

absentei motivelor de excludere sau a indepiinirii criteriilor de selectie;

b} A ascuns astfel de informatii; :

¢) Nu a fost in masura sa furnizeze, fira intérziere, documentele justificative solicitate de autoritatea | _ o n |
coniracianta sau de entitalea contractanta, $i £ Ry

d) A incercat sa influenteze in mod nepermis procesul decizional al auloritatii contractante sau entitari
contractante, sa obfina informatii confidentiale care i-ar putea conferi avantaje necuvenite in cadrul

procedurii de achizitii publice sau ca a furnizat din neglijentd informatii false care pot avea o influentd

semnificativa asupra deciziilor privind excluderea, selectia si atribuirea?

Art.18 din Legea nr.131 din 03.07.2015 prevede:

Al (3) Awtaritatea contraciama exirage mformatia necesara pentru constatorea existenter sau jnexistentel circumsianfelor
descrise la alin. (1) 5i (2} din bazele de date disponibile ale autoritititor publice sau ale parfilor terte. Dacd acest lucru nu este
pasibil, autoriiatea contractanta are obligatio de a accepta ea fitnd suficient 5 relevant peniru demonstrarea faptului ci
afertantul/candidatul nu se incadreaza in niciung dintre situatiile previzute la alin, (1) si (2) orice document considerar
edificator, din acest punct de vedere, in fara de origine sau In tara in care ofertantul/candidarul este stabilid, eum ar §i
certificate, eaziere furidice sau alte documente cehivalonte emise de autoritafi competente din tara respectiva.

Al (4} In ceea ce privesie situafitie mentionate la alin. (2), in conformitate cu legislagia tnternd a statului in care sénr stabiliii
afertanfit/candidatii, prevederile alin. (3 ) se referd la persoane fizice 5i persoane Juridice, inclusiv, dupi caz, la directori de
companit squ la orice persoand cu putere de reprezeniare, de decizie ori de control privind ofertantul/candidatul.

AL(3) In cazul in care in tara de origing sau in tora in care este stabiliv ofertantulicandidatul m se emit doe e de natura
celor specificate la alin. (3) sau aceste documente nu vizeazd Ioate. situafiile previzule la alin, (1) 5 (2), autoritatea
confractuntd are obligafia de a accepta o declaratie Pe propria raspundere sau, dacd in tara respectivd m exisid prevederi
legale referitoare la declaragia pe propria rdspundere, o declaratie autenticd datd fn Jaga wnui notar, a unei autorili

administrative sou fudiciare sau a unei asaclalii profesionale care are comy fe in dcest sens.

Partea IV — Criteriile de selectie

Partea IV se completeaza online de caire aitoritatea contractants. entitatea contractanta si operatorii economi

1 gt include.

Capacitatea de a corespunde cerintelor

Art.21 din Legea nr.131 din 03.07.2015 stabileste unmatoarele motive de selectie:

Inscrierea intr-un registru profesional relevant:

Este inscris ntre-unul dintre registrele profesionale sau comerciale reievante nationale sau din statele membre oD, BN
UE in care este stabilit UDa Nu

Aceste informatii sunt dispanibile gratuit pentru autoritdti, dintr-o baza de date nationald ? CDa DNy

Este necesari o autorizatie pentru ca operatonul cconomic sa poata presta serviciul in cauza in fara unde este oD CN
stabilit:Va rugdam sa le deseriey —had u

.. — h = = e . . 2 ODa ONu
Aceste informatii sunt disponibile gratuil pentru autoritdyi, dintr-o haza de date nationalé ? £ a

Capacitatea economici si financiara

Articolul 20 al.1 din Legea 131 din 03.07.2018 privind achizitiile publice, stabileste ca,
Demonsirarea capacitdiii economice [financiare a operatoridui economic se realizeass prin prezentarea unuia sau a mai multor
documente relevante, cum ar f;

Declaratii bancare

Operatorul economic va fi in méasura sz furnizeze declaragii hancare sau, dupa caz dovezi privind asigurarea
niscului profesional, sau s& furnizeze informafii care s if permid autoritaii contractante sau entitafii

AN e i k 3 i ; e . = Da ONu
contractante 53 obting aceste informatii direct Prin accesarea unei baze de date nationale in orice stat,

|_disponibild in mod grawit? Va rugdm si le descrieqi

Aceste infarmatii sunt di ponibile graait pentu autoridn, dintr-o baza de date nationald ? ODa E Nu

acesiid, auiQrifalva cosmiracion

Cifra de afaceri anuald -

An. 20 din Legea 131 din 03.07 2018 privind achizititte publice. stabileste ¢a. :
AL (1) in sensul alin. (1) 1ir. ¢). cifra de afaceri antiala wining s aperatorilor economicr ni rehuie sé depaseasca de doua ori
valogrea estimaid a contractuli, e exceptia cazurilor bine fusnficate, precum cele legate de riscurile speciale aferente naturii
bunwrilor, fucrdrilor sauw serviciilor Antoritatea contractanid indiced prinvipalele motive pentris o exifel de cormé in dacumentatia
de atribuire. Atunci cend wn contract exste Tmpdrgit in Tomiet, tdicele cifred de afacer s aplica pan

ecare ot individual, Cu 1oare
Hard tmpsd operatordorn economict oo referive fa v de

stahileste eifia e afacer) ainu i

loturi, daca ofertantului cistigator it sint atribuite mai multe lotm care trebuie executale in acelagi timp, r cazil in care urmeaza
sa se atrbuie contracte bazate pe un acord-cadru, cifra de afaceri anuald maxima se calculea=d in functie de dimensiunea maximé
aniicipaid a coniraciclor specifice care vor fi executate in acelasi Amp sau, daca aceasta nu esie cunoscuid, pe baza valorii estimate
a acordului-cadru. In cazul wnor sisteme dinamice de achizitii,

ifra de afaceri anuald maxima se calculeaza pe baza dimensinnii
maxime aniicipaie & contractelor specifice care irmeasa sé fie atribuite in cadrul sistemului respectiv.

Cifra de afaceri anuald pentru numarul de exercitii financiare impus in
anuntul relevant, in documentele ach t sau in DUAE, este dupa cum
urmeazd-Se completeazd de catre antoritatia contractanta, Valoare

Se completeazi de cétre operatorul economic
Cifrd de afaceri: 114 222 442

Aceste informatii sunt disponibile gratni pentru aitoriati, dintro ba=a de | & Da CNu
date nafionald ? www.raportare.md
_| Cifra de afaceri medic anuala
Cifra de afaceri medie anuala pentru numanul de an tpus in anuniul An: 2016 Cifra de afaceri: 91 953 712
relevant, in documentele achizitiei sau in DUAE, este dupi cum An: 2017 Cifra de afaceri: 126 318 397
_ | urmeazi:Numar de ani 2lire)) y 116831 583 An: 7518 Cifra de afaceni: 114 222 442
Aceste informatii sunt disponibile gratuit pentru autoritafi, dintr-o ba=c de | & Da ONu

date nationala ?

Raport financiar
Operatorul economic va fi in masura sa furnizeze raportul financiar
inregistrat, extrase din raportul financiar, sau sa furnizeze informatii care

www statistica.nd www raportare md

sd i1 permitd autoritatii contractante sau entitatii contractante si obtina E Da ONu

acest raport direct prin accesarea unei baze de date nationale in orice stat,

disponibild in mod gratuir?

Aceste informalii sunt disponibile gratuil pentru autoritati, dintr-o baza de | & Da ONu

date naiionald? | www satistica md www.raportare. md

Dacd autoritatea contractanta sau entitatea contractanta solicitd in anuntui de participare prezentarea unor formulare care contin
informatii priving capacituiea economica sau Sfinanciara, va rugdm 54 furnizali formularele solicitaie in anunpul de pariicipare.

Art. 20 din Legea 131 din 03.07.2018 privind achizijiile publice, stabileste i

Al (3) In ca

Al (2} inca

i s trsstsil/ o)

ulhin care oferiantul/candidanl Isi demonstreaza capacitatea economica si financiard tnvoednd st sustinered acordard,
in conformitate cu prevederile alin. (4), de catre o altd persoand, acesia are obligatia de a dovedi susfinerea de care beneficiaza
prin prezentarea in formd scrisd a ur angajament ferm al persaanel respective. Inchetat in forma autentica, prin care aceasté
persoand confirmé faptul ca va pune la dispozitia ofertantuluiccanddatidui resursele Smanciare invocate. Persoana care asigurd
susfinerea financiard trebuie si indeplineascd criteriile de selecfie relevante §i mu trebuie s se afle i niciuna dintre Situatiile
prevazute la art. 18 alin. (1) 5i alin. (2) lit. @), ¢)~cP), care determing excluderea din procedura de atribuire. i

Al (6) Atunci cand ofertantul/candidatul se bazeazd pe capaciidtile alici persoane in ceea ce priveste criteriile referitoare la
capacitatea economicd §i financiard,  autoritatea contractantii solicita ca ofertantul/candidatul i acea persoana_sa_fie
raspunzdioare solidar pentru executareacontractulai, " ~ " " iR i
Al(7)-In-aceleasi condifii-prevazute la-alin=(4)=(6), o asociatie de operatori economici are drepiul sa se bazeze pe capacitdfile
membrilor asociatiei sau ale altor persoane. :

C| Capacitatea tehnici si/sau profesionali
Art.21 din Lepea nr.131 din 03.07.2015 stabileste urmatoarele motive de selectie:

Operatorul economic va fi in masura sa fumnizeze documentele solicitate de catre autoritaies contractanta sau
entitatea contractantd fn anuntul de participare, care demonstreaza capacitatea tehnica si/sau profesionala
pentru executarea viitorului contract, sau si furnizeze informatii care sa i permitd autoritatii contractante sau
entitai contractante s obtind aceste informatii direct prin accesarea unei baze de date nationale in orice stat,
disponibila in mod gratuit?

Aceste informefii sunt disponibile gratuit pentru autoritas,_dirir-o baza de date nafionmi? E Nu

Lacd autoriarea comracianta s
fehnicd sau profesionald, va n.

participare prezeniarea waor formudare care congin inform
cilate in anunped de participare

privind capaciiaiea

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

Numai pentru contractele de achizitii publice de lucrari: in perioada de refen 1@, operatorul economic a
indeplinit urmaroareie Iucriri de tipul specificat. Autoritatile coniractante pot solicita experienta de pana la
cinci ani si pot accepta experienta acumulata in urma cu peste cinci ani.

Descriere

Valoare

Data de incepere

Diata de incheiere

Benefician

Aceste infarmapii sunt disponibile grawit pentru autoritdg, dintro ba=a de date nationald? TDa ONu
Pentru contractele de achizitie de bunuri, servicii: executarea de Hvran, presudri de tipul specificat |
Numar pentru contractele de achizifii publice de bununt si servicii: in perioada de referinjd, operatorul
economic a efectuat urmitoarele lividn, prestar principale de tipul specifieat Tn anuntl de participare,
Autoritdtile contractante pot solicita experienia de PANG la tret ant si pot acventa experienta acumulatd in urma
cu peste trel ani. Va ruedm sd le desorien

| Valoare

_| Data de Incepere




Data de incheiere

| Beneficiari

Aceste infarmatii sunt dispanibile gratuit pentri autoritéii, dintr-n bazda e dute nationala?

UDa CiNu

_| publice. Va rugam sa le descriesi

Daca autoritatea contractantdi sau
anuniul de paricipare,

G solicitc in ampul de pariicipare prezentarea nnor firmidare, va rugdm sa furmizag formuiarele solicitate in

Instalatii tehnice si misuri de asigurare a calititi

Va rugam sa furnizati detalii referitoare la tehnicieni sau organismele tehnice pe care operatorul cconomic le

poate solicita, in special cele responsabile de controlul ealitai in legturd cu acest exercitiu de achizifii

V8 rugam sa furnizafi o declaratie cu privire la sisteme de management si de trasabilitate in cadrul lantului de
aprovizionare utilizate,

ODa = Nu

Aceste informatii sunt disponibile gratull pentru auloriali, dintr-o bazd de date nationala?

[1Da E Nu

Baca awtoritatea contracrants sau enfitatea contractantd soltcind In aminml de participmie prezentorea wrar farmdare, v rigdne sa fiérnizafi farmmdarele volictrare in
Y e . 3 £ i

| anunnd de participare,

Permiterea contr

Pentru produsele sau serviciile complexe care urmeaza si fie furnizate sau, In mod exceptional, pentru
produsele sau serviciile necesare cu un scop anume. Operatorul economic va permite efectuarea de verificar
ale capacitatilor de productie sau ale capacitafii tehnice a operatorului economic si. daci este necesar, ale
mijloacelor de studiu si de cercetare de care dispune §i ale masurilor de control al calitafii? Vi rugam s3
retineti ¢i, in cazul in care operatorul economic a decis si subcontracteze o parte din contract §i se bazeaza pe
capacitétile subcontractantului pentru executarea partii respective, trebuie si completai un DUAE separat
pentry astfel de subcontractanti Permiteti verificari :

®E Da N

Diplome de studii si calificari profesional

Cnsmam.qm“n calificari educationale si profesionale sunt definute de prestatorul de servicii sau de contractantul

nsugi sifsau in functie de cerintele stabilite in anuntul de participare sau in documentele procedurii de
achizifie de catre personalul siu de conducere, Vi rugdm si le descrieti )

Diploame (st
supericara)

Aceste informatii sunt disponibile gratuit pentru autoritill, dinie-o baza de date nationala?

UDa [ Nu

Dacd antoriiaiea contractantd san
drienpel de participary

coniractontd sqlicitd in anunfil de parricipare prezentarea unor formulare, va migdm sa Surnizafi forpmiarele soliciue in

Misuri de management al medinlui [

Operatorul economic va putea sa aplice urmitoarele masuri de management de mediu atunci cind executi
contractul: Va rugdm sa le descrieti

Aceste informatii suni disponibile gratuit pentru auloritdll, dintr-o bazd de date nafionala?

ODa = Nu

Numdrul membrilor per lului de conducere

Numarul membrilor personalului de conducere ale operatorului economic din ultimii trei ani au
fost dupa cum urmeaza.

Anul 2016 Numir: 2
Anul 2017 Numar: 3

| Anul 2018 Numar: 2

Pentru-contractele de achizitie de bunuri/servicii: esantioane, descrieri sau fotografii, firi certificate —
de autenficitate

D) Sisteme de asigurare a calitiitii 5i standarde de management de mediu, _

| Pentru contractele de achizitii publice de bunuri/servicii: operatorul economic va furniza esantioanele,
descrierile sau fotografiile solicitate ale produselor/serviciilor care urmeaza sa fie furnizate/prestate, care nu
trebuie si fie insotite de certificate de autenticitate.

= Da CNu

Aceste informafii sunt disponibile ntrn gquioritdly, dintr-o bazd de date nationals?

ODa &= Nu

Dacd auioritatea contractantd sau entitatea contractartii solicind In anunful de participare prezentarea wmor Hormulare, va rigam =i fisrnizagi forpndarele solichate T

__| ameniud de participare.

Art. al din lege stabileste urmatoarele motive de selectie.

_| Aceste infiirmatii sunt disponibile gratuil pentru awloritdli. dintr-o bazéa de date nationalé:
Daca autoritatea contractanta s entitatea contractamta solicitg in anunful de participare prezentarea unor formulare, vi rugam s

Certificate emise de orpanisme ndependente-cu privire-la-sistemele-sau-standardele de manavemerit da miedin

[Da ENu

ODa ENu

fiurnizagi formularefe soficitate in amumniul de participare.

Partea V- Indicatii generale pentru toate criteriile de selectie

Partea V - se completeaza online de ciitre autoritatea contractant, entitatea contractanti sl operatorii economici i include

A

Indeplinirea tuturor criteriilor de selectie impuse:

_Omoa:o:.: economic va fi in masura sa furnizeze formuiarele, certificatele, avizele si alte documente indicate
in anuntul de participare, sau si ofere informatii care si 1i permita autoritdfii contractante sau entitifii

—= . e . ) . ; o =¥ Da TNu
contractante s obting aceste documente, informatii direct prin accesarea unei baze de date nationale in orice _
stat, disponibild tn mod gratuit?Termen (3 zile _:Qmﬁom,«nu _

Aceste infarmatii sunt dispanihile Broft peniry autortdt, dinie-o basd de date nationala? 1Da = Nu

Partea v11- Declaratiile finale

Operatorul economic declard ca ir formatiile prezentate in partile 3 - VI de mai sus sunt exacte §1 corecte i ca au fost furnizate

cunoscand pe deplin consecinfcle cazurilor grave de declaratii false.
Operatorul economic declard in mod oficial ca poate si furnizeze, la cerete si fara intarziere,
documente justificative mentionate, cu exceptia cazului in care:

1. Autoritatea contractanta sau cnlitatea contractants are posibilitatea de a obtine documentele justificative in cauza direct prin
accesarea unei bazei de date relevante care este disponibila gratuit, si se consimte accesul la informatiile mentionate, in cazul

in care acest lucru este necesar.

Operatorul economic declara in mod oficial ¢a este de acord ca >mn=um,>orn_.3 Publice astfel cum este descrisa in partea I

sectiunea A si obfina acces la documentele Justificative privind informatiile pe care le-a furnizat in acest Docuiment Unic de

Achizitie European in scopul [Informatia o gasiti Tn STA RSAP].

Nume: Tudor Ceaicovschi
Dircctor general
Data: [18-22.01.20]

Locul: Chisindu
Semndtura

certificatele si alte forme de
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; GROUPE 2 - ENZYMES
DECLARATION DE CONFORMITE CE ; ; GROUP 2 — ENZYMES

GRUPOD 2 — ENZTMAS
Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, dédarons sous notre seule

responsabilité que les réactifs appartenant au groupe 2 « ENZYMES », référencés dans (a liste cijointe, sont conformes DESIGNATION DU _ NOM DU DOSSIER CE/
aux exigences essentiefles des annexes I et T de |a Directive Européenne 98/79/CE refative aux dispositifs médicaux de REACTIF/ REFERENCES/ EC FILE NAME/ Code GMDN/
diagnostic in witro et au code de la santé publigue. ] REAGENT DESIGNATION/ | REFERENCIAS NOMERE DEL GMDN Code/
Cette déclaration est basée sur |z contenu de chague dossier technique DOS-CE-¥XX et s'appuie sur la certification DESIGNACION DE ARCHIVO CE Cadigo GMDN
de notre systéme qualité selon fs norme NF EN S0 13485 : 2016 (Certification valable jusqu'au 27 juillet 2020). REACTIVO
(Voir liste cFjointe). ALP {DEA) SL PASL-0400/0420/ 0230 DOS-CE-PASL oy
S — ALP ENVOY PIVD-0850 DOS-CE-PIVD
ALT ENVOY ALSL-0850 . DOS-CE-ALSL 4+1
DECLARATION OF EC CONFORMITY
ALT /GPT ALAT-0200/0400 DOS-CE-ALAT 52923
We, EliTech Chinical Systems SAS, Zone Industrislle §1500 SEES France, hereby certify, under our own ALT/GPT 4+1 SL ALSL- L L _ DOS-CE-ALSL 4+1
responsigility, that the reagents befonging to Group 2, "ENZYMEST such a5 fisted hereto, conform to the essential 0410/0430/0510/0250/0455
requirements of appendices [ and [T of Eurgpean Directive 98/79/EC, reiating to i vitro disgnastic medical devices and AMYLASE ENVOY AMSL-0850
e the public health code. y - DOS-CE-AMSL 52940
This deciaration Is based on the contents of each DOS-CEXO00 technical file and is supported by the certification AMYLASE SL AMSL-0390/0400/0230
of our quelity system aCcording o the standard NFE EN IS0 13485 » 2046 (Certification valid until July 277, 2020). AST ENVOY ASVD-0850 DOC-CE-ASVD
(See attached list),
e — AST/GOT ASAT-0200/0400 DOS-CE-ASAT 52954
ASSL- ’
AST/GOT 4+1 SL . - DOC-CE-ASSL 4+1
A 0416/0430/0510/0250/0455
DE RA DE G DAD — =
CLA CION ce £ ONFORMI, A - CHOLINESTERASE— | -CHES-0053 DOS-CE-CHES 52971
Nosotros, ELITech Clinical Systems SAS, Zone Industrielie 61500 SEES France, declaramos bajo nuestra-tinica CK ENVOY CKSL-0850 DOS-CE-CKSL 53003
responsabilidad ue ios reactivos pertenecientes af grupo 2 : "ENZIMAS', referenciados en la lists adjunts, son conformes D CE-CKM
chn los requisitas esencizies de los anexos 1 y IIf de (3 Directiva Europea 98/79/CF sobre disposities meslios po CRVD) CKMB-0030 95 CE-GKMB
dlagndstice in vitro w.mm__. codigo de salid poblics, ) CK-MB ENVOY CMSL-0850 ' 52994
Esta dedilaracidn se basa en ef conténido de cada DOS-CE-Xxy téenica y estd respaldsde por ls certificacin de DOS-CE-CMSL
Auesio sistems de calidad segun la norma NF EN [SO 13485 : 2016 (Certifcacin valids hasta ef 2 do Tl 2020). CK-MB SL CMSL-0410/0430/0230
{Ver lista adjunta) CK NAC CKNA-0030 DOS-CE-CKNA pe
. = ——— CK NAC SL CKSL-0410/0430/0230 DOS-CE-CKSL
Sées; le 28 Juillet 2017 : -
GAMMA-GT SL PLUS GISL-0400/0420/0500/0250 1 M-
S s et DOS-CE-GISL 53027
Valérie GOURDON, ———Cécile-GOUBAULT, — GGT ENVOY GISL-0850
Respensable des Affaires Réglementaires Directeur Général Délégué ]
Regulatory Afairs Manager Emhmﬂawwgm&mﬁ; LDH ENVOY LLSL-0850 DOS-CE-LLSL
Respansable de fos Asuntos Reglementarics g (Oirectorz Géneral LDH-L SL LLSL-0400,0420/0230 53072
0.5 e SaS T e ’
P2 " T 4 w\ /w LDH-P LDHP-0030 DOS-CE-LDHP
..f.rrru..rz.ml.la.\\ LIPASE ENVOY LPSL-0850
myist t DOS-CE-LPSL 53108
2 LIPASE SL LPSL-0230 I

R

DCOR-G2

14
3
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DECLARATION DE CONFORMITE CE

Mous, ELlTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous nobre seule
responsabilite que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
fiste ciHpints, sont confarmes aux sxigences essentielles des annexes [ et TII de la Directive Européenne 98/78/CE
relative aux dispositifs médicaux de diagnostic #7 wire et au code de 2 sants publique.

Cette dédlaration est basée sur le contenu de chague dossier technique DOS-CE-XXXK et sappuie sur la
certification de notre systéme qualité salon ia norme NF EN IS0 13485 : 2016 (Certification valzble jusqu'au 27 juillet
2020},

(Veir liste ci-jointe).

e
DECLARATION OF EC CONFORMITY

We ELITsch Chinicst Systems SA5, Fone Industrislie 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 5, "CONTROLSY CALIBRATORS/ STANDARDS™, such as listed hereta,
conform to e essential requiraments of appendices I and Il of Furopean Directive SE/FGEC, relsting to in vitro
diggnostic medical devices and to the pubiic health code. )

This declaration is based an the contents of sach DOS-CE-X300 technics! file and is supgorted by the certification
of our quality system according to the standard NE EN ISQ 13485 : 2016 (Certification valid until July 278, 20240),
(See attached list),

DECIARACION CE DE CONFORMIDAD

ELITech Clinical Systerms SAS
Zone induslrielle
61500 Sées - France

Téi: +33 (0)2 33 8121 00 Fax - +32 0)22228 77 51

www.elitechgroup.com

GROUPE 5 — CONTROLES/ CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRA ﬂhvm.w\.m,ﬂhaﬁhkhh
GRUPO 5 — CONTI ROLES/CALIBRADORES/ESTANDARES

EllTechGroup

DESIGNATION DU REACTIF/
REAGENT DESIGNATION/
DESIGNACION DE REACTIVO

—

REFERENCES/
REFERENCIAS

NOM DU DOSSIER
CE/

EC FILE NAME/
NOMEBRE DEL

Code GMDN/
GMDN Code/
Codigo GMDN

—Nosolros, Ei ITech-Clinical-S, ystems-SAS;~Zone Indastrielle 61500 SEES | France, declaramos bajo nuestra Unica
responsabiiidad que. los - reactivos pertenecientes af grupo 5 "CONTROLES/ CALIBRADORES/ ESTANDARES' g
referentiados en 3 lista adjunta, son conformes con fos requisitos esencizles de los anexos I y I de 3 Directiva
Europez 98/79/CE sobre dispositivos médicos para diagndstico in vitro y ef cidige de salud publica.

" . . Esta dedlzracion se basa en el cortenido de cads DOS-CE-XI0(X téenica y estd respaldado por i3 certificacion de
nuestro sistema de calidad seguin 13 narma NF EN ISO 13485 - 2016 (Certificacidn vdlida hasta el 27 de Julio 2020,
(Ver lista adjunta)

———
Sées, le 28 uillet 2017

Valérie GOURDON,
Responsable des Affaires Réglementaires

Cécile GOUBAULT,
Oirecteur Général Délégué

Regulatory Affairs Rm:m%m\ Managing Director
Responsable de ios Asuntos Reglementarios ' .D\wmﬁm«ﬂm, General

Société par actions simplifies au capital de 1 219 592,14€ — SIREN : 31§ 365228 - RCS ALENCON

ARCHIVO CE
CHOLESTERCL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011 /0041 DOS-CE-LDLL-CAL 41728
CHOLESTEROL Standard 200 mg/dL. | CHOL-0055 DOS-CE-CHOL200 44698
CK-MB CONTROL CKMB-0900 | DOS-CE-CKMB-CT 44693
CREATININE Standard 2 mg/dL CREN-0055 | DOS-CE-CREN?2 44700
ELICAL 2 CALI-0550 DOS-CE-CALI2 47868
ELITROL [ CONT-0060 DOS-CE-ELIT 1

- 47869

ELITROL I CONT-0160 DOS-CE-ELIT II
-GLUCOSE Standard 100 mgfdl,— [ GLUP0055 | DOS-CE-GLUP100 41818
ISECONTROL1 ISCT-0046

DOS-CE-ISCT 47869
ISE CONTROL T ISCT-0047
'MICROPROTEIN PLUS . z
Standard 100 mg/dL PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUV50 53588
URIC ACID Standard 6 mg/dL ACUR-0055 | DOS-CE-ACUR6 44704

Société par actions simplifiée au capital de 1219 §92,14C — SIREN :

20:7

318 365 228 - RCS ALENCON
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. DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone Industrielle 61500 SEES France, dédarons sous notre seule
responsabilité que les réactifs appartenant au groupe 1 «METAROLITES DIVERS », référencés dans Ia liste ci-joirke, sont
conformes aux exigences essenticlles des annexes T et 111 de la Directive Européenne 98/79/CE relative aux dispositifs
médicaux de diagnostic /7 vitro.et au code de la santé publique.

Cette déclaration est basée sur le cantenu de chague dossier tachnique DOS-CE-X0O! et sappuie sur |3

nm&mnmzo_._am3odmm<m$3m.ncm_#m‘mm_o:_m:o_.:emz_umz ISCH 13485 : 2016 (Certification valable Jusquiau 27 juiliet
2020). -

(Vair iiste ci-jointe).

e

DECLARATION OF EC CONFORMITY

We, ELiTech Clinfcal Systems SAS, Zone Industrielle 61500 SEES. Fance, hereby certify, under our own
responsibiity, that the reagents belonging to Group I “MISCELLANEOUS METABOLITE E57, such as listed hereta, conform’
o the essential requirements of appendices [ and 1T of Furopean Directive S8/79/EC, relating to in vitro diagnostic
rriedical devices and to the public heaith code. . N s

This decizration s based on the contents of each DOS-CE-XXX Lechnical file and is supported by the certification
of our quality system according to the standard NF EN 750 13485 : 2016 (Certification valid until July 27 | 2020).
{See attached fist).

e

DECLARACION CE DE CONFORMIDAD

o, Nosotros, LLITech Clinical Systems SAS,- Zone Industrielle-61500-SEES ' France,” declaramios bajo rivestia dnica”
\\mnhgwmgﬁm&th‘\Qm\wmmma_\om‘hmﬁm:mﬂ.mnwmmm\ ‘grupo 1 *METABOLICOS VARIOS ", referenciados en Ia fista adjunta,
son conformes con Jos requisitos esendiales de los anevos I y Il de f2 Directiva Europes 95/79/CF sobre dispositivos
médicos para diagndstica in vitro y el cddigo de salud pdbica, .
Esta decisracion se basa en el contenido de cads DOS-CE-XX0X téenica ¥ estad respaldado por 1a certificacion de
nuestro sistema de calidad segdn Iz rorma NE EN ISO 13485 : 2016 (Certificacion valids hasta ef 27 de Julio 2020).
(Ver lista adjuntz)

e ———
Sées, |é 28 Juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Réglernentaires
Regulatory Aftairs Manager

Responsable de los Asuntos Reglementarios'

Société par actions simplifice au capital de 1 219 582,14€ - SIREN 318 365 228 - RCS ALENCON

Mulio 2017

Zone industrielle

61500 Sées - France .
Tel . +33 (0)2 33 8121 00 Fax : +33 (0)222 28 77 51
www elitechgroup.com

@ ELITechGroup-

GROUPE 1 - METABOLITES DIVERS
GROUP 1 - ENMQ_..NEEMOQM METABOLITES
GRUPO 1 — METABOLICOS VARIOS

DESIGNATION DU REACTIF/ REFERENCES/ mm%%m NMWwwmw CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS NOMBRE DEL ARCHIVG | GMDN Code/
DESIGNACION DE REACTIVO o Codigo GMDN
ALBUMIN ALBU-0600,/0700/0250
ALBUMIN ENVOY ALBU-0850 e e
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BETO-0606/0250 DOS-CE-BILI 4/1 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53220/53233
CREATININE ENVOY CRSL-0850 DOS-CE-CRSL 53250
CREATININE JAFFE ; CRCO-0600/0700 DOS-CE-CRCO 53251
CREATININE PAP SL CRSL-0630 /0250 DOS-CE-CRSL 53250
DIRECT BILIRUBIN ENVOY BIDV-0850 DOS-CE-BILI 53233
GLUCOSE ENVOY GPSL-0850 DOS CE-GPSL
GLUCOSE HK SL | arsL-0600/0250 DOS-CE-GHSL
GLUCOSE PaP GLUP-0700 DOS-CE-GLUP 93801
GLUCOSE PAP SL mwﬂm%\.mwww “wme “mem“ i DOS-CE-GPSL
HEMOGLOBIN HEMO-0400 DOS-CE-HEMO 32430
RON-TIBC ———— | FECAOQ0S0 DAOS-CE-TIBC 3 53904
TLACTATE - . | LACT-0100 DOS-CE-LACT . 53342
MICROPROTEIN PLUS PRTU-060070250 DOS-CE-PRTU 53481
| PHOSPHORUS PHOS-0600,/0230
DOS-CE-PHOS 59123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILRUBIN ENVOY BITV-0850 2 DOS-CE-BILI 53229
TOTAL PROTEIN PRTB 0600 DOS-CE-PRTB
TOTAL FROTEIN ERVOY PROB-0850 7 53985
TOTAL PROTEIN PLUS PROB-0600/0700,/0250 SO CEos
UREA ENVOY URSL-0850 DOS-CE-URSL
UREA UV URUV-0400 DOS-CE-URGV 53587
URIC ACID ACUR-0200/0400 DOSCEACUR |
URIC ACID ENVOY AUYD-0850 DOS-CE-AUVD.
| URIC ACID MONO SL wwm_(#%m%w\%wao%\%mw%% / DOS-CE-AUML >3558
URIC ACID SL AUSL-0250 DGS-CE-AUSL

Societé par actions simplifice au capital de 1 219 532.14€ - SIREN - 318 365 228 - RCS ALENCON
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DECLARATION DE CONFORMITE CE , GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
Nous, ElTTech Ciinical Systems SAS, zone industrielle 61500 SEES France, dédarons sous notre seule GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS
respansabilité que les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencas dans |a lista o

jointe, sont conformes awx exigences essentielies des annexes I et 111 de la Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diagnostic jn vitro et au code de la santé publique.

Cette déclarstion est basée sur le contenu de chague dossier technique DOS-CE-XXK et s'zppuie sur fa
certification de natre systéme qualité selon fa norme NF EN IS0 13485 : 2016 (Certification valable jusqu'au 27 juillet

2020), DESIGNATION DU ; ss CE;
(Voir liste ci-jointe). . REACTIF/ REFERENCES/ mmﬁmwm MMEWH\WW ! | Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS NOMBRE DEL GMDN Code/
DESIGNACION DE . ARC O CE Codigo GMDN
REACTIVO
DECLARATION OF EC CONFORMITY
LA o ¢ i CALCIUM ARSENAZO CALA-0600/0250
DOS-CE-CALA 45789
We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES Franve, heraby cerdify, under our own CALCIUM ENVOY CALA-(850
respansibility, that the reagents ‘belonging to Group 3 “ELECTROL VTES/TRACE-ELEMENTS, such 25 listed hereto, :
confonm to the essential requirements of appendices I and IIT of Europesn Birective I8/79/EC, refsting to In viero CHLORIDE CHLO-0600/0250 DOS-CE-CHLO 60037
disgnastic medical devices and to the public heaitf code. ~ - .
e declaration s based on the contents of each DOS-CE00CX technical fle and is supgorted by the certificabon IRON CHROMAZUROL FECA-0600 DOS-CE-FECA
of our Qt_m_m_ﬁ\hw..hmmﬂ .w.mg__.__._ﬁ_ to the standard NF EN ISO 13485 - 2016 (Certification vakid bntit July 27, 2020). [RON ENVOY FEFE-0850
(See attached fist). DOS-CE-FEFE 54758
—— [RON FERENE FEFE-0230
o IRON FERROZINE . FEFR-0600/0250 DOS-CE-FEFR___ . [ . . __
 DECLARACION CE DE CONFORMIDAD MAGNESIUM CALMAGITE — | MAGN-0600/0125— — - | DOS-CE-MAGN—— - -
 Nosotros, ELITech Clinjeal Systems 5AS, Zone Industrishe 61500 SEES France, dedlaramos bajo nuestrs dnica MAGNESIUM XYLIDYL MAGX-0230 DOS-CE-MAGX RO
responsabilided Gue fos reactivos pertenscientas al grupo 3 “ELECTROUTOS/OLIGO-ELEMENTOS "y _referenciados en fa MAGNESIUM ENVOY MAGX-0850
fista adjunts, son confarmes con fos requisitos esendisles de los anexes T Y I de le Directiva Europes 88/79/CF sobre
dispasitivos méticos para disondstico in vitro ¥ el cddigo de salud poblica; .
Este declaracion se basz en ef contenido de cads DOS-CEXXXX técnica y ests respaldado por iz certificacidn de
nuestro sistema de calidad segdn fa narma NF EN 150 13485 » 2018 (Certificaciin vdlida hasta el 27 de Julio 2020).
(Ver fista aajunta)
P
Sées, le 28 juillet 2017
Valérie GOURDOW, Cécile GOUBAULT, 5
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager Managing Director
Responsable de los Asuntos Reglementarios Directors General
Saciété par actions simplifiée au capital de 1219 532,146 — SIREN - 318 365 228 - RCS ALENGON Société par sctions simplifiée au capitel de 1213 592.14€ - SIREN | 318 355 228 - RCS ALENCON
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DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle’ 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 4 «LIPIDES », référencés daris. !z liste ci~jointe, sont conformes
aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs médicaux de
diagnostic /n vitro et au code de la santé publique. ’

Cette déclaration est basée sur le conteny de chaque dossier technique DOS-CE-XXXX et s'appuie sur.la

nm&mnmzo:nm:on.m@wnwamn_:m:ﬂmmo_o:_m_._o_‘:,_mz_nmz IS0 13485 : 2016 (Certification valable jusquau 27 juillet
2020). . -

(Voir liste ci-jointe).

—
DECLARATION OF EC CONFORMITY

We, ELiTech Cinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the resgents belonging fo Group 4 FIDST, stich a5 fisted hereto, conform to the essential
requirements of sppendices I'and I of Furopean Directive B8/79EC, relating to in vitro diagnostic medical devices and
&g the public health code, ; .

: This dedlaration is based o the contants of each DOS-CEXXXX technical file and is supported by the certification
of our quality system according to the standard NE EN 150 13485 : 2016 (Certification valid until Jufy 27 , 2020): -
(See attached fist).

\\\\\ DECLARACION CE DE CONFORMIDAD

Mosotros, ELITech Clinical Systems SAS, Zone Industrislie 61500 SEES France, declzramos bajo nuestra tinics
respansabilidad que los reactives pertenecientes grupo 4 "LIPIDOS ¥, referenciados en 13 fists adiunts, son conformes
con los requisitos esenciales de los anevas 1 ¥ Ui de la Directiva Eurapez 98/79/CF sobre dispositives médicas para
diagndstico in vitro y &f cédige de salud pitiica.

Estz declaracidn se basz en ef contenido de cads DOS-CEXO0 téonica y estd respaldado por fa certificacion de
NUESTo sistema de calidad segin s norma NFEN IS0 13485 - 2015 {Certificacion vélida hasta ef 27 de Jutio2020).

(Ver lista adjunta)

—_————
Sées, le 28 Juillet 2017

Valérie GQURDON,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager = .Managing Director
Responsable de fos Asuntos Reglementarios »\. Direptor .Genergl

e e w >

Cécile GOUBAULT,

s .

LY

Société par actions simplifiée au capital de 1219 592,14€ — SIREN * 318 365 228 — RCS ALENCON
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GROUPE 4 - LIPIDES
GROUP 4 — LIPIDS
GRUPO 4 — LIPIDOS

DESIGNATION DU NOM DU DOSSIER

REACTIF/ W._wm,mu.wmzomm\ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE NOMBRE DEL | Codigo GMDN
REACTIVO ARCHIVO CE

CHOLESTEROL CHOL-0220/0420 DOS-CE-CHOL

CHOLESTEROL ENVQOY CHSL-0850 53359

CHSL-0495/0500/0700; DOS-CE-CHSL

CHOLPSTEROL SL 0507/0707/0250/0455/0497

CHOLESTEROL HDL SL 2G HIDLL-0236/0380/0330 DOS-CE-HDLL 53391
CHOLESTEROL LDL SL 2G LDLL-0230/0380/0390 DOS-CE-LDLL 53395
HDL CHOLESTEROL HDLC-0060 DOS-CE-HDLC sk
HDL CHOLESTEROL ENVOY HDLL-0850 ____ | DOS-CE-HDLL

LDL CHOLESTEROL ENVOY- LDLL- 0850 — = o ROS R —== T 753395
TRIGLYCERIDES TRIG-0200/0400 DOS-CE-TRIG

TRIGLYCERIDES ENVOY TGML-0850 : 53460
il [ T P

| TRIGLYCERIDES SL TGML-0250/0455

Société par actions sinplifiee au capital de 1219 592,14€ ~ SIREN : 318 365 228 — RCS ALENCON

DCCE-GH = T30 Juilie: July fulo 207 ,,
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Certificate ES16/20725

The managemen! sysiem af

DELTALAB GROUP

DELTALAB, S.L., KEYLAB, S.L.U.,,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

Pel. Ind. La Ulana
+ Plaza de la Verneda, 1
08191 Rubi, Barcelona

has been assessed and cortified as meeting the requirements of

1S0O 9001:2015

Far the following adivilies

Design, manufacture and sale of laborat for the collection, transport and
conservation of samples for microbiological, molecular binlogy, hae logy,
biochemistry, histology, microscopy and colorimetric analysis, ensral labware,
containers and heaithcare products: Manufzcture and commercialization of
consumables for the laboratory. C ialization and distribution of equip for
the storage of prepared samples, cryogenic stored samples, syringes, general
labware and industriaf packages. Commercialization and distribution of equipment
and instrumentation for the laboratory, diagnostic kits, healthcare products,
cosmetics and food for special medical purposes. Commercialization, distribution,
 Installation and technical service of equipment and instrumentation for the

; T e laboratory.

B This certificate is valid from
T OcioBer 2018 until 13 October 2022
: 1y certified since October 201
th SGS since 11 October 2016.

Thisis a multisite .om:,anmzo:, See following page(s).

Authorised by

Certification Mznagemsnt

$GS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.AU,
CiTrespaderne, 29 28042 Madrid Espana
134813138115 £ 3491 313 8102 wwav.sgs.com

Page 1 of2

T docomn i induoe by e
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Certificate ES16/20725.01

DELTALAB

_uo_,_.a_..m:mnm
Plaza de la Vemeda, 1

08191 Rubi, Barcelona

TS been assessed as part of the managerment sysiem of DELTALAS GROUP
certified orgenizali the requi of

IS0 9001:2015

Far the following activites

Design, manufacture and sale of laboratory material for the collection,
transport and conservation of samples for micrebiological, molecufar biology,
hematology, biochemistry, histology, microscopy and colorimetric analysis.
ization of equipment for the storage of prepared sampies,
stored samples, general fabware and industrial packages.
Commercialization of equipment and instrumentation for the laboratory,
diagnostic kits, healthcare products, cosmetics and foed for

special medical purposes.

: in/ o the lollowing siles
Pol. Ind. La Liana, Plaza de la Verneda, 1 - 08191 Rubi (Barcelona)

<.m_.a from
11 October 2018 until 11 October 2022.
issue 1.

r This document s part of Cerlificate ES16/20725.
“The validity of this document is subject i the cerlificate.

. Authorized oy

. L
_ Cetification Sm:mmmim:_
SGS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.AL.
. Clirespademe, 23. 28042 Madrid. Espadia.
134513138115 £ 34313138102 waw.sgs.com

Paga 1 of 1
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Lorne Laboratories Ltd
Unit 1 Cutbush Park IndUStnal Estate
Danehill. -

Lower: Earley
Berkshire RG64UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Flrm named above, after assessing the Firm’s quallty system
and flndlng it in compliance with:

ISO13485:2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
dlagnostlc serology test kit. :

Authorized by

| ,/"'5 . / :.:w:: .......
MMJ it
Check Certificate

 Status: here

Michael §, Windler, P.E.
Manager of Global Regulatory Service
Distinguished Member of the Technical Staff
UL Life and Health Sciences

ULLLC
] ! . F - . . ) ¥ -
File Number A12241 _ : Cycle Start Date  June,26,i2018
» Cértifica’te 1458.,180626 ' Effective Date June 26, 2018
, Immal Issue June 26,2018 . . Expiry Date May 22, 2020

{
This quahty system reglstraticn is included in UL’s Diregtory of Régistered Firms and applles to the provision of goods and/or

services as speclfied in the scope of registration from the addresg(es) shown above. By issuance of this certificate the firm
represents that |t will maintain its registration in accordance with the applicable requirements. This certificate is not transferable

and remams thﬁ property of UL LLC.

ULLLC

333 Pfingsten Road
Northbrook, IL 60062-2096
USA

00-MB-50043 |55Ué 15.0 | UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011,



~eraag

LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne L:aboratories Ltd declares that the following 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 Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also S| 2002
No.618 WhiCh transposes the requirements of Directive 98;’?9;’EC)

and is |n conformity wrth the nathn‘al standards transposrng harmomsed
standards . ‘ ‘ off :

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 ENISO 18113, parts 1&2

The conformlty assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC. i -

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

L=

_—

Eddy Velthuis
Technical Director

- "Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

i | Unit 1 Cutbush Park Industrial Estate Fax:+44 (0) 118 886 4518
V Danehill, Lower Earley | Email:info@lornelabs.com
‘04 fED L_L\i Berkshire RG6 4UT United Kingdom | wwwilornelabs.com

File Nn Ab2240;
150 13485:2003; 150 %021:2008 Registerad office as above, Registered in England No. 04546797, YA No_ 808 3655 66



File No A{2241;

LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following 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)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also S| 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 performed was in accordance with
Annex || of Directive 98/79/EC.

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

BTt

Eddy Velthuis
Technical 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
Berkshire RG6 4UT United Kingdom www.lornelabs.com

1$0 13485:2003; 150 8001:2008 Registered office as above, Registsted in England No, 04540797 VAT No. 800 3655 66



File No A12240;

) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non LISt A Lon Llst B (Dlrectlve 98/79/EC Annex II)
and complles with the essential re¢|U|rements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also S| 2002
No0.618 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&P2

The conformity assessment procedure performed was in accordance with
Annex III of Directive 98/79/EC.

This decjaratlon of confcrmlty is issued under the sole responsibility of Lorne
Laboratones Ltd and is valid from 13 April 2016.

LT

Eddy Velthws
Techmcal Director

Lorpe Laboratories Limited Tel: +44 (0) 118921 2264
Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118 986 4518
Danehill, Lower Earley | Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom | www.lornelabs.com

150 13385-2601; 150 9C011:2008 Registerad affice as abiove, Registerad in Englavd Mo, 54340797, VAT No. 804 3655 G&



= MINISTERIO
law DF SANIDAD, CONSUMO
N

Y BIENESTAR SOCIAL

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
n accordance with Annex 1V, Section 4, Directive 98/79/EC

i
PRORROGA/EXTENSION — Fecha iniciall initial date: 04/12/2008

Fecha de iltima prérroga/ Last extension date: 27/112013

2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

Certificado n®/Certificate no Fecha de validez/Dare of validi ON n*/NB no

A favor de Hn favour of:

Fabricante/Manufacturer:

Nombhre/Name: DIA. Pro Diagnostic Bioprobes S.r.L ]
Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante Ia UE/Authorized EU representative: - -
Nombre/Name: 1dem Direccién/dddress: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagndéstico “In Vitro™ / In Vitro Diagnostic Medical Devices
Grupe genérico/Generic group: Diagnostico de enfermedades infecciosas / Diagnastic of i
Tipo/Type: Especificados en Anexos de este Certificado/Specified

selions diseases
t Anmexes fo this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompanado-por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This eertificate must be accompanied by the £C Full Quality Assurance System
Certificate N* 2003 12 0388 CT. , .

Este certificado es consecuencia de Ia evaluacién de la documentacion teenica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the ass. wment of the design documentation contained in dossier

N 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

2agenc; N
@ Medjcy m b0 dg
AMens
Productag o5y
Y mbs%&ﬁdm
Fdo. M2 Jes(s Lamas Diaz
Firmado gigitaimente per: Agenca Espafiola de Medicamenios y Producios Sanianios Localizader; PELLOEAADS
Fecha de ls firmg 101 12018
Puede compratiar ia et an la zpl Lecak de ln Web de la AEMPS
CORREC ELECTRONCD | Phgina 1de 2 T CAMPEZO, 1-ED .n_m
== — 8022 =3
onl3TE@aemes Tel (+34}902 101322 {+34)971 822 59 67
ORGANISMO NOTIFICADO £318 TEXT(34) 91162252189

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con ¢l Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex [V, Section 4, Directive 98/79/EC
PRORRGGA/EXTENSION — Fecha iniciall Initial dute: 04/12/2008
Fecha de dltima prérroga/ Last extension dute: 27/11/2013

Certificade n*/Cerificate no Fecha de validez/Date of validity ON n*/NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318
A favor de/ln favour of: : .

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes Sir.l.

Direccion/Address: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante Ia UE(duthorized EU representative:

Nombre/Name: Idem Direccion/Address: Idem

Tipo de producte / Device type: Reactives y productos reactivos, calibradores v materiales de controi
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of inman infectious diseuses. ; :

Clasificacion/Classification: Lista A, Anexo 1 / List A, Annex 1]

Reactivos y productos reactivos para la determinacion, confirmacian ¥ cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcion
enzimitica (ELISA) Reagents and reacrive prochicts for the detérminition, confirmation and quantification
1 fuman specimens of markers of Heépatitis B nfection, by Enzyme-linked impmnosorbent assay (ELISA)
[NANDO: IVD 0203] . :

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA CE (192 tests)

- SAGIULTRA.CE96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGIULTRA CEDB (192 tests - for Dia.Blood application)

Iste certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. | This certificate covers all tra
margfacturer in his declaration of conformity.

R

se products included by the

Madrid, 19 de noviembre de 2018

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Pafioly ge
tos y
RaErips
Fdo. M? Jes(s Lamas Diaz
ado digitalmente por: Agencia Espafola de Medicamentos y Productos Sanitarios Localizador PELLDBAASA |
Fecha de la frma 19/11/2018 |
Puede comprobar ia avtenlicidad dal documento en la aplicacion Lacalizador de la Web de la AEMPS
CORRED ELECTRA Pagina 2 de 2 C/ CAMPEZO, 1- EDIFICIO 8
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CERTIFICADO DE EXAMEN CE DE DISENO CERTIFICADO DE EXAMEN CE U.H Um.mmZO -
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE
EC DESIGN-EXAMINATION CERTIFICATE EC DESIGN-EXAMINATION CERTIFICATE
; ; AT . in ace i , Section 4, Directive 98/79/E
in accordance with Annex IV, Section 4, Directive 98/79/EC it >‘E nmhw\wamn/.aﬁm:\w\”:mx \hl\ ,M_NQ.S.‘.. _\.Nw.:.ww H._M i wﬂ.: Mw.ccw
PRORROGA/EXTENSION — Fecha iniciall initial date: 11/12/2003 ERORRDS e Gltina nesreceaf o T PR
Fecha de ditima prérroga/ Last extension date: 27/11/2013 P ¥ : i :
Certificado n*/Cerdfi Fecha de valide Date of validi ON n'/NB Certificado n®/Certificate no Fecha de validez/Date of validity ON n*/NB no
ertificado n®/Cerrificate no echa de validez/Date of validity N n°/NB no
g 2003 12 0392 ED Desde/From 19/11/2018" Hasta/To 18/11/2023 0318
2003 12 0392 ED Desde/Front 19/11/2018 Hasta/To 18/11/2023 0318
A favor de /In favour of: 2 wu,a‘_. delfn favourof:
Fabri Y; 2 Fabricante/Manufacturer: ]
sorcnteManajactrer; . oo, ] Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.].
Nombre/Narme: DIA. Pro Diagnostic Bioprobes S.r.L. . o Direccibn/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Direccién/Address: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy). Representinte autorizado ante la UE/Authorized EU representative:
Representante autorizado ante la :.m__,..m_i__.qalm.ma EU representative: Nombre/Name: Idem Direccion/Address: Idem
Nombre/Name: Idem Direccion/Address: Idem . 5 ; . . : 0
Tipo de producte / Device type: Reactivos ¥ productos reactivos, calibradores y materiaies de controi
Para el producto/For the product: para el diagnéstico de enfermedades infecciosas / Reagents; and reagent products, calibrators and control
Categoria/Category: Productos Sanitarios para Diagndstico “In Vitro™ / In Vitro Diagnostic Medical Devices materials for diagnostic of human infectious diseases, - . ' h
Grupo genérico/Generic group: Diagnistice de enfermedades infecciosas ! Diagnostic of infectious diseases D R : AR ListA A I
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate. O_mm__._nmn_o_._\Q‘n,ﬁ%nn:o:.. Lista A, Anexo I/ List A, Annex -
; ilities: ; Reactivos y productos reactivos para la determinacién, ‘confirmacién y cuantificacién en muestras
H“mcoq»ao.nz\? N_\Rk,anp::mn. humanas de marcadores.de infeccién por Hepatitis C, mediante técnicas de Inmunoabsorcién
UWP Pro Diagnastic Bioprabes S.r.l rimatica (ELISAY Reagenis and reactive producis for the determination, confirmation and quantification—
Via G. Carducci, 27 -20099- Sesto San Giovanni— Milano (Ttaly). - —— in-human specimens of markers of Hepatitis C Infection, by Enzyme-linked immunosotbent assay (ELISA)
ifi i i R e e e T D i T e : - INANDO: 1VD 0203~ -~ - - - -~ T e
-- -——Este-certificado-debe r-acompariado” por el certificado ‘CEde Sisienia de Garantia de Calidad Total Ne IN Okt ! =
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System HCV Ab ELISA cualitativo / ELISA qualitative
QNI%QQ,RZ 2003 12 0388 CT. : - CVABCE (192 tests)
' Este o.an._momao es consecuencia de _m. n<m~:wo_.o:. mo:“m documentacion &o..:.o.m am._ disefio oo:ﬁ:&m en el - CVABCE.96 (96 tests)
3 expediente N° 2003 05 0240, y garantiza que el disenio de los productos descritos cumple los requisitos de CVAB.CE 480 (480 test
3 fa Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier > y ( ests)
& N® 2003 05 0240, and guarantees that the desi gn of the described products fulfil the requirements of the - CVAB.CE.960 (960 tests)
Directive. A ‘ - CVABCEDB (192 tests - for Dia.Blood application)
Wiadrid, 19 de noviembre de 2018 - Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
i e noviembre : L. . e, o ST S y bt .
o d declaracién de conformidad. / This certificate covers aii trademarks of these producis included by the
DIRECTORA DE LA AGENCIA ESPANGLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS manufacturer in his declaration of conformity. g
2genc; . Madrid, 19 de noviembre de 2018
@ Mmed; mw w.._m»ummoi da _DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS. Y PRODUCTOS-SANITARIOS-
Progae. Petasy, -
Producias wmnrnaow
s@0enciy

s omumm.
. @ medicame oy 0°

Producto, mmy,.»m:.ow\
Fdo. M? Jes(s Lamas Diaz Fdo. M@ JesUs Lamas Diaz

Firmado 4 par: Agencla fiola da = y Preductos S Lozalizader. 886580758 Firmado digilafmente por: Agencia Espaiiota de Medicamentos y Product itari Localizador SAGEE0ISEE
Fecha de ta firma: 121172018

Fecha de la firma: 19/11/2018

Puede comprobar la aulenticidad del gncuments 2 la aplicacion Localizador de la Web de Jla AEMPS

Puede comprobar fa aulenticidad del documento e 4 aplicacidn Localizador de la Web de la AEMPS
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ /nitial date: 11/12/2003
Fecha de dltima prérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validi ON n°/NB no
2003 12 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de [ finour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.1.

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni— Milano (Italy).
Representante autorizado ante ia UE/Authorized EU representative:

Nombre/Nume: Idem Direccién/Address: Idem

Para el producio/For the producr:

Categoria/Category: Productos Sanitarios para Diagnéstico *In Vitro™ / In Vitro Diagnosiic Medical Devices
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas / Diagrostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes 1o this Ceriificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L.
Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Ttaly)

Este certificado debe ir acompafiado por-elcertificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacién de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garentiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessinent af the design documentation contained in dossier

N? 2003 05 0240, and guarantees thai the desien of the described products fulfil the requirements of the
Directive. ’

= Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUGTOS SANITARIOS

20 .
EMm_Mmhm Spafivia ge

' —rog iCamen tog g ——
oncnhom wm:xwlow

s

Fdo. M? Jesus Lamas Diaz

um_....._uuou ucn_.pmn_._uﬂ1_..n_uP___mu_nm=m_._..or‘uaq.._n,omm,m....:!_nu ruE_muunu_.mr_mnmumnnm
Facha de la frme: 164 1/2013

Puede comprobar la autenticidad del decumento en la aplicacién Localizador de |a Web de la AEMPS
—

|CORREO ELECTRGNICE | Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
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on0318@aemps es Tel: (+34) 802 101 322 /(+34) 91 822.59 97
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha iniciall Iniiial date: 11/12/2003
Fecha de tdltima préorroga/ Last extension dete: 27/11/2013

Certificado n"/ Certificate no Fecha de validez/ Date of validity ON n"/NB no
2003 12 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/fn favour of:

Fabricante/Manufacrurer:

Nombre/Namie: Dia. Pro Diagnostic Bioprobes S.rl.

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante Ia UE/duthorized EU representative:

Nombre/Name: Idem  Direccion/dddress: idem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de cantrol

para el diagnéstico de enfermedades infecciosas / Reagents, and reagent produtts, calibrators and control
malterials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo 11/ List 4, Annex I/

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacién en muestras
humanas de. marcadores de infeccion por Hepatitis D, mediante técnicas de Inmunoabsorcién .
enzimitica (ELISA)/ Reagents and reactive products for the determination, NE%\:S:Q: and quantification
—in-human-specimens—of markers-of -Hepatitis-D-infection, by Enzyme-tinked-immimosorbent assay (ELISA)
— « INANDO: IVD-0203] —  — - meoeiee o Do

HDYV Ab ELISA cualitativo / ELISA qualitative
- DAB.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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= Safitariog
Fdo. M? Jesus Lamas Diaz
Femado digitalmente par: Agencia Espafiola de h y Productas Sanitafios Loealizador __.m,_mnmmm.anm._—
| Fecha da la firma: 18111206 |
Puede comprobarla aulenlicidad del documento en la aplicatidn L 12 @ Wab de 18 AEMPS
|conRED ELECTRENICD | Pagina 2 de = C/ CAMPEZO, 1 - EDIFICIO 8
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Certificate

Standarg ISO 9001:2015
Certificate Registr. No. 01100 1810008

MACHEREY-NAGEL 6mbH & Co. KGC
Neumann-Neander-3tr. 8-8

52355 Diiren

Germany

Certificate Holdér:

including the locations accorging to annsx

Scope: Design and development, production and distribution
: of products for filtration, rapid tests, water analysis,
chromatography and bioanalysis

Proof has been furnished by means of an audit that the
requirements of ISO 9001:201S are met.

Validity: The certificate is valid from 2018:08229 until 2020-05-28.

TOV Rheinfand Cert GmbH
Am Grauen Stein s 51105 Kain

2018-09-03

ES (¢ pakks A TOVRheintand®

Frecisely Right.

whwtuv.oom
w Dewrsche

Akkredirisrungssielie

DIM-1653 1-01-X0

Annex to certificate

Standard

Certificate Registr. No. .~ 01 100 1810008

S
K

33

04

105

Location

MACHEREY-NAGEL GmbH & Co, KG
Neumann-Neander-Sir, 8-8

52355 Diren

Gemany

AACHEREY-NAGEL GmbH & Co. KG
Valencienner Sir. 11
52355 Diren
Germany

MACHEREY-NAGEL GmibH & Co. KG
Papiarmithle 50

52349 Diren

Germany

MACHEREY-NAGEL GmbH & Co, KG
Bahnstr. 120

52355 Dilren

Germany

MACHEREY-NAGEL GmbH & Co, KG
Monschauer Str. 64

52355 Daren

Gemany

2018-08-03

WWW TUV.CQOMM

ISO 9001:2015

Scope

Design and development. production
and distribution of products for filtration,
rapid tests, water analysis,
chromatography and bicanalysis

Design and amqmoum.ﬁ-.ﬁ production,
distribution, service and adminisiration

Waste disposal
Storage
_uaac.mmc:

TOV Rheinland Cert Gribt
Ao Grauen Stein + 51105 Kdin

Page1of 1

m_4¢<mmﬂnﬂaaa

Precisely Right.



L@
EC Certificate TUVRheinland
U:.moﬂ:..o wm\um\mn Annex IV, excluding Sections A m:a 6
-Full Quality Assurance System
‘In Vitro Diagnostic Medical Devices

Registration No.: . HL 60119814 0001

Report No.: 21265422 001

Manufacturer; Macherey-Nagei O:._E._ & Co. KG
; . Neumann-Neander-Str. 6-8
52355 Dilren
U.wzﬁmnr._,mﬁa.. _

zites included)

ﬂ« mocdummm,

Expiry Date: 2032-05-28

The Notified Body hereby declares that the requirements of Annex 1V, excluding section 4 and 6 of the
directive 98/78/EC have been met for the listed products, The above named manufacturer has established
and appiies & quality assurance system, which is sublect to periodie surveillanes, defined by Annex

iV, section 5 of the eforementionsd directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and.& ——

verifieation of manufactured products according to section 8 is required.

Effective Date: 20705~

Date: - 203 7-pE-29

._.C< xrm_z_msa Qb. vwoa:oqm 930_._ ._.___<mn_.m_wm N mo&m.m 2 q:cm«m

OV mzmi mi“. 16
* coneering in vitr

Bmcnmm QSUI is a ZQM_mma Body anno..m_:m to 95220 wm.ﬁw\mn
m_mm_:oﬁ« ic Eom_om_ Q@(.nmm “with the identification. number, oﬂwq

O TUV Rheinland Xl

... LGA Products GmbH -
TillystraRe 2, 90431 Niirnberg

Attachiment to

Certificate - g
Registration No.:  ~ HL 60118814 0601
Report MNo.: . 21265422 0011 ¥ .
Manufacturer: Macherey-Nagel GrabH m, Oo xo
Neumann- meaum?m:
52355 Diiren
Dautschiand
Produces Tor se3F -tearing:

5 ==
= Single and ﬂu,.f“...-w.w,.mu..m\mp. gigposable. tast stxips
in

sive Loy wa

Cate: 2017-05-29

L
&

TOVRheinland

1/1, Rev.. Q

|
|
_




: ' CiSQ is a member of

T;iE \-‘I"IEHNMIONAL CEH%IF‘I&JA“AN NETY/ORK
www ignel-certification.com

IQNet, the association of the worfd’s firsi ciass
certification boiles, Is the largest pravider of management
System Cartification in the world,
|

QNet is composed of more than 30 bodies and counts
over 150 subsidiaries all aver the globe,

(_,ERT[FICATO n. : 4265/4
wt"ER T/F/CA TE No.

| - 8| CERTIFICA Ch[ IL SISTEMA DI GESTIONQ PER LA QUALITA o]
WE HF REBY CERTIFY THAT THE OUALITYMANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office ‘
Via dell Industria, 12 .-~ 35020 Arzergra‘nde (PD) - ltalia
‘ Unitd Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B —‘26 28 - Zona Industriale Tognana ~ 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - ltalia
ROLL 8.R.L. - Via Leonardo Da Vinel, 24A Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA' S.r.l. -‘\/la dell'industria; 12 - 35020 Arzergrande (PD) ~ talia
VACUTEST KIMA S.r.l. via L. Da vincr 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

E CONFORME ALLﬂ\ NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEl EN I1SO 13485:2016

| Sistema di Gestione per la Qualita | Quality Management Systom
' PERLE SEGUENTI ATTIVITA / FOR THE FQLLOWING ACTIVITIES

EA: 14 -29 }

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico; liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Hoiders (camicie) per prelievo sottovuoto,
Progettazione e produzione di kit diagnosticl per I'analisi del sangue & dei liquidi biologici, Progettazione & produzione di
terreni di coltura per mmrcbmloq:a Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di [coltura per mlcroblolog|a articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili Plogettazwne e produzione di.stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermmed vacuum for co!fectroﬂ of haemalalo gical samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Dasign and
production of culture media for microbjology. Design and. production of sterile heedies and devices for colleclion of
haemalalogical samples. Tradling of the products of the Grotip: diagnastic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile heedles. Design and prodtiction of moulds for plastic
labwara. Injection moulding of thermoplastic materials for medical devices,

Riferirsi alla documentazione del Sislema di Gestione par la Qualita aziendald par [applicabilita Hel raquisil della norma d iferimenio,
Refer to lhe dacumantation of ffie Qually ly Management System for delails of application o refarence standard requirements.

Per informazioni puntuali & agglomale cirea evanluali variazion! intervenute nello Stao delfa cerficaziana di cui al prosente certifcalo,
y si preaa di contatlare il n* telefonico +39 02 725341 o indidzzo e-mail Info@icim.it.
For fimely and updaled information alicuf any changes in the certificalion stalus referred to in his cerlificale,
please contact the number +39 02 725341 or email address Info@icim &,

Data emissione Emissione corrente Dala di scadenza
Firstissue Current issue Expiring date
18/01/2007 18/01/2019 ' 17/01/2022
\.( f1
‘ ICI S A
Piazza Don Enrico Mapelli, 7. 20099 Ses(q San Giovanni M1y
www icim.il

S ACCREDIA §
= (]
o UENTE [TAUANG DI ACCREDTAMENTO %y i
o}
=t wWww.clsg.cam
=
S 9004 50 &
g GQ N A C15Q & Ia Federazione Itallana dl Organismi di
(\3 | Certificazione dei sistemi di gestione azlendale
o Membro degli Accordi dl Mutuo Riconescimenta A, IAF e [LAC CISQ Is the Itafian Federation of management

Signatory of EA, TAF and JLAC Mutual Recognition Agreemients system Certificatiop Bodies,



» 1:II1EI-IIT'ER_NI~TIDNAL CERW’\CA.T.IO-‘; NETWORK
www.lgnet-certification.com

G

1QNet, the association of the warld's first class
certification bodies, Is the largest pravider of management

3 Systeim Certlfication in the world.
| IQNet is composed of more than 30 hodies and counts
over 150 subgidiarles ofl over the globe,

CERTIFICATO n. |
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTJONE PER LA QUALITA DI
WE HEREBY CERTIFY THA TTHE QUAL/TY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

\ Sede / Head Office
Via dell Indurstraa 12 - 35020 Arzergrande (PD) - ltalia
3 Umta Operative | Operative Units i
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 126 - 28 ~ Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S r.l. Vla de}l 'Industria, 2 - 16— 35020 Arzergrande (PD) - ltalia
ROLL $.R.L. - Via Leonardo Da Vinci, 24A Zona Industriale Tagnana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vingi, ‘22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 — 35020 Arzergrande (PD) — ltalia

VACUTEST KIMA S.r.l. via L. Da vlnc‘l 22 Zona lndustrlala Tognana — 35028 Piove di Sacco (PD) - ltalia

E CONFORME ALLANORMA/ IS, /N COMPLIANOE WITH THE STANDARD

UNIEN ISO 9001 2015

Sistema di Gesti mne per la Qualita / Quality. M&nagemenf System
PER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES

EA: 14 -29

Progettazione e produzione di provette 00}1 vuoto predéterminéto aa uso prelievo ematico, liquidi biclogici e urine.

Produzione di provette per microprelievi di sangue Progettazione e produzione di Holders (camicie) per prelievo softovuoto.

Progettazione e produzione di kit diagnostici per 'analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico,
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microblologia, articoli in plastica per
laboratorio analisi, provette con vuoto predetenminatae e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratoriol analisi. Starrpaggio di matarie termoplastiche ad inlezione per articoli medicali.

Design and production of lest tubes with predetermined vacuum for colleclion of haematological samples, biological figuids

and wine samples. Praduction of test tubes for micro-collection of hasmatological samples. Design and production of

Holders for vacuum sampling. Design and production of diagnostic kits far blood and biological liquids analysis. Design and

production of culture media for microbiology. Design and production| of sterile neediss.and devices for collection of
haematological samples. Trading of the proclucts of the Group: diagnostic kits, culture media for microbiotogy, plastic

disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic

fabware. 'Injection mouldmg of thermaoplastic materials for medical devices.
Riferirsi alla documenlazione del Sislema (JI Gestione per la Quaiila aziendale pe‘r Iapphcquhla de\ requisiti delta norma di riferimento,
Reler lo the documentalion of the Quality Managemeni System for details of application lo reference standard fequirements.

Il presente certificalo & soagelto al rispatio del documeanio ICIM "Recolamento per Ia ceriificazione dei sas:enu di gesfione” ¢ al relalivo Schema specifico.
The use and the validity of this certificata shatl satisfy fhe requirements of I ICIM document *Rules for the cartification of company management systems” and specific Scheme,

Per informaziant puntuali & agglernate clrca eventuall variazioni intervenute nelio stato della certificazione o cui al presente cerlificato,
si prega di comallare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim.it
Far fimely and updated infarmetian aboul any changes in the certiicalion slatus refarred to in thiz cerificale,
pleasa conlact the number +39 02 725341 or emaT address info@icim. it
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Declaration of conformity

><m_.=olumlo§.m:0mgm”m:,m_m_uo_m:a m,>.éjommm:mw.mc_,m:maamsEmo”c_...mﬂ of reagents and
products for diagnostic in vitro located at: de . .

Sowiniskiego 11 Street
44-101, Ghwice
Polandg

Herewith declares the following: !

Reagents mentioned in attached jist are labeled with J.T.Baker label, comply with the in Vitro
Diagnostic Medical Devices Directive S8/79/EC and the requirements of 1SO 13485 Standard,
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices, !
The products are not part of List A and List 8 of Annex I of the IVD Directive 98/79/EC but are
subject to self registration,

This dectaration is valid for alf the VD medical devices described above and which are placed
on the market by ourselves on or after the date hersof and which bear the CE marking

Giliwice, Poland

January 25, 2019

p P A
LV

HE \A&,\L@‘

Anna Szuba

Quality Director
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J.T.Baker product list for GE marked products

Product

Product number Pack size
Diluid™ 100 Plus 3961 200
Diluid™ 22 2990.9010PC L
= 3989 S20L
Diluid™ 61
uid™ 510 o R
; 34308020 z0L
Diluid™ Abacus 3430,8010 0L
3430-00 2001
Diluid™ AC 900 3596 200
Diiuid ™ APR JM4VE9020PC 20L
Diluid™ Azide free 3957 20L
3863 200
Diluld™ HI Dift 13863.9010 0L
386300 200
e 3450 9000 201
Dilid™ Erma 55.00 o1
il ™ Wt |3438.9020PC 20L
Diluid™ Mindray oL
M e |3483.9020PC 0L
Diluid™ NR 48200 501
Diluid™ Ruby 2587.9020PC 0L
Diluid ™/Sheath 32004000 38328020 2001
Diluid™ ST1600/2000 3976 201
Sheath D 3495.5010PC 0L
: 2471.9020PC 20 L
N-free Lvse DI AC 500 3558 5L
CyMel™ 23 CN Free 2986 0500PE 500 ml
CyMat™ 2000 3468.9010PC 1L
CyMet™ 3200 CN free 3823 10060 1L
| Cviet™ 3500 33 5000PC 5L
™ 3500 CN et 5L
o v i R G 0 1oL
CyMet™ G10'CN free 3970-00 6L
J97F sL
e i 34311000 1L
CyMet™ pbacus CN free 2100 L
=yMet™ APR Basp I - |2479.1000PE EEN
CyMet™ APR CN free 2417.0500PE 560 ml
CyMet™ APR EQ 3478 1000PE =55 8
CyMat™ ASA 28950 2500PE 350
CyMat™ ASE 951.9500PE 500 mi
CyMet™ AS CH free 2952 9010PC 0L
CyMat™ BS3 CN free 2882.0500PE S0Qmi
: 3088 1L
™
Sy W 96800 200 ml
e T 3511.1060 1L
CyMet il Diff CN free 351100 Bl
; 3416-00 500 m!
™
oL e 3416.0500 500m
Cvidet™ H2p 53,1000 3 &
. 342500 500 ml
CyMet™ KX.CN Free 34230550 200 mi
CyMet™ Wicro 38521000 L EE
T M, 3863,1000 1L migros
CyMat™ Micro CN free 2863.00 i
CyMet™ Mindray 3441-00 500 mi
(% ™ Mindrav C 3440.0500PE 500 mi




J.T.Baker product fist for CE marked products

J.T.Baker product list for CE marked products

Product Product number Pack size
CiyMet™ NR I 3484 1000PE L 5
3468-00 L
CyMet™ NR 1LCN F
yMet™ NR ree 3286 10005E T
CyhMet™ NR Y 3485 1000PE 1L
CyMet™ Ruby CN Free 2988 5000PC 5L
~ICyMet™ ST 1600/2000 CN free 3753.5000 5L
Leucolyss 3475.5000PC 5L
ILeucolvse Ruby 2989 5000PC 5L
nking Solution 1600/2000 3847 0L
e 3763 5L
DelectaTerge 2788 '
DetectoTerge™ BS 2970.0900PE 800 mi
3900 51
ProClean ™ 1320000 50
3768,1000 1L micfos
- ™ 13432 5000 5L
PoCicen sty 3432 1000PE 1L
ProClesn™ CD 3902.0100PE 100 ml
3862,5000 5L
3862.9020PC 20L
ProClean™ Extra 3862-00 5L
3867-00 1L micros
3J867.1000PE 1L micros -
ProClean™ Plus 3901 100 mi
u.A.aM..mgmﬂ.m 51
3427/3408/3429 Z5mi
3463/3464/3465 25 mt
3747 4x25ml
3751 6x25ml
| 3633/3634/3835 2.5 mil
" : |3433/3434/3435 2.5 ml
SR comcl L 3502/3503/3504 45m
3-Diff Control extented LN/H 3421/3422/3423 2:5ml
CO-Diff Control LN [3452/345313454 3.0ml
CD-Diff Control ZxL+2xN+2xH 3838 Gx30ml
K-Diff Cantrol LINH 3455/3458/3457 2.5 ml
Platelst Controb Extended value 3424 Sx3.0ml
WBC Reduced REC LiH J695/3629 3.0ml
XE-Diff Control LIN/H 3731/3732/3733 45ml
Cervix Spray Fixafive 3869,1200 12x125mi
3833.1000 1L
3933.5000PC 5L
28338010 —IUE
gl 3933.9020 20L
110% viv Buffered Formaldehyde (4% wiv 353310008 1000 L
3933.9020PE 201
3933901041 0L
3833.9020JL 20L
. 3505.2500PE 250
UktraClear™ 3905.5000PE ML
3905.8010PE 0L

(]
i

Product Product number Pack size
. . 3800_1000PF 1L
Eosir-Y Alcoholic e T
3856,1000 1L
Giemsa 3856 2500 25L
3856.91805T “BOL
. _ 3870,1000 1L
He J:mnaxﬁ_: er {Mayer) 38702500 250
T = 3873,1000 1L
Hematoxylin Modified (Harris, Gill 1) 3673 2500 SEL
: 3855.1000 1L
May-Grinwald 38552500 Z5L
SREENEA 3554,1000PE 1L
et 3554 2500PE Z5L
= 3555 1000PE 1L
B i e 3555 2500PE 250
. 3556,1000PE 1L
Coaiany 3555 2500DE 250
[3921.0500 550 ml
Ultraiigt™n 3921,0600 6100 mi
3821,90255T 5L
Mounting medium High 3882.0500 500 mi
Mounting medium Low 3883.0500 S00ml
3058 : 200
e 3055.90106C oL




Thromboplastin L

REF 5265HL
REF 52651
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info@halena-biosciences com
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Coagulation Control Plasmas
Instructions for use

INTENDED PURPOSE

The Coagulaiion Control Plasmas kil is inlended for use as

Rouline Contral N, Routine Control A and Aoutine Contral SA are for use
conirols for PT and aPTT assays. They are also assayed tor Fiorinogen, TCT and A]

plasma

- WARNINGS AND PRECA

Tha raapsms contained in this it am e in g Sagnosic usk only —
Squipment. when hardling all kit eomponent Aefer o the product sal
precoionan SaEmEnts wh

a quality control material,

UTIONS i

HIV 1 armibody HIV 2 antibody

~ “HCVanlibody

2 normal, moderalely prolonged and markedly prolonged

and are prepared Iram nomnal human

DO NOT INGEST. Wear appropriate personal proteciive
or y declaralion for the
@ appicatie. Dissese of compenents m accordance with local regulat

Blood products have been screened and
- Hepatitis 9 Antigen (HbsAg)

K to appropriate hazard and
ors.

found negalive (unless otherwise stated on the kit box o vial) lor the presence of:

Hawever they should be handled with the same precautions as a human patiers sample

COMPOSITION

Routine Centrol - N
Routine Control - A

Each vial containg 1 mi of buflsred yop!

s lof specilic reference values insert.

nstructions tor use

ed human, plasma.

. Pregared from pooled plasma,
red from adsorbed human plasma.

Preparation: Hleconaituts each il of the appropriate conrol with 1 miL of distlled.pr dislamised water. Swin gently. Allow fo stand
for 10 minutas o compist dissohsien and mix wel betore use.

_.wm,;vw REQUIRED BUT NOT PROVIDED

Coagul

m.:,..vmbmm. SHELF-LIFE AND STABILITY

Unapened vials are stable unril the

n Control Plasmas may be usad when
conjunction with all sultable, commercial reagents.

reconstiuted conlrols are stable for 8 hours when Kept at "2 —€°C or 4 weeks al -20°

SAMPLE COLLECTION AND PREPARATION

Not applicable

performing tests on any mechanical or pholo-optical coagulalion instrument in

given expiry date when stored under condiions indcated on the vial or kit label The

when fle= frozen, Keep covered

PROCEDURE

ol should be Iraated in e Same mannar &3 the urknswn soecimen In acosrtance with e instc
sl proiocal

Each cor
parnc

NTERPRETATION OF R

LTS

Siouting Sonired W should give values within e abaras
Fputine Cantrol S4 nave been standardsad 19 gl prelonged and mamkedly prolonged PT and aPTT tmes ementvely. Let and
Insyum ent speclic sxpecied valies ars provided wis sach pack of controls.

LIMITATIONS = i .
The: resiits ootained with Coaguistion Control Plasmas depsnd on severd factors Siongly asE00iEted win REtrumentalion, types of
reagents, defen! subsirtes and Istaratory to labaresory tiars"", Each laboralary should essblish an sgected range lor
2 particular instrument-rBEgent system

QUALITY CONTROL

Each labortory shoud estabiish & quality corral pragram, Narmal and ahnermal cerirs pasmes showd be fased prce to sach
tach of patie samples, o ersure satslactary Fsiement 300 operslee performance B coriros do nal perT A Expacted,
patient msuts shaud be considened |rvald,

REFERENCE VALUES

Relerence walues can vary between laboratories depending on the techniques and systems in Lse For this rezson each laborarory
should estzbiish 1ts own reference ranges. .

have besn by Helena 8 Eutepe o their

usitrey an
Id essallsh s own perdormance dat.

Intrz-nssay precision

Sample i - " PTCV (%)
Routine Control Nt 1ot _
Routine Control A 1

503

BIBLIOGRAPHY

1 Kirkwood TBL ef al {1877) Idenlilicalion of Sources of Variation in Factor VI Assay, Brilish Journal of Haematology,

37:558-568.
2 i MD {1571) in Coagl Assays, AJCF, 55:561-564.
3. Paduiti HA and Longberry JR (1973) A Precision Sludy of Coagulalion Factor Assay Techniques, AJCF, 59:231:235

Plasmas de contréle de coagulation .:.

UTILISATION e - L. | -

L kk Coaguiiton Control Plasmas et desine & arre utilis2 esmme progult ds comnsis qualié;

Les cantrdies Fousine Contrel ¥, Foitine Cantiol 4 v Soutne Corteol 34 servent de 1momns nomal, modésemere proongs ot
nestemant prolongd dans les détarminations du TP ef da TCA Le fbrinogéne, 5 TET @ UATIN opf &1 dases of s sont préapacs &
peetir de plasna humain nomal.

AVERTISSEMENTS ET PRECAUTIONS
Les rkactils du kit som 4 usaze disgnostiqus in Wi uniguemant — NE PAS INGERER. Forer un équipement de svmtsetian
g d 1

5 oblenus avee le Coagul

te5 types de reachis, i
pour chaque systéme in:

n Conrol Plasmas depencent de
s carencés et ies varianons inter-labors
ument-réactl

s lortement corréles avec I'instrumert
L& laboraiair= doll déterminer une olage orévuc

CONTROLE QUALITE e
Chanus Laborstors deit éftie un programene dé conirdée qualitd. Les plasmas o2 conibie, nomaux ef ancrmaus, dotvent Sre
tEstis avant chages lo déchantiiors patierss afm de g'Rssurer que el ol Jopitatesr offert des perormances
salstaisartea, -8 contriles ne donnert pEs bes rémadtat préus, Ses byl du patent deivent dire considifss comma nan
vwlabiesg.

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier dun laboraloire & 'autre suivanl les 1echniquas el les systémes utilisés C'esl pour cefie
raison qu'l appar chague laboraloire de déterminer ses propres plages de rlerence

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses maniaires onl délerming les caraciérisiiques de pettormance suivanies en utilisant un
de P ique. haque lat doit établir ses propres données de performance,

Reproductibilité

Precision intro-séne

Echantliian TCACV (%)

288
F 276 171 z
Routine Control SA 172 1.03

BIBLIOGRAPHIE

1 Kirkwood TBL et a/.(1577) Idertification of Sources of Vanalion in Facior VIl Assay, Brish Journal of Haematology,
37:559-568.

2 Goldenlarb MD (1971) Reproducibllity in Coagulation Assays. AJCE 55:561-564
3 Palkuli HA and Longberry JR (1973) A Precision Study of Coagulation Facer Assay Techniques, AJCP, 59:231-235

Kontrollplasma fir die Gerinnung
Anleitung

de

Routine Carrrol N, Routine Conlrol A und Routine Control SA sind als normale, mafig verzogene und stark verzogerte Kontrollen
fir PT und aPTT Tests geeignel. Sie sind auch auf Fibrinogen, T2 und AT-lIl getesiel und warden aus normalem Humanplasma
hergestelll.

vz\”rEZI_iim_w.m. UND <OmM_nEw=>mw HMEN

weit in-wito-Oiagnosen vorgesshan, NICHT

Die in diasam K i gind far die =
VERSCHLUCKEN, Tragen Sie bem Umgang mit samtiichen Komporent=n des Kits gesignats Sohurzausrissurg. Beachten Sle
mgebanerials -die Verweise sl emspechends Gelahrere und |\ gan 0 der

Sie di g e

Die Biutprodukie wurden Untersucht und sind fr folgende Gene chne Belund (sowei
den Aimpullan angegeben):

Hepatitis-B-Antikarper (HbsAg)

HIV-Antikorper 1

Hi(V-Antikarper 2

HC: KA

aut der Verpackung oder

inciith s lle ApEroprs lofs St maniuiation de 1ous s romposants du K Consufier i fiche 20 o i prodist
Pour aptenr |2 fen vers fes phrases de risque et les conssils de prudance |= cas échéant. Ehmines les composants con{amimert
i dglemeniations locales.

Un depistage des produits sanguins a &1é réalisé et a donné un résullal négatil (saut indicalion contraire sur la bolle du kit ou sur le
flacon) quant a la présence de :
Antigéne de Mhépati

Cependant, ils doivent étre manipulés avec les mémes précations que celles prises pour les échan!
COMPOSITION

ns patients humains

REF Composant
Routine Contr

“Description e
_Préparé a partir d'un paat de platma nomal,
Prépares A pariit de plasma humain adsorbe
Prepirss a pari gs

Fouline Contral - A
- Roulire Control - SA
Chaque kit contient une fiche technique.
Chaque kit contien valeurs de référence spe

Mques du lot

Chague Nlacon cantient 1 mL de plasma humain fampaniné lyophilisé.
Préparation: Reconstiuer chaque flacon du contréle approprié avec 1 mL d'eau distillée ou désionisée Agiter gouceman Allarre
10 minutes jusqua dissolution totale et bien mélanger avant d

MATERIEL NECESSAIRE NOK FOU!

_.mOammc_mo:OO::o_Emmammvm:_m:mc:__mmnm:w_rJ m:n_<mmm3m_,mmmmw.__nmmsw___swsunnnuumsﬂgsoom:n:mn:
photo-oplique avec les réacits appropriés vendus dans I commerce. .

CONSERV,

ON, DUREE DE VIE UTILE ET STABILITE

Les Nacons non ouverts sonl stabies jusqua la dare de péremplion indiquée siis sont conservés dans les condilions indiquées sur
Itiquere du s reconstilugs, les controles sont stables 8 heures enlre *2 —8"C ou 4 semaines a -20 °C en
cas de congélation inmantante. Couvrir le produrt

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Non apphcable
PROCEDURE

Chaque contréle doit étre Irailé de la méme maniére que |'4chantiion & analyser & stservanl |== instructions S chague pratacale
speotique.

INTERPRETATION DES RESULTATS .
Le Routne Control N doit donrier des valours se situant dans la plage normale du labaralire pour le TP le TCA et le fibrnogine

Le Routine Conlrol A et le Feutine Contral SA ont é1& &5 pour donner des temps TP & TCA proiongés et 1res prolongési
respectivement. Les valeurs prévues spéciliques du ol cl de I'nslrument sont lournies avec chaque il de conirdles

Sie sind jedoch mit den gleichen hrungen zu wie Proben von en Patienlen.

ZUSAMMENSETZUNG

"Beschreibung »
pus gepoottem Humanplasma hergest
Adsorbiertem Humanplasma herges!

Adsorbieriem Humanplasma hergestel

Floutine Control - N
Routine Contral - A
utine Contral - SA I

) eine Gebrauchsanweisung
Jedes Kit enihalt chargenspeziischen

Jedes Flaschchen enthalt 1 mL. H :
Vorbereitung: Jedes Flaschchen Konlrollplasma mit 1 mi desilifariam oder enliomisienem Wasser rekonstiluieren. Leicht
schwenken. Zum volistandigen Autiosen 10 Minulen stehen laszen und vor Gebrauch gul mischen

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Coagulalion Conirol Plasmas kann in Verbindung mil allen er kommerziellen R
Tests an mechanischen oder lichtoptischen Koagulomelem verwendel werden.

bei der Durchfuhing von

LAGERUNG, HALTBAAKEIT UND STABILITAT

Ungeatfnots Fiasshehen sing unier den aul Verpackung oder Flaschchen angegebenen Lagerbedingungen bis zum aufgedruckien
Verakadatum stabil Askonstilens Konfrollen sind bei "2 —'8°C 4 Wochen stabil bzw. 4 Wochen bei -20 C, wenn

WEOmmzmzA_‘z&Izm UND VORBERE
EnHallt

TunG

VORGEHENSWEISE

Jede Kontrolle sollte geman den Anleilungen der einzelnen Tesiprotokolle wie unbekannte Probe behandell werden
INTERPRETATION DER ERGEBNISSE N
Foltine Control N salte fix AT, aFTT urd Fibtnogen Tests Werte im Normatersch sigeten, Routing Sontrel A Und Rioutinz
Comrol SA wurgen jerl, um brw stask PT und aFTT Zaten Tu srmeten Chargen und Gardl
speailische Nomalwers sind i jeder Packung mil Kontralien emralten

EiNSCHRANKUNGEN o

Dle mit Coaguiation Canirol Plasmas erziellen Resuitate hangen von mehreren Fakioren ab. die stark mit dem Geral den
verwendelen Reagenzien, mangelnden Subsiraten und Unlerschieden zwischen den Labars in Verbindung stehen' 27, Jedes Labor
sollte daher fur jedes Gerale-Reagenzien-System einen eigenen Normalwertebereich erstallen,

QUALITATSKONTROLLE

Jedes Labor muss tor ene eqens Oualtstskonmolle sofgen MNormaks und pathologische Konroliplasmen missen vor Jestar
Testraing mi Patientpriprben getestel wardan, Um ine 2ulieden sefnde uns 2 g en. Lisgan
des M alnd de P; bniEes nicht 2u 3




REFERENZWERTE

PRelemanzwerts kbnnen |e rach Tectmik und verwendetem
sl fdes Labor seine sigenen Reterenzwenbeniche erstelian

LEISTUNGSMERKMAL E

BT e Labor fu Labor umerschindlich san. Ao dissem Grung

Dle folgenden Leistungssigensohafren wurden uon Helena Biosciences Europz oder i Ihrem Aufirag mit sinem optomechanischen

Gennnungsgeral erminiell, Jege Labor muss Seifie siz2nen Werte ermitteln

Acproduzirbarkeit

Inra-assay-Pr:

n 2PTT CV (%) PTCV (%)

2 28 N 21012 e
5 276 Y 171 B

5 172

LITERATURVERZEICHN:S

1 Kirkwood TBL et a/. (1977) Idermilication of Sources of Vanation in Factor VI Assay, British Jousnai of Haematology.
37:559-568

2. Geleentarb 1D (1973} Reproduciblity in Coaguiation Assays, AJCP S5:561-564
3. Pakut HAand Langberry JR (1673) A Precision Siusy ol Coagulalion Facior Assay Techniques, AJGR 59:231.235

_u_mmamEno::o__oam__mnommc_mwwo:m _,_n
Istruzioni per I'usc

Mnm.Ov@ PREVISTO

kil Coagulation Control Plasmas & cancepito per lusc coms materiale di contrallo qu

Rautine Conirol K, Fmtne Coniral A & Foutne Control SA sono destinali ad essere wlifizzall come  corire

prel 0 prolungat! per i dosaggi di PT e aPTT, Essi vergono dosati anche per
e ATl & sono preparaii can plasma umana noem s

| reagEnti confenus in gueso ki Sone dednatl eschanamernts alla Sagresics b v - NON ndossee

Riprocuci

Camalone n V(%) FPTCV (%)
ne Cormrol N s 101
5
S i
BIBLIOGRAFIA 2
1. Kikwood TBL et af. (1977) Ide n of Sources ol Vartation in Faclor VIl Assay, Brilish Journal of Haematology,
37:559-568. k
2 idenfarb MD (1971) inC Assays, AJCP, 55:561-564.

3 Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Faclor Assay Techniques, AJCF 56:231-235

Plasmas de control de la coagulacidn
Instrucciones de uso

es

USO PREVISTO

Plasmas es goma Malerfal de goninol de calidid

B uso previsio del kit Cozguianon Con:

Pexftine Contral N, Foutine Control & § Aouiee Control S4 == wsan oma controles marmel, moderacamene protengad y
palenparo g las de TPy TTPa, Tambign s¢ valoran para fisrindgeng, TET y ATII y &= slaboran &
partr de pleami fumann parmal

ADVERTENCIAS Y PRECAUCIONES } )
Lezs reaciives qua contene egie kit son s8ic para usa de disgnostics is virs NO INGESIAL Llsis s EQupg O3 pIEECotn persatal
Ascuacs cuands uiiliss tedos ies componantes def kit Consulle @ deslamcion de seguridar del prodicts pars sabar mis sobrs
E=H i de yfiesgo. Desethar los de con las ivas locales

L3 sanare se ha somelido a pruebas que han resullado negativas (a menos que se indique & cortiraro en i caja dal kit & n el val)
e la presencia de.
Antigeno de la hepaliis B (HbsAg)
Anlicucrpos del VIH 1
Anlicuerpos del VIH 2

EFezraliea profetiva parsanale durante b ol i del it Per i reianvi eimbeR i
2 di perzolo, laddeve pertinante. s flerimani aks dichiarssons df sleurezza dol prodons, Smattee | compenens conformemarss
alle narmative oo vigent

sond stali solloposti a sereening e trovali negarivi (salvo diversa indicazione sulla corfeziona del kit o suia fala)
epatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anticorpe HCY ' i

Quest prodoti deyono turavia #55a1a Maripctal con 1o stesse misure precauzionall adottate per un campione pazierte umano

COMPOSRZIONE

Componenta
Routine Control - N

Contiene Descrizione *

on plasma umano adsorbit
Preparati con plasma umano adsorbito,

Preparazione: Ricostillire ogni flacona dl cantrolio appropriato con 1 mL di acgua disliilala o deionizzata, Agitare delicatamente.
Aftendere 10 minuti per cansentre al prodans di sciogliersi completamente e miscelare bene prima delluso.

MATERIALY NECESSARI, MA NON IN DOTAZIONE

1l Coagulation Cortrol Plasmas pus essere ulilizzalo duranie
o fote-otice In combinazione con tui | reagent idonel disponit

.ﬂﬂzmﬁﬂﬁ»ﬂo.am.m. VITA UTILE .M.m.nh.mw_n_ﬂlv

Cgnl rilerimento 2 nomi & dal) unizzar negl sssmm & casuale, & ron spaciiicaln diversaments. | eontwalli rcostinu sono stasil par
B ora 52 conservati 3 "2 —"8'C oppurs 4 Seflimans 3 -20°C o8 4 i prodott| copani

Ihnoﬂ.—m E UI:m..WbI>N.DZm, DE1 CAMPIONI

cuzione di test su qualsiasi strumento di coagulazione meccanico
n commercio. .

Nan appbeat
PROCEDURA

Ogni controlla deve essere lrattato seguendo la stessa procedura adonaia per il campione non nolo, canformement alle sz
Mporiate In ciascun protocalio di test specifico.

INTERPRETAZIONE DEI RISULYATI y - = S

di PT. aPTT e libfinogeno. Rottine

Routine Conlrol N deve formire valori compresi nel ranga normale i Iaboralorio per | dosaggl

Corllrol Ae RoLtine Control SA sono stah per fornire, , tempi di PT e aPTT prolungali e marcatamenta
prolungati. | valari previsti specilici per o e lo slrumenta vengona larmidi con ciascuna confezione di controlli, *

LIMITAZION] ' >

| nsultali olienuti e2n il Coagulation Corered Flasmas dipendono da mnumerevall faron, strettamante leg: la stirumertazione, ai
tipi di reagent), & substrali carenti & alle variazan| dsvute singoli labarator! ™.~ Ogni labaralonio dovra dehnire n rarge di

previsione per il ==tzma strumento-reagRME-SpRclicaments Ulilizzalo.
CONTROLLO QUALITA

Dgr= laboratarla deve cafinite un progmimma di conwallo qualia, | plasmi di contralla narmai & ancrmall davons essers lestali prima
il agni kovto ol campioni df gazient), Zer gamniive un livello prestazionale aode=tacents a per Guarta riguarda In Sirumento che per
Toparatore. Cuslos | contrelli non lunzisnassero come. previsto, | fisullat reialivi ai paziant dovants assars corsideral non ve

Per la sicure2za del paziente, & necessario che il sistema sia monitorats comfnuamante da un operalore qualficatn Per taie meshio
ciaseun laboratorio dovra efaborare i propri range di rilerimento.

CARATTERISTICHE PRESTAZIONALI

Le saguan
l'utizzo o uno strumenta di

EONG state Eurnpa o dil progr rappresentantt con
g il Crascun | dayra p al 1 propri dasi i

del VHC

Sin embargo, deben manipularse con las mismas precauciones B Lrm maET de Un pacene,

COMPOSICICN 5 .
 Conponinie Contiens Descripeion ¥

Foulire Coagu
Routine Control

ertados de! lole

Cada vial contiene 1 mL de plasma humano tamponado
Preparacién; Reconstiuys cad wial del cortral adecuade con 1 ML de agus destilada o desionizads, Agae susvemente, Daje que

reposs durams 10 minulos pars que la disohicien sea compista y mezcle bien antas de U usa,

ARTICULOS NECESARIOS NO SU!

) € ISTRADOS

an Coniral Plasmas puede usarse cuando se realizan pruebas con cualquier instrumenta de coagulacion me
Ioto-8ptica junto con todos los reactivos adecuacos, comerdiales

), CADUCIDAD Y ESTABILIDAD 3 Foerrtrr=ea)

Los viales no abier(os son estables hasia Ia echa de caducidad indicada cuando se conservan en las condiciones indicadas en el
vial 0 en la etqueta del kit. Los cantroles reconslituidos son estables durante 8 foras cuando se consenvan a *2 — "8G o duranie 4
semanas a -20°C cuando se canserva con congelacién instantanea. Manténgase cublerto. :

RECOGIDA Y PREPARACION DE LAS MUESTRAS
No aplicable

PROCEDIMIENTO = - :
Cada conlrdl debe Lralarse de la misma forma que la muestra desconocida, e arterds so las inEtruosanss Irdicasas gn cada
prolocalo de prueba concreto.

INTERPRETACIGN DE LOS AESULTADOS. =

Reutive Benlral 1 dete dar vaiores derers el mtervaln normsl de aboraronia pare T2, TT92 y valkracianes de fsnégenn. B
Pautine Contral A y el Routne Comroi SA tun sids estandarizados para der tempes de TP ¥ TTPa pisic

977) Identfication of Sources of Varialion in Factor VIN Assay. Bntisn Journal of Hacmatolony.

acniard MD (197 1) Reproducibility in Coagulation Assays, AJCP 55:561-564
3. Palkut HAane Longberry JR (1973) A Precision Study of Coagulation Facior Assay Techniques, AJCPR 59:231-235

KOHTPOJIbHbIE MNA3MbI

MHCTDYKUUA
HAIHAYEHME
Komnnoxt Coagulation Gonlrol ®laclim i s TS LT ADYTHCNN W

KOHTPONLHNA M =HonTHOIL XIMOCTBA. wopMas, =KONTEOMS SEWICTEA, BWCOKAA MATONOTHES SEONTRON KEWRCTRD, yWOO00
DBPAMOHHIR RATOMMNN= ~ KINTPONA KE-ASTHI C ORI, YURDOmS) YEONMUBHMLM ¥ IrdNu
AP Nl TROMGNTAMETIONM Gl (ATTEVANTE] o (p0TpCkbm0B0m upamonom (i

th ot [TB] M aHTUTPOMOUHA

Kespans npeeTTmRMGes 63

SONONINOCKOM MNIME! MRATEOCR ICAILN AR,
APEQYNPEXAENNA M MEPLI IPEQOCTOPOXHOCT

Conopraumocn

WIHHOM HAGNDA PTGl MRELHRIHE i) TENLKD A8 7 U 1 LN s Tt T T AT B-TRG! Mis pafiera o

ncowm +acopa cpneTsa v " Fmemia B GMAR HEODKDAMMETS CM
o QAR 1 © arscsang " T
Mapax Vaanmis ) [T —

:EZ_EExtn__saz._:.ﬂes_:x:a.nxusxxes:oxuum?oavx:mazu.imuwu,\:vda:»n%xméuomxmmxﬁou,\sﬁ_mxnmmx
KOMINOKT W84 147 FCEIAING 3 ¥HEEMING UHOR) 1. C

ANTACAH K riirsEe iy O (b

AWTuTona k B4 |

Awrurona K BUY 2

AnTuTORA K DMPYCY ronaTuTa C (HCV)

Tom HO MOHOB C HtMM CNANYAT OBPAWATLCA, COBMKIRIEN T = LIk T M i © DR

oT MononAKa

cocTAB = ;
KaT.%  KomnomedTa Onmcanne

5186 Konronne <aecThA; afiue NPWrOTOBARH 13 NYNE HOPMANIEHO NRadMest
5187 Kowmnrs wiiocres, MPMIOTOBNGH 13 3ACOPEMPOBANNOT

i Eucokak na
5482 KoHTpons kearynsuan, ypoaors M1
KonTpons kauecTna, Hopma

KOHTRONY KaNOCTED, BEICOKAR MATO,
KabKQpif| HAGOD COAGEYMT MHCTPYKLUIO 110 NRMMGHOKMIO,

Kawasift (haKon CORBPMIT 1.0 tan nMOUMANIMB0BANHOM NA0MB! BA0BEKa

MNogr a: Toy e Mgy 80 naxok 10 mA QACTANIMDOBIHNOA Wi
@ o OcTop: W OCTANTO NP KOMWATHOA TEMNBPATYPe B Teuerws 10 mamyT. Mepon
naxon ¢ 7 SO TRGGF T (Gea .

HEOBXORUMBIE KOMNOHEHTBI, HE BY/IIOHEHHBIE B KOMTIEXT NOCTABKMA

KOATPONbHLI0 ANadMet MOTYT Gy c ? NOTOD DOTOKLMA @
wrTa)e 3 ™ i

XPAHEHME, CPOK FOHOCTU M YCTOMYMBOCTL

H APUIREHE 7 TIA3007 KDEHNTEN £ WITHNONNE CRON FORMICTE B EROmE, YERIdeEE KD ST,
PrASUEARUAR FONTHCNLIDS TR 0 S2HONTOM (VIIHEHE WHET XEAHATLSR W 2 — 570w & szt o 0°E 0 CTEe TS
TAMBRaTM. f Tisn  antn, 3 =

OTEOP 1 MOATOTOBKA OEPASLIOB

M oTHocuTeR

H AMANMIMPODATRCA TAK K0, KAK OBPAIOU MNaMm GONNHOTO. B COOTNGTCTBWA €
AHCTYKUMAMY K 1CROMbIYDNOMY DRAFOHTY 1 IPHGODY. !

WHTEPTIPETALIMA PESYETATOR ML C—. " e -
~HOKERO KASECTRA, IDMES. FOMNGI NOKSISEETE SHAGI 8 [DASHATN A 5 A
TH, AMTTE w K . ABpS T,

e 0
P ]
=Sy MBTROD

ESTOREN TETDAGCAR. SLn CTAMIIITMOMaEa, T GO0aI0M, srifes
ymoanesnrse ATTE o TS Hovap nagmm o rpaRRm A
Hafiopam saNTRarE.

OrPAHUHEHWR

MM

PODOPOHOHEI DHANGMMA MOMYT [IDLANOBAT MOMLY NEGOPATODAMA B SABMCWNETA OT WCHITAIYAMEN PeAFGnTEn, MUTGRAN,
P y il

KOAryIOMeTPOE M Apyrux quakTopon <> Mo aTol NpVMMHO KaWaan i [
NAPaMTDL MATORS.

KOHTPOIb KAHECTBA

Kamajis BORaTOfius qomsem yCIMGOITY IPOMRIMMY KOWTPORR Ka40CTBa. Moped MEMOPUHALM KEXOON M2PTIW OBRA3LOY MALMONTON

¥
oon cads pegusts de

profangados, respecthemants - Se apartan |os valores de folg ¥ de |

conroles

LIMITACIONES = B e : :
Lon fesuitaios obtenidos con Gosguiation Cortol Flasmas. cependen de varics fagtores fuedamente asciados 3 %
instrusiartatiin, 05 bpes de reactivos, Sisirats ¥ variac anire <4 Cada debo establasar
un peracs paa o SERMa i reasive concreto,

CONTROL DE CALIDAD

Cada Ipboralona cebe sstablecer un pupaEma &= control de calided Lo plasmas de comrol nomales ¥ emmales deben

esleiarss antes da cade lle de miesias del paseme. para asegurar adzcusta dei ¥ & operadon.
Sios comroles o se reall, e pEparaba, | ded gacients deb invalidos

VALORES DE REFERENCIA - -

Los valores de relerencia pueden vanar entre los laboratorios dependiendo de las técnicas y Smemes Usadss Por esta razén,
cada laboraloro debe eslabiecer sus piegios intervalos de referencia,

CARACTERISTICAS FUNCIONALES " e ST =

Las siquientes caracteristicas de rendimienio han sido por Helers Europe o sus s Lsando
unnsrumento de Cada debe ‘SUs propios datos de rendimiento

TP CV (%)
101
171
1.03

noiaim g

Foutine Control SA

.xEasacmné.cEES.iSonﬂommusinuE&SE%S?E%ES;
ALCAYNOHMR W DAODITOpA. Bt p o 3 . To p Rarioe

HOPMATbHBIE MOKA3ATENM

AR MoryT B2 e or #oTCROD W KoAryROMaTPOS. Ma 370

NPASMHG KIX71aR NASOPITOPUR AC/DKHA YCTAHOBUTY COoM anauoHIR. -

BKCIIYATAUMOHHBIE XAPAKTEPUCTHKU

Kownanva Xenona wam il opuorTIp: Fisburme
onwa -y X

Tpu AN MIACYTIEMITT § PEATONTOD XONBHE Sein ONDARG -kl SNTyscisism =0 beusmm e s

0'MPEAENIx IHANUTHNECKOH Cepum

Komtponmnan nnax Kono obpasuos CV(%)ATB cv B
Konrpans kaveeTsn, s - e e i 20l
KONTPONK KAYECTIE . YMOPOHHO BLIDAMOMMAR MATONOMA 5 . 278 171
KonTpons kavocTua, evicokan naronorun ) 172 108

NATEFATYPA 3
1. Kirkwood TBL of al. {1977) \dentilication of Hurtas uf Vuristan = Factor VIl Assay, Batish Journal of Haematoiogy, 37:559-568
2, Goldenfarb MD (1971) Reproducibility in Camgulation Aswys. AJCF, 55:561-564.
3. Polkul HA and Longberry JR (1973) A Precaiian Study af Caaguision Faclor Assay Tochniques, AJCE, 59:231-235.



Declaration of Conformity h_elena'

Bm ciences l'urupe

HL-7-0137DC DOI 2015/07 (7)

In Appllcatlon of the Council Directive 98/79/EC on the apprOXImatlon of
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices| & CE marking.

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

Product Description | GMDN :
Code - Classification Code
5186 Routine Control N : 30590

l, the unders |gned declare that the \dewces registered against the above GMDN
CIaSSIflcatlon Code $onforms to the sald Dlreonves

Full Namew M.J. Stephenson Title: Managing Director
Signed: % LM/% Date: 28 Jul 2015

Tel 44 (0)191 482 8440 Helena Biosciences-Europe ;
Fax +44(0)191 482 8442 Queensway South, Team Valley Trading Estate
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www helena-biosciences com United Kingdom



I';llr clances Eun:pe

Declaration of Co;nformity | helena_f

HL-7-0138DC DOI 2015/07 (7)

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

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

Product Description GMDN
Code Classification Code

|
5187 Rcifutine Control A 30590

l, the undersigned declare that the devices registered against the above GMDN
Classmcatlon Code conforms to the sal‘d Dlrect|ves

} H . |
Full Name{  M.J. Stephenson Title: Managing Director

|
Signed: Z& M/% Date: 28 Jul 2015

/ A
L ' |

Tel  +447(0)191 482 8410 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading’ Estate
info@helenaibiosciences.com ' Gateshead, Tyne and Wear,,NE11 0SD,

www.he_lena-biosciences.com ' United Kingdom



Bipsciences Eumpe

Declaration of Conformity helena

HL-7-0135DC DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices & CE marking. 1

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (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
5183 Routine Control SA 30590

l, 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: 28 Jul 2015

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

www.helena-biosciences.com United Kingdom



Rechizitele bancare.
Cod fiscal/1003600117582
Cod TVA: /0205086
str. Tighina 65, of. 607 w BC “Moldova-Agroindbank”’SA
tel/fax.: (373-22) 54-91-21 - Jiliala M. Eminescu
tel.ffax: (373-22) 54-73-73 N it cod: AGRNMD2X864
tel: (373-22) 54-91-20 GLoﬁéLB“’M-‘RKE“NGGRO”"'MOLD”VA cod IBAN: MD14AG000000225184801542

Republica Moldova
mun. Chigindu, MD-2001

Catre grupul de lucru
Achizitia nr.21018003 din 18-22.01.2020

N !
NOTA INFORMATIVA

Prin prezenta “GBG-MLD” SRL vi aduce la cunostinta cd produsele,
ofertate de catre compania noastri in Achizitia nr.21018003 din 18-22.01.2020 sint
omologate si inregistrate in Republica Moldova conform Legii nr.102 din
09.06.2017 (data fintririi in vigoare:14.10.2017) cu privire la dispozitivele
medicale.

J[njforma;ia in cauzd se verifici in Registrul de stat al Dispozitivelor
Medicale, care poate fi accesat prin intermediul site-ului oficial al Agentiei
Medicamentului si Dispozitivelor Medicale — www.amed.md

-Termenul de valabilitate restant (la momentul livrarii) va constitui 80% din
termenul total al produsului, dar nu mai putin de 12 luni
-Prezentarea mostrelor in termen de 3 zile de la solicitare.

-Prezentarea informatie referitor la produsele oferite.

Cu respect,

Tudor Ceaicovschi
Director general “GBG-MLD” SRL

Data: 18-22.01.2020

K___—_
| GLOBAL BIOMARKETING GROUP MOLDOVA
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