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33100000- . . . . . . N .
I 1 |Toliclon Anti A Toliclon Anti A,10 ml Rusia Mediclon Vezi invitatia |l 10 mi Cert de calitate
-2 Ewccc- 2 |Toliclon Anti B Tolicion Anti B,10 m] Rusia Mediclon Vezi invitatia |l 10 m] Cert de calitate
33100000- . . - . . o S o & =T
) 3 |Toliclon Anti D Super Toliclon Anti D Super,10 ml |Rusia Mediclon Veziinvitatia |fl1 10 ml Cert de calitate
33100000- , ... . . . . A e - - ; s
1 4 |HBsAg HBsAg 96 teste Elisa Italia DiaPro Vezi invitati sumt inciugt in afard de controlui+ si — calibratori CEISO
33100000- . S
) 6 |Reactiv pentru RPR carbon RPR 150 teste MB Lome Vezi invitatia |cu control CE.ISO
i hcw oo 8 |Diluent Diluent Abacus 20L Polonia Avantor Vezi invitatia |fl. 20 I pentru Gellscan 18 Abacus CE.ISO
= _c_ﬂ.ccc‘ 9 |Solutie de spalare Proclean Abacus 5L Polonia Avantor Veziinvitatia |fl. 5 1, pentru Gellscan 18 Abacus CEISO
> __.c,_ﬂ_ U 10 |Lizer Cymet Abacus 1L Polonia Avantor Vezi invitatia |fl 11 pentru Gellscan 18 Abacus CEISO
160000- A ial de 3 ni I i . S
33100000 11 Material de control cu 3 nivele LN, H Emﬁdm_ de control cu 3 Polonia Avantor Vezi invitatia |[set 3 fx2,5 ml pentru Gellscan 18 Abacus CE,ISO
1 cunoscute nivele LN, H 3*2 5 ml
33100000- 1", |Set pentru determinarea timpului de Tromboplastin Lichida Franta  |Helena Vezi invitatia. | Trombopiastin Lichida 10%10ml, (5267L) CEISO
| protrombina 10*10m}, (5267L)
(5 x 2.0 ml) Thrombin Reagent 100 NIH/ml
33100000- Set pentru determinarea fibrinogenului in = . oo |(Iyophilised),(2 x 1.0 ml) F ibrinogen Calibrator o
t i CE,ISO
1 15 sénge (uscat) Clauss Fibrinogen 100,5376 |Franta Helena Vezi invitatia (Iyophilised), (2 x 25.0 ml) Owren's Buffer.(2 x 5.0 ml)
Kaolin suspension 0.5g/L (liquid)
33100000- . h S
] 16 [Cuve pentru ap. Coatron M 1 Italia Aptaca Vezi invitatia |set 1000 buc pentru Coatron M1 CE.ISO
33100000-| e . . S . CEISO
1 17 |Eprubete Citrat Na 3,8% 18608 Italia Kima Vezi invitatia  |Eprubeta cu citrat Na, 3ml 13x75 SO
Dl 1 ( 1 =l a - . . . 3 M
33100000 26— E@sﬁoﬁﬁoﬁﬁﬂwmpcgmmgw BM control ,80 ml Rusia Medlacor Vezi invitafia [8*10 ml Cert de calitate
1 nivele cunoscute pentru urina
310 - . . ca .
331 wooo 22 |Set p/u determinarea hemoglobinei in singe Hemoglobin AGAT,600 teste |Rusia Agat Vezi invitatia |60 teste Cert de calitate
33100000- . . . ; . S . .
) 23 |Lampa p/u microscop binocular LED China ProWay Vezi invitatia |Lampa p/u microscop binocular LED CE,ISO
==102000: 24 mwm.:waﬁ.o m.ﬂw m)U,E# p \.: E.E__Nm EFnErdrs Germania |Kabe Vezi invitatia |Capilar p-u colect. singelui din deget K3EDTA, 100mkl  [CEISO
1 séngelui din singe periferic
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33100000- | . p— .

_o 0 25 |Eprubete K3 EDTA volum 3 ml,12*84 mm 2104 ltalia Aptaca Veziinvitaia |I:prubeta cu KEDTA, 5 ml. 12x86 mm, CEISO
33100000~ . . A 2 el . .

: 26 [Pipete Pancenco, gradate Rusia Minimed Vezi invitatia  [Pipcte Pancenco, gradate Cert de calitate
o cwccc- 27 |Marcher pe sticla Italia Aptaca CE,ISOr
33TOU000- .

3 28 |Container p/u deseuri 1 [ 232809 Spania Deltalab Vezi invitatia  [Container cu volum de 1litru CE,ISO

Pipete virusologice sterile p/u analize generale o , : : . - e
591000060 30 |a sdngelui din singe periferic, ambalate 23203 Italia Kima Vezi invitatia : _,_u,ca virusologice 3 64__.0 p/u analize generale a singelui din sinye CE,ISO
1 s periferic, ambalate individual
individual
33100000~ . q: wm
d 1 00 31 |Hartie termo L 5,7 cm SUA Awareness Vezi invitafia  |Printer paper 5,7 cm CE.ISO
33100000- _ . . . Sl . . .

) 32 |Lampa p/u microscop binocular 6 V 20W Germania |Osram Vezi invitatia |Lampa p/u microscop binocular 6 V 20W Cert de calitate
&Ewccc- 33 [Lampa pentru Stat fax .6 V 10 W Germania Osram Vezi invitatia |Lampa pentru Stat fax OV IOW CEISO
33100000- . . . . . e 2 o - -

o_ 000 34 |Eprubete plastice conice p/u centrifugare 18012 Italia Kima Vezi invitatia W%MMMQO plastice conice p/u centrifugare de10 ml fara CE.ISO
2121 006662 7 * : e * *
33100000-1 (cE.m.EQ plastic cu capac p/u colectare urina 231173 Italia Kima Vezi invitatia | Container plu urina nesteril 120 ] CEISO
1 nesterile 100ml

3 = = - ; - = = p_— :
2 %43 [Uled de imersie Ulei de imersie, 100 ml Rusia Minimed Vezi inv Cert de calitate
33100000- . . . i i e - .
T 1 44 |Termoindicatoare 180 grade Rusia Vinar Vezi invitatia (Teste la sterilizare 180/60-1 extern 1000 tesk Cert de calitate
33100000- . . . . 5 - . .

1 45 |Hirtie de filtru Hirtie de filtru, 20x20cm, 1 ke |Rusia Minimed Vezi invitatia |Hirtie de filtru, 20x20cm, 1 kg Cert de calitate
33100000- . - . : S . .

I 46 |Set de coloratie dupa Gramm 80293 Italia Liofilchem Vezi invitatia |Sct de coloratie dupa Gramm 4*250 ml CE,ISO
33100000- . . . . . . . s . . . . N

1 47 |Anse cu periufa pentru citologie Periuta citologica, 5631/SG, |Italia Aptaca Vezi invitatia |Periuta citologica, 5631/SG,sterila,ambalata individual CE,ISO
33100000- _ . " ca -y .

1 48 |Eprubetd cu heparini 12030 Italia Aptaca Vezi invitatia |Eprubeta cu Lithium Heparina 9ml 13x100 CE,ISO

3TUUUUU- e m—— :
R TR 031100A MB Lome Vez invitatia  |ASO Latex Kit, 100 feste CEISO
3TUUUU0- A ;
>0 S e 850100A MB Lome Vezi invitatia  [CRP Latex Kit, 100 teste CE,ISO
35 I0U000- AR :
’ 1 52 |RF 830100A MB Lome Vezi invitatia |RF Latex Kit, 100 teste CE,ISO
Semnat: Numele, prenumele: Ceaicovschi Tudor in calitate de- Director general

Ofertantul: ,,GBG-MLD” SRI. Adresa: mun. Chisindu, str. Tighina, 65, of. 607
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Ancxanr !

la Ordinul
din 09 octombrie 201%
Ministerul Finantelor

Formularul standard al Documentului Unic de Achizitii European

Documentul Unic de Achizitii European, in continuare DUAE este o declaratte pe proprie rdspundere care prezing dovezi
preliminare §i inlocuieste certificatele cliberate de avtoritdtie publice sau de parfi terte. El este disponibil in limba de stat si
englezd st este utilizat ca dovadi prelimingrd a indeplinirii conditiilor necesare in cadrul procedurilor de achizilii publice in
Republica Moldova. Datorita DUAE, ofertantii nu mai trebuie s3 fumizeze probe documentare complete si in formate diferite,
astlel cum se utilizau anterior in pracedurile de achizii publice, ceea ce reprezinti o simplificare semmificativi a accesului 1
oportunitifile de ofertare transfrontaliere, Incepiind din octombrie 2018, DUAE va fi disponibil exclusiv in forma electronica,
Ministerul Finanfelor pune la dispozitie serviciy web wratuit pentru cumpdritori, ofertanti si alte plrt interesate de completare
DUAE in format electronic, Formularul online poate fi completat, imprimat si apoi trimis cumpirdtorulul impreuna cu restul
ofertet, Dacé procedura se desfisoari clectronic, DUAE poate fi expaortal, stocat §i depus in format electronic. Un DUAE depus
cadril unei proceduri de achizifii publice anterioare poate fi reutilizat, cu condi|ia ¢a informatiile si Fimind corecte. Ofertantii
ot i higi din procedura de achizit pot {1 urmariti in justin i
* 1 sustinute prin documente justificative.

e daca info le din DUAE sunt false, nedivulgate

Partea I - Informatii privind procedura de ach

tea contractanta

include

doar de catr: tatza contractantd sau entitatea contractantd

©

$

intreprindere mica, EDa T Nu
intreprindere mijlocie
Numai in cazul in care achizitia este revervm  aperaton sconomis eete un atelier protojat
sau o “intreprindere socialil,, sau va asigura executarea contractulul in contextul programelor | ODa [ Nu
de ungujore protejata’?
[ care este procentul corespunzitor de lucritori cu dizabilitati sau defavorizati?
| Dacé este necesar, va rugdm s specificati carei sau caror categorii de lucratort cu dizabilitati
sau defavorizati le apartin angajatii in cauza?
R - - . . I BJ Da O 0ONu
Daci este cazul, activitatea antreprenoriali a operatoruluj economic este inregistrata sau
detine o certificare echivalenta in cadrul unui sistem national privind activititile economice 0oNu
pe care le presteazi?
- Va rugam sa fumizati actele de constituire, daci este cazul: ® Da CONu
- Daci aclele de constituire sau de certificare sunt disponibile in format electronic, va )
Fugam sa precizati:
- Va rugdm sa furnizati autorizatiile pe care se bazeaza activitdtile comerciale, daca ANa
este cazul:
- Inregistrarea sau certificarea acoperi toate criteriile de selectie impuse? Da J0Nu

tul sau in documentele achizitiei relevante

Va rugam sa completati informatiile lipsa in partea I] sectiunea A B.C sew D, dupd caz, NUMAI daca se solicitd acest Tueru in

[ Conform informatiei
| indicate in BAP

ul anunuluinvitetie publicatd in BAP, si dupa caz numarul an

Jperatorul ecanomic va fi in misura sa furnizeze un certificat cu privire Ia plata contributiilor
1 asieusarile sociale §i plata i

=) Da OONu
ECHO_\:m; contractante sau el

pmet baze de date nationalc in orice stat, disponibila in o

F Daca documentele relevante sunt disponibile in format electronic, va rugim sa precizati:

Uperatorul economic participd la procedura de achizifii publice impreuni cu aljii? [Da X Nu

Vi rigdm v va avigurati ¢d celelalte pdri in cauza prezintd un formular DUAR et

s& precizali ro
indeplinirea unor sarcmi specifice, etc)!

Wa rug a operatorului economic in cadrul grupului (lider, responsabil cu
p rup P

Identitatea achizi

/a rugdm s it identificati pe ceilalti op
achizitii publice:

tori cconormici care mai participd la procedura de

| Denumiren ofi IMSP CS Donduseni

1007604006808

Informatii privind procedura de achizitii publice

procedurii | COP

Numirul umic de identificare al procedurii de achizitie |

Data deschideni ofertelor

Conform informatiei
— indicate in BAP

| Denumirea obiectului de achiz

desc

ch o laborator

Partea 11 - Informatii referitoare Ia operatorul economic
P b ormil t DUAE se compicteazi on

doar de

§i include urmatourele

| Dacd este cazul, denumirea grupului participant:

1) -

s1e o, se indich o

czil, VG rugdnn 8G ndieagt onede i adresa (adresele) persoansi fperounelor) Tmpurermicitd (imputerivite) sa i

- Tudor

Reactivi si consumabile de

H\i,‘_w«._d\u.:_ referitoare la operatorul economic

" GBG-MLD" SRL

str. Tighina 65, of.607

MD-2061
Chisinau

Republica Moldova

— = www.gheomd

office@gbs.imd

022-34-91-20

2 s2u peisoaneie de contact Tudor Ceaicovsc

Numidr unic de identificare (IDNOYIDNP), dupi caz 1003600117582

_Numarul cod TVA - dac este cazul mmMum.wa
tatutul jun 2 i e | udare

| _Staturul junidic al operatorului economic Tudor Ceaicovschi -98%

Vera Coleva -2

Nume
| Data nasteri
Locul nasterii
Strada s1n

MD-
Chisinau

Functie / actionand in calitate de

Ceaicovschi
0411194

Nisporeni
Basarabilor 17

Republica Moldova

office@gbe.md
—— 1 022 54-91-20
leteton

_ Director general

6

Docd este cazul, v rugdm sa furnizati informatii detaliate privind re, rezentared (formele, amploarea, scopul acesiera,..)
! P P it il Jil

(. lInformatii privind utilizarea capacitifilor altor

: T
aipentne o satsia

peeatonul economic utilizeazd capacitaile alior oriteriile deselecne | TDa
prevézute in partea [V, precum si (daca este cazul) criteriile §i regulile mentionate in partea V
te mai jos?

EBNa

Vi rirgdur sei prezentuis i formalar DUAE separat care s cuprindd informagile solicitare in sectiunie A

kitentia asupra fapiuing e (refuie inclugi, de 1

publrce de Inerdr, ehnicion

mdsura nocare exte relevant pentra capucitatea (capacitanile) specifica (specifice) wilizata (utilizae)
ugdt 5 includeti bifirmaiiide previzute in pargite [V si V pentr frecare dintre entitdgile in couzd,

partea HI pentry ficcare dintre eiitdgile fn couzd, completat si semnat in mod corespunzitor de entiratile in cawzd. Va arragem
icienti sau organtsmele trehmice implicate, indiferent daca fac sau nu parie:
Win Bmreeprindere operalomdul sconomic, in special cei care raspund dé comtrolul calitari si incazul contractelor de achiziii
san ovganismele felmice la care poate face apel vperatoryl economic in vederea executarit lierdrilor in
dhe operatorul gconomic

A Bdin uceasta parte yi din

i

D. lIinformatii privind subcontractantii pe ale caror eapacitifi operatorul ec i

oy se | Ra

i L



bazeazi [ 1

Sectiunea se completeaza numai in cazul in care aceastd ____M_\m..ﬁg_____.m este solicitatd in mod mkh‘:n.ﬁ.__ de catre autoritaica contractantc
i entitatéa confracignid,

Operatorul economin intentioneazs sa subcontractons VTS0 pacie Glil Cconiract unor terti? [ e 3 Nu

Daca da §i in masura in care se cunoaste, vd Tugdin sa enumerati subcontractantii propusi _

Daca quoritatea conractania sau entitarea contractmne sulieird in mod explicit aceste infarmatii, in plus fard de ifarmatiite din
puriva Lovd rugdim G furmizarr informariile solicitate in so criunile A i B din aceastd p
subcontractantii fcateporiile de subcantractanyi) in cauza.

pariea

I pentiu fiecare dintre

Partea 11l — Motive de excludere
Partea ill a formularului DUAE se compleieazd o
operatorti economici.

e de catre autoritatea contractanti. entitatea contractantd si

VG rupdin xa precizari daia condamndirn, in cozid condamnari, duratd perioadei de excludere, in masura

it care aceayia este stabilitd direct in condamnare. Descrieli ce mifloace au fost wiilizare

pAceasta incilcare a obligatiflor a fost stabilita prin alte mijloace decit o hotarire judecitoreasca sau ODa & Nu
pdmimistrativi?

fn cazul incere etesstd Incilcore a obligatilor @ fost sabigg prin-o- hotirine judecitoreascd sau

w\a._d mmqram:z@ accastid decizic este defin tiva $i obligatorie? ~Da = N

Operatorut economic si-a indephinit obligafiile platind impozitele sau contributiile la asigurarile sociale
Hatorate sau incheind un aranjament cu caracter obligatoriu in vederea platii acestora, inclusiv, dupa caz, a | CDa
eventualelor dobanzi acumulate sau a amenzilor? Va rugam s le descriet Aceste informatii sunt disponibile
grafuit pentru autoritdyi, dinir-o baza de date nationald ?

Includerea in lista de interdictic a operatorilor economici,

| Motive referitosre Ia cond penale | |

_ Arr18 din Legea nr. 131 din 03.07 2015 stabileste urmatoarcle motive de excludere.
VAl 1) Awaritates contractntd are nbligatio de a vvelude din procedura de atribwire q eontrectul e aotizitn prblice orice
afertant sau candidlat despre care are NI ¢ F

SO n__.___.m__.«.__ candaninar, pran hotdrarea H____»...___._____:.:..n__ a whnel instanfe
Sndeedtorest, Penttu pariicipoare Lo aenvigds ale wnei i RIZULH s grugdnl erinminale, pentru caruptie; pentri fraudd siévau prenir
spilare de bari, peniru infracgiun de terorivm sany nfractiuni legate de activitdi reroriste, finanfarea terorisomudii, exploatarea pri
Mined a copiitor §i alte forme de trafic de persoans.
Al (1) Obligapio de excldere o afertantulu © candidando ve aplica 1 i cazul in-care persoana condammatd printr-o hotdrdre
definitiva o wiei instmpe e fudveatd peptra infractivmie previzie la alind este membru al arganismului de administrare, de
eoiduvers sau e oonirod in cadnif acestiiia,
Al (6 Orice ofertant candidat care vo afl@in una din sitiiile wetiongate la are 18 alin. (1) 38 020 dintegen 1300307 2008 priviad
achizifiile publice, furnizeozd dovesi care 56 arate ca masurife fnate de el sant suficiente periru o demonstra Jrabilitatea su, in
pafida existengel wmaf mstiv de excluders. Daod autoritaten contractontd comsiderd astfel de dovesi suficiente, ofertaniul condidanl
in cauzd nueste exclus de la procedura de achizitie publice.
Al (7] i sensul ol (6), oferranid candicatd duvedesie oF a plant san s-a angajal xd pliteased o compensaiie n ceea co Privests |
evenmelele prefueicii cazate prin infractivne san prin ahatere, ca a clarificar complet faprele si Imprefurdrile cooperdnd activ ey
antoritdtile abilitate s fvestighezi cazul 1 ci o intreprine masuri concrede la mivel sehnic, organizational ¥ In marterie de prersod
ieleerate prenirn o preven infractiun e ahdteri
ARy Msnrile ireprinee e odire ofeerann condidar in seasil alin (7) seint evelvene findgoad seama die grovitarea Sicircumstantele
| pavueudare ale anfractunit saw ale abatertl, I cozut i oware considerd o mdsurite ineeprinye et insuficiente, aitoriees
ST afurntvaza oferanid candidaiin lespree mativele exelidlien

welis pean lenidircire difoty

e

aftee el

M U aferiant candidin Gire a fos

Tttt BNt di (decnd de ld participarea o pracedurile

ahe tednzign pubtice wie ove dvepiid 53 fucd e e pesihilitete prosizond la alm. (6 (4), |

riminald Ve

teronste snu infraciiuni legate de activitinie teronste

| Spalare de bani sau hinantarea terorismuly] fecr

Exploatarea prin muncé a copiilor §i alte forme de trafic de persoane Text

| Maotive legate de plata impozitelor sau a contributiilor la asigurarile sociale

| ArL1B din Legeanr. 131 din 03.07.2015 stabileste urmatoarele motive de exe
Al (20 Awtaritaten comractantd are obdivaria de o exclude din procedura de atribire g comtractnlue de achi=iti Jpublice vrice
afertani sen candidat care se afia in oricare diniee el sttuarii:
Lt (h) e siza fndepling ahligutiile de plag o mppcitelor. taselor so cantrbutilor de asiuedet sociale Tn conformitate ci
prevederile fogale T vigowre In Republicn Molduva san i fara i v este stahili,
Al 1275 Pros derugare de fu alin it B, ofertanig candivlard wi vedtes ot procedur e aivtheife dodd Beneficiuzg, in
iy OBlgatitlor de plitd a fmpozitelor, tavelor s avntrihuenitor de asigurdrei saciale upy de die fovitinagi in
vederca plith acexiora, ndlusiv o magordrilar de intrrere fgmencltditlar) sesan o amenzilor.

Plata impozitelor text

Acesstd incalears a ol

mifloace decdt o hotdrdre judecitoreasca
administrariva?
T

CHZ

care acen W opria-o
Livil, a0easts ¢ obligatore?
Vi rugdim sa precizap date condamndri v camul wier condamndri,

Nt S eare doearia csne stahiling divect in contclamare, e

&

dre judecdtureusci

duratd perinedei de exiludere Tn
defl e miplocee o fost ufizone

I | Operatorul economic st-a indeplini obligatiile piaund impoaiele sap contnibuiiie’ la asigurdnle sociale | Da E Nu
|| detorate sau incheind v aranjament cu caracter oblipatoriu in vederea plérii acestora. inclusiv, dupa caz, a
7 | =ventualelor dobdna acumulate sav 2 amenzilor? Fa riegan sa le descriefi Aveste mformatii sunt dispenibite
Lratudt pertru auinritdt, dintr-o hazd de date nagronala? Da E Nu
| Plata asicuririlor sociale |
Dperatorul economic si-2 incdlcat oblig: cu - la asigurarle soctale atdt pe Nu

economic inscris in lista de interdictie a operatorilor economici in conformitate cu Articalul |
18 al. e) din Legea nr.131 din 03.07.2015 privind achizitiile publice 2

Motive legate de insolventi, conflicte de interese sau abateri profesional

Art18 al 2 din Legea nr 131 din 03.07.2015 stabileste urmitoarele motive de excludere,
i, (a} se afla in proces de imsalvabiltiate ca urmare a hotérarii Judsedioresti

elicii prafesionale sau peniru comiterea unei greseli in materie profesionala;

indepliniril criteritlor de calificare §

selectic;

fin, (@) @ incaleor ohligatiile aplicabile i domenivl mediului, muneii
coraciania B_S:_:.,._:.&a___um. ___:.__.: aree miflouce aelecvate, geest ___m_.__._____

lit, (&) se face vinavar de o ubatere profesionala, care i pune la Tdoiald integrisanea,
demonstreazd, prin orice mifloace adeevate acést fapt;

prin decizie o orgamidu ahilital in acest sens:

fit. (¢) a fast condamnan, in witimii 3 awi. prin kotdrdrea definitiva a el instante fudecdtorest, pentru o fapta care a adus atingere
lit. (d) @ presentat formayiil fatse sau nu o prezental informafiile solicitate de cidtre autoritatea contraciants in scopul demonstrarii
i axignedrilor sociale, T comwl in core awtorianea
in cazul in care auoratea contractantd
i (') & ineheiar cu alti operator: economict acordurt care vizeaze dingiurarea concurentel, in cazul in care aves Japi se constata

lit. () se gfld intr-o situatie de conflict de interese care nu pogite fi remediang in mod efecty prin mésurile previzite lo ait. 74.

1asura cunostintelor sale, operatorul economic si-a incalcat obhganile in domeniul mediulur 7 | B Bu
| At luat miisun pentr 2 demonstra fia tea dumneavoastra (autocorectare )V rugdim i le deseriei | ODa ONu
| In mésura cunostintelor sale, operatorul economic si-a incaleat obligafnle in domeniul social? D& B Nu
Atl luat masur] pentry a demonsira fiabililatea dumneavoastra (autocorectare ) Vi ruigdm sa le descrieg _Da Nu
i THASUTa ( intelor sale. operatorul economic si-a incalcat ahlieatile in dom, nitl muncii? CIDa [ Nu
- mésuri pentru 2 demonste: fabilitaten d voastrd (autocorectare VT ruadm 53 le deseriefi Da | Nu
_.T. M 1
Uneratorul economic este in stare de faliment? ;
fipeoo i o iDa E MNu
Wi rugam 5 le deserieq o

“rectza motivele portteu care veg puated i, Todtesd, Tn dsurd S8 exeeitafi conteactil

weia pesibilitate de derogare stunct cand operatorul economic este, Tyt in mdsurd 53 execute contractul.

Nin exte necesar sd se furnmizese aveste fafereiietio
i cazul i care excliderea dperatorilor dconomici in acest ca= a devemn ohftgataric in temeid legilaper nagionole aplicubile, fira

deeste informatit sunt dispanthile gratit penirn autoritdf, dintr-o hazd de date nafionala ? [ (Da O ONu
Insolventa |
atorul economic este in situatie de insolventd sau de lichidare? Va riagin s e dexcriet | UDa B Nu

i cazul in vare exeluderca operatorilor econemic in goest va= devenit abligatoric in tenweiul lg
g povililitose de derogare el cdnd operatorul cooname este, fetuy s in masueG 50

reCie r._{_:__:J_—h.:_____,

Precizat) mativele penten care veff putea fi, totugi, in masurd sa execialt conivaend. Nu este nécesar x4 ¥€ furnizeze acesie infarnafic
datiel natinnale aplicabile, fird

Aceste afiemartt s disponibile sroin penten autoridt, dintro-buzd de date napongli

Faliment

e’ similard, cuni sy niul, cave rezultd dintr-o procedurs
arile nationale? Vi rugim sa le deserien |

peratonul economic se afld Intro s
imilarhi din legislatiile sau regl

IDa

B Nu

t Precizens manivele pemtry care vegi putea fi, totugi, Tnomdsued b execitanl contracinl. Na este aecesor 3@ e furnizeze aeeste
ifarnsatiti i cozud v eare exeluderca operatorilor cconaimict W acest ca= @ deventt abligatore in semeinl legislatier nationale

aplicabile, fvid nicio posthilitate de devogare arunei comd operatarid veonnmic este, totig i masurd sa execure contravil,

| Avoste sufenmatii st disponibil fs t et dirtro Gazd oe dote najionala 7 | Da O0ONu
Active administrate de lichidator
Activele operatorulul economic sunt administrate de un lichidator sau de o & 3TV rugdm sa e deseriep | _Da =

Precizan motivele pemen care Vel pete J1 fotest. B mdsued sdevecitan cantractid, Nuoeste pecesar

s e furnizeze aveste
dnformatit in cazul in care excluderea aperatarilor eoonomicl i geest cos o devenit abligatorie in temeind legislagici nationale
_ aplicabile, fara nicio posthilitate de deragare atunci cind aperaiorul econamic este, 1oiusi in MGsurd $a execute contraciul,

Aceste sfarmatin sunl dispontbile eratui pepire autoritar, dintro ba=a de dore nationald ? 1Da DO Nu
Activitifile ec ice sunt suspend
Activitatile economice ale operatoruiut economic sunt suspendate? 1 rugedin vd e descrter! 1Da [E Nu

Precizan_morivele pentry care

vey puied fi. foti, in maxurl sd execntafi contracin. Nu este pecesar 58 se Jurnizeze geeste




_ infarmafit In cazul in care excludereg operatorilor economici in acest caz a devenit abligatorie in temeinl legislatier na
alieahide JoieE i Polsihititere de devosare atinies _..m::__:___.kﬁu__:w_s___ SO exte, Ttk in masnig xd m

xeouie contraci,

ceste ftfarmitil sunt dispanibile gronint pestr autoritan, dintr-n ba=a de dore nepivneda ? OD=
_| Avorduri cu alti aperator vepnami eazd denalurares concurentei
Operatorul economic @ incheint scordun oy alti operatort economi az cp obiect denaturaras B
| concurentei?ia rugam vd e deserien i

Precizafi motivile peniin care vell putea i, o,
infiarmetit i cozul in care exeliderea aperatorilor economici in acest caz a dovenit abligatarie in temeiul legislapier nationale

L i N s cxecutefl comtracinl. N este necesar 5a se Surnizeze uceste

aplicabile, fard nicio posibilitate de derogare annei cand aperatarul ¢

este, (00t fn masurd ya exeoute contractul.

Al luat misuri pentru a demonstra fiabilitates du

heavoastra (autocorectare) Vi rugdm s le deseriel L Da Nu

| Conflict de interese care decurge din participarea la procedura de achizifi publice.

n

Operatorul economic are cunastintz de vreun conflict de interese. astfel cum se precizeszd in tegislatia

tonald, anumpd relevent sae documen achizitiel. care decurpe din participares sz la procedurs de
publice? Va rupam 53 le deseret |

| Implicare di

ectii sau indirectd in pregitires acestes proceduri de achizitii publice |

Operatorul economie sau o Tntreprindere care are
| coniractante sau enti@pi contracta
publice?Va rugam s le deseries

scesta 2 ofer

lepatun ci
i d I prepd

ruglim sd descriey

Incetare anticipati, daunc-intercse sau alte sanciiuni comparabile | |

@ Act 1 1 cantract |

zitid CE antestorn,
avt de concesiune antertor & fost realizat antic

Ati luat masur pentru a demonstrn fabilitaies dumneavoastrd (autocorectars) Ve rupdim s je diverief

‘inovat de interpretare eronati, nedivulgare de informatii, incapacitate do o
necesare gi obtinere de informartii confidentiale referitoare la aceasti proceduri

documeniele

a)

MO G L asactalt) profesionale cire,

Operatorul economic s-a aflal intr-una dintre situatiile urmitoars,

N s-a fcut wrav vinovar de declar
ubsentet motivelor de excludere s

false la fumizarea informatiilor necesare pentry verificarza
pimint erftenilor de seleotia:

< DG,

proceduiti de ach

it

= S— . i

= da Al
AHIFHCRNTD exirgie

TG ieeesa PR ol CXENTenfar SOn WUl i ainstanelor
descrive lu alin. (1) 91 (2) din bazele de date dispaiitile ale auneidtilon puhiice xarvale partitor tere. Doci deest lucr it oite
posthil, autoritatea comtractanta are bl gatic de g aceepta ca fitnd suficient st relovant pentri demonsivarea fuptalui o
afertaninl candidiid o se Tnvadreasd i nicimn dinee sitntiile prevazore lo alin (1) §i (3) ovice docusiont considerar
celificaror, din auesi puner de vedere in tata v arigine san I targ in care aferianicandidund este siabiln cutir g fi
& r\__.__‘__..__w_;;m__n. cuziene phrtdiee sine alte diuciimeinte vol

et atise de auioraan comperente din rara Fespecivg

A () B even e privesie siapile menjionate fa alin, (24 I wonforuitate co legistapa intera o srandui i oure i st

afertaniil condidanly, prevederile ahn (3 o0 refend lu persoune fizive st persome gurdice, et faps VCiem 1a chimeetors do
GO Seris e arsce persiance o pritery de ruprezetare, de decizie or de conteut privesd aferiantnd cadid

ALESp I cazel i care in toru de OFIGIN Seir 0 etva i care este stahili afertonnd vandideind e oo docamon de i
celar specificare b alin (3) sou aceste documene vz Tt Sitatile previazure hyoltn, (1) 8020, aitirina oomieo it

ave abligatio de o acvepi o decliratie pe preoprr raspundere sau, docd in tara TESPCCHivg e xSt pranlodert fopale vt |
latraio pe proipriee rdsgntdece, o dedlarapie gutentted dorg T feitar wnmi neter: el SEGEIAN gilninig

Ve i

Partea IV — Criteriile de selectic
Partes 1V se comg! ¥l t
mclude

AN, entiates coniig

wd 51 bperatndt

[IDa

Aceste informaiii sunt disponibile gratuir pentru autoritaji, dintr-o baza de date nationala ?

3
i

Capacitatea

e
131 dir 03,07 2018 privind achizititle publice, stabileste ca,
canomice s fluanciare a operatoruiui economic se realizeaza prin prezentarea unuia sau a mai multor
ducnente relevanie, cum ar fi

Articolul 20

Remarstrarea cap

Declaratii bancare

Operatory] economic va i in misura sa furnizeze declaraii bancare sau, dupi caz, dovezi privind asigurarea
riscului profesional, sau s fumnizeze informatii care sa §i penmita autoritatii contractante sau entitatii
contractante si abfind aceste informatii direct prin nccesarea unci baze de date nationale in orice stat,
disponibila in mod eratit? Va rugdm 5d le deserieri

Acesie informatii sunt dispanibile pratuis [renteis ailaritayy, dinte-o basid de dare nationalg

Cifra de afaceri anuala

Art 30 din Legen 131 din 03.67 2018 privind aehizitiile publice, stabileste ca
AL T sensal alin (1) Nt of, eifra de afaeers anuald minimg impusd aperatorilor economict mu trebuie 5a depascasca de doud
orl vedoarea estimaté a conracril, pra cazurilor hine justificate, precum cele legate de visonrife spuecialy uferemenaruni
Mannilor, huerdeilor sens serviciilor, nitirinitea comtractant sidicd prrincipalele morive petrn o asifel de ceringd fin duactineiteia
de airifinee. Aruned ednd s emtraet et it in foturd, indicele cifrel de afacer ve aplicd pentrn fiecare for tndividual.
frle aeesiea, Qutdritalia Contraclamd Stubieste Cifie de afucert amiad@ minima tmpesd uperatorilor economics ew referive Ju
grupued de otd, o Fetenttud i casiindor i sann aivibie mar wlte loturt care frehuie excetate i acelayi Hsti i cezul ini
celre urmenzd 84 se atribute comtracte hazate pe i aeard-cadia, cifre de afacert anuald maxima se cateuleaza in funcpe de

& it NG dticipatd ¢ contractelo: specifice vare vor fi executate in acelayi tip s, dacd aceasia ny exte cromseiid.
pe baza valori estimeate a acordului-cadrn, {n cazid wior sisteme dinaniice de achizifii, cifra de afaceri antiald maxing se
caleuleazd pe baza dimensinnii mavine anticipate a contractelor specifice care urmeazi 5 fie atribuite in codrl sicremulyi
FESPECHV.

Cifiz de afaceri 3 pentru ::::M._E de w/.n_.n.zm financiare _Sﬂn.m n Se completeaza de catre operatorui econormic

uh:u?_.qnmocmar n mon::..n—:.n_m achizitiei sav in DUAE. este dupi ¢ Cifrs de afaceri: 126318597

urmeazdiSe Completeazd de ctre autoritatea contractania. Valoare

Aceste informatii sunt dispanthile grani pentrn aneoridti, dinie-o hazd de | B Da Nu

dute nagianali www.raporiare.md 1
|

Cifra de afacesi medie anuaki
¢ s

fhoeris 25!

& 3 {tret)

| Aveste aiformagi st dispomibile HRARN penten aniaritar; dintreo byzid de

late nepionadla

Ranort fi o - .

Coperatorul economic va fi in mdsurd 53 ‘Umizeze faportul Branciar
inregisirat, extrase din rapornd financiar, sau si fumizese informug

date nagiongla? www.statisticamd www.raportare. md

Pareid atetoriated ComEGOIING Saie St Corirontaiie soleid i il de pariieipire prazentarea wior formalure com oo
| imfannagi provind CUpacTatia eennomicy

Art. 20 dins Legen 131 dm 03 072018 pri
Al 23] Dy cumnd in core afertantul condicarl iy
diheltd,

TNt ___‘.vm:.:_.___..__:m..h._‘.al__.:..a:._.__w__ Nii _?__.__.____n:_q__.ul_c__H_z__u.__ﬂ.n.____,Em...,.Q_h.:.n___n i E___z_w__._,.E_ e Jusrficipare.

e tabileste ol

demapsirinzd CEPRICHGTe Conmamied si Financta’qg Tnviceind st SHsfiioren
e canfurmitate on prevedeeile sl (4, de cdtee o alia frenand, avesta are obligotio de ¢ dovedi suspmcréa de e
hengficiaza prin prezenrarea in forma serisi g angeditenl ferm ol pecsaanel respective, inclelor 0 formdg ameniicd, pei
CERT GCUANET POESTIONT Lot Trnd fipend SF va pove o dispozioe ofiseratndi cavistiddi resttvele financiare inodare. Porsouri
CURC ST SUSTIC R filanciand feehnie s indleplinveascd eriterisle die seleetie relevante si n trebirde 5 o afle in nicium dinre

s3 T permitd autoritafii contractante sau entitafi contractante si obtind Da OTNu i
acest report direct prin accesarea unet haze de date nationale in avice szt |
disponibild in mod gratui?

Aceste niformagti swit disponibile Gretuit pentry autariggl. dintr-o hozd de | B Da JiiNg

sttwatitle provazuse fi art 18 alin (8 s abin, (20 0t i oo e deming st el 4

L
1 i G i T e

Capacitates de a corespunde cerinfelor _
din Leges ne. 131 din 03.07 2015

aarele motive de seleciie:

inscriered intr-un regstru profesional refevs

S et dintre yegistrele profisionale sau comercile relevante nationale sau din statele Da BNy
membre UE in care este stabilit :
S r e AL - ) = . 8 Da Nu
Aceste informatii sunt disponibile gramit peniru autoritdi, dinie-o bazd de dare nanonali ?
Este necesard o autotizalie pentru ¢a operator] econo, C sd poatd presta serviciul in cauza in tara unde esic o N
stabiiit: Va rigdm sa le descriefi 2 i

ALG) Anwcy cind ofertantal candidatl s¢ hazeuzd pe capacidiile el persodne i coea oo priveste eriteriile ceferitogre fu
capacitaled coononiod yio financtans, autorifala contractantd. solicitd co oferianiad caididatl ¥ acea persoang v fle
rspizdtose solidar pentr execularea contrectitn

ALY I icdleasi condifil prevaznne Ja aline 4 A, o asegiette e Gpereior ecnnmici are drepiud sG se bazeze pe cupaciinle
menbridar asociaiel sau ale altor pervoane,

Capacitatea tehnied sifsau profesionala

Art21 din Legeanr.131 din 03.07,2013 stabilegte urmdtoarele motive de selectie:

Operatorul economic va fi in masurd sa fumizeze documeniele solicitate de catre autonitatea contractanta

sau empatea contractantd in anuntul de participare. care demonstreazd capacitazea tehnicd si/sau
profestonali pentru executures viitorului contract, say 53 fumizeze Hommatii care si ii permita autoritatii




sontractante sau entitdjll contractante 3 ohtind aceste informatii direet prin accesaren unei baze de date | descrierile sy fotogralifle soliciate ale produselor/serviciilor care urmenzi 53 fie furnizate/prestate. care nu
:ationale in orice stat, disponibila in mod ratuit? _ trebute 3 fie insotite de ¢ = Hutenticitate -
|L ationale In orice s e L - I ., ISojile e L2

Aeesie tfosiotin sund disponiind,

: BN,

Lo se infraemagi

U AT Gt 00, (= bazd de it stonl e | e ¥

Dlacd inavireitaten coniractaniia yem EHI R en comract anig solicitd iHawnniud tle participare prezentared wior formdare cdre contin | DIGEd ardiri e coniraciantd san entitoted CrrACRG solicind i arinfid de prarticipare ISR it

rnfrmialii privingd capacitetea whiica sau profesionald, vi rugdin &d furnizeii formularele sulicitate in anwpul de pareic, 86 firsiizags formmdarcle soficine iy opngd de participare,

WAL I, it e D ds ol eliees

Pentru contractele de ach ritie de lueriivi: executarea de lucrar de tipul specificat D Sisteme de asicurare a calititii si standarde de o de med

Numai pentru contractele de achizifii publice de lucrdr: in pericada de referinta, operatorul economic @ Art, al din lege stabileste urmatoarele motive de selectie.

:.&mm It urmaroarele luctdri de tipul specificat. Autoritatile contractante pot solicita experienta de pana la ertificate emise dc o i dependente cu privire la sistemele sau standardele de management de ENg
CINCi ani §i pot accepta experienta acumulati in urma cu peste cinci ani. mediu

Descriere Aceste informatit sun dispanibile graiuil pesteu auiorfati, dintr-o haza de date nationala?

Valoare |

— Dacd autaritatea comraciana saw entitatea contractants solieid in weinful de pariicipare prezentarea unor formulare, va rugam
Data de incepere Sa furnizapi formadarele soliemate in arnngd de participare,
Data de incheisre

| | Beneficiari Partea V - se co

Partea V- Indicatii generale pentru toate criteriile de selectie
1

I i online de citre autoritatea contractanta, entitatea contractanta si operatorii economig § include.
Aceste informatii suni disporibile granif penire autoritali, dinir-o baza de dute nationala? [Da | Nw A Indeplinirea tuturor criteriilor de selectie impuse:
|_| Pentru contractefe de achizifie de bunuri, servicil: exccutarea de livrari. prestan de tipul specificat 3 |
Numai pentru contractele de achizifii publice de bunur s servici: in perioada de referinid, operatorul Operatorul economic va (1 in masura sa furnizeze formularele, certificatele, avizele i alte documente indicale
economic 2 efectut urmatoarele Hyran, prestan principale de tipul specificat in anunful de participare. in anuntul de participare, sau sa ofere informatii care si ii penmitd autoritdtii contractante sau entititii & Da -
Autonitatile conractante pot solicita experienia de pana la trei ani §i pot accepta experienia acumulatd in contractante sa obtind aceste documente, informatii direct prin accesarea unei baze de date nationale in orice

wind cu peste trei ani, K@ rugdm sd e descrieri at, dispo a in mod grawit?Termen {3 zile lucratoare) |

alGare j Aceste informai sunt disponibile gratuit pewsiry auforita, dinir-o baza de date nationala? | _Dan E Nu

Data de incepere o Partea V1 - Preselectin candidatilor califican pentry procedura licitafici restranse. negociere, dialos competitiv §i
Data de incheiere parteneriatul pentru inovare
Beneficiari A

Partea Vi se cor weazi ne e catre autoritalea contractanti. entitatea

Aceste infarmein su dispanihile SRAIT Pentry gutaridt, diste-o basé de date patronala Cix LI LNy include,

Dacd awtoriiaiea contracianta sau onitiaiea contrgctantd solicitd it anunpul de parnapare prezentursa inor furmmdare, W g prratone] economic declard <& Indeplineste criteriile sau regulile obiective §1 nediscriminatoni apiicabile | Da
|| sd furnizat formularele solicitare in anuniul de participare. pentru Timitarea numarului de candidati in vrmatorul mod: |

Instalatii tehnice si masori de asigurare a calitigi | Operatorul econamic declar oa. Dispune de cenificate sau alte forme de documente justificative, dupd cum.este | Da

Vi rupdm s3 &
poate soliciu. in specinl cele respe
|| publice 1 ruginm v e deseriet

van

tehnice pe care operatorul econos cetut de anupul de participare relevant

Aceste fnformarii suni dixponihile araii prentvw autorivdll, dintr— bazd de dote napionala?
Partea VII- Declaratiile finale

1
(S0 4 " 1
B Ny |
Bu BN Dpermaral
| Bleaed aubariuiou . ST nG Neete enttatea contractanid sully fornttilare, va iy dedo

werptdrede fietee dre el el purn s 1

Permiteres controalelor ) &

ate feievaite care este i

¢ urmeazd &3 Se furnizate sau. i mod exce
nscop anume. Opetatoru] economic va permite efectuares de verifican
ale capacitiyilor de productie sm sle capacidlii tehnice 2 operatorului economic §i, dacd este necesar. ale

ijloacetor de st cerceiare de cane dispune 30 al ssurilor de control al calip

prodisele suu serviciile necesare cu

woexeniaren pini
mirteri verifivari

_
s comple S |

suni detinute de prestatorul de servicn sau de
ctie de cerintele stabilite in anunml de participare sau in documentels
X st de conducere M rupdn s e elescries!

Aceste imformati sunt disponibile STt pentey antoriidil, dinte-o bazd de dare nagionala? |
Pacd awrortatea contracianta siu sttt contractanta solicied in amanpd de partivipare prezoftareg unor formeda
S furnizatt formularele solicitte in arunpd de paricipare.

Masuri de management al mediulu; | |
Operaton] cconomic va pitea

Pozitia: Director general
Data: [20-28.03 193
. CClisinas

B Nu

eV LA

znagement de mediu atune cind execu

L i

2t
S si-fe desorien

Acesne THTEmat e s it :____.,mr.__.:__r_;__.

LlenEt atariG . disieo buzd de dare vagionala

| Numidrul membrilor persanalulus de conducere

¢ persanaiulur de conducere ale aperitorului economic din ultimi tret ani au Al ..._._: 2

fost dupd cum urmeaza, Anul 2046 Numéi 2

Anul 2017 Numir: 3

Pentru contractele de achizitic de bunuri/servicii: esanticane, descrieri sau fotografii, f3rd certificate
de ici

Pentru contrasiele de achizi fce de bunurifservicii:

operatorul economic va furmiza esanticancle. | @ Da ITNu




A

TA LA CAME]

Dals ibtegistrani

Data -;«e’!ﬁb@rﬁm

" dmniBtire

<
m
2 ot
=
A
‘R
&




#Secret comercial, confidential”

Moldova Agroindbank

Dlui Tudor Ceaicovschi, s s e .
Administrator al S.R.L. ,, GBG-MLD” (180 / E 0o
MD-2001, mun. Chisindu, str. Tighina, 65, 05 W\mm A9

CERTIFICAT

Prin prezenta, BC "Moldova-Agroindbank” S.A. confirm$ c5 »GBG-MLD” S.R.L. (IDNO
1003600117582) dispune de urmitoarele conturile curente:

Numaérul contului curent, cod IBAN Valuta
MD14AGOOOOO_0225184801542 MDL
MD64AG000000225144807542 EUR
MD81AG000000022511677935 CHF
MD70AG000000022511393244 UAH
MD'17A(5000000225114804542‘ RUB
 MD62AG000000225194802542 _ B uso
MD39AG000000022513059583 B GBP
MD81AG000000022582080147 i MDL

Certificatul este eliberat pentru a fi prezentat la destinatie.

" o e
C&tquach !

J

Victor lurag N W,"g‘ii‘i"_-_:
Vicepresedirite al-Corh “fulm de Conducere
al BC"Molde ua,Agromdban S.A.

Ex.: lvan Buga
Tel.: 022-30-33-64

ice Moldeva

vierea capitabitdul sociat - 207 $26 560 lel,
serghel Cebotarl, |




Anexa nr.7 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national

Nr. || 7l din
NQ A1912059;/;g . L 19.03.2019

1. Destinatay / HOH)"IaTeﬂ/

Pentru partiipare la proceduri de achizitii publice _I

2. Date despre contribuabil / Mahopmaums o HATOONIATENbILHKE

Denumiren Codul fiscal / Numiirul de identificare
Hanmenosaune Duckanshriii kon / UnenTHipikanoHHbIH HOoMep
[GB(’.‘-MLI) S.R.L, |10036001 17582 I
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localititii

a'n,'l|rE.'L.' OCHOBHOID MECTOPACNONOKEHHA (yniua, Homep) Kon - HanmenosaHnie Hacenerroro [MYHKTa

L [Tighina nr 65 [0130-SEC.CENTRU ]

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
Honrsepicierne oTCYTCTBUS UM HANMYKA HEMOMMKM COMNACHO TAHHBIX ABTomatusuporaHHoi Mndopmaunonuoii
Cucremsl

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha nary
BbIAAYM IAHHOW CIIPABKM HE\OMMKA Mepe/] HALMOHANBHLIM ITYGIMUHBIM GHOKETOM COCTABLET:
0,00 lei/nes. 1

4. Valabil pini la / [leficTButenen no 0#.04.2019

SELOR AL n TN

e ] . TR e [ )

S. Autentificarea organului fiscal / g8 1&)pmen4:e/‘@w PQBOrO. Opraqa
[ LY <y

Ry

Director adjunct interimar al

il Doaxuocts

_Ludmila BOTNARI

Numele st prenumele/®astimna 1 s

ety g3 WA
h 4 N
Oy 006501 9%
7 Fleps iﬁ-

L.S/ M.I1

Executor: I Susjgscu- Lungu, tel:

Numiele i prenusmele/dasmwiig 5 1 ua

Este extras din Sisterhul Informatioz%al al SFS SIA ,Contul curent al contribuabilului”// 19,03.2019 ora 14:02:49
cu aplicarea prevederilor pet. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)




AGENTIA SERVICII PUBLICE
Departamentul inregistrare §i licentiere a unitéfilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 399048 data 03.12.2018

Denumirea completa: Societatea cu Raspundere Limitati "GBG-MLD"
Denumirea prescurtatd: "GBG-MLD" S.R.L.

Forma juridicd de organizare: Societate cu raspundere limitata,
Numirul de identificare de stat gi codul fiscal (IDNO): 1003600117582

Data Tnregistrarii de stat: 06,01,1995

Modul de constituire: nou creati.

Sediul: MD-2001, str. Tighina, 65, mun. Chisiniu, Republica Moldova.
Obiectul principal de activitate:

1. Comertul cu ridicata al produselor farmaceutice

2. Cercetare si dezvoltare in stiinte fizice i naturale

3. Comertul cu aminuntul al produselor farmaceutice §i de parfumerie
4. Productia echipamentului de control pentru procesele industriale

5. Practica medicala

6. Fabricarea utilajului medical si chirurgical §i a dispozitivelor ortopedice
7. Productia de aparatura si instrumente de masuri, verificare si control
8. Transporturi rutiere de méirfuri

Capitalul social: 5400 lei,
Administrator: CEAICOVSCHI TUDOR, IDNP 0971601546960

Asociatil

1.COLEVA VERA, IDNP 2000048101473, cota 108 lei, ce constituie 2%

2. CEAICOVSCHI TUDOR, IDNP 0971601546960, cota 5292 lei, ce constituic 98%
Beneficiar efectiv:

2.1.CEAICOVSCHI TUDOR, IDNP 0971601546960, cota - 98%

Prezentul extras este eliberat in temeiul art.34 al Legii nr.220-XVI din 19 octombrie 2007
privind Tnregistrarea de stat a persoanelor juridice i a intreprinzatorilor individuali si confirma
datele din Registrul de stat la data de; 03.12. 2018

\ // /[/

|
Registrator A Lozovanu Constantin

Date cu caraq‘ter personal. Operator: I.P., Agentia Servicii Publice”, 10 0000059
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YTeepacaeno npukasoM PocsapasHaazopa
No 8861-T1p/09 ot 05 Hoabpa 2009 r

HHCTPYKIHS
o apuMenenio «Habopa pearenron s onpeaenenns rpynn
KpOBY uenoseKa cuctem ABO, Pesye n Kell»
(Llosmxions antu-A, antu-B, antu-AB, antu-A 1, anti-Acn,

antn-D cynep, anrn-D (IgG), anru-C cynep, awru-c cynep, antu-E
cynep, aHTh-g cynep, anti-Kell cynep) no
TY 9398-101-51203590-2009

(Ilosmuknon aﬂﬂu — A — MOHOKJIOHA/ILHDIE
(IgM) anrmuTena k AHTHIEHY A;
oauxion aHTH ~ B — MOHOKJIOHANLHBIE
anrurena (IgM) k antureny B;
[osuksion aHTH — AB — MOHOK/TOHATLHbIE
anruresna (IgM) k antureny AB)

TY 9398:101-51203590-2009

PY Ne ®CP 2009/06043 ot 05.11.2009

1. HA3BHAYEHMUE
Lonukaonsr Autu-A, Autu-B v AnTu-AB nipeanasHadens A
ONPEAC/ICHHs TPYIN KPOBM 1enoBeka cucreMbl ABO B npampix
peaKkLHsaX remMarrIfOTHHAIIHH.
2. OCHOBHBIE CBOMCTBA
Honukaonos Anrtu-A, AHTH-B 1 AHTU-AB

2.1. MoHoknoHaibHBlE aHTH-A, auTH-B M antu-AB anTuTena
MPOAYUHPYIOTCH reTeportbpHAOMHEIMK KIETOUHbBIM W JTUHHAMHU.
UOJIMKJIOHDBI auti-A, autu-B W antu-AB M3roTaBiHBacTCs

Ha OCHOBE KYJbTYpalbHbIX XUAKOCTEMH, KOHANIMWOHHUPOBAHHBIX
KJIETKAMU-TIDOAYLUCHTAMU | aHTHUTEN. TEeXHONOIrus NpoHu3BOaCTBA
PEArEHTOR  MCKIMIOYAET | BOIMOIKHOCTL MX KOHTAMHHaLKKH

NATOrEHHBIMH /151 YETOBEKA BUPYCaMH,

2.2, LHOJIMKIIOHBI autu-A, antu-B u antu-AB COAEPIKUT
aHTHTENA, OTHOCALIMeCA K Knaccy 1gM, KoTopsle BbIZBIBAIOT
arrnoTHHaALIM A+, B+ T A+B+ a3purpounTos. Pearentsl He
CONCPIKMT AHWTUTEN APYrHX CNEUM(pUIHOCTEH W npumeHsercs
AN BBIABJICHUS aHTWreHOB A W B B opuTpouuTax nio6oii
TPyNMbl,

3. ONPEAEJEHUE AHTUTEHOB CUCTEMbLI ABO

3.1 Onpenenenue antHrenos cuctemsl ABO NMpoOU3BOAMTCA B
HATHBHON KPOBW C KOHCEPBAHTOM, B KpoBy Ge3 KoncepaHTa, B
TOM “MCJIE B3ATOH M3 Naihla, 0HAKO CIEAYET YUHTHIBATE, HTO
Inst TOMYMEHHA HAASKHQro pezynbTata TpeGyercs BeICOKas
KOHLEHTPAUMS 3pUTPOLUMTOB.  Mcenonbsyercs Mmeron npamoii
reMarritoTUHALMY Ha TUI0CKOCTH.

3.1. B 1yHKM OJIHOPA30BOrO Wi MHOI0pda30BOro [U1aHleTa
HAHECTH LOJHKIIOHBI aHT&d-A, aHTu-B u antu-AB no omHoit
Sonbwoit karute (0,05 M) hou COOTBETCTBYIOIIUMHU HEITHCAMH.
3.2. Pagom ¢ KanmaMM | LONMKIOHOB HaHecHTe NO OAHOM
MaCHbLKOH Kanne uccaeayemoii kposu (0,01-0,03 m).

3.3. PasHeIMU nanoukamu gMeLaiite KPoBk ¢ PEAreHTOM.

3.4, Habmopaiite 3a  xomom PeaKiHd  ©  LUOJAHKAOHAMHU
HH3YaNbHO npH JIerkom NOKAYHBAHMH riaHinera.
AITTIOTHHALMA  9PUTPOLMTOR ¢ LOAWKIOHAMM  OGBIUHO
HACTYHAET B nepspic 3-5 cex, HO Hablloienue cnejyer Becth 3
MHH BEHAY 6(:]11(.‘0 NO3AHErQ NOABACHMS ArrfioTHHAUMK  C©
IPUTPOUMTAMM,  COAEPMALMMK  cnafibie  PasHOBMAHOCTH

aHTHreHos A wiau B. 1

\ .
3.5. PesyabTar PeakUMM | B KaOKAOH JYHKE MOMKET ObITh
NONOXKHUTENBHBIM  MITK qJTpHuaTeanblM. [TonoxuTeNbHbIH

pe3ynhTaT  BbIpAXAETCS B ArrIFOTHHAUWMK  (CKJICHMBAHHMH)
IPUTPOUHUTOB. ATTJIIOTUHATbI BHUIAHBI HEBOOPYXEHHBIM 1a30M
B BUIE MEJKUX KPacCHbIX arperaTos, GbICTPO CAMBAIOLIMXCSH B
kpynHele xjoneda. Tlpu oTpuuatensHoll peakuiin  kans
OCTAETCA  PABHOMEPHO  OKpAIIeHHOH B  KpacHelil  LBET,
arrniOTHHATLL B HEH He 00HApYXKUBALOTCS.

3.6. HMurepnperaums pe3yJapTaToB peakUMW arriiOTUHALWK
uccnienyeMoil kposu ¢ LlonmukioHaMM  npeacTaBiieHbl B
Tabnuue.

Pesynprar peakumnu*® ¢ Hccneayemas xpobs
HOJTHKJIOHOM NPHHAIERUT K
aHTH-A  aHTH-B  anTu-AB rpymme**
0 0 0 0(I)
+ 0 + A(ll)
0 + + B(IIT)
+ + + AB(IV)

*3nakom mmtoc (+) 0603HAUEHO HASIMUHE ATTAOTHHALMH,
3HakoM (0) - ee OTCYTCTBHE

** OkonuatensHo ABO npunaanieskHocts ycranasanBaercs
M0 Pe3y/IbTATaM NEPEKPECTHOrO OMPEACNCHHS: AHTUTEHOB A 1
B Ha 3puTpounTaX M M30reMarriiOTHHHHOB B CHIBOPOTKE.

4. KonTposib cneunpuuHOCTH peakiun arraoTHHALIIH
Ipy MOJIOKHTENEHOM PE3YJIbTATE PEAKLIMM ArTIOTHHALMH CO
BcemMd Tpema LonukgoHamu  HEOOXOAUMO — MCKMIOMWTD
CTIOHTAHHYIO  HecnenUPUUeckylo  arrIlOTHHALKIO — MCClie-
IyEeMBIX 3pUTPOUNTOB. [ 3TOro cMewaiTe Ha MIOCKOCTH |
Karmao  MCCNENYEMONR  KPOBM  (3PUTPOLMTOB) ¢ Kanei
dusnonoryieckoro pacreopa. KpoBE MOXHO OTHECTH K
rpynne  AB(IV) Toapko npu  oTcyTcTBHM arrmoTHHANMH
SPUTPOLIUTOB B (hU3HOMNOTHHECKOM PACTBOPE.

st KOHTPCUTA crieunGUIHOCTH
MCII0JIb30BATH CTAHAAPTHBIE IPUTPOLUMTHI.
S. ®opma Beimycka

LlonnkioHe! BeIMyckaloTes B ®uaxkol (opme Bo driakoHax-

KanenbuuLax oovemom 5 1 10 ma (1 kanns cocrasaser 0,05 —

0,1 mn). LlonKKAOH aHTH-A - KpacHOro uBeTa, 4HTH-B -

CHHero u aHTH-AB - OecuseTHblli. B kauecrse konceppaHTa
NPUMEHAETCA a3Wa HATPHS B KOHEYHOMN KoHUeHTpauuu 0,1%

6.Xpanenue

Cpok XpaHeHHs — [Ba rona B XOJOAWILHHMKE npr 2-8°C,
BekpbiThiil thiakoH rofeH K HCMosb30BaHUIO TIpH XpEleeHMH B
XOJIOAW/IEHMKE B FEPMETHUHO 3aKPBITOM BH/E B TEYSHHE BCErO
CpoKa TOOHOCTH.

HEeoBXOAMMO

7.Peknamanuns.,

OCHOBaHMAMY IU1A peKnamMaliii SBASIOTCS: OTCYTCTBUE
aKTUBHOCTH, HeCneUMBHUYHOCTE, HapylleHHe LENOCTHOCTH
(naxona, HamMuMe XJOMLEB, MCTEKIIMH CPOK OAHOCTH
pearenra. Ilpu cocraenenun peksamalivk npocum ' ykaszats
haTy TofyueHus, nocrasmuka (ecnu Bel momyunnm fosap He
OT TMPOM3BOMHTENS), HOMEP CEPHM, MPUYHMHBI, MO KOTOPbIM
pcarenT npusHan HeroAHbiM.  TIpocuM NPUIOKKUTL MpoTokon
C pe3yseTaraMH MNpPOBEPKH peareHta WM 2-3 Hf:Bé:cpbwux
dnakona ¢ Honuknonom. Peknamauuio cieayet HarnpasuTh Ha
NPEANPUATUE-U3rOTOBUTEND |

IlpeanpusiTue-uzroropuTensn:

000 «<MEJUKJIOH»,

127276, Mocksa ya. Boranndeckas 35,
Tes. (499) 502-1214

www.mediclone.ru
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YreepkaeHo npukazom Poczapasnanzopa
Ne 8861-TIp/09 0‘ 05 rosGps 2009 r

UHCTPYKINS
no npnmeﬂennﬁ) «Habopa pearenTos nis onpeaeseHus
Tpynn KpoBH uenoseka cucreM ABO, Pesyc u Kell»
(Honvxnoust antu-A] antu-B, autu-AB, antn-Al, anti-Ach,
antu-D cynep, antmiD (IgG), antu-C cynep, aHtu-¢ cynep,
antH-E cynep, anrn-e cynep, antu-Kell cynep) no
TV 9398-101-51203590-2009

(Ilosnksion anTH — D cynep — MOHOKJIOHA/IbHbBIE
anrarena (IgM) x anrureny D)
TY 9398-101-51203590-2009
PY Ne ®CP 2009/06043 o1 05.11.2009

1. HABHAYEHHE
LIOJIMKITOH Anru-D cynep npeaHasHaueH ans
BbissBJACHMA  aHTHrena Rho(D) cucremsl Pesyc na
3PUTPOLIMTAX YEJIOBEKA B Peakliiu NpsSMOMA remMarrio-
THHaLUH.

2. 0¢HOBHLIE CBOMCTBA

2.1. MoHok/IOHAN[bHBIE UeIOBEUECKHE aHTH-D aHTHTENA
NPOAYUMPYIITCS TeTEPOrMBPUIOMHON KIETOUHOH fuMHHUER.
LOJIMKIJIOH Antu-ID cyrmep u3roTaBAMBAaeTCs Ha OCHOBE
KYJIbTYPanbHOH MHAKOCTH, KOHAHUMOHMPOBAHHOMN KIETKAMU-
NpoAyLEHTaMH aHTUTEN. TeXHOIOrUA NMPOU3BO/CTBA peareHTa
MCKITIOYACT BO3MOXKHOCTE €ro KOHTaMWHAUWW MaTOTEHHBIMU
LTSl YEJI0BEKa BUPYCaMU.

2.2. HOJIMKIJIOH Antu-D cynep conepxut lgM
aHTHUTENA, KOTOPBIE BBIBLIBAIOT TMPAMYKO arrmoThHanuio D+
SpUTPOLNTOB. PeareyT He CONEPMHT aHTHTEN ApYrHX
crneunpUROCTell M IPUMEHSETCR A BLIABACHUS aHTUreHa D
B 3pUTPOUMTAX MOBOI rpynnkL.

2.3. Bcasan ¢ tem, uto [gM anTHTEna He BbI3bIBAIOT
arrMOTHHALMK HEKOTOPLIX 06PA3LOB 3PUTPOLIMTOB CO
cnabosbipaxeHnbim Dlanrirenom (Du), o6pasiipl A0HOPCKOV
KPOBH, KOTOPBIE NpH MLCJ‘(GL{OB&HMM HOJIMKIJIIOHOM Auntu-
D cynep Oblnu onpeneheﬁbl kak D-oTpuuarennuble,
HeoOXxoaMMO HOHOHHH;rﬂbHO TECTHPOBATE C NOMOULbLIO

aHnTH-D pearenTor, cofepxxamux [gG-anturena ---
MONMKJIOHAJILHOH CBIBOPOTKOH UM MOHOK/IOHANLHBIM aHTH-
D (IgG) pearenTom.
3. OIIPE,IFEJIEHI/IE AHTHUT'EHA
HOJIMKJIOH AHTH-D cyiniep MOXeT 6bITh HCITONBI0OBAH
B peaKkuuH arrioTHHALIKMK HAa NAOCKOCTH, B NpoOUpKax, B
mukpornare. OnpeneneHne aHTureda D Mpou3BOAMTCS B
HATUBHONM KPOBH C |KOHCEPBAHTOM WM B KPOBM 6e3
KOHCEpBAaHTa, B TOM |4YHMC/E B3ATOW M3 namblia, OJHAKO
CNENYET Y4HUTHIBATH, | 4TO ANs  IOAYYEHHA  HaAeKHOIO
pesyneTata TpeOyeTcs BBICOKas KOHUEHTPAUMS SPUTPOLIMTOB.
3.1. Peaiunsi aArral0THHALNY HA MJ0CKOCTH
3.1.1. B ynKy 0aHOpa3oBOro MM MHOTOPa30BOrO
TTAHIIETA HaHECTH 1 GoNbIIyIo kAo pearenTa (MPUMEPHO
0,1-0,05 mu), 1 MarneHsKylO Karmto UCCNENYEMON KPOBH MK
spurpounTos (0,01Ma) hh cmewwmarTs.
3.1.2. Yepes 30 cgk. nocsie CMEIIHBAHWS MNAHILET
nokauars .
3.1.3. Pesyasrar dueﬁmb BH3YANbHO M0 HAWUYMIO WU
OTCYTCTBHIO arrn}omqaunu Herkas peakuus nacTymaer
uepes 40-60 cek. mocse CMEWHBAHMS pearenTa ¢ 3pUTpoO-
uMramu.  [lpu wcnom,poaal-mn SPUTPOLMTOB B  BBICOKO
KOHUEHTpaLHH armmoTHHALMA  HacTynaeT — GhicTpee.
OkoHyaTeNbHbIMR pesynbTar PEaKLMH CAELYET YYWTHIBATH
yepes 3 MUH, HO He n¢3m—lee T.K. TIPW MOACLIXAaHUU KaTUTH

MOXET HabroaaThes Menkas HecrieuudHyeckas arraioTm-
HauMsl. ‘

3.1.4. B OTAe/ILHBIX CJyHasX MO WCTEUEHUM 3 MHH K
KanasgM ¢ COMHHTENbHOH peakumnei creayer nobGaBuTh
duznonoruueckuii pacreop (1 Karumo) M roxayath NAaHLWET.
Hecneunduyeckas arriloTHHALMSA LOJDKHA HCHE3HY Th.

3.2. Peakuns arrioOTHHAUNH B NpoGuprax

3.2.1. U3 oTMBITBIX UCCNERYEMBIX IPUTPOLIUTOB |
NPUrOTOBHUTE 5-% CYCIIEH3HIO B PHU3UOJIOrHUCCKOM PaCcTEOpE,

3.2.2. BHecTH B KpyrioAOHHYIO MPOBUPKY Mo om1oi
Karie Io/MKIOHA H 3PUTPOLUTAPHON B3BECH, TLLATENLHO
CMELLATS.

3.2.3. OcTaBuTth Npobupky Ha 30 MUH. IPH KOMHATHOW
Temreparype.

3.2.4. llentpndyruposats npobupky 1 muH npr it 500 -
2000 oGopoTax B MUHYTY.

3.2.5. OcTopoxHO BCTpIxUBas MpoBHpPKY, OTCIOUTS
0CaI0K OT JHa.

3.2.6. Pe3ynbTaT OLEHUTH BU3yasHO. [lpu oTpunares-
HOM pe3ybTaTe peaklni 0CalnoK 3PUTPOLMTOB JIErKO pas-
BuBaeTcs W 06pa3yeT roMOreHHYH HENPO3PaYHYIO CycneH-
3ut0. IIpH NoJIOKUTENBHOM PE3YJIbTATE, OCANOK OCTAETCS B
BUIE OLHOTD UJIH HECKOJBKHX armTFOTHHATOB Ha BoHe
MPO3payvyHoi KUAKOCTH, ‘

3.3. Peakuus arcnoTHHALMM B MHKponJiaTe.

3.3.1. B nynky 96-siueeuHoil  KpyrjiomoHHON
mukpomnarsl Brecth 0,05 ma noawmkigona u 0,05 ma 2%
CYCTIEH3MH HCCIIENYEMBIX DPUTPOLUNUTOB B QUIHONOTHYECKOM
pacTBope. |

3.3.2 UYepes 45-60 muH. uHKyGaUMW MPH KOMHATHOMN
TEMIEPaType BH3YalbHO OLEHHUTE pEe3YJILTAT PEAKUHM (10
pUCYHKY = ocalika OpUTPOLMTOB HA AHE JIYHKH: [pw
OTPHLIATEJLHOM PE3YJIbTaTE 0CAJIOK 3PUTPOLIUTOB coGHpaeTcs
B TOYKY, NPH TIONOKHTENBHOM — UMEET GONBLINI JHameTp,
pacrnosiaracTCsl HEpaBHOMEPHBLIM CJIOEM, MMEET  HEPOBHbLIE
MJIN 3aBEPHYTBIE Kpast.

4. Konrpoas cnieundpuunocru.

Hnsa koHTpona creuMpriHOCTH peakudd B Kamayo
CEPHIO HCCJIENYEMBIX 3DHUTPOUMUTOB HEOGXO0AWMO BKAOUATH
cranaapTHeie D' u D spuTpoLmUTEL. i

S. ®opma BbITycKa , XpaHeHHe

[fonnKACHBL BBIMYCKAKOCA B KUIKOH dopMe BO (])naKOHax~
KarnesbHuuax o0bemoM 5w 10 ma, Onna kanss conepxuT
0,05-0,1 M. B kauecrTBe KOHCepBaHTa MPHUMEHAETCA a3MA
HaTpHs B KOHEUHOM koHLUeHTpatmu 0.1%. Cpok xpaHeHHs
— [lBa roja B XoJoaunsHuke npu 2-8°C. BCKpBITHIH (haakon
COMEH K MCTIONBb30BAHUIO NMPH XPAHEHMH B XONOLMIbHMKE B
FEPMETMYHO  3aKPBLITOM  BHJIE B TEUEHUE BCErO cpoka
FOHOCTH. ‘

6. Pexnamannus

OcHoBanuAMM A peknamMauuu  SBASIOTCH:
OTCYTCTBHE ~AKTUBHOCTH, HECHTEUM(BHYHOCTb, HApYLICHME
UENOCTHOCTH  (BIakoHa, HANMUKE XJIOTILEB, WCTEKUIWE cpok
rojHocTh pearenta. Ilpu cocraBieHun peknamauni npocus
yKa3aTe [4Ty NOJYYeHHs, rocrasiunka (ecnu B noJTy 4 nis
TOBAp HE OT TPOM3BONMTENA), HOMEP CEPHM, TPHYWHBI, NO
KOTOPBIM pEATeHT NPU3HAH HETOAHBIM. [lpocuM npuaoMMTh
pOTOKON ¢ pesy/nbTaTamMu MPOBEPKM peareHTa W 2-3
HEBCKPBITBIX PniakoHa ¢ Lloanknonom, Pexnamaimio cuenyeT
HaTIpaBUThL Ha NPEeANpPHSITHE-U3TOTOBUTEND.

HpeanpusaTHe-H3roTOBUTEND:
000 «MEJIMKJIOH»,
127276, Mocksa yua. Borauuueckas 35,
Ten. (499) 502-1214  www.mediclone.ru
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HBsAgoneversunea ULTRA

A.UTILIZARE

Metoda imunocnzimatica (ELISA) gencratia a patra peatee determinaren antigenului de suprafatd a Hepatita B sau
HBsAyg in plasma si serul uman Kit-ul este destinat pentru sereening-ul de unitati de sdnge, este capabil sa
detecte mutantii HBsAg si gaseste aplicarea in monitorizarea pacientii infectati cu HBV.

Utilizat exclusiv diagnosticului ,,in vitro™
B.INTRODUCERE

Organizatia Mondiald a Sanatatii (OMS) defineste infectia cu virusul hepatite B dupd cum urmeazi:"Hepatita B este
una dintre cele mai majore boli ale omenirii 5i este o grava problema globala de sinitate publica. Hepatita inscamna
inflamatia ficatului, iar cea mai frecventa cauza este infectia cu unu! din cele 5 virusur. numite hepatie A, B, C,Dsi E.
Toti acesti virugi pot provoca o boala acuta cu simptome care dureazi mai multe saptamdni, inclusiv colorarea In galben
a piclii §i a ochilor (icter); urina fnchisa la culoare: nhoseald extrema: greatd; varsitun §i durere sbdominala. Accasta
poate dura mai multc luni la un an 53 s¢ simita din nou in forma.

Virusul hepatitei B poate provoca inlcctii cronice, in care pacientul nu scapd de virus si multi ani mai (arziu se dezvolta
ciroza hepatica sau cancer de ficat,

HBV este cea o majord forma de hepatita virala si singurul tip carc cauzcaza hepalili croni
disponibil. Virusul hepatitei B este transmis prin contact cu sinee s i persoane in/
miod ea 5t virusul imunodéficientei umane (HIV), virusul care movoacd SIDA. Cu toate acestes, HBV
100 de ori mai contagios decit HIV. Principalele modalitiii de infectare cu VHB sunt: (a) perinatala (de |
copil la nastere), (B) copil- 1a cop : A{C} injectii nesigure 1 transfuzii: (D) de contact sexual
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i curs de dezvoliare, aproape
. Europa de Vest si America de Nord), modelul
de transmitere este diferit. In aceste (@, ransmiterea mama la sugari si copii a copil

areprezentat pand Iz o treime din infectii cronice, Tnainte ca programele de vaccinare 2 copiilor cu hepatita B au fost
puse in aplicare.

Cu 10ute urestea, majoritates infectiilor in seeste t@ri sunt dobandite in timpul maturitdgit tinerilor ln activitatea sexuala
si consumul de droguri injectabile. [n plus, Virusul hepatitei B este principalul pericol 1a | majoritates Jueritorilor
medicali .deaceia sunt vaccinati. Virusal hepatitei B nu se transmite prin alimente contaminate sau apa, si nu se poate
52 fie raspandit la indmplare la locul de munca. Ratele ridicate ale infecticl cronice cu HBY

sunt, de asemenen, gisite in partile sudice ale Europet Centrale si de Est. in Orientul Mijlociu gt sub-continentul indian,
aproximativ 3% sunt infectai cronic. Infeciic este mai pujin frecvente fn Europa de Vest si America de Nord, in cazul
in care mai putin de | % sunt infectati cronie,

Copiii mici care devin infectate cu HBV cel mai probabil se dezvolia infectie cronica. Aproximativ 90% dintre copii
infectai in timpul primilor ani de viata i 30% pana Ia 50% dintre copii infectatt intre virsta de | 514 anisc

dezvolta infectie cronicd. Riscul de deces din ficar legate de HBV, cancer sau ciroza este de aproximativ 25% pentru
persoanele care devin infectati eronic in timpul copilfirici. Hepatita cronica B la unii pacicntii tratafi cu medicamente
numite fnterferon sau lamivuding, le poate gjuta la unii paciengi, Pacientilor cu orosd hepaticd sunt uneor administrate
transplanturi, cu diferite grade de succes. Este preferabil de o preveni aceast boulé co vacein decit pentri a incerca sa-1
vindece.

Vaccinul impatriva hepatitei B are un record remarcabil de sigurantd §i eficacitate. Din 1982, peste un miliard de doze
de vaccin hepatic B au fost utilizae in Intreaga lume. Vaccinul se administrenzi sub forma unet serii de e
adrmimistrare intramusculard. Studiile uu aritat ca vaceinul este de 95%eficient in prevenirea copailor st adultilor din
curs de dezvoltare cronicd infectie in cazul in care nu au fost incd infectate. in multe tir1 in care de fa 8% pand la 5%
din copiii au deveni cronic infectate cu VHB, rata de inficiic cronica a fost redus ls mai putin de 1% in imunizate de
copit. Din 1991, OMS a cerut tuturor {rilor s adauge vacein hepatitic B in programele Tor nationale de imunizare. "
Amtigenul de suprafajd Hepatita B sau HBsAy este cea mai importanti proteind din pachetul virusului hepatitei B,
responsabil peatry hepatitd virald acuid § cronic, Antigenul de suprafaid contine determinant "a", comund tuturor
subtipurilor virale cunoscute, care se disting imunologic prin dova subgrupuri distincte (ay si ad).

Capacitaten dea detecta HBsAg prin metode imunoenzimatice sensibile ridicate in nitimit ani a condus [ o ngelegere a
istributiei sale 51 epidemiologiei ia nivel mondial si pentru a reduce radical riscul mfeciie in transfizie.

C.PRINCIPIUL TESTULUI

Un amestee de anticorpi menoclonali de soareee specific pentru determitnti "a™. "d 51"y" a HBsAg este fixat pe
supratita microgodeurt. Serul / plasma pacientlui se adaugil 1a microgoden impreund cu un 4l doilea amestec de
anticomt monoclonali de joarcce, conjugat cu peroxiduzi de hrean (HRP) §1 ¢ indreptat impotriva unui epitop diferit al
determinant ¢ - Imunocomplexul Specitfic, format in prezenia HBsAy in proba, este capturat de
faza solidi

La sfarsiwl primei ctapd incubarc, microgodeurile sunt spalate pentru a indeparta proteincle serice nelegate i HRP
conjugat. Sc adaugd apoi cromogen / substrat 1 prezenta imunocomplexului HBsAg capturat, substratul incolor este
hidrolizat de conjugatul HRP legat ¢ coloreazi productul final. Dupi blocarca reac . L_r.:y.:Ecucu:nmmm
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teu cujorii este proportionald cu cantitateade HBsAg prezentd in proba,
de potrivit pentru sistemele automate de screening
' mutanti.

Versiunea ULTRA este densel
si este capabild de a detecra s
D. COMPONENTE
Configuratia standard contine reactivi pentru a efectua 192 teste si este alcituit din urmatoarele componente:
1. Microplate MICROPLATE
n°2. 12 stripuri a cite 8 godeuri acopeite cu anti HBsAg, anticorpii monoclonali de soarcce purificati prin a
specifici la "a”, "y" si "d" determinante si sunt sigilate intr-un sac cu desicant.
2. Controlul negativ  CONTROL -
ix4.0ml/ flacon. Control gata de utifizare. Acesta continc ser de capra, [0mM tampon fosfat pH 7.4 +/- 0,1, 0.09% Na-
azida si 0.1% Kathon GC drept conservanti. Controlul negativ este codat de culoare walben paia.
3. Controlul pozitiv CONTROL +
ix4.0ml/ flacon. Control gata de utilizare de. Accsta contine ser de capré, HBsAg recombinant non infcctioas, 16 mM
tampon fosfat pH 7,4 +/- 0,1, ©,02% sulfal dc genlamicind si 0,1% Kathon GC ca conservanti. Control
culoare verde cu coduri.
4. Calibrator CAL ...
1 ° 2 flacoanc: Calibrator liofilizat, Urmeaza a G dizolvat cu EIA apa de calitate raportal i etichetd, Contine ser fetal
bovin, HBsAg recombinant non Ul/ ml (a Standa tiona] OMS pentru HBsAg. NISSC cod
0/588), 10 mM tampon fosfat pH 7.4 4/~ 0.1, 0,02% gentamicina sulfat §i 0.1% Kathon GC drept conservanti
Nota: Volumal necesar pentru a dizolva continuiul fluconu
volumul corect rapartat pe otichera.
5 Wash buffer concentrate WASHBUF 20X
2x60 ral / flaconr, 20X solutie concentrati Dupi d
0,05% Tween 20 si 0,1% Kathon GC.
6. Enzyme Conjugate Diluent CONJ DIL
2x16ml/ flacon. Ragent gata de utilizare .codul de culoare roz /rogie. Acesta contine 10 mM T tampon cu pH 6,8 +/-
0,1, 1% ser de soarece normal. 5% BSA, 0,1% Kathon GC i ,02% suifat de gentamicing drept conservanti. Solutia este
in mod normal opalescenta.
7. Enzyme Conjugate CONJ 20X
2x1 ml/ flacon. 20X reactiv concentrat, Contine Peroxidaza Hreanului (HRP) marcat cu a anticorpi monoclonali de
soarcee la HBsAg, delerminantc "a "preS”, 10 mM Tris tampon pH 6.8 +/- 0,1, 5% BSA, 0,1% Kathon GC si 0,02%
sulfat de gentamicin drept conservanti.
8. Chromogen / substrate SUBS TMB
2x25ml / flacon, Acesta confine 50 mM citrat-fosfat solutie tamponata la pH 3,5-3,8, 4% dimetilsulfoxid, 0,03% tetra-
metil-benzidind (TMB) si 0.02%, peroxid de hidrogen (H202).
Notia: Pentru u fi pistrate proteiate de luming ca fiind sensibile lu ilun,
9. Sulphuric Acid H2504 0.3 M
1x25ml / flacon. Acesta conting solutie 0,3 M H2S04.
Nota: Atenie: Jritant (H315, H3 19, P280, P302 + P352:P332 + P313; P305 + P351 + P338; P337 + P313:
P363)
10. Folii de etansare a placii: n°4
11. Prospectul: n°1
Notd importanti:
_Numai la cerere specifica, Dia.Pro poate furniza reactivi pentru 96,480, 960 de teste, astfel cum sumt raportate maj jos:

itatc,

! pozitiv este de

1. Microplate: n°t %3 n°l0

2. Control negativ; 1x2.0mi/ flacon, [x10.0ml/ flacon 1x20.0ml/ flacon
3. Pozitiv Control 1x2.0ml/ flacon 1x10 0ml/ flacon 1x20.0ml/ flacon
4. Calibrator: 0 ° 1 flacoane. 15 flacoane. n ° 10 flaccane.
5. Wash buffer concentrate | 1x60m)/ flacon _ 5x60ml/ flacon 4x150ml/ flacon.
6, Enzyme Conjugate

Diluent: 1x16.0 ml/flacon 2x40.0 ml/flacon 2x80ml/flacon,

7. Enzyme Conjugate [x0,8ml/ flacon 1x4.0 ml/flacon. 2x4.0 ml/flacon
8.Cromogen/Substrat : [x25ml/ flacon. 3xd2ml! flacen 5125wl flacom i
9. Sulphuric Acid: [x15mi/flacon 2x40m/ flacon. 2x80ml/flacon
10. Fo n°2 n°lQ n°20
11. Prospectul: n°| n*1

| Numirul de teste 96 { 560
Code SAGIULTRA.CE | 96 480 | 960

E.MATERIALE NECESARE DAR NEINCLU

1. Micropipete calibrate (150ul. 100
2. Apa destlatd {dublu dis
utilizate ca dezinfectangi).
3. Cronometru cu un interval de 60 minute sau mai mult,

4. Servetele absorbante de hirtie,

5. Incubator calibrat pentru microplaci ELISA (uscat sauumed), capabil sa ofere o agitare la 1300 rpm +/- 150, setata la
+37°C.

6. Cititor calibrat de microplaci cu filtre 450nm (citire) si cu 620-630nm (blancare),

7. Spalator calibbrat pentru microplaci ELISA.

8. Agitator tip vortex sau unelte similare de mixare

F. ATENTIONARI ST PRECAUTII

1. Trusa trebuic folosita numai de personalul tchnie caliticar si instruit In modul corespunzator, sub supravegherca
medicului responsabil de laborator.

2. in cazul in carc kit-ul este utilizat pentru screening-ul de unitati de singe si componentcle sanguing, acesta trebuic s3
fic utilizat intr-un laboralor certificat si calificat de catre autoritatca nationald fn acest domeniu (Ministerul Sanatatii sau
o entitale similara) pentru a cfcctua acest tip de analiza.

3. Tot personalul implicat in efectuarea testului trebuie si poarte haine de protectie de lahorator, ma 3
evital folosirea oricarui dispozitiv ascutit {ace) sau de tiat {bisturiuri). Tot personalui implicat trebuie instruit in
proceduri de securitate biologicd, cum este recomandat de Centrul pentru Control Bolilor din Atlan
in publicatia utulut National de Sandtate: “Securitatea biologica in Laboratoarele microbiolo
ed. 1984,

4. Tot personalul implica
vaccinele sunt disponibile, sigure si eficiente.

3. Mediul de faborstor ar tre fie controlat, astf®! incit <3 seovite contaminagii cum ar fi praful sau agenyi
microbieni din aer, la deschiderea truset de flacoanc si microplici §i atunci cind este efecluntd testarea. Protejati
cromogenyl / substratul (TMB) de luming puternici si evitayi vibra elei bincii pe care se eifectucazi testarca.
6. Dupi preseriplic, pastrali trusa a temperatura de 2-8°C intr-un refrigerator controlat sau Inty-o camerd rece,

7. Nu schimbali compaonentele truselor cu loturi diferite, Se recomanda ca componentele s doud truse de acelasi lot s3
nu fie schimbate intre ele.

8. Verificati ca reactivii sunt limpezi si nu contin particule vizibile grele sau agregate, Daca nu, consul ati
supraveghetorul de laborator pentru 4 initiz procedurile necesare.

9. Evitati contaminarea incrucisatd intre ser/
fiecare probi.

10. Evitati contaminarea incrucisata intre reactivii seturilor folosind vérfuri de unicd folosind 3i schimbandu-le dupa
folosirea fiecaruia.

11, Nu {olositi trusa dupa data de expirare mentionata pe etichelele externe (container primar) si interne (Mlacoune). Un
studiu efectuat pe un kit deschis nu a ardlat nici o pierdere de activitate relevant pani la 6 reutilizari a setului si de
pani la 6 luni.

12. Tratafi toate mostrele ca potengial infectinese, Toate mastrele de ser uman trebuie folosite {2 Nivelul 2 de secaritzte
biologica, cum este recomandat de Centrl pentru Controlul Bolilor, din Atlanta, SUA §i mentionat in publicagia
Tnstitumlui Nagional de Sanfete: “Securitatea biologicd in Laborawarele microbiologice si biomedicale”, ed. 1984,

13. Utilizarea vascior de unici folasingd din plastic este recomandati pentru prepararea solugiei de spilare sau la
transferul de componente in alte containere ale alior stafii de lucru automate, pentru a evita contaminares

14. Degeurile produse in impul wtilizir trusei mebuie s2 fic aruncate in conformitate cu directivele nagionule si legile
privind degeurile de laborator afe substaniclor chimice g7 biolagice, In special, deseurile lichide generate din procedurile
de spilare, de fa reziduurile de verifican ¢i de la probe trebuie sa fie tratate ca materiale potential infectioase 5i
inactivate. Procedurile de inactivare sugerate sunt tramte cu o concentrajic finali de 10% de inalbitor de uz casnic
pentri 16-18 ore sau prin inactivarea cu caldurd in auwoclavi la 121 °C timp de 20 min.

13 Scurgerile accidentale trebuic 53 fie absorbite cu hirtic ubsorbanta imbibatd cu inglbitor de uz casnic $t apoi cu apd.
Hirtia trebuie sii fie apoi aruncatii in containere adecvate desempate pentru degeurile de laborator / spital

16. Solutia de stopare este un iritant. In caz do scurgeri, spilafi suprafasd cu apa abundenta.

17_Alte materisle de desenrt aeneraze dis-folosiren trusei-fde cxemplus varfur folosite pemira probe 5i verificar,
microplaci folosite) trebuic considerate ca potential infectioase st aruncate in conformitate cu directivele sil

nafionale privind degeurile de laborator.

G.PROBA: PREPARARE ST RECOMMANDARI
L. Sangele este recoltat in cond
standard de preparare 2 probelor per
influenta citatului, EDTA g1 a heparinei
2. Evitati orice adaos de conservanti la probe. mai ales az

i 50ul) si virfuri din plastic de unici folosi ta,
4 sau deionizatd, tratatd cu cirbunc pentru a elimina substancle chimice de oxidare,

asm la probe, tolosind virfuri de unica

osintd yi schimbandu-le dupa

scrul este preparat prin folosirea tehnicilor
repararea probeior nu a fost observata

de sodiu ca acest produs chimic ar ufecta activitatea




3. Probele wibuie 3 fie clar identificate prin codurt sau nume, pentru g
I

4. Probele hemolizate(rosu) si vizibil hiperlinemice ¢
rezuitate false. Probele continind reziduuri de fibrind sau particul
aruncate decarece pot da o cresters a rezultatelor false.

5. Serul si plasma pot fi pasirate la +2°...8°C timp de cinci zile dupi colectare. Pentru o perioads mai lupga de
pastrare, probele pot fi pastrte dacd sunt inghetate la —20°C pentru citeva luni. Once probe inghetste nu tebuie
inghetate/decongelate decit o singura dati deoarece pot genera particule care ar putea afecta rezultatul testului. Daca
particulele sunt prezente, se centrifughcaza la 2.000 tpm timp de 20 min san se filtreazd utilizind filre 0.2-0 8u filire
pentru & curija proba pentru testare.

H PREPARAREA COMPONENTELOR SI ATENTIONARI

Un studiu efectuat pe o trusi deschisa nu a aratar nici o pierdere relevantd a activititii de pana la 6 reutiliziri ale
dispozitivului si pand fa 6 luni

1. Microplates:

Trainie de a deschide conlainerul, 1asali microplaca s3 se stabilizeze la temperalura camerei (aproximaliv | ord).
Verificati daed deshidratantul nu s-a transformat in culoarca verde inchis, indicand un defect la fabricaic, in acest caz,
apclali serviciul cliengi Dia.Pro.

Stripurile neutilizate trebuie reintroduse in punga aluminiy, cu deshidratant furnizat, arhivate ermeti §i pastrale la
+22...8°C. Atunci c¢énd sunt deschise prima oard. henzile nex : ate
din interi ratantului sc transforma de ia gaiben a verde.

2. Negative control:

Gata de urilizare. Se amesteca bine la vortex inainte de uti zaie

3. Pezitive control:

Gata de utilizare. Se amesteci bine la vortex
Controlul nu contine HBV i
4, Calibrator:

Se dizolva cu atentie continutul liofilizat al flaconului cu volum de apd distilata a raportatd pe eticheta acestuia. Se
amesteci bine la vortex tnainte de utilizare. Solufia nu este stabild, Se depoziteaza . A se pistra la -20 ° C.

5. Wash buffer concentrate

Intregul continut de 20x solugie concentratd trebuie si fie diluata cu api distilata pdna la 1200ml
pana la sfirsit inainte de utilizare. Deoarece unele cristale de sare pot fi prezente in flacon, aveli g
conjinuiul atunci cind se pregateste solutia.

in impul pregélinii cvitali formarca spumci, deoarece pr
ciclurilor de spalare.

Notd: Odata diluatd, solufia de spalare este stabili timp de I saptamadnd, la + 2..8° C.
6. Enzyme conjugate:

Solutia de tucru se prepara prin diluarea 20xreactiv cor

terpretarca gresid a rezulatelor.
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Notd importanta: Solugia de lucra mu cste stabild. A Ppregliti numai volumul necesar pentru activitatea zilei, Ca exemplu
arunct cand kitul este utilizat in asociere cu alte insrumente sau manual, se dilueazi 0,1 ml de 20X Conjugate cu 1,9 ml
Conjugate Diluant intr-un flacon din plastic de unici folosinta si se amestecd cu atentie inainte de urilizare.

7. Chromogen | substrate:

Gata de utilizare. Sc amesteci bine pina la end-over-end mixare,

A se evita contaminarea lichidului cu chimicale oxidante, praf sau microbi acrieni, Nu se expune la lumind puternici,
agenti oxidanyi si supralete melalice.

In cazul in care aceastd componentd trebuie si fie transferat utilizati numai plastic, ©
unica folosinid, steril

8. Sulfuric acid:

Gata de utilizare. Se amesteci bine pe vortex inainte de utilizare.

Atentie: lritant (H3 15, H319, P280, P302 + P352; P332 + P313;P305 + P351 + P338; P337 + P313: P362 + P363).
Legenda:

Avertizare frazelor H:

H3 15 - Provoaci iritarca pielii.

H319 - Provouci o iritare grava a och
Declaratii P de precautice:

P280 ~ Purtati rminusi de protectie / imbrdciminte de profect

n caz dacd € posibil recipient de

a ochilor / protecpa ferci

P302 + P352 - [N CAZ DE CONTACT CU PIELEA: spalat ¢u mu i sdpun.
P332+ P313 - [n caz de intare a pielic consultag medicul | aten
P305 + P35I+ P338 - [N CAZ DE CONTACT CU QORI tic cu apd pentry

cateva minute, Scoateti lentilele de contact, daca sunt prezente si e usor de thcur Confinug
P337 + P313 - Daca iritaren ochiler persista: consuitati medicul / atentic.

P362 - P363 - Scoateti imbriciminiea contaminata si spilati-0 inainte de reutilizare.

[ INSTRUMENTE $1 UNELTE FOLOSITE IN COMBINARE CU TRUSA

L. Micropipetele Irehuie s fic calibrate pentry a lua corect volumu cerut de test si trebuie sa fie regulat decontaminate
(70% etanol, solutie 10% indlbitor, dezinfectante spitalicesti) 2 acelor parti care ar putea veni accidental in contact cu
proba sau componente ale kittlui. Accstca ar trebui sa fic, de asemenca, in mod regulat mentinut pentru a ardta o
precizie de 1% si justetea de + 2%,

2. Incubator ELISA ucbuic si fic sctat la +37 ° C (toleran(a + 1 ® C) si verificate periodic, pentru a s asigura ca
temperatura corecta cste mentinutd. Ambele incubatoare cu aer uscat si baia de apa sunt potri
conditia ci instrumentul este validat pentru incubarea testelor ELISA.

3. 1n cazul agitarii in tmpul incubafii, instrumental trebuic 3 asigure 350 pm HE50. Amplitudines agit@n este foarte
fmportantd una gresitd ar putea da originea la s ropi §i prin urmare, poate duce la rezultate fals pozitive.

4. Spiilitorul ELISA este extrem de important s3 generalizeze performuniele testului. Spalatorul trebuic s fie verificar
atent §i corect optimizat cu ajutoryl verificarilor trusei ¢ panourilor de referinia, inainte de a utiliza trusa pentru teste de
laborator de nutind. 4-5 cicluri de spilare {aspiragic + distribuire de 350uligodeu de solugie de spatare = 1 cicly) sunt
suficienic peatrua o se asipurn ¢ testul se efcctucazd cum era de agteplal Fste sugeratd o nmuiere fimp de 2030 ds
secunde intre ciclun, In ordinea setdrii corecte 1 numarh lore, este recomandat $3 rulatl un test cu verifican
trusei s1 a godenlui caracterizat négativ §i probelor pozitive de refering, §t 58 verificati dacd se potrivesc valorile
mdicate mai jos in secjiunile "Verificarea testului” "Performantele testului®, Calibrarea regulatd a volumelor oferit
§l intretinerea (decontaminares §i curiarea acelor) spalaturular trebute $3 fie efectunte in conformitate cu instructiunile
producitorului

5. Numarul de dagt de incubugic au o wieranta de +5%,

6. Cititorul ELISA trebuie 52 fie echipat cu un filu de citire de 450nm i in mod ideal. cu un al doilea filtru de (620-
630nm) pentru scopuri de blancare; Standardele de performanid a tatimil de unda trebuie sa fie dar dului (a) =10 nm: (B
limita de absorbiic de la 0 la= 2.0; (¢) lintaritates> 2,0; repetabiliviie> 1%, Blancares se realizesra pe godew identificata
in sectiunea "Procedura de Proba". Sistemul optic de citire trebuie 53 fie calibrat in mod regulat pentru o se asigurs ca
densitatea opticd este misurata corect. Ar trebui s3 fie intreginute in mod regulat in conformitate cu instructiunile
producitoruiul

7. Cand se foloseste o stajic de lucru aulomatizata ELISA, talc elapele critice (distribuire, incubafic, spalarea, citirea,
datelc de manipulare) trebuie s fic stabilite cu atentic, calibrate, cn ate st intreli mod regulat, i sopulde a
se corespunde valorilor raportate in seetiunile "Validarea Testului i "Performanjele Testului”, Protocolul testului
trebuie s fic instafat in sistemul de operare 1 unildjii disponibil pentry spalator si cititor. Aditional, o parte lichida cu
care lucreazd stafia (distribuire §i spalare) trebuie 53 fie disponibila §i setati corect. O atenie deosebitd trebuie acordats
pentn a evita utilizarea acelor folosite pentru distribuire 5i spilare. Acest licrn trebuie s3 fie stdiat si-controlat pentriza
minimiza posibilitatea de contaminare a godeuriloradiacente. Utilizarea statiilor de lucry auromate ELISA se
recomandd atunei cind numarul de probe care wrmeaza 53 fic lestate depiseste 20-30 unitati la o rendi.

H. Cind se utilizeazi dispozitive automate, in cazul in cure flacon din instrument mu se potriveste cu flacoane liveate In
kit se transter solutia in recipients 5 cticheta din flaconul original. Aceastd operatiune este
importaned pentria eviea transferul nepotrivit a continumului Qacoanelor. Cand testul sa finisat . retumati recipientele
secundare etichetate ta 2.8 ° C, limitate farm.

9. Serviciul cliengi Dia.Pro ofera sprijin pentru utilizator, in stabilirea si verificarea instrumentelor utilizate in
combinatie cu trusa, in scopul respectarii cerintelor descrise. Suportul este de asemenea prevazut pentru instalarea de

noi instrumente pentry a fi utilizate cu trusa.

L, VERIFICARILE SI OPERATIILE PRE TESTARI|

1. Verificali data de expirare a lrusei imprimali pe etichela externa (container primar). A nu se ut
expirat,

2. Verificali daca componentele lichidului nu sunt contaminate cu parlicule vizibile sau agregate, Verificati daca
Cromogenul / Substratul este incolor sau de culoare albastra pala.

Verificayi daca nu a fost depistara nici o ruptura in timpul transportarii §i nici scurgeri de lichid nu sunt prezente in
interiorul pungii . Verificapi daci punga din aluminiu, cottindnd microplaci, nu este gaurita sau deteriorata.

3. Diluai tot continurui Soiutici de Spalare cancentrate de 20x cum.este deseris maisys————————
4. Diluati 20x concentrat de enzyme conjugate cu Diluantul siu raportat.

5. Se dizolva Calibratorul asa cum cste deseris mai sus.

6. Sc lasi wate ecicialte componente si ajungi la {CMpLTAtra camer
este descris.

7. Sctapi incubatorul ELISA la+37 °C si pregititi spalarorul ELISA cu solutic d
instructiunile producitorului. Setati corcet numarul de ciclu

instrumentului in utilizarca sa cu trusa.

ite pentru incubar, cu

cu similari

iza in cazul in care a

(Aproximativ 1 ord) i apoi sc amestecd usa cum




i 0 stajic de lucru awtomatizata, pora

verificati setirile si asigurati-va ca utilizati protocolul corect al
testului.

L0. Verificati daca micropipeteie sunt setate la volumul necesar.

LL. Verificati i toate celelalte echipamente sunt disponibile si gata de a se folosi,

12. T caz de probleme, oprifi testul §i consultati supraveghetorul.

M. PROCEDURA TESTULUI

Testul trebuie s se efectueze in conformilate cu ceea ce este indicat mai jos, avand grija sa mentina acelagi timp de
incubatie pentru toale probele aflate in testare.

Test automat:

In cazul in care tostul se cfectucaza in mod automat cu un sistem ELISA, va sugeram si sc
controale si calibrator,apoi toate probele st in final 100 ul Enzyme Conjugate diluat.
Pentru etapa de pre-spalare (punctul | din procedura de analiza) si tate operatiile urmatoare urmati instructiunile
operative raportate mai jos pentru testul manual.

Sc recomanda insistent s3 verifice daca durata de timp intre dispensarea primei si ultimei proba va ft calculutd de catre
instrument si luate in considerare prin amdnarea primei oper:
Tes manual
1. Asezati pumirul necesar de suipuri
atenfie godeurile pentru controale,
Notid importanta: Pre spalarey (§ cicl
pentru obtinerea unor rezultite fabil
2. Lisati godeul AT goal in scopuri de blancare
3. Pipeleaza 150ul a controlului negativ, in tripli
I singur urmat de 150ul din fiee

pensa mai intdi 150 ul

i de spilare In consecinta

suportul de plastic i spa
5i probe.

ti-le 0 dati pentru 2 hidrats godeurile, 1dentifica cu

. dispensarea s 350ul / godeu de solutie de spalare + aspiratie) este fundamentala
i il itin procedura manuali cat §i in procedurile automate, Nu omi e!

ate, 1501 de Calibraior in duplicate si apoi 150ul Control pozitiv in
tre probe.

e cu ochiul liber (Existd o diferenti de
citirea la 456 / 620nm. (probele prezint valori OD mai rrari decdt 0,100).

5. Distribuie  100uf Enzymatic Conjugare diluat in toate godeurile, cu exceplia Al, utilizat pentru operatiu
blancare.

Important: Avei grija sa nu fie sa atingd suprafata interioard a godeului cu vd
distribuit.S-ar putea produce o contaminare.

6. Dupi adiugarea de conjugat, verificali daca culoarea probelor s-a schimbat de la galbui 1a roz / rosu siapoi se
incubeazi microplaca timp de 120 minute 1a + 37 © C.

Note importante:

a. Fripurile tebuie sa fie sigilate cu folie wdeziva poniru sigilare, numai atunci cind testul se efectueazd manual. Nu
acoperifi Srupurile anunci cind se utilizeaza instrumente automate ELISA.

b, Jn cazul in cure procedura se efeciuensd cu agitare, avigurafi-vg despre turatie in la sectiunea 1.3 ca alifel sar putea
produce o contaminare intra-godey.

7. Atunci cind prima incubatie sa finisat, se spaili ca microgodeuri dupd cum s-a descris anterior (sectiunea [.4).

8. Pipeteaza 200 p! Chromogen / substrate in 10ate godeurife, Al inclus,

Notd importanta: Ny expunefi la luming directd puternicd deoareve ar putea genera un nivel de fond ridicar.

9. Incubati microplaca protejaid de luming Iz 18:24° C timp de 30 min. Godeurile dispensate cu contro!
pozitiv,calibratorul si prabele pozitive, s¢ vor schimba din limpede in albastru.

10. Pipetcaza 100 ul de acid sulfuric in toate godeurile pentru a opri reactia cnzimatica, folosind acceasi secventd de
pipetare ca in ctapa 8. Adéugarca solutici dc acid sc va transtorma controlul pozitiv, calibratoru] si probe pozitive dc la
albastru la galben / maro.

1. Misoard intensitatea culorii solutiei in ficcure godeu, dupa cum e descrisa in sectiunca 1.6, folosind un filtre de
450nm (citire) §i filtru 620-630nm (fundal scadere, putemnic recomandat), blankind instrumentul pe Al.

Notele generale importante:

I Incazul in care al doilea filtru nu este disponibil, asiguragi-va ¢d inainte de citire (a 450nm amprenteie digitale nu
sunt prezente pe partea dejosa mioo godallui. Anprantele digitalear putea generafalse rezulate poztivela citire
2. Citirea trebuie sd fie efeciuard in mod ideal, imediat dupa adiugares Solutiei de Stopavre, dar cu siguranta nu mai
tarziv de 20 minute dupd acees. Unele auto axiddri de Cromogen pol apdrea ducdnd la un fundal mai mare,

5. Atunci cind proveie de testal nu sunt cu siguran{a curate san au fogt depozitate congelate, procedura de testare
prezentate mai jos este ree latéatata-timpcatacesta e mulrma; puiin sensibila 1@ interferentele din cau=a
hemolizd, hiperlipemia, comaminarii bacteriene 5i microparticulelor de Jibrind. Testul este efectuatd in dowd etape. la
T 375 Ccu agitarela 350 rpm+150 dupi cum wrmea=a-

dispensa |00 de controale, calibrator i probe

se incubeazd 60 mimte la + 37 = C qgitare

spalare conform instrucpunilor (sectiunea |4

dispense 00 il dediluat enzimd marcator

se incubeazd 30 minwe lo + 37 °C agitare

il pipetei cand conjugatid este

= dispensa 100 70 de TMB & H202 mix
© se incubeazd 30 minute |a temperatura camerei pe agitare
stop §i citire
In cadrul acestei proceduri pre-spdlarea poate fi omisa. Aceasta metods prezintd erformanfe similare cu standardul
unul §i, prin urmare, poate fi utilizat in alternativa.
4. Calibratorul (CAL) nu afecteazi calculul cut-off prin urmare, calculul rezultatelor testului. Calibratorului poate
Jiilizat numai in cazul in care un laborator de control intern al calilitii este necesar pentru menegment.
N. SCHEMA PROBEI

Etape - Proceduri =
Etapa de prespilare ciclun®1
Controale & Calibrator & probe 150ul
Enzyme Conjugate diluat 100 ul
Prima incubare 120 min
Temperatura +37°C
FEtapele de spilare 5245
| Chromogen / substiate 200 ul
A doui incubarc 30 min
Temperatura | cameret
Acid sulfuric | 100 uf i
[© [ 450nm

Un exemply de schemi de dispensare este indicaia fm jos

Microplaca
[1 2 |3 IE 5 3 |7 8 9 10 11 12
y | BLK P2 [
B NC = —
C NC P4
D NC P35 |
E CAL P6
F CAL r7
G BC P8 :
H Pl P9 | |

Legenda: BLK = Blank //CAL = Calibratori// NC = Negativ Contral//PC= Pozitiv Control // P = Proba

0. CONTROL INTERN AL CALITATH

Verificarea controalelor/calibratoar elor este efectuatd ori de cite ori trusa este utitizatd in scopul de a verifica daca
lorile Co/S corespund celor astepate la OD 450nm.

Verificap dacd urmitoarele date sunt corespunzatoare:

| Indice Cerinfe
Godeu blank valoare < 0.100 OD450nm
Control < 0.050 OD450nm dupa blancare

Negativ(NC)
Calibrator 0.51U/ml | PiCo =2

Pozitiv Contro] valoare = 1.000 OD450nm |

Daca rezuliatele testirii corespund cerinfelor men(ionate mai sus, se trece la secfiunea urmatoare.
Tn caz ca ou cotespund, nu mergeti mai departe dar eft t urniitoarele verificdri;

Problema [Verificres

Godeu blank | 1. daca solutia de Cromogen/Substrat nu a fost contaminata in
0.100-0D450nm — timpul prober:
Controi Negativ(NC) 1. daca procedura si setdrile de spilare sunt va
>0.050 OD450nm dupi blancarc studiul de pre-calificare;
2daca a fost utilizata corect solutia de spalare iar spilatorul a
fost amorsat cu ea Tnainte de utilizare;
3. dac nici o greseaid nu a fost ficuta in procedura de proba |
| {dispensarea controlului pozitiv in ioc de negativ control):

4. dacit nici 0 contaminare a controlului negativ sau a
godeurilor, unde acesta a tost ¢ spensat, nu a intervenit datorita




probelar "._om:,:.n. scurgerilor saw enmmelore
5. dacd micropipetele nu-au fast conta
sau enzima conjugar;

6. daca acele de spilare
obstructionatc.

L. dacd procedura a fost efectuata corect;
2. dac in timpul distribuirii nu a aparut ni
greseala;(ex:dispensarea controlului negativ
calibrator)

3. daca procedura si sctarile de spalarc sunt validate ca in
studiul de pre-calificare;

4. daca nu a apérut nici o contaminare externa a calibratorulu;.
Pozitiv Control 1. daci procedura a fost cfectuata corect;

<1,0000 OD4350nm 2. dac in timpul distribuirii controalclor nu a apirut nict o
greseald (exemplu: dispensarea controlului negativ in lac de
pozitiv.in acest caz,

control negativ va avea o valoare de > 0,050 OD450nm).

34 i

validate ca in studiul de pre-calificare;
4. ducd nu a aparut nici o contaminare externd a controlului
pozitiv _

4cd i aparut uricare dintre problemele de mai sus, anunfatl despre problema supravegherorul pentu inireprinderea a

atm o nerd

ale o probe pozitive

Calibrator P/Co<2

¢ de sp:

3 nrocedura

procecy

€ S

recie $i sunt _

P. CALCUL UL CUT-OFF
Rezultateie testelor sunt calculate cu
dupau

| w i cut-off care se determing
matoarca formula pe valoarca medic a controlufui negativ OD450nm (NC):

NC +0,050 = Cut-Off (Co)
Valoarea constanta pentru tese este utilizat penu intemretares rezultatclor cum cste deseris in pa aratl] urmator.
Noti importanti: Cénd calculul rezultatelor se face de cétre un sistem aperatival siatiei de lucru ELISA automate
poli fi sigur ¢a formularea corectd este folosita pentru a caleuln Cut-Clff 31 genercaza inferpretdri corecte ale
rezultatelor.
Q. INTERPRETAREA REZULTATELOR
Rezultatele testelor suat, prin urmare, interpretate ca un raport al probei OD450nm si valoarca Cut-Off (sau S / Co) in
conformitate cu tabelul de mai jos:

Pozitive Control: 2.489 OD450nm

Ma: mare de | 000 - acceptate

Cut-off = 0,010 + 0,050 = 0,060

Calibrator :0 350-0.370 OD450nm

Valoarea medie 0,360 OD450nm S / Co = 6,0:

§ / Co mai mare decit 2.0 - acceptate

Proba 1: 0,028 OD450nm

Proba 2: 1.690 OD450nm

Proba 1 S/ Co <0.9 = ncgativ

Proba 2 S/ Co> i.1 = pozitiv

R.CARACTERISTICI DE PERFORMANTA

Evaiuarca performanielor a fost efectuatd in confonmitate coea cc a raportat in Specificatiile tchnice comunc sau CTS
(art. 5, capitolul 3 din Directiva VD 98/79 / CE). Versiunea ULTRA s-au dovedit a fi ccl putin cchivalent cu designul
original in studiu efectuat pentru validarea noii versiuni.

1. Sensibilitate analitica

Limila de deteegic a testului # [ost caleulard pe standsrd intemnational a 2-a OMS | cod NIBSC 00/588.

in tabelul de mai Jus, rezultatele sunt dute pentne trei loturd (P, P2 §i

P3) a versinii ULTRA in comparatic cu referinga dispozitivulii (ref):
WHO U/ Lot # P1 Lot # P2 Lot # P3 Ref.
S5/ Co S/ Co §5/Ca 5/Co

(1.4 4.8 4.6 4.6

0.2 24 2.4 24

0.1 1.4 1.5 12

0.03 0.8 Lo 0.7 |
0.025 (L& 0.6 0.6 04 |
FCS (NC) 0.3 0.2 03 [ |

Testul prezintd o sensibilitace analitica mai bund decat 0,1 WHO 1L/ mi pentry HBsAg.

T plus, doua panouri de sensibilitare fumnizate de EFS. Frania,si de SFTS, Franta. au fost testate si a dat in cele mai
bune condifii urmatoarele rezultate:

Panel de EFS Ay HBs HB1-HB6 lotn ® 04

5/Co Interpretarea

<09 Negative
10911 Echivoca
_M._ Pozitiva

Un rezuliat negativ indica fa
Orice pacient care prezintd un rezultat
1-1 sAptimini dupa proba in
Un rezultat pozitiv este un indicator al

ptul ¢ pacientul nu cstc infectat cu HBV si ¢ unitatea de singe poate fi ransfuzat.
cehivoe ar trebui sa fic supus unci noi analize pca doua probad prelevar peste
1tiald; unitatea de singe nu ar trebui sa fie teansfuzat,

miectiei eu HVE ¢i, prin urmare pacicntul ar trebui s3 fic tratat in mod

COTESPUNZAOT sau unitatea de singe trebuic 53 fie aruncatd.

Notite importante:

I\ Interpretarca resultatelor trebiuie 53 fe Mewa sub suprayegheres supraveghetorubui de laborator pentmi a reduce
riseul de erori de judceatd si interpretin gregite.

2. Orice rezultat po

v trebuie confirmat in primul rind prin repetarcd Lest pe proba, dupd ces-a filtrat pe filru de 0,2-

0.8 u pentru a elimina orice interferentd microparticule. A, oi, in cazul in care incd e pozitiv, proba trebuie si fie
P p po p

. N, Veor BRRESS—

-+ UCAUT a 5¢CVila Transmilerea de date eronate se acorda o atentic deoseb ta, atun

transmise de la laborator la ¢ altd insti tie.
4. Diagnosticul infectiei hepatitel virale trebuie sa fie Juat si eliberat pacientului de catre un medic calificat
Un exemply de caleul este raportara mai jos.

Urmdtoarcle date W trebuie 5d fie Wilizate in loe U ca dfre reale obtinute de catre utilizator.

Negative Contral - 0,012 - 0,008 - .010 OD4501m

Valoarea medie: 0.010 OD450nm

M

mica decdt 0,050 - acceptate

confirmatd de testul confirmare inainte ca diagnosticul de hepatita virala este eliberat.

i cand rezultatele testelor sunt

€

1D-ul de proba | Carzcteristici o/ mi 5/Co
HB1 uant ! 02
HB2 adw2 +ayw3 0,05 {6
HB3 adw2 + ayw3 0.1 Lo
HB4 adw? + ayw3 0.2 1.8
HE3S adw2 + ayw3 0.3 24
HB6 adw2 + ayw3 0.3 42
Pane] de_sensibilitste SFTS, Franta, Ag HBs 2003
ID-ul de orobs Caracteristici g/ mi S/ Co
171 Adw2 +ayw3 221015 15.4
172 Adw2 +ayw3 118+ 0,10 8.7
173 Adw2 +ayw3 1.02 £ 6,05 6.1
174 Adw2 +ayw3 0.64: 0,04 4.0
175 Adw2 +ayw3 (.49 + 0,03 34
176 Adw2 + avw3 032002 16
177 Adw2 +ayw3 0252002 2.0
178 Adw2 +ayw3 011 20,02 1.3
179 Adw2 + avwi 0,06 £0.01 0.9

| 180 Adw2 +aywi 0,03 + 0,01 0.8
181 Adw? 05-10 47
182 ~Adwi 0510 3
183 Adr 0.5-1.0 435
184 Ayw] 0.5-1.0 5.1
183 Ayw2 0.5-1.0 6.4
186 Ayvw3 0.5-1.0 73
187 Aywil 0.5-1.0 5.8
188 Aywd 0.5-1.0 6.9
189 Ayt 05-1.0 6.1 |
190 - o diluant === / ) 0,6




Panel # 808, furmizat de Bosion Biomedic inc, Stateie Unite ale Americii, a fost de asemenea: testat entru a defini’ Probele obtinute de la pacienti cu diterite patologii virale HCV, HAV) si non-virale ale ficatului. care poate interfera
22 L ‘ P P patolog ! 1AV) 5 :
timita de sensibilitate. cu testul au tosl examinate, Nu s-au obscrvat nici o tic incrucisata.
Rezuliate obtinute in cele mai bune conditii sunt dupa cum urimcazi: 4. Precizie:
Panel BBI de PHA 808 Aceasta a fost calcuiatd pentru versiunea ULTRA pe doua probe examinate in 16 replicari in 3 puncte diferite pentru
1D-ul de proba Caracteristici ng /ml trei loturi.
o ad 2,49 Rezultatele sunt prezentate in tabelele urmfitoare:
02 ad 1,17 valorile medii Proba calibrator
03 ad 1.02 Total N = 144 Negativi 051U/ m!
04 ad 0.96 OD450nm 0,026 0,33
03 ad 0,60 Std. Deviation 0.004 0.027
06 ad 0.50 CV% 6% Yo
07 ad 0,41 Variabilitatea prezentatd in labele nu e ca rezultat in clasificares cronata a probei.
08 ad 0,37 S LIMITE
09 ad 030 Rezultate fals pozitive repetabile au fost evaluate pe probe proaspdl colcetate in mai pugin de 0,1% din populatia
10 ad 0.23 normald, mai ales dir cauza de titluri ridicate de anticorpi heterofili anti-soarcce (HAMA). Interferente in probe
11 av proaspete, au fosl observate, de asemenca, atunci cand aceslea au fost cu particule libere sau au fost colectate prost (a se
12 P vedea capitolul G).
13 ay bele vechi sau congelate, carc prezintd cheaguri de fibrina, crioglobuline,miceie carc contin lipide sau
14 P microparticulele dupd depozitare sau decongelare, poate genera rezultate fals pozitive.
15 8y o REFERINTE )
1. Aach R.D..J. W. Grish Parker S W Detectarca antigenului Au.
|Hh_. ay ay -4 B.S.. Sumi . Londra w.t. _ Hepaula si leucemic: 4y
| 17 ay av Bonioio A Dovis M Ut 1 imunosorbent de enzima legald pentr serec
— i P
i8 ay ay nulur de suprafatd hep: mmunol Meth 49 11982
9 = __ 4 Caldwell C. W, Bapat . J. T R Iimunoenzimanci pentre hepatita B 4 comparares ey alle metade CF.Ch 977
Ay 2y 3. Fasekas §., Do St Groth, Scheldeyper D - produceren de anticarpi monoclanali - sirategié si ticlici. Jm h.. 350, 1980
20 ay ay i1 G Regsintk H.W - st colab - Campsninsi u siar teste e seneritia i 3 pentnt deteetarcs HBsAe. Vox, Sane
e | nesativ 06 7. Turn G AW .. Cheomegens pentr imunosarbestului cnavme-linked test (ELISA) folosind peroxidasa de lirean. LepriRey. 320 281, 1981
Thiln m o - 8. Anticorpii Schroder J ..: Anticorpi monocionali un nou instrument peniru cerc mmunodiagnostic. Mcd Biol .. 538: 281_ 1981
2 Sensibilitatea diagnostica: o

9. Coleman PF. Chen YC. Mushahwar K. Deteetie an

... . .. , . . nului de suprafata mutant al hepatita B. J.Med. Virol. 1999: 59 (1):19-24
Sensibilitates diagnostica a fost testatd In conformitate cu specifical

privind VD pentru testarea H BsAg,

Toate Produsele VD fabricate de companie sunt

Probele pozitive, inclusiv subtipun ale HBsAg si un panel de "s" € mulatii mai frecvente, au fost colectate de sub controlul unui Sistem de management al calitdtii cortificar
la diferite patologii HBV (acutd, asimptomatic si hepatita cronica mlctic, si st deicctaic pozitive in aprobat de citre un organi mﬁ CE. .ﬂmmom_«mﬂ_g mﬂm
testare, o supus unui control al calitfii si eliberal pe piata numai in
Toate subtipurile HBsAg cunoscute, "ay" si "ad" si izoformele "W , furnizat de CNTS, Franfa, au fost testate in cazul in care SUNt in conformitate cu specificatii tehnice CE
reactie $i a fost determinate pozitive de kit-ul dupa cum era de asteptat. O valoare totald de 100%, s-a aritat intr-un si criterii de acoeptare. J
studiu efectuat pe un numir total de mai mult de 400 de probe pozitive en referingi originald IVD codul SAGL.CE, TE&:EJS?.
marcate CE. Au fost studiate un total de 30 sera-conversit, cele mai multe dintre ele produse de Boston Biomedica luc., Dia.Pro diagnostic Bioprobes Sir.
mC.ﬁ. Rezulttele oblinuic prin examinarca a opt panouri furnizate de BostonBiomedica Inc., SUA, sunt raportate mai Via G. Carducci n ° 27 - Sesto San Giovanni (MI) - Italia
10s penttu versiunea ULTRA in comparatic cu codul dispozitvulu de refenntd SAG|.CE. 0318
Panel 1 subtipul HBsAg Versune Ref. dispozitiv
1D Probi pozitiva HEsAp ng / ml ULTRAS/Co | 8/Co
PHM 906 02 ad 0,5 37 1.4
PHM 907(M) 06 ay L0 44 2.5
PHM 909 04 ad 03 1.2 0.8
PHM 914 04 ad 0.5 11 1.1
PHM 918 0z ad 0.1 1.8 0.5
PHM 923 03 ay <0.2 23 1,2
PHM 925 03 fnd. nd. 1.4 0.9
| PHM 934 [ o ad nd 1.0 0,8

3. Spedificitatea diagnogtica
Specificitatea este definita prin prababilitatea testului de notare negativa In absenta analitului specific. In plus fara de
primu! studiu, au fost examinate mai mult de 5000 de probe negative, de la donatori de sange(doud eentre de singe),

——<lasificate nepativ oo dispozitv ou un marca) CE examinate Ta laboratoral de colectare. pecifi de diagnostic a
fost evaluata recent prin testarea unui total de 2288 donatori de sange negativi din gapte loturi diferite. Valoarea
specificititii sa constatat de 100%,

Atdt plasma, derivata cu diferite tehnici standard de prepararc (citrat, EDTA si heparina) si scruri au fost utilizate
pentru a determina specificitatea. Nici o reactivitate falsa datoriti metodei de preparare a probei nu a fost observari,
Probele congelate au fost testate pentru a verifica daca probele de congelare interfercaza cu pertormanta testului Nici o

interferenta nu a fost obscrvata .
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idguaHers and manufocturing focility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para [as siguientes actividades / For the following activities:
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Certificacion inicial/ Initial certification date: 27-11-2013

Renovacion / Renewal of certification date: 18-12-2018

Madrid, 18 de diciembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia o

an_nm.muwmowm de

Mentog %
S Sanitarigy

Fdo. M Jesus Lamas Diaz

| :
| Firmado dgigitaimeine pas Age

Lecalizsan DWRVYADCSD

Espaials de M

CORREOQ ELECTRONICO
0n0318@aemps es

CERTIFICACICON 13485

CERYIFICACION
39/C-8G055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN /SO 73485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcién de la modificacion/ Modification description

18122018 _. Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico |
| (inmunologia infecciosa y técnicas de biologia moleculan).
Cambio del nivel de detalle en la descripcién del dmbito tecnoldgico

Change in the description of the method of analysis in the technological scope

{infectious immunology and molecular biology techniques).

Change in the of tf

detail of the iechnologicai scope description.

¥ Praducing Santano: dor: DWRVYADCEZ

cha-de & firma: 1

Puede comprobar la aulenticidad det en la apli on 1 de Ia Web de fa AEMPS

CORREQ ELECTRONICO Pagina 2 de 23
on0318@aemps es CERTIFICACION 13485




MINISTERIO
DE SANIDAD. CONS: MO g ¢

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

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
_umOWmOOb,\mx.ﬂmzm ON — Fecha inicial/ Initial date 04/12/2008
Fecha de Ultima prérroga/ Las extension date 27/11/2013

Certificado n®Certificate no Fecha de validez/Date of validity ON n%NB no
l 2008 120588 ED Desde/From 19/11/2018 HastarTo 18/11/2023 0318

A faver de/ln favour of:

FabricanteManufaciure:

Nombre/Name DIA. Pro Diagnostic Bioprobes Sr .

Direccion/Address Via G. Carducd, 27 -20009- Sesto San Gigvanni ~ Milano (italy).
Representante autorizado antela UE/Authorizen ELI representative

Nombre/Name Idem  Direcs én/Address |ldem

Para & producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnostico “In Vitro™ / In Vitro Diagnostic Medical Devices
m._lcuo genérice/Generic group: Diagnosticn de enfer medades infecciosas/ Diagnostic of Infectious diseasss
Tipo/Type Espedificadosen Ansxosde este Certificade/'Specified in Annexes to this Certificate,

Elaborado en/l n the facilities

Dia. Pro Diagnostic Bioprohes Sr .
ViaG. Carduedi, 27 -20099- Sesto San Giovanni — Milano (ltaly).

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

Este certificado es consecuencia de Ia evaluacion de la documentacién técnica del disefio contenida en el
expediente N 2003 05 0240, ¥ garantiza que ei disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contaned in dosser

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

2gencjy , -
;T EERangl,
gamﬁnmgf.ha 1
hﬁmmcﬁnn 5y

= Sanitaring

Fdo. M? Jesus Lamas Diaz

fiola de M ¥ Productos Sanzanos Lecalzagor PALLDBAASE

talmente por Agancia Ess

0 =0 ls apheacion Localzada

it I3 Webde la AEMES

Paging 1

0n0318@zemos es

ORGANISMO NCTIFICADC 0348

CERTIFICADO DE EXAMEN CE DE DISENO
deacuerdo con e Anexo IV, punto 4, dela Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIF]ICATE
in acoordance with Annex 1V, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inigial/ Initial date 04/12/2008
Fecha de (ltima prorroga/ Last extension date: 27/11/2013

Certificado n%Cerfificate no Fecha de validez/Date of validity ON n%NB no
2008 12 0588 ED DesdefFrom 19/11/2018 HasaTo 18/11/2023 0318

favor defln favour of:
Fabricante/Manufaciurer:
Nombre/Name Dia. Pro Diagnegtic Bioprebes Sriil,
Direccicn/Address ViaG. Carducd, 27 20093 Sesio San Giovanni — Milano (Italy).
Reoresentante autorizado ante la UEuthorizd EU recresentative
Nombre/Name Idem Directién/Address ldem

Tipo de producto / Device type Reactivos y productos reactivos, calibradores y materiales de control
para & diagnostico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnogtic of hurman infectious diseases

Clasificacion/Classfication Liga A, Anexoll / List A, Annex !

Reactivos v produdios reactives para la determinacion, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsoraion
enzimatica (ELISA)/ Reagents and reactive produds for the determi nation, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: IVD 0203]

HBs AgoneVersion ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGIULTRA.CE.96 (96 tests)

- SAGIULTRA CE.480 (480 tests)

- SAGIULTRA.CE 960 (960 tests)

- SAGIULTRA CE.DB (192 tests - for Dia.Blood application)
Este certificado ampara todas las marcas de estos productos induidas por d fabricante en su
dedlaracion de conformidad. / This certificate Covers all trademarks of these products induded by the
manufacturer in his dedlaration of oonformity:

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

Fdo. M2 Jesus Lamas Diaz

Fimado ¢ par. Agencis da it ¥ Produotos Locelzader PELLOBAADY
Fecha de a 167 v2018
Puede comprobar la autenticidad del umento en la Localzador de la Web de la AEMPS
| SECEL -0 P3gina 2 de 2 C/ CAMPEZO 1-EDIFICIO 8
; =— 28022 MADRID
on33:B@aemps es

Tel (4341902101 322 4-341 07 827 50 07

ORGANISMO NOTIFICADC 0348 Faxa((34191182252'8¢



LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
RPR Carbon kit 044150A
044500A
MANUFACTURER
Name ~ [Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom _ R

MEANS OF CONFORMITY

I hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

|

Eddy Velthuis
Technical Director

i

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:

File No A12241;
180 13485 2003; 150 9001:2008

Repistered office as above, Registered in England No. 04540797 VAY No 380 3655 66



/ LORNE LABORATORIES LTD.

o —
SYPHILIS SEROLOGY WIT

DIRECTIONS FOR USE

GREAT BRITAIN  ~ ~

|_RPR CARBON KIT: For Detection Of Syphis,

SUMMARY

At ane time, syphilis was a major medical disease wilh 2 host af
different manifesiations transmitted primarily through sexusl contact

KIT COMPONENTS PROVIDED

1)

The sdvent of penicillin in 1943 changed this, The sliclogle agent of

=yphifis «= Tregonema paliidum, a spiral Bacterium (&pirachete). The
spirochete causes some damage to the heart and the liver, taleasing
gments. The patients immune system produces
antibadies, talled reagins, against these fragments. There ame two

some tissue

different techniques for the detection of syphilis. TPHA tests,

detec! antibodies 1o Treponernal palidum, and na i,
seroingic tests, which detect Reagin in infacted peopls

PRINCIPLE
When used by the recommended techniques, lhe reagel

agglulinale (clump) in the presence of reagin. No agglu
ust indicates the absence of reagin |see Limitations).

KiT DESCRIPTION

Lomne RPR Carbon Kit is & non-repanamal serologic test for the

deteclion of syphilis. The RPR Carmon An
parliculate carbon, which alés in the rOSoOnE

All the reagents are supplied at optimum gilution for use with all

2)
3)
which )
@mal 5)
6)
7)
nl will
ination

a)
b)
c)

recommended techniques withou! the need for further ditution or 2
addition, For lot reference number and sxpiry dale ses Vial Labels. 3
STORAGE
Do nol freeze. Reagent vials should be stored at 2 - 8°C on receipl. 4,
Prolonged storage at temperatures outside this range may result in
accelerated loss of reagent reacti ty.

S,
SPECIMEN COLLECTION

B.

Specimens: should be drawn with or withaut anlicoagulant using an
Eseptic phiebotomy technique, If testing is delayed specimens can

be slotes at 2-8°C for 7 days or for up to 3 marths at ar below

~20°C. Spacimens must be free from bacterial contamination, fibrin,

haemelysis and lipaemia.

PRECAUTIONS

- The kit s for in vitro disgnostic use only.

1
2. Do not use kil past expiration date (see Vial and Box Labels),
3.

Pratective clathing should be womn when handling the reagents,

such as disposable gloves and a laboratory coat,

4, Mo known tests can guarantee products derived fram human ar

animal sources are free from infectious agenis. Care must be
taken |n ine use and disposal of each vial 2nd its anntents.

o

RPR Positive Confrol: H312 - Causes serious eve irr

itation,

RPR Carban Ani Igen (Red Label): Carbon particles coated with
8 lipd complex (cardiolipin, lecithin and chalesterol) in
phasphate bufer 20 mmoliL, pH 7.0 containing a preservative.
RPR Posilive Control (Red cap): Artificial serum with reagin
liter = 114,

RPR Negalive Control (Blue cap): Animal serum containing a
preservalive

Dispensing bottle (1 x 2 ml).

Dispensing Needle (x1).

Disposable agglutinalion slides,

Plastic stirrers

MATERIALS AND EQUIPMENT NOT SUPPLIED

Fipetie cazable of accurately delivering 50 pl
Nechanical ratating table capable of rotating at 80-100 rpm
3 g/L saline solution,

QUALITATIVE TECHNIQUE

Allow the reagents and samples to reach raom temperature, The

ty of the test may be reduced atlow temperatires.
Place 50 plL of the sample and ore drap of
Negative conlrals ifito separate circles on the siide fest.

Swirl the RPR-carbon reagent gently before using. Invert the
drapper assembly and press genlly to remove air bubbles from
the micropipetie.

Place the micropipette in a vertical position and perpendicular lo
the slide, and add one drop (20 pL) of this reagent next to the
samples 1o be tested.

Mix the drops with a stirrer, spreading them over the entire
surface of the circle, Use different stirrers for each sample

Place the slide on a mechanical rotating tabie at 80-100 r.p.m.
for 8 min. False positive results could appear if the test is read
after more than 8 minutes,

INTERPRETATION OF QUALITATIVE RESULTS

: Visible agg ion (medium to largs clumps}
constitites & positive result and within the scceptad fimitations
of the lest procedurs, indicates the presence of Feagin.
Weak-Reactive: Weak agalutination (small clumps) around the
periphery af the test area constitutes a weak positive result and
within the accepted limitations of the test procedurs, indicales
the presence of reagin.

Negati Mo aggluti
within the accepted |
the absence of reagin.

on G a negalive result and
tations of the test procedurs, indicates

SEMI QUANTITATIVE TECHNIQUE

Follow the precautionary statement given in the 5D3;
DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES 1
For information on disposat of kit reagent and decontamination of a
spillage site see Material Safety Data Sheets, available on request. 2

CONTROLS AND ADVICE
1.

's recommended the RPR Positive and Negative Controls be

testea in paradlel with each batch of tasts, Tests must be

considared [nvall

sl

with fingers, as this may invalidate the test resulis
5 Use of kit and interpretation of results must be carried

properly trained and qualified personnel in accordance wilh the

requirements of country where reagents are in use.
6 The user mus! the determine suita ly of the kit for
other techniques.

Document reference number CEPJ044A

3

Ine circles on the agglutination cards should never be touched

4,
out by

use in

The semi-quantitative test can be performed in the same way
as the quanlitative technigue using dilutions of the serum in 9
g/L saline solution,

Make doubling

tions of specimen as follows:

_.||
Dilution Serum Saline
RIF] 100 it ndiluted serum 100 yl
14 100 ui 1/2 diiutad gerum 100 pl
U8 190 ul 114 diluted serum 100 ul
1156 100 pil 18 diluted serum 100 pi

Tesl the specimen dilulions in the same way as for the
quantitative technique above,
Read the test and note the last pasitive

STABIUTY OF THE REACTIONS

Slide tests should be
period !o avoid the poss

terpreted straight after the 8-minute rotating
ty thal a negalive resull may be

incorrectly interpreled as posilive due o drying of the reagent.

Documentissue number: 5/11/2617

Page 1 0f2

LIMITATIONS

RPR carbon test is non-specific for syphilis, All Reactive

sampies_shiould be eiesied wilh ireponemic metnods such as -

TPHA and FTA-Abs to confirm the resulls.

A MNan Reactive resudl by fiseif does not exclude a diagnasis of

syphilis. Clinial diagnosis should not be mede an findings of a

single fest resull. but should integrate both clinical and

labaralory data

False posilive results have been reported in diseases such as

infectious mononucleasis, viral pneurmonia, loxoplasmosis,

pregnancy and autoimmune diseases.

Billrubin (= 20 ma/dL), hemaglabin (£ 10 g/L) and lipids (s 10

o/L]. do mot interfers. Rheumataid factors (z 300 1U/mL),

Interfere. Other substances may interfera.

Falze positive or negative results may alsa occur due to:

2] Nol expeling air from end of needle

b}  Nol maintaining dispensing boltle and needle in a vertical
posilion when dispensing the antigen,

¢)  When transferring the specimen from the coliecting tube
some of the specimen being drawn up in to the teat

d) Cantaminalion of test materials

€) Improper storage of test materials or omission of reagents

f)  Deviation from Ihe recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

1. The ki has besn characterised by all the procedures
manlianed in the Recommended Techniques,

2. Prior lo release. each |2t of Lome RER Syphilis tastlad by
{he Recommended Technigues Io ensure suitship reactivity,

3. The reagent sensiivity is cafibrated agalnst the WHO 19

! plasma (NIBSC

reference number 05/132).

4. Prozone effect: No prozone effect was detected up to ti
>1/128

5

6. Diagnostic specificity: 100 %.

DISCLAIMER

1 The user is responsible for the performance of the kit by any
methad other than those mentioned the Recommended
Techniques.

2. Any devistions shodd be validaled prior to use using
established laboratory procedures.

BIBLIOGRAPHY

1. George P. Schimid, Current Opinion in Infectious Diseases
1994; 7: 3440,

2. Sandra A Larsen et al. Clinical Microbiology Reviews 1995; 8
() 1-21.

3. Sandra Larsen el al. A manual of Test for Syphilis American
Public Heaith Asso

4. Jeseph Earle Mcore et al, Gastr nal Haemarrhage 1852;
150(5): 467-473.

5. Young DS. Effects of drugs on clinical laboratory test, 4th ed.

AACC Press, 1995,

AVAILABLE KIT S1ZES

1 Size Catalogie Number
150 Tests Per Kit 0441504
50 Tests Par Kit (4255004

For the availability of other sizes, please contact:

Lorne Laboratories Limited
Unit 1 Cutbush Park Industrial Estate

i

Lower Earle

Document reference number; CEPID44A
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Avantor Parformance
Sowinskiege 1T~ -
44-101 Gliwice

Tel. 48 32 23%7 000

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagenis mentioned in attached st are labeled with J.T.Baker labe!, comply with the In Vitro
Diagnostic Medical Devices Directive S87TS/EC and the requirements of 1SO 13485 Standard.
This declaration is the basic for CE marking of lhe |n Vitro Diagnostic Medical Devices.

The products are not parl of List A and Lis: B of Annex If of the IVD Directive 88/79/EC but are
subject to self registration.

This declaration is valid for all the IVD medical devices described above and which are placed
on the market by ourselves on or afier the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2018

1 N

Y
il (X mg\

Anna Szuba
Quality Director

newy w Gliworn

an e

Regpen: 21863260

J.T.Baker product list for GE marked products

Product Product number Pack size
Diluid™ 100 Plus 3861 20 L
Dijuid™ 22 28080.9010PC 1oL
o 39869 20L
uid™ 610
Dilyid™ 6 3959.00 0L
34309020 200
Diluid™ Abacus 3430.9010 0L
0-00 20L
Diluid™ AC 800 3996 200
Diiuid™ APR. 3476.8020PC 200
Diluid ™ Azide free 3857 20L
963 20
Dituid™ 111 Diff 3963.9010 12
= 3963-00 20
Hud™ 134589020 200
Diluid™ Ema ) o 501
™ p 3439 9020PC 20L
Diluid™ Mindray a8 201
G TH 3483.9020PC 20L
Ciluid ™ NR 348300 0L
Diiuid ™ Ruby 2987.8020PC 200
Diluid™/Sheath 3200-4000 3832,9020 20L
Dituid™ ST1600/2000 3978 201
Sheath D 2485.8010PC BL
Sheath Fiuid 3000:3500 3471.8020PC 20L
Ch-free iff AC 900 3988 SL
[CVMet™ 22 CN Free 05 500 mi
Cyat™ 3000 3469:9010PC oL
Cyiat™ 3200 CN free 3,1000 1L
| Cyhet™ 3500 9.5000PC SL
Cyhat™ 3500 CN free 25 Sk
3070 oL
CyMet™ 610 CN free 70-00 0L
g7 a1
34311000 1L
W .ﬂ
CyMet™ Abacus CN free 323100 n
CyMet™ APR Basn |t 3479.1000PE it
CyMai™ APR CN free 3417 8500PE 500 ml
Mef™ APR EQ 3478 1000PE &g
Cubdet™ ASA 2850 2500P 251
CyMet™ ASH 12951 0500PE _500 mi
CyMat™ AS CN free 2452 8010PC oL
CyMet™ BS3 CN free 2082.0500PE 500 mi
" 3968 1L
Met™ 1l Diff
CyMet™ il 6500 00
™ 13511.1000 1L
CyMet™ 1| Diff CN free 351100 51
3416-00 500 mi
C ™E
b o 3416,0500 500
Cvidet™ H20 1000 1L
le HONE 42500 — 1)
[EyMet™ KX CN Free e g
|CyMet™ Micro 3852,1000 1L
|3863.1000 1 L micros
CyMet™ Micro CN frae 385300 T
Cybat™ Mindray 344100 500 ml
Cyiet™ Mindray CN Free 3440.0500PE 500 mil




J.T.Baker product list for GE marked products

J.7.Baker product list for CE marked products

Froduct Product number Pack size
Eosin-Y Alcoholic M%MMMWM N._m_._.
3856.1060 1L
Giemsa 38562500 25L
3856.91808T 180 L
3 101 1L
Hematowdin er (Mayer) ww.w“.um% 250
Hematoxylin Modified (Harris, Gil 1) wmw .%mmw u._mr_.
- 3855,1000 1L
May-Grinwald 3855.2500 250
. 3554 1000PE 1L
st 3554 2500PE 2510
R 3555.1G00PE 1L
PEEUAOEON 28 3555 2500PE 350
- 3556,1080PE 1L
Fapariniao 38 3556.2500PE 350
3921,0500 500 m|
Ultraime 3921,0600 6 x 100 mt
3921802587 251
Maunting medium High 38820500 00 mi
Mounting medium Low 3883.0500 500 mi
3059 20L
PBS 3059.9010PC 0L

Product Product number Pack gize
CyMet™ NR Il 3484.1000PE 1L
CyMet™ NR 1ii CN Free S456,00 I
3486 1000PE 1L
CyMet™ NR v 3485.1000PE 1L
Cyhiet™ Ruby CN Free 2288.5000PC iR
mﬂ_ﬁw»:. ST 1600/2000 CN free 3759.5060 5L
Leucol yse 3475.5000PC 5L
Leucolyse Ruby 2889 5000PC SL
lution 16002000 3847 20L
DetectoTerge™ wwmu w "_H
BetectaTerge™ B3 2970.0900PE 566 il
12900 5L
FroClean™ 13900-00 St
37681000 1L micgs
™ Abacy 34325000 51
Prilean ad 3432 1000PE 1L
ProClean™ CD 3802.0100PE 164 ml
3862,5000 5L
3862.9020PC 20L
ProClean ™ Extra 3862-00 St
3867-00 1L micros
3867.1000PE 1L micros
ProClean™ Plus 3801 1040 ml
Rinzse Mindray 3442 5000PE SL
342713428/3428 2.5ml
f
B-Parameter Control L/N/H 1635464 > ami
-Parameter Control 4xN 3747 4x2.5ml
tral 1l +4xN+1xH 3751 Bx25ml
3633/3634/3635 25mi
i 3433/3434/3435 25mi
i LM 3502135033504 4.5ml
3.0 ted LA/H 3421/3422)3433 2.5 m|
CD-Diff Control LNMH 3452/3453/3454 3.0ml
CD-Diff Control 2xt +2xN+2x4 3838 Ex3.0mi
K-Diff Control L/N/H 3455/3456/3457 2.5 mi
Platelet Control- Extended value 3424 53x30ml
WBC Reduced REC L/IH 3B88/3899 3.0ml
AE-Diff Control LIN/H 3731/3732/3733 4.5ml
Cervix Spray Fixative 3868,1200 12x 125 m]
3933,1000 1.8
3933.5000PC 5L
3833,3010 9L
., 413833,9020 20L
10% viv Buffered Formaldehyde (4% wiv 3533, 1000ME 1000 L
3833.9020PE 26L
3833.9010JL icL
3833.8020JL 0L
- 12905 2560PE 250
UitraClear™ 3805.5000PE 5L
3905.8010PE WL

(=
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Certificate

Awarded to

Avantor Performance Materials Poland S.A.

ul. Sowlriskiego 11, 44-101 GLIWICE
POLAND

Bureau Veritas Certification certify that the Management Systemn of the 4bove organisation
has been audited and'found to be'in accordance with the requiremnents of the
management system standards detailed below

STANDARD

ISO 9001:2015

SCOPE OF SUPPLY

SALES OF CHEMICAL SERVICES AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS. HIGH
PURITY SOLVENTS, CHEMICAL SERVICES.

PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
k FINE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS,

Certiication Cyele Start Dare: 15 Septem ber 2018

Subjedt-fo the continned satisfaciory aperation of the arganisation’s Managensent System,
this cerdificate is vakid unvi/: 14 September 2021

To check this centificate validity please call: +48 22 549 04 00

Eurther clartfication regarding the deape uf ihis certificate and the applicability of the management System requirements
gy be obtained by consulfing the orgunisation.

PCA
Porseie Liniene
AEHEQVTALN

Isine Date: 28 June 2018

Cortificate Number: PLO08STS/P LJ W
| A 4d 1)

” Piotr Péplaski
ogal Technical Manager

3 ALDRESS: Buresa Ventas Polrka Sp 2o, ul Mgdsiosa 1 02-796 Warszasi, Palanil;

© ADDIRESS: Rareau Ventay Holska Fr zon,ul Shgdadowa 4,102 790 Wacizaws, Poland i




Declaration of Conformity

Hiosclances Europe

HL-7-0664DC DOI 2015/08 (1)

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

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

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

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: %’fﬂ /% Date: 06 Aug 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 Kingdormn



Thromboplastin L

REF 5265HL
FIEF 5265L
FIEF 5267L

Hefana Hipsclarces Euaps, Quesnsway Bouth, Team Valley. Trading
Fstate, Gateshaad, Tyrie and Waar, ME1T 950, Unllad Kingdom

Tol: 44 (0] 111 462 B4D
Fax: +44 (01191 482 B442
Emall.info@helena-biosciences.com

Wb www hefang-biosciences com

2-3035P 2015/10 (1)

Thrombaoplastin L
Inslruclions lor use e

WTESOER PUNEDaY
L

e e S i 14 el e e e St By T A ik in 103 1 et become
ks 03t Scetaring Il e oot o conparl e Bcalived duSclnc of kg s o e
k I

BIBLIOGRAPHY
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Declaration of Conformity

Tl ep s Taipe

HL-7-0511DC DOI 2015/08 (4)

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

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex 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
5376 Clauss Fibrinogen 100 55997

|, 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: 12 Aug 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
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Clauss Flbrlnogen 100 P
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INTENDED PURPOSE
The Clauss Fibsinogen 100 t i Intensed for carrying ol ok based hemoejass assaye

Glauss' developed a simple method for Ihe quanttalive delerminalion of loigan iy 1r=zusing b cloling lima of Blule
ol alter Uiz addilon of Trombin (>30 NIK unismL). Tris o cxsitianal | e fesinogen concenlration
Leutls af fbr nogen can ncrease as a resull of inflammalion, pregnarcy or carsataiiv was!, Decreased lovels can
s a1l O, Gaqpestal ity Inchda altu noganuom 0 deleciable
LY i fibrinagsn molecule). Glauss FRannogen
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T reagenls conlained in this it are for o o Sagnasiic usa only ~ DC| NOT (MGEST Wasr appropiale personal
proizctess equipment vhen handsng all kit componenls. Reler o the pmdu salely et e o o e appropriale
et an procaionar salamenic et sghcable Dispazs f ompanee i accersarca il loc ioguafon.
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en (Hesha)

HIY 1 amsody HIV 2 antioady

HCY anliborty
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COMRDSITION
Componeni  Gontenl Dosgrizsian Brepsration
T Sx2mi(REF5376)  Comamt seguenbrately  Fsdusibiul nach ol with
100NIHTL 5w mL(REF 5376M) 200 (IEF £37 | 1D 7k, (REF 5375)
[REF 3708 urity il (REF 5375H)
avnn hasaiin sin al ghal'iad waler o kaotn suspension
statzkaas devesstag i marual of instrument spealic
inudhaslviagy, Take caro when plpattng to
otk caniamiaion. Swar ponly 419 Sow
1o 4hired b 1 minutas. Miv wahl
mn.( ¥ Do nal snake.
2x \mLREF5370)  Contwe | mLat Fespmaitute eally | mLof
T4 U mL(AEF S376H)  lhiand il s rad S\wlasn'\y and alon lo
Pasm atuayod i staukl For 10 minutes. Mix gently belore use
Thinyagem bavud. ©a poi shabs

2325 WL (HEF 3376)  Cariana 8 sl ai burg 0t & gy It e e kg e
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REF 517¢ Clavss Fibinogen {Thromba onty)
FEF 3318 Clauss Fiorinogen (Thiambe oaty)
REF 51Tk Fibrnogan Caftwatar

Ouwren's Butfes
Kaotn Susponsion

ETORAGT, GIFLF-UIFE AND BTARILITY
Unepencd wtels o siabic unild ha given oxpiry dale when slored undor condifons indicaled on the vial or i febel

Thomba Onice reconsUited, he reagent is siable Imshoursql‘ls "I0°C, | week at "2 or |
100 fIHmL month al -20°C.

Fibunogen Colbralor Once lzmsuulzﬂ, Ihe 12agen is stable tal 4 houts 1& 2-"8°C
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PROCEOURE

tanual Wethos

Prepare all reagenls as sl ucled under ‘compossiont

1 Bty Suave Fiess
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kg S, b P, e 3ol

Tibe Filrinagan Gaestoe i e ik}
' [ oe
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i e [ 14
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3 1400 [ 3
2 ant Sample i zpaialion
3 Prepain 149 dlulions of ihe palienl plasma of onirol plasm: Butis
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4 Tesing
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INTERPRETATION OF RESULTS

Evpa hy acuks are 15050 mgaL (1 53,5 gL

stument Operator tanual for detaved isinuctons T conlact Helana Biosciences Europa o1
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LIMITATIONS
Depany 6 unizm ana minolylic dogrcdation pioducls >100 mbimL may causa lalsely low Fmnogen

s
avankistion. I vudses 1all isfaida $1a slandard cuive values lor the palien! same{es, re-assay usng an appropiiale diulion
12 bring vahues o the St 1ange

QUALITY CONTROL i

32 by sould calalon 3 sk conral progam. Nomal s Al sl fasinas shous o st iar
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35 xpecied. pal ent (et S 00 Gone dered meald, 1elons £pa lurore suiply o Iolowng cortiols

s sa1zble for s wih his producl.
REF 5301 Specily Assajed Control N
REF 5202 Spownlly Assaged Contiol A
REF 5185 Rouine CanirotN

REF 5157 Rouine Canlrol A

REF 5183 Roulne Control SA

REFEAENCE VALUES

wif 18 The Ieshesggies b

L

FERFOAMANCE CHARAL TERFETICH: {
Hsfetn Dsoences Euope nr e representabves have deleimihiod the lofaang peifrmanice charactesisics as A
guchne. Each laboraiory shoukd e€iabisn ls oam parloimance data. Tha manjal Giauss Fibrinagen is desianed 10 givo
Alisar catbraven ot 1555 g1

Reproducibiliy

Intra-ansay precision Inler-assay precision
Fidrinogen (g) n cvi%l Fibrinogen (p) n cVin
124 s am 102 0 61
aol 5 258 a6z 10 3,75
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Fiche lechnigue

UTILISATION
Le kil Clayss Fibuaogan 100 os destns & 1a ralisation des analyses oo (hémastasn basées sui la leimation ce callols

Clauss' o doveloppe une méthodo clmpla de dalermination quaniiatve du fibiinogéne on masuiant le leinps de
coagulal on de plasma diug aprés |ajcul de Thiombin {30 Un iés RIHINIL). Ge lemps de coagulalion (sl propan onnel &
s concanialn a aiiogara Lo sy s Linogent el auginenis on ason g ammafon una rossesse ou
de la pise e conlracepis oraus’. Des Iaux dimnués sonl Irouzés daas cenanes patholoy mme ung malade du
fals ou une CIVD, L'ahbrinopgnéms ipas da Immuuann Gelaciaio) Typosinoganimie. fel miinct ol la
dystomiogduémia (molécule da librincgéna anormale) sont das momalies congénilales  Le Wil e Fhritogine Clauss
100 85! utiksé pour I délennination quantalive du IKiinogong dans Is plasma humain

AV TEGEMENTS £T PRECAUTIONS

Les reachls du Wil sonl 3 usage diagnostigua in ¥i7o Uniquemant — NE PAS INGERER. Porlar un squipament de
pralection individuele appopria lors de Ia maixpulaion de lous les composan

sacunl i piocul paur bl 15 han vats s phisess 6o isaus ol 19 consals da piudence b cas ochdant
T e e e

Un dépistaga des produits sanguins a &1¢ 18aksd el a donnd un résutal nogald {saul mdkcalion conlran e sur la boilo du kil
ou sur e llzcoin) quant 3 1a prisance de

Autighie do Ipaule B (AgHB)

Anlicarps anthVil{ 1

Anlicotps ant-VIH 2

Aniicoips anli-VHG

Copendan, s dolvenl élie maripulés avec les mimes piscaulions qua cebos pilsas pour les échantilons palients
humaing

COMPOEITION

_Contlent Dasariplion
o ¥2ml (REF 5376)  Chaqua flacon contient consiiuer r)\aqu: f3c0n aves.
00NIMAML 5 mL (REF 5376H)  environ 200 (REF 53761/ 2L (REF 5376)

compo

100 (REF 4a76H) un'tés | mL {REF 5376H)
da Thranstin bovin, deau diullde ov de Kualin Stspansizn on
add Connén do i do la méthode ul séin nanuelle
slablisateurs, oaus de lnsimman F:

4
enlanlrs du plpetage o e ouin

Taaer repaser 15 mimiion By métansar
Justo avent ulisaian. He pas agled
RAcconstivor chaque (lacon avec
exuctemein 1,0 L deau disulee. Reawior
doucomen el laissar reposor 10 minulcs

Fivinogen 21 mL(REF5376)  Chaguc flazon conlcnl
Calibrator 1391 mL{REF 5376H) 3 mL. da plasma hun
normal lyogihlisé dosé

cur s latn de Mélange douicamant avari hsallon. Ne
Hrggine pas agler
2w 25 mL {REF 5376) Chague llacon cantenl Le lampon ext prél a lemply
Bufli |3 25wl [REF 5376H1 25 mL de I

contenan da baibal el du

2ddtonne o azde de

avan
pas dn

Mélanger vigoureuserant just
Ihsation S'assurar quil ey
s2d mentalion wsble

Kaoin 2.5 mL(REF5)76)  Conllen 5 il de Kaoin
Suspensicn 13 5mL{REF 837€H)  Suspension a 05
s

iriligoes

MATERIEL NECESSAIRE NON FOURNI

facidsde cosasa Uy inogens sonl appropiés paur e e avec un anclysul Je
Josage du brnogéne de Clauss (ne doil pas 3iro uisé avec ' AC-4, C1. C-2, G-4). Se
0 powt avo) dos msiructions approprdes

Loz Helen Boscinces Europe
1a coagu
Talre i ettt o ror s e moros & ol

LA8 1M tha k] b daianl b i
REF 1M Clauss Fibnnagen (Thomb n only)
MEF SaT8 Clauss Fibanogen (Thiombn only)
NEF $315 Fibrinogen Cabinalar

AILF 5a7) Orrerr's Bulles

REF 53765 Kaotin Suspension
CONSERVATION, OUREE DE VIE UTILE ET STABILITE

Les flacons nan ouvedts sonl slabées jusqu’d I dale de pérempuion mdique s'ls sonl conssrvés dans les concitions,

fquzes sw levqualie du kil ou cu llacza

Thrombrn: 100 NIHMML  Une fors seconstivs, e 31t esi stable 8 hvros a lempéralure ambiani
i s-20C

1 semamnz anie

& le tescy esl stable 4 hautes anle 2 -
Conseavar enire "2 ='4°C bme lois ouvarl
GConsarver 2nltie "2 —8°C uns Iois ouvent

Fibiinogen Galbratar  Une fois reconsl
Ovren's ulter
Kaohn Susponsion

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

ks o g o pdfevement du s e sl Sluiger 9 wrkimas do sug f 1 vlums s <its
do sogum 3,274 00 3 8% 54pa agian d 1300 £q pondan 15 maules, Con

Chre 12 A s 18 'S4G, Lamalyes 51 Bne faiminGs s les & hoares suwani 1 b
non, il sl passbie da congolor e plasma 2 semancs & -20°C ou 6 s 4-70°C. Décongoler Tadement 83
de toakser [analyse, Ne pas laisser a '37°C plus e 5 mules™.

PROCEDUAE
Méthode Manusile
Prépaier (0us les 16acl 15 on suvar! 125 I 4Calons cu p2ragiaphe “Campas bon™

Piéparaton de la ccoibs d alalonnage:
. laul utdser une nouvelle cowrbe d éxlonr ge [1sqUE vous U ksez un nouveau aunero de lot d reacil ou
1fes aleuts prevves dansle cankdle Quah changent, Fréprer es d1aons sukaries do Darery Bufe
(Mélanger sans

Tl Debiae Elatem Fibiinagine (mi | Tampon jel
il Tod (5]
1.3 0 on
3 1410 o
i 1470 o
3 (] ai
2 Prepatason de léchaniton patent
o Préparer des dlulans 113 o plasina uu putiend au du plasm de conlole wsec du Drren's Buter
b Nélanger sans anler
3 Analyse
A Rbaliser foutss les analyses a1 double
b Pipeles 0.2 mL e 4ilion Slulon paticrt o conliBiE 8ans Un 1B 3 03531 €l incuber i '37°C pandan 2
mnules
© Amlerat g Tromn (1500
. Detcimner ke lerps de cougulation en adanissat ay didere de secande
< Traceronn coutn e o e o d conglal S [ i o odonnec) a1 e e tagéne

ol Assigner I valeLr
es valeus

ton abscisso) sur le pzp cr mib
di céterence de | Fibruiogen Calbralon 4 s dffuilon 1+9 af i de raaliser une interolation
patienl ol conlrdle 3 pair de la courbe d ézkonnage
Mélhodes Autbmatisdes
Consulter lo manuel dutiisation de Isnsirumen appropr & pour ablen des instuciions déladl
Europa pout oblarh des nol 35 dppl il on spaciques  linsliumenl,

ou coacter Hel

INTERPRETATION DES RESULTATS
La laus prevu de Ibrinogéna chez un aduka s« asi do 150-350 maidL (1,52 5 g4)*>,
LIMTES

Das Laue dhepating >0,6 unlas'mlL a ds produlls da dagradalion fbrnolyliqus >100 mg/mL pauven! donner uns
quans doaian s Tbritiogéna ervonémeill bzsss. Si les vileurs de (‘Gchantillon patient se stuenl hors des valews de Ja
courbe d'élalannage, 1aakser 4 aouve2u Nnalysa en uliisnl la Gluon appiopriéa pour les amenar duns I plage ds
Pétalon

CONTAULE GUALTTE

Chsque labocalore doit élablic un prograinmie da conhidle qualto. Les plasmas da conlrdle, neimaus el arcmaus
dovent éha lestés avan! chaqua oL dachinulons poluris aln de Yassuier que (insumsnl o Yopétatous ol dos
perlormances salisfisantes S le: s ne damnent p3s les 195uhats prévus. fas ésurals du palent doven gire
CanSirDs comm nan veiebles. Hetenn B oecionts Ewrcbo §shiowo s CoRHeNss suwants il et €5 procad

REF 5301 Specially Assayed Coniral N
REF 5302 Spaciokiy Assayed Contral &
REF 5186 Routne Conlral N

REF 5187 Rouine Gonwal 4

REF 5183 Rautine Gonirol SA

VALEUHS D% AEFERENCE

Les valeurs de elereiice pouvent vaner §Un Iaboialoire a Fautre suvant Ies lecinaques ol 105 sysiemes uli sés G sl
Pow callu alson quil appariient & cr squa I3boratowra 4a dalaiminar sa propr plage aorm:

CARACTENISTRAIES BE PERFONMANGER
Heiona
Tesoatone Gt il 69 progres donzes de paiomance. e dasags manua i fbinagens e con o
@alonnags Fnowna cur la ploge | 5

Urops au sas teprasantanls ont Gilerming & Lirs indicatl las pallarmancas suvanles Ghayys
dorner un

Aeproductibiliti
Précision intea-séris
i o) n o ocvp annpﬂlnelﬂ/Lj n ovix)
5 <se 102 [CE
5 3% 382 0 a7
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Clauss Flbrlnogen 100
Anleilung

5,
[

VERWENDUNGSZWECK
Das Clauss Fibogen 100-KilIst lur koagulomatrlscha Garinnungslests vorgess hen

Clauss' enlazckelie 2ur quantlalwen Beslarmung von Fibnnngen eine ainfache Molnads, ber der die Genanungsien son
gordinne Pasma tach Zugba von Thonbh ganassen Wi (-30 I Eivielentrt). Dese Gewntingsret
FininogenKomentalion arekt po al. Das Fibenogen kann durch Entzidung, fich chall ocer Emnanaie
von oralan Varhblungsmillein ethdht ssin”. Verminde! wid es duren Lebereraanian und Vesbiauchsoagulopaih «
Angeborang s nogenl, Hypat bnogenanmie
[<imgaml) und Dystormogenarmie {sbmoermdles Fomogamotekily Ovs claus annmn 100 dien der auanl tarven
srvmung von Fiinogen im Hunanplasma

Dro n diesem Ki enthahensn Reagenzien sind ausschiieBhoh lir dis Verwendung von in-wiio-Oragnysen vorge

NIGHT VERSCHLUCKEN. Tragen Sie baim Umgang mit samikchen IKamponeni yn des Hiis gosignato Schutzausiat

Beachlen Sie gagebenantalls Gie Verweise aul snisprochend Gelatwen- und Vorbeugeerdamngen 1
nisoigen Sie de femaA den Grllichen Vorschifien

Dis Blu‘nmdun\s wmdsﬂ unlarsuchl und aind Kir tolgende Gens ohne Belund (sawsl nishl ancemaitn aul 3ar
Vemachung oder den Ampuénn angogeben):
}Ispalwlls BAnlingiper (HbsAq)

ikoeper 1
HN Anlliblnar 2
HCV-Anl korpar
Sia sind jadoch mil dan glaghen wia Proben von ¢ Patienten
ZUSANMENSETZUNG
Komponenla__ Inhall __ Baschraibung Varbseellung
Torambin S¥2ml(REF5376)  Jedes Fldschchon cnlnéd ca.  Jaes Flasshchan mil
J00NMmL  §31ml (NEF 5376H) 200 (REF 576}/ 100 (RIFF 2 rl (REF Sa76)
5376H) Einhed indei- 1 rL (REF 5376H)
Thrombin mil Slabksatoion. dailbedas Wasser oder
Kaknsuspens:on, e nach nanucie:

ud 1 gerdluspezirscher Melhode
tesanstluieren, Konlamnation be m
Pirellecan verme den Lech
schwenken und |5 Kinulen slehien
Jassen, Vor Gebach gui miscren
Hent schot eln.

Fibtinogen 2% 1 mL(AEF 5375)  Jedi=s Flaschohen enihall Jedles Fléschahan mit penau | 0 mL

Galbralol 131 mL(REF5376H) 1 ml Nophiksierles noimales  detibcrlém Wassar iekonstiuisren

Humanplasma mit bekanciem  Leish( schaankzn und 10 minulen

Fibinogsn-Gehal st8760 lagsen Var Getwaush leizhi
ischen. N chi schiicln
Owren's 2425 mL (REF 5076)  Jedo Flasche enihah 25 mL  Der Pufler iW gabrauchslariig «erpack!
Buffar 1% 25 L (REF 5176H)  Pullsr aus Barbi
Naltumetlrd i
Nalilymazid al

Kansendsnungariel
Aok BaSmLEESUTY  Ennn sl Uniniielar ver Gabrauch kraliig
Suspansion | 1 5 mL (REF 5376H) stisperion ba 0.6 gL, muschen Duraul achlen. dass ke ne
sgi Sekmentalion 2u sefen st

Jedlas Kil oh3H in Gehrauchsanwaisung.
dedss Ki enthall chargenspszlischen Rsferenzwerten

ERFORDERLIGIIE, ABER NICHT MITGELIEFENTE ARTIKEL

Hatoni Bosasncas Euope Fibmnog Kbnoan i Jed: 26t vorwendst warden
aul dom mah Fibrigen Besmmungen na:h Clauss dunlohren kann (v 2um Gelauch m1 dem AC-4, G-1
4] 20 Bod enung sioh dos Gerdts undlodor

Dio Rsagenzien dieses Kifs sind auch cinzoin orhathon
REF 5274 Clauss Fibiinogen (Thrombis anly)
REF 5378 Clauss Fibrinagen (Thrombun anly}
REF 5373 Flbrinogen Cabbrator

HEF 5375 Owren's Bulter

REF 51765 Kaokn Suspenson

LAGRAUNDL. HALTBARKEIT L0 STASILITAT

Unijeslinele Flaschchen sl unter don auf Verpachung oder Fizschchen angsgebiepen Lagerbadnaungint bis 21m
ik Varidreom st

Throabia N Revonstiuion s das Reagenz 8 Sden Ul Rawnlimosral, | Wochs ber™2 =36 sih 1
100 NIH#nL adsr | monal bar

Fibuangzn RiekonsiHuis isl das Rea;eﬂl sl siner Temparalut von "2 ~'8C {1 4 Stunden stac|

Gallralor ]

Owienrs Butor Naoh dom Ginen bel '2 -8°C lagein

Kot Suspeason  Nach dem Oltnon bal 2 /87 lagem
PROBENENTNAHME UND VORREREITUNG
i Pl e stkongs e B ( Tei) sl 3 s 3 e 3 Sl (116

Bninommen werden 15 Minulen bel 1500 g zentilugleten und Plasma idppeite a bt 2~ o1 * 1y -
fayein. Plasma sao mueihialo von 4 Shinden verarbesl odet lief goltor

20° 1 2 Wodhen odor 70 c or 6
Honid galagart weiden Vor em Tation sehnch bol 07+ autaven. Nicn Tang i § Nim 1o i -37°C. selaseart
VORGEHERSWEIST

Hanuelle Melhade

Alle Reagenzien uae unfer Inhaf beschneben vorbareiten.

1. ErsloMing dar Slandardeurve:
a  Furjede neve Reagenzien-Charge, oder wenn sich dis hommakwane iler Qual1as<onirale andern, muss
eine neue Standardhurve oisisl werden. Folgendo Versimmunggs mil Owren's Bulies hersteden (Ohar 2y
schitteln mischen)

Rohrchen Verdnaung Fibrinogen-Kallbrsior fmL| Putter fm|
' 144 by 08
2 o 01 0s
3 [0 : o s
4 i+ o 22
s [FET I 01 2

4 Vorbermiung der Palienier probe:
& Eina 149 Verdlnnung dos P
b Ohne zu schovtein mischen
1 TestduichiGnrung
a Al Tesls im Dppelansatz durchiahren:
b 02mLShrdnd Panenisn. ods
inkuibieren
0.1 mil Thrgibin (' 15 '30°C) hinzutigen
Dio Gelinungs26t bis aul 0, Sekunden genau bastenmen
Do Aliohyar o Siandasdgernnngsaen (v-Achsel pegen Forrnogr el (X Achse) ai b rogzn.
Liltmeseipsper aulragzn ES solme eine garage Lin e ezl werden Jsn Al renzagn 955
Kahor'ors de 118 Verdinnung 2uordnen Um s threkie Ilaroales cn o Pt ertmn. 1 1 K tasen
aus der Standardhurve 2u ermogic
Aulomalisieria Mathodan
Sela 5 10 gansue Anwelsunen ode acicen Siz s an 1z
Bt Bupap o1 ot sondomaooneiacns Fove

en- ader Kontiolpls smas mil Owien s Butter hstsfelian

in ein Rdhechen b2 "37:C 2 thrunen

INTERFRETATION DERA ERCENNIEEE

Fibimogaa-tormalsene kol gzsunden Erwachsonen sind 150-350 ma'dL {1 535 gL'

EINSCHAANKUNGEN :
Hepuwaeiie 0,6 Emberon'mL und F bnclyse-ABbaLpoduite 100 ma'ml barniis Laset -
e1gebon Lisgen ber Patinieproben e Warls Sulehl cer Siadsauns. 6 Fictom o7eut misereueve Frzame
IE5%cn um die Viena in den Bere ch der Siandardane Ty bragsn

QUALITATSKONTROLLE

Jzzcs Labar muss tr pne ogene CuUesnele tage
il s oy

gosd
[l

e
4 et Hebisa Blsctariend, E\wos s hebpartion

REF 5301 Specrakty Assayed Cortral N
REF 5102 Speiaky Assayzd Cortal A

REF 5135 Routne Conlrol H i
REF 5187 Routne Control A

REF 5183 Fowtne Conrol SA

HEFENESWERTR

Foleienz acilo k3anan |2 nach Techrk und verwendelem Sysiem von Labor zu L2or Lle schvanicn sen Avs 4 cser
Grund sollte fedes Labor seinsn cigenen Normawertbereloh srsfe¥izn

LEIRTURGENERKIALY

Die folganden Lelsiungse:genschaien wuiden von Helenia Boscleiicos Europe oder n lhiem Aufrag aie Fojes
eumitieh: Juce Labor muss szine ngenen Verlo exiflel

s mancelle Fibmnagentasi Ist sn kanziplen, dass sich eine bneaie Kakoration von | 5— 6.5 34 engét

Reproduzierbarkail

Inirragsay-Prazision Intse-ansepPeaislon
Fibrinogen (gL} n oV (%) Fibriragen i) n cvin)
124 5 dm L] 0 617
300 5 ase a3 0o 37
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Clauss Fibrinogen 100
Istruzioni per I'uso
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COMPOSIZIONE
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Componenle  Conliene Deacrizione

Toomar: Sx2mlL(HEF 5176)  Ogni llacina contierla

WYKL S« L (REF SIP6H)  apprassmalivamente 200
(REF 5376) / 100 (REF
S37EN) unita dh Thonib
bavina con slabiiezalont.

ke '\mm
e vl @ Kapln Suspension
It oyt ek mslati speait
el i1 ks shranko. Durane
1 pipsitnusio, prasimg allenzrane ad
wuitnre la Collan naziona. Agiare
dollcalaments e lxsciazo 1posara pat
5 celain L
Wrmiod alamants eiima dlluso. on
| nnsaiar,

Pl 2§ mi [REF G178
Catmmat

QyM Matra epeitone Tonl 6 | Rercalbuv ogi Busia ton
§ 4L (REF EITEH] s i rmiaks

casilanpnin /0 mbf scqun duidic,
Rclive

o Fonapena. | mpomars par 10 il Mgeslars
siun
i = i
Dwrans 35 mi [REF 53T Dgn | Winwpenn &
C 1w 3h ml {REF 23] ol Ivnoons toslenant | Wireim .

barb lal 8 500 clox o con

| Mscelare onergeamen
imnedialamerta prima dul'uso.
Assicurarsl cie non v siano sednient
sib.

25w\ (REF 5976)  Confiane S mLci
Ve Sml (REF 5376H)  sospensiane di caoknio &
o591
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o
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NEF 5374 Clauss Frumngen {Tiiombn only)
EF 5978 Clawss I twnsgen [Thiombn onty)
nEF 5970 Fibrinogen Calbrator

NEF 5275 Ouaan's Buttey

1EF 537 Kanln Suspension
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Clauss Flbrinogen 100 ]
Instrucciones de uso

USO PHEVISTO
Eluso peevisto del kit Clauss Fioniicgen 100 ns reaksar ensaycs du homosiasia basados ein 2 co3gulrcibn

cmm desarall s mitado smele vy cetermacon il de omdgna mndo ofenwio o caxguiaadn
1 pl da lin udicion de Thioinbin (>30 undadas NIHimL]. Esla liainoa ca coagu
pmpmrloun! a'la concenracids de Ihnbgeno. Lot Miseles de [oimGgeno pusiel sumeitar sonm conserunnrs ds
inflamacion, enibarazo b SO de abhconcepfvis oralcs’, Puaden cacontiare mweles ismaniicos o d minades
eslados como la hepalopaia y 1a CID. Enire 13 deficienclas congénias esldn la albiinogenern o (sin geno
Geteciobie] Ta ool brigenentia (<1 mgiml) 1 1o disibinogenema (molacia da [orucgand anormah & Ki do
Fiblinogeno do Clauss 100 0514 previslo pavu Ia deicrminacion cuantialva col fbrnogeno cn ol plasma huma o

ADVERTERTIAN ¥ PRECAUTIDNES
Los reacivos que contene csle bl oo 5040 P31 us0 de GragnosHe3 I 1o NO INGERIR Llsve el ryuipo de protection
parsonal atacuade 3 lop componantes dal oL Cansule f deciyaon da re3uidad ¢ roducio pua
Cabor s s0bte s micaciaioe adecuadzs s a0sanencia y niespn. Desechal Jos carionentes o tatta con
{as normativas locales,

{a manos qua se indlqua lo canliins en ta ki As1r o

L Samra s ha somaido  przhas 1.6 fun fesuluca neyal
e el val) d b presencia

Antigeno de la hepatlis B (Nbslg]

Anticusrios del ViH |

Anlcueqos del VIH 2

Anticuemos del VHC

S embirgo, deben mai pularss (on 125 mismas recauciones que una muesira de un pacierle

COMPOSICION

Descrlpeion Preparacién

Cata vl conliorie. Recanstiuygn cud vial con
2 il (REF 3276)

} miL (REF 53764)

de agus purilizada  susp27sion

Kaoiin dependiei de la metadolagia
cibica auinual o de coda

inshiumanta cuidado ol ppersar

pasa evilar 3 conlzmunacion Agilas

suavemenie y permin g

duranle 15 miyutas. Meedtst bies

Componenis  Coalisne
hiomin 512k (REF 5376)
100 NIHANL 51 L (REF 5376111

oo

smnegialanienic antes ds sy, o aglar
Furnagen 24 L (REF 5376)  Cadavialcontene | inl de  Peconsinur sada wal con avacianente
Culbrator 31 mL (REF $376H)  plisnia humano narmal 1,0 ML da aq poiar
Vollizad> estuticdo en siwavemerle y pan i que 1egase
cuanla 3 eles de duranle 10 minulos. Mozclar suavemente
finga anles 40 5y ¥39 No aatar
Ouwiens 27 25mLREF 52761 Cad Gene 25 Ellampon viena oinvasado o paru
butter $358 mU(HEF S076M) ol 0o lanipen con oDl usat
dlorors 3¢ cu con a2ita
Socica como consel; anis.
Kaolin ¥SmL(AEF 3376)  Conlrono 5 mLde tezclar wgniasam ento inmidiatamenio
Suspension | x5 mL {REF S47€H)  suspensicn d kaolin antes da usar. Comprobi que N0 hay
0551 Sednoniacion visiie

Cada ki conieile bistrucciones di uso.
Cada kil coill e valores U telerencia especificas iisertados del o)

AATICUL 05 NECESARIDE MO SUNIRSTRADDS

Los reacivos da la valoracion el hb(mnr‘unn do Helana tcssiencts Eurape s0n adecuados pica usisse &1 contayer
anelizudo e cogulacisn capaz dn el zat veloiacionos dal [biisaens da Cluuse (na dabs nswsa con of A

5 Gty Conirese o Hanusl el Gpeiador 4t Inahumenta vio 15 nash 0o 3plcA3 para Inalge o e mbvesedss.

L L R
REF 8374 Glauss Fibrnagen [Thiombn anly)

REF 1378 Clauss Fbiniogen {Thvomb 1 oal/)

HEP EITR Fibiinogan Cal bralor

REF 5935 Ovrens Butler

REF 53765 Kaoin Suspension

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD
Los wides no ablerlos son estables hesa fa latha do caducidad ind Gada Guandd 58 consavan en las condusnnas,
indlcalas e of viol 0 e I etiquet del kit

Thombin bewna & lpmuamira itensin, | esmona a
100 NIHArL

Fibinogen Lot st 4 Neran s 7~

Cahbrvor

Owren's Bulter Congerver & 7= 1 aR aeiin,
Kacin Susponsion  Canssryis 1 °2 <°C L

DI ¥ PRED Ml:louo:u MESTRAT
eta u log et gtcansaa, Den i ters |8 sl = i ey sides
Az o e psnn s o dezpuby den carhgastn 3 1500 « g 28, Ef clicini
i congariana 3 B - 8 1 = 2L, Lk s debnan 014 herss e A racopts 06,43
foos i aims i irhamerman bty 8 0 s J exranes 6 UG A 6 congel

FRAOCKOUIENTO
Matude Manisd
R e—

o Sk cod 0 g 2. g uu.,\n.m ihaioent w
Cwaons B {uhizndar b g
Tt Tiliida Calibrador dol Murinageno (ml) Tamatn pmt
1 Ve 0z
z e o
4 e o)
4 1 01
5 1o 0

2, Prozaradon de lamustra ¢3l pacienta
a Freparar 1 4 9 diuciones del plasia delp
b Mezchor s agir
3. Realizacion de las piuzba:
Realiaar 10025 las acebzs for dupiicario
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8 ITALCERT

CERTIFICATO N° 505SGQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Oua/l'tyManagement;?}(;tem .

.Messo in-atto da
. implemerited by

NUOVA APTACA S.r.l.
Via Monté Biafico, 4 — IT 20900 MONZA (MB)

.- nella Sede Operativa di
i i Operative Unit

Regionie Monforte, 30 - IT 14053 CANELLI (AT)

e conforme alla norma
Js i compliance with the standarel

LUNI'EN 1SO-9001-2015 (IS0 9001-2015)

per i seguenti Processi

concerning the following kinds of Processes
e

Gestione della fabbricazione ed immissione in commercio di tamponi steril;

“per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnostici in vitro.

, Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile lampons for sampling of biological specimens
i hatural orifice and in stirgical fiald, Pesign and manufactuting of diagnostic medical devices for laboratories
of analysis. Marketing of medical and diagnostic devices in vitro. Markeling of labaratory articles.

il presente Certificato & soggetto al rispetto delle condizioni stabilite dal Regolamenti per la certificazione in vigore applicabill,
| This Ceutilicate shall satisly the requiremanrs established i the Rules for the cornfication in force apoficable
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente cortificata, fare riferimento alla lingua italiana
“in ases of discrepancy between the langiages used i this transtition of the contant of this certificats, plecise vefer (o the halian lngusge

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR
Llet 0

Dr. Ing. Roberto Cusslito

Data di-Prima Emissione Data di Prima Emissione ITALCERT Data cli Rinnavo Data di Scadenza
First lssue Date 2| First Issue Date ITALCERT : Renews! Date Expiration Date
1998-07-23 ry’ 2011-10-30 2017-10-30 2020-10-29

Settore |AF 14 - 29

ACCREDIA 1§,

LEHIE TALIANG O] ACCREDTAMINTO

SGON® D234 PRON® 1398

SGA N 020D ISP N® 075E
| PRS N* 097C
JMambro dagll Accordl dt Muluo Riconpselmanto EA, JAF & ILAC
Stgnatory of EA, JAF and ILAC Mutual Redognition Agresments

ITALCERT S.r.l; | Viale Sarca, 336420126 Milano (W1) | tel. +39 0266104876 | fax. +39 0266101479 | wwiv.italcert.t | ltalcertéri@legalmail i |



i

& ITALCERT

CERTIFICATO N° 505DM05

CERTIFICATE N*® 505DM05

Si certifica che |l
this is to certify that

Sistema di Gestione per la Qualita

Quality Management Systerri

messo in atto da
implemented by

NUOVA APTACAS.r.l.

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

Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in campliance with the standard

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

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili

per il p#relievo di campioni biologici in orifizi naturali e in ambito chirurgico. |
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Commercializzazione di dispositivi medici e diagnostici in vitro.
Management of rﬁanufacturing and placing on the market of sterile tampons for sampling of biological specimens in
natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for analysis laboratori
. 1

es.
‘l Marketing of medical and diagnostic devices in vitro.
Il prefente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazi

i ] This Certificaie shall satisly the reguiremaits established i) the Rulos for tirz coptification in forcs ap

In caso di\discordanza tra le lingue utilizzate nella traduzione del contenute del presante cerlificatd, fare rife

e invigore applicabili. -
e,

ento alla fingua italiana
.’.1: cases uf discreponcy balvmen the lonquieges used i the traosioion of the cantent of 1his wernificate, plodso raler [o tio Matian frmgpuictige
! . 7 AMMINISTRATORE DELEGATO
3 MANAGING DIRECTOR
{oobeds G
Dr. Ing. Roberto Cusolito
Data di Prima Emissione Datd di Prima Emissione TALCERT Data di Rinnovo Data di DeliBera Data di Scadenza

First Issue Dote ; First Issue Date ITALCERT Renewal Date Deliberation Date Expiration Dare |
2007-10-30 ) 2011-10-30 2017-10-30 2019-01-04 2020-10-29

ACCREDIA

LTNTEITAANO DY ACCREDFIMERTO

X

SGQ N° D23A

Membra degll Accordi dl Mutuo Riconoscimenta EA, JAF e [LAC
Signatary of 4, LAF anif JLAC Mutual Rerognition Agreemenls

ITALCERT Srl | Viale‘Sarca, 336 "—‘:20126 Milano (M1} | tel. +39 0266104876 | fax. +39 0266101479 | vw.italcert.it | italée:n%sf]@legalmail.it i



DECLARATION OF CONFORMITY FOR MATERIALS AND OBJECTS
INTENDED TO COME IN CONTACT WITH FOOD

Hereby we declare that

1

Nuova Aptaca Srl In Vitro Medical Diagnostic Devices {Directive 98/79/CE) and Medical
Device (93/42/CE):

Are conform to the following CE community legislation:

- 1935/2004/CE Rule { objects intended to come in contact with food) and following
updates and changes

- 10/2011 Regulation (specific migration limits) and following updates and changes
1895/2005/CE Rule {substances use restriction for food contact} and following updates
and changes

- 2002/72/CE Directive and following updating and changes (food contact) and following
updates and changes

- 2005/84/CE Directive (substances use restriction — phthalates, sulphates) and following
updates and changes

- 1272/2008 Regulation ( labeling and use of dangerous substances) and following
updates and changes

- 2011/65/UE Directive (heavy metals, RoHS) and following updating and changes

Conform to the following Italian legislation:
- 21/03/1973 Ministerial Decree and following updating and changes
- 777/82 DPR and following updating and changes

During Devices manufacturing no materials containing natural rubber, latex, synthetic
rubber are used (except for Articles of tatex)

Devices are produced with materials that do not contain substances submitted to

restrictions a sper the above legislations and respect the global and specific migration limits

in accordance with the following conditions:

- Simufant A { distilied water) -40°C for 10 days

- Simulant B ( acetic acid solution 3% p/v) — 40°C for 10 days

- Simulant C { Ethyl alcohol solution 10% v/v) - 40°C for 10 days

- Simulant D1 (ethyl alcohol solution at 50% v/v) - 40°C for 10 days

= Simulant DZ [Vegetable oil - Try substitute made with 95% m?«. alcohol as indicated by
the Italian Ministerial Decree 34 of 21.03.1973) - 40°C for 10 days

The global migration limit, together with all other specific restrictions which monomers
and/or additives present in the material can be exposed to, are respected in the use
conditions here above.

Page 1of2
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This is supported with analytical tests made in accordance with 1935/2004/CE, 2023/2006/CE,
2007/19/CE, 10/2011/CE and following updating and changes and Italian Ministerial Decree n° 34
21 March 1973, where applicable.

Notes and/or simulant used for migration tests, indicated on the previous point of the
present declaration, allow to fix the food or the group of food, admitted to the contact with
food.

This deciaration is issued in conformity with the legislation mentioned here above.

The use of the material, indicated in the present declaration , in industrial or commercial
premises does not exclude the control of its conformity to the regulations in force and the
controi of its technological suitability for the target which it is designed for.

s declaration has a validity starting from the date mentioned here below and will be
substituted only if there will be important changes in the material production able to change
some requirements essential for the conformity and only if the legislative references
mentioned in this declaration will be changed and updated so that a new control for the
conformity will be needed.

104.10.2013

Cane

Dul

Responsabild AdGeuraziond Chealiti
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CISQ is a member of

_"HE INTERNATIONAL CERTIFICATION NET;VUHK‘ ]
www ignel-certification.com

IQNet, the association of the world's first lass
certification badles, is the largest provider of menagement

System Certification In the world.
IQNst is composed of more than 30 bodies anid counts
over 150 subsidiarles all over the globe,

NED -
PERTIFICATO n. 4265/4
iCER TIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATEED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
\fia dellIndustria, 12 — 35020 Arzergrande (PD) - Italia
Unita 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 delllndustria, 2 - 16 — 35020 Arzergrande (PD) - italia
ROLL S.R.L. - Via Legnardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA 8.R.L. - Via Leonardo da Vinci, 22 - Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 —= 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

ié CONFORME ALLA NORMA / {S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29

Progettazione e produzione di proveite con vuoto predeterminato ad uso prelievo ematico, liguidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto,
Progettazione e produzions di kit diagnostici per I'analisi del sangue e dej 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 prodottl del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
taboratorio analisi, provette con vuoto predeterminalo e aghi sterili. Progettazions e produzione di stampi per articoli in
plaslica per laboratdrio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for migro-collection of haematological samples. Designt and production of
Haolders far vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
praduction of culture media for microbiology. Design and production of sterile needies and devices for collection of
haemalological samples. Trading of the products of the Group: diagnostic kits, culture media for rmicrobiology, plastic
disposable labware, test tubes with predetermined vacuum-and sterile needles. Design and production of moulds for pfastic
fabwara. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla docurnientazione del Sistema of Gesfione per 1a Qualia aziendate per Fapplicabilita del requisit delia norma di riferimento
Refor to the documentation of e Qually Managerment System for defaile of appiivation fo rafarence standard requirements.
Per informtizzioni puntuall & aggiomate circa eventuali variazioni infervenule nello slato della centificazions di cui el presente cerlificalo,
si prega di gontatiare | n® felefonico +38 02 725347 o indirfzzo e-mall info@icim.it.
For limely and updated informalion aboul any changes in the ertification stalus referred {o in tis centiticale,
please confacl the number +39 02 725341 or email address info@icim i,

Data emissione Emissione carrenle Dala di scadenza
First issue Current issue Expiting date
18/01/2007 18/01/2019 17/01/2022
% EE >
W
i _},{ﬁ 1
ICIM S.p.A.
Piaeza Don Enrica Mapelli, 7 0-?0099 Seslo San Giovanni (M()
i FEDERAZIONE|

. cis

S ACCREDIA &

— )

o LENTE (TAUIANG 0] ACCREDITAMENTD) | S

a

1 www.cisg.com

=

8 SGQ N°00aA CISQ & la Federazlone Itallana df Organismi di
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CISQ is a member of
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: THE |NTE;;“IDHMWIC&TUNHE‘I’;MJM '
www.lqnel-certification.com
IQNet, the ossociation of the world's first class

certification bodies, is the largest provider of management
System Certification in the world,

IQNet is composed of more than 30 hodies and counts
over 150 subsidiarlas all over the globe,

CERTIFICATO n. b as
CERTIFICATE No.

3 81 CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HTR’EBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'industria, 12 -- 35020 Arzergrande {PD) - ltalia
‘ Unitd Operative / Operative Units
MEUS S.r.l. - Via Leonarquda Vinei, 248 — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia

MEUS S.r.l. - Via dell'Industiia, 2 - 16 — 35020 Arzergrande (PD) - ltalia
ROLL 8.R.L. - Via Leopardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leqnardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA .r.l. - Via dell'Industria,12 - 35020 Arzergrande (PD) — ltalia
VACUTEST KIMA S.1.l. via L: Da vinci, 22 Zona Industriale Tognana — 35028 Piave di Sacco (PD) - ltalia

‘ CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Geslione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

Progettazione e produzione di provette con vuote predeterminato ad uso prelieve ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione & 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 diagnosticl, terreni di coltura per micrabiclogia, articali in plastica per
labaratorio analisi, provette ¢on vuoto predeterminato e aghi sterili. Progettazione 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 predetermined vacuum for collection of hasmatological 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. Design and
production of culture media for microbiology. Design and production of sterile needias and devicss for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes \with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Rifatirsi afta dovumentazione del Sistema ol Gestione per la Qualita aziendale per l'applicabilita def requisiti della nomia di riferimento
HReler fo the documentation of the Qualily Management System for delails of applisation (o reference standard requirements
Il presente cerlificalo & soggello al rispetio del documenta ICIM “Regolamento per ta certilicaziona dei sistemi df gastione” & al relativo Schema soecifico
The use and the valitly of his certificats shall satisfy the raquiremtents of the ICIM document “Rules for the cetilicalion of company management systems” and specific Scheme
Perinfarmazion! puntuall e aggiomals circa eventuai variazioni intervenule nello slato della certificazione di cui al presents certificato
g1 prega ol contaltare il n* lelafonico +39 02 725341 o indirizzo g-mail info@icim it
Far fifiely and yedated infarmalion ahoul any changes in the cerification stalus referred Lo in ihis certificals,
please contac! the pumber +34 02 725341 or email adoress info@icim,it

Data emissione Emissione corrente Dala di scadenza
Firstjsste Current issue Expiring dale
18/01/2007 18/01/2019 17/01/2022
\jy} ‘\.‘.\
TRl
40
ICIM S.p.A. _ _
Piazza Don Enrieo Mapelli 75 - 20095 Sesto San Giovanni (M) FEDERAZIONE
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Kaunuseckas 105173, Mocksa, yn. 3anagHas,
k Guoxumus 8.2, ctp. 1, 000 «Arat-Meps.
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TEMOIJIOBHH ATAT

Pyxosoaurens [enapramenta rocyfapCrseHHoro KOHTpO£ISI
KA4YecTBa, IPPeKTUBHOCTH, 6e30MaCcHOCTY NeKapCTBEHHbIX
CPeACTE ¥ MemuUUHCKOA TexHukn M3 PO

P.Y. Xabpues

17.06.2000 r.

Pekomengosana & yTESpRIEHMO

Kommconen no naBopatopbim peareHTam
Komutera no Hosmdi meawumHckod Texwmke M3 Pd
(npoTokon N2 1 ot 31.01.2000 r.)

UHCTPYKUNSA
No npumeHeunio Habopa peareHTOB gns onpepgeneHus
reMorno6nHa B KpoBU FeMUrMOBMHUMAHUOHBIM MeTomoM

HASHAYEHWE

IWOOU npegHasHaveH Ong Konu4ecTBEHHOro onpeneneHua cogepxaHus remornobuHa B KpGBU re-

MATMOOWHLKAHMAHBIM METOROM (MeTon Drabkin) B KIMHWKO-OMArHOCTMHECKMX U Bnoxummyecknx nado-
paTtopusx.

Habop paccuutan Ha nposeperne 600 onpeneneHuin npu pacxoge 5,0 mn patoyero pacTeopa Ha
OnH aHanus.

NMPUHUMN METORA
lemornobux KpoEY NpW BaaumoneicTeuy c AENe30CHHepOanCTEIM Kanvem (KpacHas KpossiHas
COnb) ‘OKUCNAGTCA B MEeTremornoGuy {remunotng), o6pasyiwuin ¢ aUeTOHUNZHMMAPWHOM TeMUrHoBUH-
unanna (LMaHMeTreMornotmH), WHTEHEMBHOCTE OKPACKY KOTOpPOTo NPONOPUWOHENEHE KOHUEBHTDALWM re-

MOrnoBuHa B KpPOEWM W M3MepReTcs DOTOMETPUHECK NPY ANUHE BoRHLl 540 (500560} Hm.

COCTAB HABOPA
1. TpaHchOPMMUDYIOWMA PeareHT — Ccyxas cMech (vaTpuil yrnekucnslid kucnbid, 1,0 r; Kanwi
KENeITCMHEPONMCTeIR, 200 mr) — 3 ynaxoskw,
2. AueToHumanrngpun — 3 amnynul (no 0,5 MIT).
3. KanubposcuHbili pacTeop remornoBuua c KOHUeHTpaunen 120 r/n — 1 dinakoH (2 mn).

AHANUTUYECKWE XAPAKTEPUCTUKU HAGOPA
NuHeitHan obnacTe onpepenexna KOHLEHTpauwn remornobuHa — 8 AuanasoHe oT 20 po 200 r/n,
OTK[IOHEHWE OT NUHEeNHOLTW — He Gonee 2%.
HyBCTBUTENLHOCTL ONpefeneHns — He Gonee 10 r/n.
BocnpouseoaMmMocTb: Kos(duUMeHT eapualmu He Gonee 2%.
HopmanbHble sennumHs! KoOHUEHTPaLMKM remornofinHa KPOBW COCTABNAIOT:
— ¥y Myx4yud 130-160 r/n;
— Y XeHuwhH 120—140 r/n.
Kauecteo Habopa MOMHO OLUEHUBATL C MCNONL30BaHWEM KOHTROMBHLIX PACTEOPOE TeMOrnobuHa
OTEYECTBRHHOIO unu 3apybexHoro npoussoncTea,
— PekomeHpyetes B Kaokgon NatopaTopT YTOSAWTE AWANG30R HODMAaNLHLIX Befnany ¥ obcnegyemo-
r0 KOHTUHreHTa.

MEPbI NMPEAOCTOPOXHOCTK

Mpu pabote ¢ paHHLIM Habopom HeofxomMmMo cobntogaTs npasuna TexHUkn 6e30NacHOCTH, peko-
MeHOyeMbie Npu paboTe G KPOBbIO B COOTBETCTBMM C WHCTPYKUMel no Mepam NPOMUNaKkTUKK pacrnpo-
CTPAHEHNA MHEKLIMOHHLIX 3aboneBaHiii Npu paboTe B KIMHWKO-OMArHOCTUHECKMX nabopatopusix ne-
HEDHLIX W NPOQUNEKTHHECKMX YUDEKASHWUNA, yTeepxpaeHHo Munsnpasom CCCP ot 17.01.91 r., u «[pa-
BWRA YCTROWCTBA, TeXHUKK GE30MmacHOCTH, NPOU3BOACTBEHHOM CaHvTapun, NpoTUBO3NMAEMWYECKOTO pe-
KAME W MW4HOR TWTWEHLl NpY pabBoTte 8 NaGopaTopusiX (OTHENeHWsX, oTaenax) CaHMTapHO-3MUBEMUO-
NOrvHeckux yypexpennii cuctemesl MuHucTepctea 3ppaBooxpaHenus CCCP».

_I_US pabote ¢ IN@OUO—S ChenyeT HafeBaTb OHOPA30BbIe PE3NHOBLIE UMW NMACTUKOBLIE nepuyar-
KW, TakK Kak O@wa_.:u_ KpoBuK 4enoBeka cnefyer paccMmarpusath Kax NOTEHUMANMBHO WHAOMUMPOBAHHEIE,

—- = —--- —-CAOCOGHbIE -ANMTENLHOE: BPEMA-COXPaHATL—UNn-nepepasats—BUY- BUPYC renatmra win nioboi gpyroi

B036YAUTENL BUDYCHON uHthekian,

B cocTtas TpaHchopmupylowero pacteopa BXOQUT auetoHuvaHrnapuH, apoeuToe seuectso. B cny-
Hae fonagaHus pacTeopa Ha KOXy W cnuaucTsie Imomxons_so Cpasy Xe npomMbitb niopaxeHHoe wmec-
TO 60NbWUM KONMMHECTBOM :UOﬂOLon BOAObI. ZS:mASUOmmIsm per os KaTteropu4iecku 3anpeuaeTcs.
_A_U_\_ nonagaHnun BHYTPbL cneqyet HemegneHHo BbIMUTb O.m n Tennown BOfAbl N BLI3BATL pBOTY.

DE:._\_Q KOMMOHEHTHI Imaovm B UCNONb3yemblx KOHUEHTpauusx ABMAKTCH HETOKCUYHLIMU.

OBOPYOBAHWE U PEATEHTbI

~ CnekTpohoToMeTp, AMHA BOAHLI 540 HM, unm (POTOANEKTPOKONOPUMETP, ANMHA  BONHbL
500-560 Hm (seneHblit cBETOMMNLTP), KIOBETA C TOMUMHOM MOMOWAKWEro ceeT cios 10 MM;

— NUNeTkw, nossonsiolme oTéupaTe 06bembl xugkocTu 0,02 n 50 mn;

— konba MepHasi smecTuMocTbio 1,0 f;

— NpoBUpKN BMECTUMOCTLIO 5—10 Mm;

— ceKyHgomep;

— Bofa AUCTUNUPOBAHHAS;

—~ MNepyaTky pesuHOBbLIC UMW MNACTUKOBLIE.

MNOAroTOBKA PEAMEHTOB 151 AHANWU3A
TpaHcthopmupyiowrii pacTeop. OfuH NakeT TPaHCOPMUDYIOLLErD peareHTa n ofHy amnyny aueToH-
SHTANPIHE KONWHECTEEHHO N@pEeHECT B MepHylo Konby BMecTUMocTsio 1,0 N, pacTBOpUTL B HeGOMb-
LWIOM konauacTss o APCBAHHCH BOGG ¥ [OBECTV OObEN MWCTWINWPOBAHHON BOLOON [0 METKW.
_Am:smvo_wo::zsumoqwouqm_soﬂ:oms:m_dSmx_._us_smxm:s.o.

MPOBEAEHWE AHANU3A

B npoBupkn BHecTu no 5,0 mn TpaHchopmupytoulero pacteopa, no6asute no 0,02 mn Kpoewn (pa3-
BepeHne B 251 pas), TWarenbHo NepeMewaTb W UHKYGMPOBATL NPWU  KOMHATHOI Temnepartype
(+18-25° C) B TeueHne 20 MWHYT, nocrie uero V3MepuTL BeniYMHY ONTUHECKOW MNOTHOCTU OMbITHBIX
npo6 MpoTWB XonocTon Npobet (TpaHc(opMupytolero pacreopa) npn AnvHe BonHLl 540 (500-560) HM
B KIOBETE C TONWMHOA nornowaowero ceeT cnost 10 mm.

KanvbpoBo4HLI pacTBOp remornobuHa obpabarsisars Tak Xe, Kak 1 npoby uenbHon Kpoew.

Okpacka yctoityvea 8 TeyeHue 1 yaca.

KoHUeHTpaumio remornobuta 8 KposM paccHuTats no popmyne:

mO
C =

x 120 ,

rae:  C — KOHUeHTpauMs remornobuHa B OMuITHON Mpobe, F/n;
Eg — onTudeckas nNNOTHOCTL OMBITHOR NPOBK!, eQ.ONT.MNOTH.
Ey — ontudeckas NNOTHOCTb KanuBpOBOYHOA NPOBLI, Ef.OMT.NAOTH.;
120 — KOHUeHTpauns remornobuHa B KaNUGPOBOYHOM pacTeope, /.

YCNOBUA XPAHEHUS N 3IKCIMIIYATALMW HABOPA

Habop RoMKeH XpaHuTeCsi B YNakoBKe MpefRpUATMS-U3roTOBMTEns npu Temnepatype +2-8° C
8 Teuenve BCETo Cpoka rofHocTyu. [lonyckaeTCs xpaHeHue HaGOpOB Npu TemnepaType no +25° C
He fHonee 5 cyTtok.

Cpok ropHocT Habopa — 2 roga.

TpaHchopmupyiowmii pacTBOp ROMKEH GBITb MPO3PAYHLIM, XENTOro LBEeTa M MOXET XpaHUTLCS B
MOCYAE 13 TEMHOro CTeKNa fpu KOMHATHOW Temnepatype He Gonee 6 mecsuea. Mpw NOABNEHWM OCAL-
Ka unw Mpn ODecLseuMBaHn pacTBOp Henpurofed ans ynoTpenenwns. He samopaxuearts!

KannbposoqHbiil paciBop remornoGuHa nocne BCKPbITUs (hnakoHa MOXET XpaHWTLCS B Te4eHWe 6 me-
CAUeB, HO He Oonee CpOKa rORHOCTM Habopa, MPW XpaHeHWN B yKyMOPEHHOM Buge npu Temnepartype
+2-8° C.

Mo Bonpocam, kacawowmmes npuoGpeTennst Habopoe W uxX KauecTsa, npocum obpawatsea
no appecy: 105173, r. Mockea, yn. 3anagHas, f. 2, ctp. 1, 000 «Arat-Mep». TenedoH ans
cnpasok: (495) 777-41-92.

WHCTpyKUMs cocTasneHa: K.6.H. WN.B. CMUPHOBLIM — CT.H.C. [E€MaToNOM4eckoro Hay4HOro LeH-
Tpa PAMH, k.6.H. H.H. KonTyranoseim, B.B. Maitoposoin — cotpyoHukamn OO0 «Arat—Mep».
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TUVF{heiﬂla;E?d
Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Nimbrecht
Deutschland

has established and applies a quality management system for medical devices
for the following scope;

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials
for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance,

Effective Date: 2018-10-16
Certificate Registration No.: SX 60133221 0001
An audit was performed. Report No.: 21234760 009

This Cerlificate is valid until: 2021-10-15

Certification Body

AR,

4 ';f’ ‘

( DAKKS

.- Deutsche

%""‘\"-':.‘:‘.5-" Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-12

TOV Rheinland LGA Products GmbH - Tillystrafie 2 - 90431 Niirnberg

Tel:+49 291 806-1371 Fax: +49 221 806-3935 e-mail.cert-validity @de, tuv com hitp:/iwww.tuv com/safety

L L N e e




4
EC Certificate TOVRheinland
Directive 83/42/EEC Annex i, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60105393 0007

Report No.: 21234760 001

WMianufacturer: KABE LABORTECHNIK GmbH

Jdgerirofsty. 17
51588 Nimbrechs
Deutschiand

Products: ction
ox detanis:
strabicn Mo o D £00340.:
Expiry Date: 2020-16-18
The & Bady heraty declrses that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC hava been met tor e lsted products. The above named manufacturer has eostablished

and opplies a quality assurance systerm, which is subject to perdodic surveillanas, defined by Annex i,
section B of the aforemendoned directive. For Macieg on the marked of class 1 devices covered by

this certificate an EC design-examination sertificate sagording to Annex i, sseton 3 s requicedh

Effective Date: 2013-106-16

Date:

Q\
N

Notified Body

2015-15-15 \\ Lt

|r.|.|.s. e
Dipl.-lng. b Munkler—mung?.,

TUV Rheinland LGA Products GmbH - Tiltystrale 2 = 80431 Nimberg

TUV Bheindand LGA Praducts GmbH s a Notified Bady zccording te Directive 93/42/EEC
concerning medical devices with the identification number 0197,

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 80105323 0001

Report Mo.: 21234760 C01
Manufacturer: KABE LABORYECHNIK GmbH

Jagerhofste, 17
51588 Nimbrecht
Deutschland

Date: 2015-10-16

alotal




Capillary blood collection system
Capillary blood collection GK

Capillary blood collection GK
It consists of a prepared test vessel and a prepared plastic end-to-end collection capillary with|
stoppet.

* Easy handling

* Plastic capillary* with exact filling volume; complete inner surface prepared, unbreakable

* Collection vessel serves as centrifugal vessel; prepared for all common tests

* Light protected, tinted vessels for bilirubin analyses

* with conformity certificate in accordance with the Weights and Measurement Regulations
Fill the capillary with capillary blood from a horizontal position. ‘
After filling let the blood flow into the vessel from a vertical position (shake out remaining blood).
Remove the capillary, press on the attached stopper and mix or centrifuge.

077003 EDTA 100 pl
Packing unit:
100 pes in bag,
4,000 pes in box
@ 11/8 x 39 mm




®EAEPAABHAS CAYIKBA 110 HAA3OPY B COEPE 3APABOQOXPAHEHNAS
(POC3APABHAA3ZOP)

?chrmu MOHHOE YﬁSCTOBEPEHHE =
HA MEIMUVHCKOE U3AEJIME
ot (4 gexabps 2015 ropa Ne ®CP 2009/05559

Ha mennumnckoe usnenme
Habop pearenron «Macao ussepenonnoe» no TY 93938-611- 29508§33~2(}09

Hactositee perncTpaidoHROe YA0CTOBEPEHHE BLIAHO
Ofmecrso ¢ orpaHmydenioit oTBeTcTBenHocTbi0 " MuuuMen

(OO0 "MuunMen''), Pocens,
241520, Si)ﬂliCKdH ofracre, Bpaucknil paiioy, ¢. Cynoneso, yia. Hlacceiiuaﬂ, & 17A

[ponssoaurens

Obmecrnoe ¢ orpanadeHnoii oTeercraeHHocThi0 ' MunuMen"

(000 "MuunMen'"), Pocesrs,

241520, Bpsnekan o6aacTs, Bpanckuii paiton, ¢. Cynonero, ya. locceitnan, a. 17A

MecTo NpoM3BOACTEE MEIHIMHCKOrO H3ASANA
241520, bBpsauckast o6nacts, bpascexnil paiton, ¢. Cynoreso, yJi. lﬂoccem{aﬂ, i # 17af1

Homep peructpaumosntoro nocse Ne PJ1-9304/5 1845 or 19.11.2015
Bux Me,zm;iwmcxoro H3ACAHS ~

Kaace IIOLQ’HLIHHEBHDTO PHCKA NPHMEHCHMS METHIHHCKOUO H3ACIHA 1

Koz OGuepoccuitckoro kaaccH(pukaTopa mpoayKiHy s MEIHINHCKOTO ﬁaﬂb.rm_a 93 9816

Pyxesonn Telb (I)enepam.noﬁ cnyznﬁ:
no Haa3opy B cdepe mpanonxpam,mm_




000 "MuHuMen", 241620, Poccunckan ®egepauns, BpaHexas oﬁnacrb,
BpaHcKkud panos, ¢, Cyaoneao yn. iloceeinkan, 17 A

Ten. (4832) 92.97-97, 92-24-62, -63, -58, -86, -67, -58, -60, -61, -62

® MHOrOKAHANLHBIA Homep - 8-800-100-48-32
Mu HU Mc (7) ®akc (4832) 92-24-54, 92.24-53, 92-24-61 |

nocfauluu* nabopamopuid WUHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpaunonnoe yaocrosepenue Ne GCP 2011/11702 or 17.08.2011 .

1lacmopr

[Iunerka crexaauuan k COI-merpy IC/COI-01
TY 9443-005-52876351-2002 1

1. Hasuagenue
Hpcm»m‘maqena JUIA M3MEPCHHA BBICOTHL CTONDA MAA3MbLI KPOBH NPH ONPEREAEHHH CKOPOCTH oce,zraasm
3PUTPOLTOR, |
1 2. Ocn0BHBLIC TEXHHYCCKUE XAPAKTCPHCTHEH
1. Iurierxa m3rotosaena no TY 9443-005-52876351-2002
2. }I‘zz:;f-lmm H3rOTOBICHL! M3 MCHHUMHCKOrO ¢TEKNA MO FO( T 19808 (_HC-1) nau xm«mxomdﬁoparopnoro
crexna no FOCT 21400 ( XC3).
3. Hunpﬂ(a NPEACTABAACT COOOH NPAMYI KAMHAIAPHYIO TPYOKY ¢ 3AIHDOBAHHEIM HIKHUM TopuoM, Baoas
KAITHNANDA HAHECEHA LrKama. ‘
4. JlnuHa nunetii, Mu, ue Sonee ~ (74,5, Buerunmit AMAMETD, MM ~ 5 1,0,
5. Bryrpersuit gnamcerp munetii, M — 1 4-1.6 mat.
6. ﬂlflai:ilijml HIMEPCHHI BLICOTR cTonda nnasssl, My — 0-90, Llena genenus mkanes, MM 1,0,
7. Homyckaercy cnabsiii 1aeTOROM OTTEROK.
8. 3ma C YTBEPHRACHHS THINA HAHOCUTCA HA NHICTXY MCTONOM BAKHIAHI,

|
! 3, Vlldk()'ﬂl;llldilldt‘, TRANCOOPTHROBAMIC B XPaneHm e

Yndxoska n3nesHit 00ECHCHHBAET MX COXPAHHOCTB NPH TPAHCHOPTHPOBKE. TPAHCTOPTHAS YIAKOBKA HMCET
Haamuce: «OCTOPOXHO, CTERA0». YCI0BHA TPARCTIOPTHPOBAHMA M3zeanil - no TOCT 15150-69 B KPBITOM rpaucnopre
mobore BHaa. Yenosust xpanenus - no FOCT 15150-69. |

‘ 4, Tpebosapns De30naCHOCTH ‘
Ipn %drmyammm HEOOXOIHMO COOMIOARTL BPABMIR GCIOMACHOCTH UPH PABOTE CO CTCKATHHBIMR M3ACITHAMAL
Mizaemye He 10/DKHO DOABEPTaThCs PE3KHM YAAPaM B TIPOLECCE IKCTLIYATALHH. PEKOMEHAYEMBIC YCIOBMA IKCILTYATALHA:
TCMICPATYPd OKPYXAIWEH ¢peapt o7 10 10 35 °C 1 OTHOCUTEABHAS BAUKHOCTS BO3AYXA npHu 25°C He Goace 80%.
|

5. Cpepernn o0 yruauszagvn
Hipgenvie ue npeacTaBisieT OMACHOCTH A48 OKPY»KArOIIEH CPeabl, sK#3HA M 300POBBA JIOACH MOCAe OKOHTAHHS
CPOKA CHY*Ob1. Hopx,aorc YTHIAHIALMK rigenus onpeacasercs ltorpedurencm., !

1 6. TapanrTin B3roTOBHTENA 1
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Certificate ES10/81671

| The management system of

| DELTALAB, S.L.

Poligono Industrial La Lliana; E_Iaza-De-La.-Veméda.i.

‘ - 08191 Rubi, Barcelona. Spain

has been assessed and certified Iasmeeﬁng the reqiirements of

|

‘ ISO 13485:2003
| EN ISO 13485:2012
i For he following atiivities

Design, manufacture and sale of sterile and non sterile medical
Itie'wic:es for the collection, transport and conservation of biological

| samples for clinical and IVD analysis.

|
| Catalan Translation

J 4
Disseny, fabricacio i comercialitzacié de productes sanitaris estérils

| ino estérils perala presa, transport i conservacio de mostres
blelogques per a analisis cliniques i de [VD.

|  This certficate is valid from 11 October 2016 until 31 March 2019

-and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 31 March 2019
| Issue 6. Certified since 12 October 2010

Authorised by

o
Y

| S8 United Kingdom Lig
Rossmore. Business Park Ellesmere Port Cheshire CHB5 3EN UK
t+44 (0)151350-6666 f+d4 (0)151 350-6600 www.sg5.com

SGS 134852 1114
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Design, manufadture and sale oflabiot

! Certificado ES10/81672

| The management system of

DELTALAB, S.L.

|

‘ Pol. Ind. La Llana, Plaza De La Vemeda, 1
08191 Rubi (Barcelona)

|

i

ifigd as meeting the requirements of

| 1ISO 9001:2015

For the followina activities

has been assessed:and cef

ilakiotatery material for-the collection, transport and
| conservation of samples for.migrobiological, molecular hiology, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored

samples, general labware and industrial packages.
|
Disefio, fabricacion y comercializacion de material de laboratorio para la toma,
fransporte y conservacién de muestras para analisis de microbiologia, biologia

molecular, hematologia, bioguimica, histologia, microscopia y coloracién.
Comerclalizacion de equipos para el almacenamiento de muestras preparadas,

almacenamiento de muestras para criogenizacion, material general de laboratorio y

coaseible at i sgs

envases Industriales.
in/ from the foliowing siles

Pol. Ind. La Llana, Plaza De La Verneda 1 - 08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 October 2019.
Issue 7. Certified since October 2010.

| Este certificado es valido desde
‘ I 29 de noviembre de 2017 hasta 11 de octubre de 2019.
Edicion 7. Cerlificado desde octubre de 2010.,

Authorized by

Direccion de Celtiﬁcacibn

$GSICS Ihérica, S.A, (Unipersonal)
| ClTrespaderne, 29, 28042 Maclrid. Espana.
| L3491 3138115 F 34 91 313 8102 WIWW.S(S.COM

| FPage 1ol 1
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5 LORNE

LABORATORIES

EC DECLARATION OF CON#ORMITY

Lorne Laboratories Ltd declares that the following in ivitro diagnostic reagent:

Product name Catalogue htinlber
ASO Latex kit - 31100A

has been classified as non List A, non List B (D|rect|ve 98/79/EC, Annex II)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002

No. 61‘8 which transposes the requirements of Directive 98/79/EC).

\
| |
and is|in conformity with the national standards tlarlsposmg harmonised

standérds |

) iBS 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 conformity assessment procedure performed was in accordance with
Annex [l of Directive 98/79/EC.

This déclaranon of conformity is issued under the solﬁ responsibility of Lorne
Laboratories Ltd and is valid from 13 April 20186.

ﬁ

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 RGG64UT United Kingdom | www.lornelabs.com '
|
|
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LABOR AT'O RIES

@ LORNE

| EC DECLARATION OF CONFORMITY

Lornq‘ Laboratories Ltd declares that the following in vitro diagnostic reagent:
|
| Product name 9a_ta|ogue number ]

CRP Latex kit 850100A |

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 wa% in accordance with
Annex |l of Directive 98/79/EC. 1

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

f

Eddy Velthuis
Technical Director

Lorne Laporatories Limited | Tel:+44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 98¢ 4518
Dan:ehill, Lower Earley | Email: info@lornelab$.com
Berkshire RG6 4UT United Kingdom | www.lornelabs.com;

I
i«’egismre# ohire as acove. Registered in England No 045406757 VAT Ne A 3655 66



Filo No A12241¢
15Q 12464:2003; 150 S001:2008 Kegintefod affice an sbove, Registared in Enpland Mo, 04540797, VAT e, B0 655 66

LABORATORIES

45 LORNE

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 II)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Cou@cil (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and i% in conformity with the national standards transposing harmonised
stand%ards:

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

¢ BSENISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Ill 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.

=

._-—.""ﬂﬂ"

Eddy Velthuis
Technical Director

Larne Laboratories | imited Tel: +44 (0) 118921 2264
Urst 1 Cutbush Park Industrial Estate Fax: +44 [0) 118 986 4518
Danehill, Lower Earley Email; info@lornelabs.com
Berkshire RGE 4UT United Kingdom www.lornelabs.com
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