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ica Moldova
mun. Chisindu 2001
str 65, of. 607

Rechizitele bancare:

Cod fiscal/Cod WA: I003600I I7582/0205086
B C " Mol dov a-A gr o indb ank " SA

filiala M.Eminescu
cod: AGRNMD2XB64

L

tel.l,
tel /,

(373-22) s4-91-21
(373-22) 54-73-73
(37 3-22) 54-9 I -20

cont : IBAN MD1 6AG000002 2 5 I 7 480 I 267 5

ISO 9001:2008 All Cert Systems, Certificat Seria C Nr. ll204l

In atentia grupului de lucru achizitii publice

Declarafie

prin pr.ezentu,f'CieG-MLD" SRI- careparticipl laLicita\iaPublicd m.21003567 din

10.01.19 privind achlzigionarea medicamente gi produse parafarmaceutice,vd comunicd

urmdtoarele:
- v origine pentru produr drei tranqe'

- v calitate Pentru fiecare

- g trange de produse cu icit,nu mai mic rle

80% din termenul total de valabilitate.
- va fi efectuatd ptogt{-ut.a mersului reacliilor de testare gi examinare de laborator la

echipamentul existent in Ce trele de Transfuzie a isingelui ti de 10 zile dupd desemnarea

cigtigdtorului.

GLOBAL BIO}IARKITLNC CROUP. I{()LDO\A

GLOBAL BIOMARKET'ING GROUP _ MOLDO\/A



Pol Ind. La Llana, Plaza De La Verneda, 1

08191 Rubi (Barcelona)

has been assessed and certified as meeting lhe requirements ol

ISO 9001:2015
For the followino activities

ini from the following sites

29 Novr:mber 20'17 until 11 October 2019.

lssue 7. Certified since October 2010.

Este certiflcado es vitlido desde

29 de noviembre de 2017 hasta 11 de octubre de 2019.

Edici6n 7. Certificado descle octubre de 2010 '

DELTALAB,,S.L.

Authorized by

Certificado ESI 0/81 672

The management systenl oi

Direcci6n de Certifi caci6n

Page '1 of 1

TlFlDACl0l{CER
N' 05/C-SC001

SGS ICS lbtrrica, S.A. (Unipersonal)

C/Trespaderne, 29. 28042 Madrid. Espafr a'

t 3491 3138'115 f 3491 3138102 www.sgs'com

This docunrent is ssued by the Conrpany s!bjec to i6 General Cordldoils of Cedjllca[on
Serllces accessible atv ru sgr com/lerms-and -conditions hbn ltlenton is dfa\!n l0 tire

lim tatjons of iabillty indenrnificatlon and JUnsd ctjonal lssues established llterern The
a!Lhentcity of lhig document mny be ledfed at http)/hsw sgs corn/en/cedlied<l efis

and-prod!itsicer(jfied'client'dir*tofy Any unauJrorized alte.auon, forqery or la s fcEIJon

ol llle conlent or appearance ol tltis docun)Ernt rs unla\!,ful and olienders nay be

paosocuted lo the fu lest 3xlent of lhe lav/



Certificate ES1 0/81 671

The managemenl sYStenl of

DELTALAB, S.L.
igono lndustrial La Llana, Plaza De La Verneda 1,- 

08191 Rubi, Barcelona, Spain

has been assessed and certifled as meeting the 4equiremenls of

|SO 13485:i2016

EN fSO 13485:2016

This certificaie is ivalid from '1 B September 201 7 until 1 1 October 2019
' ' and, repains valid subject to satisfaclory surveillance audits'

iR* oertification audit due before 10 Sieptember 2019

lssue 7. Certified since 1 2 October 2010

fo

For the lollowing activities

Authorised by

SGS United l(ingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK

t +44 (0)151 350-6666 fr44 (0)151 350-6600 www.sgs.qam

sGS 13485 2016 0411

Page 1 of 1

This doc!msntrs iss!ed by he cornpany subl€oL lo its Goneral Cond llons ol

C€rliloadon Servicrs accesrbls al lsw sgs conl/brms-and mndilions hhr

At6nLon rs dfaM b tho [[]iblloils of liab I ty, ind€nrnificaljon and iwisdictjonzl
issles eslablishedlherein The auhenloity ol lhls docomentmay be!€Ii6€d at

hdp /4.$N sgs com/en/cerLjlled-clieDts-and-products/srtiIed-cirsnLdreLiol]
Anyurau(horizedalt€r:llon forgeryorhlsilicalionofhecontclltorappe.ance

of thrs docunrent is un avnl and oflend0rs may be prosoculed to the lu e: I

exlonl ofi,Lro lalu

v
U KAS

MANACEMENT
SYSTEMS

0005
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CISQ is a member o{

. *** .-
i :* $* 'x:

{, q,(
F-!R

fte trmRN^noNii cffilFlcAroN NfloRK

www iq net-certilica(ion, conl

IQNet, tho sssocLltiail af the ||oild's fnsr dasi
tprlllicatloh bodieq ls the lage\t Provtdtlr o[ ntdn'9e4ttnl

sysLetn Certill6tlon in lho rtorld

IQN1I i5 Eomposed ot tn)rP thail l0 bodles aild Rilirls
avEr l50 stbsldlarle! dll over ttte glabt:

Certlflcazlone d€l slstemi di geillone tzl-'nlale
CISQ is the ltallan Federation oI managenenl

sYste m Cer(ilicalion Bod i e s

GRUPPO VACUTEST KIMA

MEUS S.r,l.

Italia

E coruroRHle nrLA NoRN4A i 
/s tN coMPLtANcE wtTH TtlE STANDARD

uNi cEl Ettl lso 13485:2016
Sistema di Gestione per lb Qualitd I Quality Managenent Syslem

PER LE sEGUENTT lrrrllrn I FaRTHEFoLLowtNG AcnvrrE$

EiA: '14 - 29

^ ^..], ,.,^^j ii ^r^\/Aff^ ^^n vrnr^ nredetFtminato ad uso Drellevo emaLico, liquidi biologici e urine. Produzione di pfovette

Design and prod),-tinh ^lta.t ttlhF< trtirh nradFrann;r)cd vailutn for colleclon ol heetnatolog,"u' 
"u,,Lt,::,,,:::,:,i,Y:1':l:,:,i:";::;ri:Z

ir/e Ctrfentissue ExPiring dale

112007 tst0otzorc 1710112019

/.., v
rc

Piazza Don Enrico lMapelli, - 20099 Scsto San Glovanr)i (Ml)

desll 4ccordl dl l"luhro
EA, IAF e ILAC

ROLL i

KIMA

dl

ucstgtt dtts P'wv for vacuum sanplit'tg' Design and
sa1ryles Prcdu.clto 

"rliafor 
microbiotogjy. Des,gn uno

prc(JLrcftotl of diagt). tct"hflt* e roup: d'iignostii: kits,
^.. 

)' '^/:^^ ^t 
.|^fi

l)tt' .a -|^.;l^ ^^d.ll^c 
na<i611 atlal

s wrn preaercttuttYu vdvuuttt dnd sterile needles Design ancl

ing of thermoplastic materials fot nedical devtces

p€r I'applicabilila dei requisili della ncrma di riferimento
' 

of appiicalion lo rclercnce slandatd requirenrcnls

enute ne lD s(ato della (jertifKalione di c[i al presenle cerliticalo'

725341 0 indifizzo e-mail lnib@iciD it

t lhe ceilificalion stalus relercd lo in lhis cerlificale'

5341 ar enail adc)ress inlo@icint il

enle Dala di scadenza

cti

\::)
\(,

A PRD N'OO4 8
D PRS r{o 082 C
[1 tsP N" 046 E
F fls Nc0030
G Et,lAsN. 001 P

SGA
5GE

951

rg
CERTIFICATO n,

CERTIFICATE No,
426513

and ILAC Mutual



CISQ is a member of

DlEltrlEnNArl0illl llERiFlcATlor NmfoRK

www.iq net-codification com

IQNet' the assodatio\ of the fro.ld't lnst tliss
cettlttaalloh bodlet, lt lhe latgest provlder ol miDaqeilenl

SystErn cerillication in the woild

IQN?t is cgnFosed of horc than 30 bodies and co rhtt
ovcr l5O suhsldlstles all ovv lhe glohtl

CISQ A la

426413

plr lntormazioni plntuali e aggiornate ci della c€Itinc;zionD di cui sl presefte certillcato

s pieqa dicor ro e mail inlo@icim rl

For ltn,ely and upialec) info slatus rciered to it InB rcil;licale

em ssl0ne
lssle

1t2007

llease co)lacllhe nuiher +39 02 725341 or en)ail address info@.icnn tl

Emiiisione corr8nte

Cutrenl issue

1510612018

Data di scadenz:
Exprilng date

1710112019

U-

4.i

SGq N'
SGA N'
sGE fl'
5CR,\lo
SSt N'

(:i
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-
di or ganismi d

cIsQ is the Italian Federclion of mani'gcrntnt
sYstetn Cenincarlon Eodtes

b
o
6
t -..ow
":j.N

!1 ii

u) ii
N-

N{i
o0
cp

ll i:
-o i:
e3
0
o
o

MEUg S.r.l

ROLI.
KIMA

gs
CERTIFICATI3' N,

CERTIFICAIE /Vo,

SI CERTIFICA CI-IE IL SISTEMA DI GESTIONE PER LA QUALITA DI

uE,HEREBY CERTIFY T|/T THE QUALIry IvIANAGEMENT SvfirEM )PE\IATED BY

GRUPPO VI\CUTEST KIMA

via der I r n d u si?lali2/ ! :€t81i:., rra n de (p D )

E CONFORMH ALLA NORMA I IS IN COA4PLIANCE WITI.I THE STANDARD

UNI EN ISO 9001:2015
Sistema di Gestione per la Qualitii I Quality Managernent Sysfetn

PER LE SEGUENTI ATTIVITA / FOR THE FOLLQWING ACTIVITIE:.S

E:A: 14 - 2$

I,RE



ffiwU ST"
^{x?YrE:-\q,#a*i

DI CONFORMITA GE

ON OF CONFORMITY
"Disnosltivi Medico-Dlagnostic'i In Vitro" e s'rn'i'
"In Vitro Diagnostic Medical Devices" as atrtended

r,l, - artiEoli analisi

bware

';'p** gsoi'O Arzergrande (PD) - ndlia

+39-O49-97?.0624

e dei prodotti
identificcstion

,..o.^,-'rrornirlrr

+39-049-9720L82fax
fax

posta clettronrca info@vacutestkima.it
e-lnall

Sistbma di pretievo di sanbue e altri liquidi hiologicl

mediinte provette con vuotb predeterminato in plastica

"VACUTEST KIMA",

.VAhUTEST KIMA' vacuum blood and biological liquids

collection tubes in Plastic.

AfT,{
nell'Allegato U della Direttiva 98l79lcE e s'm'i."

in 'Anneifl of the Directive 98/79,/EC as amended

hiara
lencatirispettanoledisposizioniapplicabilidellaDirettiva
M pri ico- Dia o n o stici lrt Vitro ".
lencati rispettano le disposizioni applicabili della Direttlva

lvl ed ico- D ia g n ostici In Vitro "'

la succitata birettiva e comprovante il rispetto dei Requisiti

ura del Ferbbricante

e applicable provisions of the Dlrective 9B/79/EC

lagnostic Medical Devices".

ex III, in order to prove cclnforrnity to the Essential

ned under the premises of the Manufacturer

e, 01/0u2015
alita / QualitY Ma ':1'a\
nni Chiarin A'\')siqndturE 

{"t,ri'Y LAr-" {){*a' A
$

.s

VAu: UT
Toi +3!

33020ARZERG{lAND[(Pti)1taly.e"r."laii:iniOie'.,a0|jl0!:ikIl']:]
Parlova, Cod Fisc. e P |VA0x45cl1302lc1. BEA Pt] i]l|t!'i|j . C;lr liioc |] 

.:: :ii]ii i-:j.|
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al test tube

m.

lindrical test tube

2,5-5 m .

con cal test tube

0,5-1-2,5-5-10 ml
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3530

'3540

3550

400

375

400

Latex with rim

Latex free, without rim

Elastic material with in
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SEMNIFICATIA CLINICA(1'3)

COMPOZITIA

Acid sullafllrc

Acid clorhldric

Dimelilsullorid

Nitril de sodiu

MASTIRI DE PRECAUIIE

VALORI DE

Ser, plasma

Reactiv de lucru:

Amestecal] sl

il#'ffi ffir:fi';'firiruinu !oo*u este derivata din desradarea henurui ce provine din desradarea

h6moglobinei din erikocitell imbatraiite, Bilirubina se legata la albumina es$ transporlata l1 lilllill: f!'.l3lll

C(

{ec h

5-21 !molil)

BILIRUBINA TOIALA 9I DIRECTA 9

B)

Reactiwl Am€stecali 5 volum e din R 1 cu 1 volum din R2 tuest reactiv trebuie prepdat doar inainte

de uUlizae, direcl6 la luminahemoqloblnei dln eritrocitelb imbalraiite. Bilirubina se legata la albumina estf transporlata la llcat unde este rapro

loniug'.t. r, acid gtucuronJc, proces irfln care creste solubilitatea acesteia. Esle excretata apoi in canaliculele biliare

si hidrolizata in tractul qastfo-intestinal.

Concentratia serica a bilirubinei neconjugate crste in cazul unei productil de bilirubina {anemie hemolitica

acuta sau cronica) si in cAzul unor ijezichilibre la metabolismului bilirubinei !au alterari ale transportului acesteia

(sindrOmul Gilberl, sindromlil Crigletr Najjar, icter fiziologic la noi nascuti)

PR]NCIPU (3)

de sodiu (Na N02 ) si formeaza

dimetil si neconjugata reactioneaza cd acidul sulfanilic dlazotat formand

azobill ui, nlmai bilirubina conjuqata

Acidul de sodiu (Na N02 ) si formeaza acidul sulfanilic diazotal ln prezenta

dimetil si neconjugata reactioneaza cd acidul sulfanilic dlazotat formand

azobill ui, nlmai bilirubina conjuqata formeaza azobililubina.

a.id qr d sullanilic diazolat

CALCUL

Cu Calibrat{r : (A2 -A1) Proba " n, n = Ooncenkalia slandardulu

{A2 -41) 
5q6n6316

Cu Factor i (M '41) preg, x F

F : 323 32.3 552

Unil : mg/L mg/dl Prnol/L

Acid sL..-....., . d sullanllic diazolat

Bilirubina + Acid suLla;llc dllzolat > Azobi irubina

28.9

58

7

Bilirubina dirocE
Reactivul 1i R1

28.9

tt:

La rcmen
0-1zi:14-87m9/dl
1-2 zile: 3.4-11 5 mgidL
1-5 ?lla 1 5-1,0 mnidl3-5 zlle 1.5.12 0 mgidL

Eilirubina totali si direcE

Reac-tivul 2 : R2

43

(14.87 ms/L 24'149 unoiL)
(3+115 mgi[ 58-197 pmoliL)

(15-120 mgi L 26-205 pmol/L)

mmo|/L

mmol/L

ndiL
mmo|iL

CAMCTERISTICILE ANALIZEI

Aceste datb au lost obtinute pe un analizor C0BAS MIRA (37'C)

- Reaclivul R1 e$e iritant (X l).
R 36/:J7l38: lritant pentru o4hi, sistemul fespirator sau piele;

de l!nrina.
Tabla slablii lii ;

-snoitiutr, 

*rru ,p.rilra perfku iimre analizor (pentru coBAs [,11M consu lali I cAtAcrERlsIlclLE ANALIzED

pREPARAREA Sr STABr{rrArrn nraclv|Lon
*'*":',:'::nn'o"*'1"

Reactivu liniar pana la 20 mg/dL (200 nrg/1, 340 pmol/L)

Limita de

Limita de determinataconf0rmprolocoluluiSFBCesteegaacu00T5mg/dL(075mgiL'1 3ljnro/l')

a semnalului analitic esle de 52 m:A pe mg/dL de bilirubine lolali (5 2 m'A per mg/L or 8 9 m A per pmo lL) penlru un

1cm

- Corelatie
Un studiu comptrativ in[e metoda Elitech si un all reactiv comercial a fost realizat pe 51 ser!ri umanc

Parametrii regresiei liniare sunt urmalorii:

Coeficientul de corelale: r = 0 9990

Regresia liniara: y = 1 2244 x +0 09 mg/dL

- Interferenle (i)

Au fost re;lizate studii in conformitate cu recomandarile SFBC pentru a determina nivelul de interferenta al diferitilo

c0mpusl:

Clggfe: Inteferente la valori mai mari de; 300 mg/dL (3 giL ; 16 mm01/L)

Iidllglllgr Interferente la valori mai mari de: 600 mg/dL (6 gi t)

B9!l!glqu&: Intederente la valori mai mali de 500 mqidL (5 g/L)

Agjd ascorbic : Inteferente la valori mai mari de : 4omg/dL (400 mg/L : 2 2 mm0l/L)

PoL inlerlera alli compugi 
(l'8)

B) Bilirubina directi
- Liniaribte

Reactjvul este liniar pana la 18 mg/dL (180 mg/L 307 pmol/t)

- Linrita de deteclie (l )

Limita de detectie determinata conlorm plolocolului SFBC este egala cu 0 058 nrg/dt (0 58 mg/L I 0 pm0l/L)

- Sensibilitate

Varialia medie a semnalului analylic este de 52 m"A pe mg/dL de bjlirubin, conjugal; (5 2 m-A per mg/L or B I m A pe

pmo/L) pealru drum!l optic de 1 cm

-Precizie

- Corelatie
Un !itudiu comparativ inlre metoda Elitech si un alt reactiv comercial a f0st realizal pe 42 seruri !mane

Paramelrii regresiei liniare sunL umatorii:

Coelicienlul de corelalie

Regresia liniar,:

- In$rferenle (l)

Au fost realizate studii in conformitate cu

c0mpusr:

{r) = 0 99Bo

y = 1 2140 x +0 05 mgidL

G u(oza: Interferente la valori mai mali
Triqliceride: Interferente la valori mai

Eign0alobina: lnlederenle la val0ri

palo gic (2 q/L)

&idascorbic: lnled€renle la valoi mai mari

Pol inlerlera alli compugi (l'8)

. Tabla stabilitdtii pe C0BAS MIM (ner,cilj)

nivelul de interferenla a d feritilo

Rl cu I volum

,ROBA

300 Ut

R2 Arejt reac v se prepara med a na nle dereactv

ulL:::: L,--- -.-..- )- ,-...-.
Amestecati si cititi absorbanta {A'1) dupa 75 secunde de incubare

m (mq/dL) CV (%)

(3 g/L;16

0-1zi: <80ng/dl (8pmg/L 137lnolil)
l-2zie.< 120nq/dl (l2pnrgil, 205 pnol/L)

Yr*f"f,J:rr*Or*cafilaboralotsaslabileascasisamerllnaprcpiilevaloiderclerlnta 
Acestevalotisunldale

v0 ume feac[v5

Amestecati si citit

Reaclivii sunl slabili pe analizot 12orct\e a

mili mari de 200 mg/dl pe ser
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3.29lo J-x 3aMeuenrrrrlr ttutltatort ttaqrtrl 2

- tepcaftil Nle!uu[HcKtre aHafHocTilcgcKue o,4r]opa3oBLIc:

- 6yvara rylacura6no-roopalHarHa[ nonynoraDr(l)Mil,tccKat

AIIAJIIISIdPYEMI'IE OEPA3IIIbI

. Vlll s nerrorrroii
a fa,

"::"'"::i,"J]il:l;
noBeDxHocT6rc,
O6pasqu C3l.l r Kptrotrpeu{THTara aonxH6I rMerb B(a npo3PaqHorl )Kri]lKocrrt

xenToBaTolo uBeTa.

Ilpoqegypa rloryceHilfl 6uororHqecxoro Mareprrara
Ilo.ryveHre nJra3Mhr BerIollrofi t{poBtl

oro6paru n nnacrtaxoByre rpo6npxy <; 3,8%, (0.109 vrut/r)
rerul 9:l Nrtu B aaK)ryMHhre cilcreNtht,t(Jtt 83!Til! KPoBll c l.
I Harptrt, ucHTprd)1nHpoBurL nptt xtrlttturttrrii rcNrncl)ufvpe

l5 MHH npn ,3000 o6/vun (1200 g). Ilra:vy rpoon HcnocP

flo4rorof ra n-pl.rolrpeuunurarat Arq aHarn3a
3aMolloxeHHbri Kpfiotrpeutrtrxrar nj)rBecrr B xHAKoe couro{HHe, troNteorHB rtenlot( c

KpHonpctrrnilTaroM B Bo,[rHyrc 6aHrc npu rcNflcparyl]c Hc Bbrurc [nroc ]7o(l t{c|ca 5 I
Mun KptonpotlHtrxrar ao)txett trollltoct'hto pacratfL rr ttPttotiPecu Rtril ltpoll)il!trorll
paqrBopa xenroBaroro urern. ,{lr IPoBe.4eHilt aHrnxla tpe6\'ercr 0.-5 \tt
Kpflonpeqtrtrrrara Orpcgcnurt aKTtDHocrh (t, VIII no vcroay. onlcaHHoNry Hrxc
Ycroeus xpaHeHxf 6uo.lolu.tecroro M areplraJrrl
Bpevr xpareHnr BccneAycMofi nna3Mbt.[o aHat[3a - Hc 6olcc 4 ! npH KortHtrt]oi
reMaeparype r se 6olee 8 u npn revneparype or nnmc 2 !o nnmc 8'C ,[olycraercr
o,uHoxparHoc 3aMopaxuBaHHc [na3Mbr npE Tcltrcl]arypc lrlHl'c l8 20"C I xpaHcttltc rtl)H

eroii relrreparype tre 6oltee 2 vec
Pacrnoprt C3fT a rpHorpeurlffTara xpaHefl[ro He nornexar
OrpaulveHun no HcrroJtb3oBaHHlo 6ttoJroru(tecxoro [tarepuar a

flpr pa6ore c KpoBbrc o6quv npanurou rBntcrc, HcMcAncHHr)c orltcncHUc nlnf,\rLr .)r

QopMeHHblx f,ncMcHToB! TaK KaK HCKOTOPbIC BCIICCTBa MOfyT IOtnoUalbct ll llHAKlllBlll)o
BaT6Ct ?pXIpOUHTA[til H netrKOUH',rilNill

IorropHoe 3aMopaxtrBaHrc o6Pasuor rccrc4ycMoii nna3Mbt Hc Aonycr(acrcr, r N ill)l
noBTopHoM 3aMopaxxBaHHn il oralBaHtu npoIcxolur qacrrrqHar itcrpa.ilarLilr 6cnroslrr
BCUICCTB.

IOI(IOTOBKA PEAf EHTOEI AJIfl IICCJIEAOBAH I,If
Pa6o,ruri 6yrDcpHbrii pacraop. Eyl|)ep H\rr.qa3ofloBttii xoHueurptrpoaaHHbri l)il3Bcrril B lli
pa: (coAeprxulroe rfrarona ncpcuccrn e lrcpuurii ulrn[]rAF, .toBccrH rto | 0l) \|
glcr ulluponatr ttoil aoaoii u r ruar e,r lr ro nepeMerrarr,)
KeSarrtH-KaorrrHoBafl cMecb. Bnecry so {rrirror c rpNlr,aov (Ne(l]anrHo^r) cycIyH3!ro
xaoruua Kc{tuuu-KaoJIHHoBat cuocb foroBa K nnoBcaeltto anun:a tcpcr 30 rtrtryr
nocle ro6auenur xaotrurta, flepelt IrpoBe;terHeu alrzuril3a BctprxIBaIr,
flna3Ma cy6crparnan \/111. Bo 4)IraKor c fIJra3Moij cy6clrilnroii \/lll nrrecrrr I rr:r

4NcmrrrpoeaHHofi Bo,llbr, paurBopilTL npt ecropoxHoNr troKaqtrBilrriil Bpclu pacrnopetrttr
poafcHfa B lucrarluponanuoii no,lc npI KoMHarHoii TcArncl)arypc nnnc (18-25'C])
cocraBtter He 60nee rl)ex MrHyr
l4cnorEoaars repe3 20 MHHyr nocnc pacrBol)cHut
ffla:ua-xaru6parop, Bo (uaxorr c nra:rroii-raru6parol)oM Bilccrrr I rrr lrrcrrrrrrrponarr-
xoii nogsr, pacrBopfiTh npH ocropoxHoil{ noKarillBaHilH tlcnonb3oBilTb rePcr 20 rrrrnl,r
flo0ne DacTBoDeHtrt,

Karrurs xropuaa 0,025 M pacrnop, Ilarrcrcl /lnt npoBcltcHil,
ncrpr,rrrrrrr rlrr rraHalr:a flepea aHanll3oM nporperr nptr 37'C

I nonyaBToMarucecKilx KoaryJroMprpax, cnoco6rrsrx
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HeH4lo MeAuqhHcKorc usA+nuA A A AuarHocruKu in

OH6pHHoreHa B nna3Me-KaJrH6parope ).ffa3aHo B nacnopre,

XAPAKTEPI4CTIIKH

paspa6orauuofi Klayccorr.r e c r.{36brrKoM TpoM6}r}ra ,l
HCCneAyeMOU nJIa3M BpeMq o6pa3oBaHHe cfycrr(a

teTc.fl TOJT6I(O aI(Tr.IBHoro $l.r6prHoreua.
npaBHJIbHOCTb OnpCAeneHff

r/n, cso6o4Hsrfi revorro6HH
ruu{epuAbr-go6r/tn nusrfi renapr,rn - go I
npeBhruleHxr yKa3aHH6Ix xoH BO3MO)KHO I]O'IyCeHH€

x pe3ynBTaToB

,7r/t. B zaaucwocru or qyocrBHrpnsuocrn KoarynoMerpa NreroA

rrpe.qel]rrr, 0,6 r/rl Qn6pnnorena.

Ha6op roe rDu6pnuoreH-Tecr He tBJlterct
H3II) IeHH l.r Br,rAereHHfr B ot{llyxaoruy}o clleAy I'r He

c Bo3MO)I{rIOCTbO 83l)I'lBa H BO3rOi)aHlrl,

onH

BAK e cHcTeNrbl aflq B3tTr4{ KpoBH c

Pacraop n.la:vur-rcalu6paropa, B
BOAbrj pacrBoj)HTb nllH oc
npoBe.qeHilro auarura'tePe: 20 vtiH

TIPOBEAEHI,IE I,ICCJIEAOB
IIpose4eHue aHaJlu3a Ha aBToMar
. Bur6pars Ha KoarynoMerpe nporpavvf

Meroay Knaycca.

Holton,r,rccKHc rpc6oeaHltl l( ollrallll3alll{tlill

l4N,l MeAilUl4Hcl(ylo Assrel6llocrb); Cn i l 5 2lJl6 o I

frCl-OLlflllKON4 OIl0CllblX

nlleAc[aBJlteT Pl,]cK{lB.

cBi[3aHH
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B cneAyrcuux ,[ot() {errax: CauIlrH 2 i 3 2630-10 or ]0 09 ilOl0
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I 1.01 .201 I <flpoQunaxruxa Bl4al-uu$er<uunr

& np" pa6ore creayer HaAesarb 3aur4rHyrc oAexay (xanar), a faK)K(i

MEAHUIi AHarHocrrrrrecKr.re oaHopa3oB6re nepr{arKr, TaK KaK o61ta:usr

A rpov6ru, exoasulHi s na6op d)r6pnuorcH-r'cc'f, corcp)Kilr
xoHcepearfr a3rA HaTpilt, Koropbrt Moxer Bcrynarb B l)eaKulllo co cBlllllLo\r ll

cI4creMht c o6pa:osaHueu tto't'eltLttizrtt,lto

nta3MLI ttpOBll qeJ]oBeKa CneAyeT paccMaTpHBaTT, (aK IO'TeIlUl4aJT],110
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Hoti ruQexuutt.
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OEOP BAHI4E I{ MAT'EPI4AJII'I
-K lrc6oro tnna c Ha6opov nJlacrll(oBhrx KrcBerl

- ueH la6oparopual;
nrIeTI{ noryaBToNrarHqecrhe oAHoKaHart hHbre rtepeNteH Horo o6rerra, -50-200
M KJI I-,I

H trNACTtrKOBbIC BMECT}IMOCTbT l0 vr r 3,8% l-x 3ilrerilerr]rhri

3.2'Yo 3 -x 3aMeLrIeHHb]i\l ul4'fpil foi\r
u14rpaT 5,5-eoAHrfi (0,109 M) urz

Bocn

Ionyc orr(noHeHlo coAepxaHhr $n6puuQreHa n nlasue-xala6llarolle or
,,^ A^-^^ <O/ATTECTOBAFI 3HaqeHr.rr He 6olee 5%o

Ko:(r{lluu
Ionycruv
B O.IIIOA

JIU uefiH
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lro coornelcrsyer 6uo,rorn.recrouy pef epeuruf r'.ry unrepnany ( I)

HaTpHS -BoAHbrM (0,1 09 uorsh);
BoAa Hafli

rlHnuHAp;

- nepqaT(I..t Mr3aHuHHcKHe II{arHocTHrtecKHe oaHopa3oBbl0

Nt aTepr{ a.n a

npenHa3HaceH Ajlfl onpeleJl9HI{,l
roBeqecKot KpoBH.

O6pa:urr ura3Mbr KpoBH Art aHaJII.r3a He,IloJIxHbI 6stt+, telloltlt'rltponattt,t.
coAcpxaTh crycTKh, nphMccb 3pHTlloUHToB' Hc ,llort)illbl KoHTal( | l'lpoBil l. , co

creKrtHHot noBepxHocrl,Io
Ilpoueaypa noJryqerlHrr 6xolontqecnoto MarepHaJr a

BeHo:n),ro xpors oro6pats B IIJIacraKoBylo npo6apny c 1,8'% (0.109 rrorrr'irr)

ut4TparoNt Harpur B coorHoueHHH 9:l HrH e BaK)/yMubrc cucreNlbt Jl.lrt B3tfra,
KpoBH c 3p% (0,109 vo:rsA) uarparoM Harprt, ucHrpHrltyrHposars nptt

rolrHatsofi TcMneparyl)c or nrnc 18,4o nnnc 25'C n rc.rcstlc l-5 rtHH nltrr .i00{)

o6lvuH (1200 g)

I:rasvy xponn Henocpe.[crBeHHo nocre rto,t)"teHnt Hn]I aHa,tn3rtl))noI cl)ir3),-

HJIH rloMeuator eo cflaxonu c rIJIorno 3aKp6tBatotunMHcrt Kpbttul(arttr ti

3aMopaxuBalor npn reMneparype vr,uyc 18"C.
Yc.nosuq xpaHeHilr 6uolonuqecroro MareplraJra
Bpevl xpaueuu.R accre,qyevofi flra3Mbr !o aHaJrH3a - tte 6oree 4.t trpl
xonruaruoii TeNtneparype or nlrccl8 ,qo nrrcc 2-5'C rr rte 6o-nee 8 't ttptt

TeMlt(]parypc or nlttoc 2 ro n.ntoc 8'C, .[on1,c6ng1gq r]JflroKnr il rr)(:

3aMopaxrBaHuc nJra3[4br npH TcNrncl]arypc nrruyc l8'C il xparcrrjc ripr ,r(ril
TeMneparype He 6olee 2 llec.
Orpauu.reHnn ro ucltoJtr,ioBaHilto 6Hororn'recKofo ]!tarepuaJta
llpr pa6ore c KpoBbto o6ull4t\l [paBtnoM tBllnerct IreNlearenHoe orteJ(]HHc
nna3r{bl or $opn4cHustx 3ncNrcHToB, TaK KaK ucKorol)src Bculcct-Ba lor-)/l
nofjtoulaTbcg H llHaKTrrBr{l)oBal'l'cs rPnrpolIil1aM]l ll,lellKollll-raNIl
Iorropnoe 3aMopaxHBaHHe o6pasuoa l{ccre,rlyeNroii lrra3i\rl't le itorycKircrcr.
T r(. [p].t 3ToM npotcxoA]rr LiacrlrrHar Aerpalaunr 6erxosr,rx Reuec-TB

NOA| OTOBKA PEA|EHTOB IJtfl I4CCJIENOBAHPIfl
Pa6o"rilfi 6y{repurrfi pacrBop. EySep anraaa:onoB6ri.i I(oHueHTprtposaurrr,rii
pa3Becrlr r 20 pa: (colepxtvoe $laroHa [epeHecrH B MepHy]o eruKocl'b.

aoBecrh ao I00 nr AncurruposaHHoii eoAoii r.r rularcrsxo ncpcucuarr)
TpoM6ilH rreJroBeKa,,rlror[nrsHo Rr,rcyrueuusrfi ,ur ofrl]c'trcr(:rrt

*[rr pa6oru Ha aBToMarHLrecKHX K

$raroH c rpov6uuov 2 vr $Hono,ror

BCUIECTBA HC BJIH'}OT HA

6urtupy6nn B KoHueHTparIHH Ao

IlvHeitrl oope,qeneHHfl or 0,8 go 5,0 r/n

3uaceHur *onueHrpaqnfi , coorBercrByrorllre Hop}taJrbrrr,l\l (ln6puHorcHa, BHecrr so (rraroH 2 vr tt{lloBaHlt0t{ B(ulht* ti

Hollnranr,Hs!fi Aaana3oH :saqcsaft $n6paHoreHa, nolyvcHusrft nl)H pacroopflrL coaepxfiMoe npB roKaqr4BaH K flpoBe.qc[ il r0

y He l\{eHee I 00 s.4oponrrx gouople, cocraBrqer s 2,0 - 4,0 r/n, aHarn3a r{epe3 20 IittHy'r loc,re pa3BereH

HMMyHHL,rx, Aecrpyr(TriBHbrx npoueccoB, a rar<xg ran.Rerc.r oAHl.IM r.r: Sataopoe

p0c1'Bopa

Rll(:cJll llr)
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MCFARLAND BARIUM SULPHATE STANDARD
standard di torbidiD per la preparazione di sospens_ioni di nricrorganismi

Turhidity standard for preparing suspensions ot mtcroorganlsms,

DESCRIZTOI{l:
Cli stancla ro utilizzati cotre slanclarcl di torbicliri

nera prcp nsioni di miclorganisrni ecl in particolar

nlodo nell inocurli batteri':i per I'esecuzione
del l' antibiograrnnra.

PRINCIPIO
Cli standard di torbidit) sono cot.t.tposti da so:;tanze chir}liche che

rriscelate precipitano formando una solttzione di riproducibile
torbid it).
Cli standard McFar land vengono preparati aggiungendo acido soliot ico
acl una soluzione acqLrosa di cloruro di bario.
La nriscela porta alla fortnaziotre di precipitato di solfato di bario
Per ciascurr standard McFarland in tabella 1 b riportata la densit)
cor risponclerrtu: espr essa i rr cel lule/rnl. La concentrazione batLerica

clipencle clalla dinrensione dei rlicrorganismi. Ivalori riportati trella

tabella 1 rappresentano valoti nredi di concerrttazione validi pet i

balteri Per i lieviti, che hanrro ditrrensiorri tnaggiori, bisogna clividere

gli stessi nurreri per 30

PROCEDURA
Pr inra dell'uso, agitare vigorosarnente lo starrdard di torbiditir,
ulilizzando un vortex nreccanico
Corrparare la torbidit) di una sospensione batterica preparata alla
torbidit) dello standard, in presenza di una Iuce adeguata
Alterrrativarrerrte, utilizzare lo standard di torbiditi per calibrare un

turbidinretro elettr ometr ico.

I NTERPRET,4.Z,IONE DEI RISULTATI

DESCRIPTION
McFarland standards are usecl as turbidity standards in the prepatatior.t

of suspensions of tnicroorganis;ms and has partir:ular application in ther

prepai'ation of bacterial inocula for perfornring anfimictobial

sLrscep[ibil ity testing.

PR,INCIPTE
Turbidity standards are prepared by rnixing cherrricals tlrat precipitatc tcr

form a solution of reproducible turbidity.
McFarland ptandards are prepared by adding sulphuric acid ttr atr

size, these irunrbers slroulcl be clivided by aboul 30

PROCEDURE
Vigorously agitate the tLrrbidity standard on a nrechanical vot lex trrixet

just before use,

Using adeciuate light, corrrpare the turbidity of a bacterial suspelrsiorr to

the tur bidity standard.
Alternatively, use the turbidity starrdard to c.rlibrate a electrorlretriL

turbidimeter.

RESUTTS INTERPRETATION
McFar land standards will enatrle the preParation of standardized

irrocula for use itr tlre performance of starrdardized alltilliclollial
susceptibil ity testing procedures.

L'utilizzo feglistandard McFarland consente la prepatazione di jnoculi

standardizzali da utilizzare rrelle procedure per I'esecuziotre
del I antibipgrarrrrra.

Tabella / Table 1.
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CERTIFICATE
No. QSl 18 0l 71067

Sertificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

Effective Date:
Expiry Date:

Pagel of2

TUV $US Anrerica l$c.
1D Centennial Srive
Peab*dy, MA 0:9S0
USA

Design and Development, Production and Sale of
In-Vitro Dlagnostic Medical Devices: Culture Media
for Bacteriology, ldentificatlon and Susceptibillty
Testing Systems, Klts for Plasma Protein Determination.
Distribution of other In Vitro Diagnostic Medlcal Devices

ISO 13485:20f 6

M5553

2A1841-20
2418-12-31

005

Liofilchem S.r.l.
Via Scozia
64028 Roseto
ITALY

Abruzzi (TE)

certifies that the company mentioned above
agement system that meets the requirements of

CAS Recognized Registrar.

Repoft No.:

7re*-*
Manuel Bradaric
MHS Certification Manager
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