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In Appli¢ation of the Council Directive 98/79/EC on the approximation of
the lawd of the Member |States relating to In Vitro Diagnostic Medical
Devices [& CE marking.

Declaratibn of conformance to applicable sections of Annex | - Essential
Requirenents and Annex|lll (EC Declaration of Conformity) imposed by
sections P to 5. The below listed products are not classified undgr Annex Il Lists
A or B. |Access to the appropriate technical files will be made pvailable to the
approprigte body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

l, the unHersigned declare that the devices registered against the above GMDN
Classificalion Code conforms to the said Directives.
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. >
Signed: % M/C%W Date: 06 Alig 2015
e

=

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

www.helend-biosciences.com United Kingdom




Thromboplastin L
lstruzioni per l'uso

SCOPC PREVISTO

nw dl mestas basati

L ¢ conzapio par 2

L4ta pesaanza di coaguh
Quick nel 1935 Atiualmente

1o ol e P o gechiombing
i 15 & harday ot bl o i dale coapunsion po
it

diagnes: di detavenza conganile 99
viane ulis2zalo anche par

e "
s e = gL, Ve

vatulare (a capecild d snles

ST umano in lamnind ds basea ind e

p
frotaca il lngalo n oockn -Fus cronic 6 il
T i b rasizzo

pan a 1.1 ed & casbrata nspetto

L & paricolaments wdcalo par |

il Ik L5 el o
S reparatins & leiients iamazkrste S6OREED, B I

del lallora apprcpasto, per 1a

mornoragpe dete wiapa o

mikaragione 4K aliLS Gl fasicra hel [ o Jasin, la s & 0

ahaire e I fssul i dh

Calzm vinem apginis 4 Aoona fasTa clrato, o et d a che porta ala 'wazwm- diun
2 o1 a lomanono

]
4ai Cosguia nsallar prolungala n lunzions datla gia <4 della daticienzn

AVVEATENZE E PIECAUZION)

au Wi

st - W INGERIFE. Witlomass

I reagent contenuli in quaslo kil sona ues:

juata allrezzatira protellisn personatn dusante la oi b dod Wi, Pat sanaam |
re'atn arrbo' praczuaonah g dh pancolo. sddove pailnante, lars el gecebeiio
Smalis ) componani contonramants ale nomnatia loca wganit
COMPOSTZIOHE
Caipanenle  Contlsng " Dmacalalunn
Thromboplasta L 2.4 5 i (REF $265HL) - La .
82 5ml (AEF 52650 i
10 £ 10 mL (REF §267L)  contenamin domats th e 0N & Noteeado S0 Cak.
faiee, wlatilreatol o ' e wmamie
Consarvani

gt b gnthane un Ll o parfuss
Og vitan &

MATERIALL ECESS ARL MA KON 1 DOTAZHRIE

A Caibdarn Plasea S
Wil Pigtusanea Sal

FAF et
FEl 5490
CONSURVAZIONE, VITAUTILE EBTARILITA

s fipode B azore o

it s mpet wera atiial fna wia dika o esadanin
stlerchgna o8l kit

Thiinboriasia L La e spano sano siabi par 2mos d

*24 WL, par Gl 4

o par Batn o7 ¢

2naro unz 1latyila dusd

paricetia

inca d detenramenio el podmI0

RACCOLTA E PREPATAZISHE DE CAMPIOR

Kl coro estinian prazsdra b nscassano wiainm pasics 1 vero sl
paccols kil liala 31 3,2% 0 ams alcusgulants (1 purto) Stpaa

o I awnpe (9 e i s
# pasma in saguilo a centnlupnziona
assre completab enlro d ora

s 0. por 15 i & sleama diva Gacerd sl

4-20°C per 2 salm=na 0870

daka ool bl componi. T stamatus, I pasma o &

e Daomgeare apramenta 8 <37.C oA 8 saure 1 a5

PROCEDURA

Par un risvsmento Secaiare SR Jaccamanda d deleminiry |
e et 124 aropo & taocomanda | 81 Carorinl By

e8! Qaesta procadura deve sssoin aogula por cgni Muo lota i roaerta. |

.
a4 0 Concomianza con cambameni dela lsmperalura Jsl fabaatare
slnumerto Ira la allig vanazioni (o3l
Metoda Manuala
v biscars un quaniialivo d Thiamboglasiin L eulliente a complntara | o
437 C par un massmo di 4 ore
2 Prenscaidare 0.1 mLdi plasna o prova a *37°C per 2minule
3 Aggungere ¢l as™a 02mL d resganla a base di lrombopiastina appena §
cantemparanaaments Un cronometio
4 Annctars il lampa di fomazicne del coagul Con UN ARPIOSSMazions 7 0.1
Hetodo Automatico

Fars atanmenlo al manus'a ulente dallo slumsnto aprropaalc par
cmences Euroga pel lo noto apph2aliva ssalichs dallo strumecln

UTEAPAETAZYNE DI WISLTAT)
| it e wosere e cin Y ApprEBTNEOAY B tosand o 1n wpl

Eatwanga det 5% | sidon @ %P1
Jatipe df ooagutarma mmsstn, ch
L infa

I W A @ e

vt 1 (N poateno gssa calsn 14w (Tampa & T Pazients /1o

uthrrandofa seguaits o2

Por Una guda chiala sal's ndcazoni par I3 gssicns dsi pazien e wisfama

Hszmalolog, par fa foro edinme pri 393'omata dell Linsa guda sl
daa ='amra qusea 6 la quarta ediacne del 2011°

LIITAZIONI

S szcnsgha limpego di diuions a2t di un plasma di nlenmantc par 1a v
Giszinganzs dovls 8 Lassolvela d Lbnnogano nella d.uipom del pasma o ri
carncaon! dai a2 snl con brell 6 [brnagens frsy eals normati Halana B|
2 quasla scapa l ki 5604R =STMirecl INA

CONTROLLO GUALITA

Thrombpplastin L es Teer-dueTena "Xuakui TpomGonnacTui ru
I da uso VTR A
Ao PHEVISTS Jehalisiar i |
o Fpunnas sl e THUIETA wa pCabe
Apeasecta fyarea
La pamera ol wtapa b v W
Ahota ga ¥ B pest i Apamai B
(™ e [T n"’.—SIW " Apwnigte Kapaw B8 |m :lhﬂtﬂd ean mll g taiwy TRELIN AN SRUNIGTH
[ ot Do et |x <agusdad g sintasa e e g o e ey (e L.
g AP o Thamp weoansayeten AR UrMITORTS uw-- nm...... 3Ty Taicn i
La Treompopafin L bess mi 80 carbra deé CONEO, Pero 58 paraze @ la BGT humana an su bajo Indca do kel WS GUmssH SN0 SRONTUESKON AV ABIDRE Apw e BIIpLE Nd) PR
Senaitibded Iy Mwl [IE1) EY IE|P' Thiemboplasiin L es de uvnxmaﬁim-nls 1.1 y 69 calibra canira o preparadc b
ritarachd Infemacions! de s CHE" La pusba de Poarpst FOUTRINTE TWINM MOGFA SpSANTE 2 lulul»mn umrn’ Wt (Mg gngeol o PHaECY
=4l listammistin mmum wy cmwﬂimmln cn d dasma aeruw- nn dl Iclor apariuna, 1a maoén 18 la wm:nm.umr: m‘uuu w0 Crawasprou  Tpouann: paraen (B0T - D4sh Commmaivi
el 0 Maaeorn  rpsuSnnIcIIME MUIFHI pomse 11 | cvel
icdd |8 Ve wate m’ Wl Tposdarrastie BEDSOMND NIV JEM MSMdtSEderd TIOBRMM
nomgl otratads 5 ngtuy i mlnn-n:l de eoagulsstn, nmmdudn & U codpeto m uw- S M:du:l ung EFailbiin BHTARIAFIEITALS i AN rudgield (CTEREE dEETSCoh Sl YT [DaDTEs
3 rihun] TAeLl TPOWAmNYETIA |8 IGHEYICTERS RNDN AN
e it fapa e etion shamera YT ¥aEau. Mgt Fatamsiin SUASH FAAKSSGED TRSUBIMNICTAN &
Famiey
ADVERTENTINS ¥ BREEAUCHINES _ {ApmnsaTh sryeTan. B=n y NULAIINTA ST APTS U AKEER BANIAET TATH. T0 ROV, e dunilE
i = TP PR r—— CIYCTRA YAST YANUHRTLGR NPAUD NPOTIOPUAOHSALHD CTENAKA SI2DAUNTA DAKTOPa
pernonsl [ ritast W MEPBI ‘
wabar mde pobifi les ndcackonss pdocusdss 96 sdvariencis ¥ news. Disachar o oormponansted e condommides con -] B e s -
lan noamatl s Roalen. Coie o L) WD nn- L] w'a
VTP T 45160
COMPOBICION a8 VaneanA 4R GININCMAZHAR ©
[ rm——— 1 uum.- o uBpAX N:600GTCPORKICTA, YAGNEHHE

Cad i contiary

Cantiees

0% YA, (REF £}

COCTAR

e ideTaInam aaTIHTES

e O U0

Fr5 un {Kar fa BOOHL]  Tpowsansacia. Wil A pEL
%6 Kat n 52S5L}
103 10 (KA AR GEPLY  AATANTH 43 SACTBRRTS

WEnaa bina. W RpSABIAE
THlbei UDITE KEOTMER, YT N8 [onoveeTanE nos

ot mm.umhun-nummm-.mmmmlumu

soil 2mases a una lamparalura e anie '2- 8°C,5

8 hotss a una lsampe
retmradior dal 1eactva y u tapdn) So pusde oncoqun swaGon

500}
INGELAR Lo grumee grandss ds paniculas olos camtios on los valores esperados puedan

FEF 518 18 Callian! Pauma Sel
FEF 5400 148 Fatwiance Se8
W"' CADUCIDAD ¥ EGTAR
[Py —
mamdvmd-ununln itauta a0
mu a una (smparakira mayod & 45 fan @ Sysmex CA15X)
8407°C (o 6l A kit o
multusode 7 dlas (Sysmex GA-1
Indcar detonoro dal producto
EFATACION UE LAB MUERTRAS

RECOGIDA Y
Dakn usarse o
al 2.2% 0 a1 3
dabo consorvary

mui-lqtmniwmb |mmn|run-|m-|mw
fia (1 pans). 5 et dn 13 crmhgecin & nww.w.m.h. El pranma
.'m.-:ncmm-o-hnmum e a1 ovecios S T marih & 1

1 programina o conlrallo cuatid | plasmi dr i

09.” (i ores degp dat
un lnaa

0 e il

a o ogni 1o di campson O baabazly por &

437G pot lto § minail asm: o corgutate o (2T C dounis 3 senmas ¢ 20 daranly T B g heuimar
T7C nios o [udizar1a Frugta. Noconseriar a “I7C durerie més do 6 mowlat®
11 specsbel dul ateatcrs pue § tmageria oo d o
PR BatE) b baang Bicoo o Comim{ 4kt ovecia dal WA, sw teGartianda datsaer s 1S) sspecuu dm I:hovaluﬂn Gal raactvo oo sl
1 Fralprmcn o (AEF 5400) o B vt tcamaoin f 1 CALEt, P 5o do Fatan 22 Europe (AEF 5510) para
15 et walwa licsln e e wam sed et i s sack0s Deba vsrse ol et ol da IR da Fulana
W i keguin & mEnEzonn seln Scuciguncas Eps (REF 5400) para comprobar las desvisganas an of IS1 dsl &:ama local qua 55 hsn observada con
taboratono ¥ el salis olrzs var
Wahodn Massa|
et par by ginmsin w incune & 1 Wl
£l miL;
iz, A frannde 3 Afsadhmi B marh
wnullindamonin un Groedmalil
cona 4. mhearva § fampo heals i tomaatn dsl catgulo procurando sinat en a décima 0.1 do sagundo més préwma
Mdseds Aulnmistredo
sopare cuMlAAm Hung Conmitn o mauisl dad ULLSIG G4 sTEnia aSecae par nenames daldlide o plogans e corksin e
. Fiacitr bstrusranin
INTERFRETAG|ON DE LOS RESULTADOS
bizicrs gremece setvspnlaes €00 LG L f irkcarsa e 071 1
el aetia ol i 30l 5 Loa vaorme de * sl et {=TP do los plasmas
binirtica. dave appari scila st e ool el T Imel o (8po o codguis madiss) ci tete tr uia Ies racl coaida 5 MpEREr #1 U
paed G itk log-log.
Inpe b BT narmaie micf™ Lars vatores e 4R pmmiis calculama 1 & (T i TR Factsnte ¢ Tismpe d TP monmel musa™
canch Ui kg ia Biemuta:
h The firsizh Seciily hor Ei mezesta e guls clare do Indicksinie y Wlamisnlo do padenies con warlating, consulla The Britsh Socelf for
werawa’ Al manants Veimmalsienjy f ju tiEma odicion do “Gustisiras i (/al anteoaguialion wih wadarn' cua, an o mamenio de imprestn
s whle oo, 82 ancuentra en ki sussa sdiitn e 2031
LINTACIOHES
w “Ch lpt s s et 8 st 0 ey senias doun asma d raloranci pare 1a curva do TP G 50 recomianda, poraus pueds levar s
¢ e o bal Bbnndgeno an s Shcnes dof prne dn refe-oncia, qua na 5o raflslen on las
ciancas Eunroa somsghn i s sem el o p4 tenen fundamen nvelss nomales de flbmégeno Haona Bucsaancas Europe
bt et v SS04R T ANA Gracia 811

+bs daba ssiskista 1 miraaa fla conrol do ca'dad Los con'ida unmilea ¥ anomaies d.mnn
{ feca b e s ol ke, B asSGUTun unoGo A pfseuas 4 s

Kat ta 5539
Kar b B3

EPRHIHAL,

JeRDi FOAIETH W VCTORSIMOGTI

Harmdpatop bt
Kowrpiie me M

B YEDIGATY, YHA3 SRS R DTHEATKE

M
Teautanmr)

(PTG DNAKOHE FORH K MPHUGHIHAQ & TAHGHLIO 2 UBCISS Nt TAUREROTY P

iy xpaauun 2.8 C, 5 £4oR npa 15°C (Ha GopTy Sysmax CA-1500) i 6 acos rpw 37 C (va 8oy

#54, /4 KSHTEANOD AN POATONTED C EPLLIEDR) CTHWAS!I0CTE PA3IaHTa D ORTY

Ewman Gh-ALD - T aeR

HE SBHCPAATEIATL Mpwarasy yryuokan k481183 postepTa 0o7uco ceonnando
Fupieel YT EIHINITY PN R

HAGT L 4T S ST DA

peavrma
oEPAIoE
Tanuse s v rarei TEOGHDEN, K
una 3t uilges o Nana
sain o TB00 G tesmiun 15 KA Iverarut i Aoy Expnrersod iors spresspanLan
). mamineye mmamly WSEEAIG OTIANNTS £F dapumE IMUSLTOS KOS snatyar
ne fla

Teuraparye 18 "B T TACTRPORTIm DAtianE

rosaspa: | 1oy 4 SSEA lans satark
8 aawy unsea G
v NSNS NS ErAm e Sesipa pheimigain

Teiaiie 0 Wachiss Thpeg nocs
Ty reuy s ‘37 daran &

orpaannaTy Jurany

s Bonos Toumnro WD

R dmue

A Erram
63 #jreu i Kreudiparap Matd nm.n HEF um”‘ rnnuem el i SAMuAd (T NPIRRINE

8 -roranan

fis WAL 704 0K B TR WET
s wawahminh THRSARATYFA B AREOPITORRS W ATIE t-mwm-twnul

!\anlln-n
1 R AR
Tiusha a1 ey sty o 0T (00 00 Gnan 4 szoa),
E Mipocpms (L] i rect e Nl nE 3T B Teisne 2 sy
3 flotadere 0 K ININE W HIMBANBHHO BRIGHATE
e
4+ B e ToRHECTEO 10 O Ica
Anrsum o iiug Bama
L | HROGKODMD OOPATHIACR < DYKSBIACTEY
APt AIT A B £ SPor T RPN ASLTuoAs, KGTOGE FDETYET Y sl e PEROTCPOR A KON
o

ALl P

B N0 TERLN WO ACARNE APIBBILITS S%0

Suaumuun %
apou), &
e
MHO waat

Dian fesau

otk o marape st usun At

Ga &
1B uomko onwmm * mmm-«o-, ||mry 3 e Atk soct “NB o1 MBusROMKDIO
froeii Ansans Bums CrEons ninedil 8 DerOrERGUIRICSIO KCTIEAN QA DA NOCIPCaAKH TEatAKd

ot ALAALIMIT 2 0PI MIACH |18 i snen N (nopwal)™™

RS TSI 16 WSSl DEAIES 2 SindoTes SpANTECh € paroueHRaLAL
s o Tepankn BIpPapAHcU- -6

raranve ok

wrma
L\ 2 BpoUR NBUATH 100 ATKYHEKTA.

ety snmaiocn par Feparaiors Gukers ) ceiith nan | a1 THAT B i o
icanno 655876 corsdaral non +a'd)
13 Bos3nces Eurcpa metla 3 0 spos s contrel uth 223ty -— - +
3nces Eurcpa metlo & 0 5posiaons § soguiant contral udiZzatyt Puiria Coskd ¥ 5 (Fatda AABUEAUDETA (WTTT] UT BEmupl Coms TR HO PEKCUSIIFETEN WENIMINRTe S¥puis
Routina Conlrd N e pabaposcrol Wi, iy S WSaT Bt X Jorowants sl sdiind
[ v o sk prpapas uw g0 4k ooTaOrETAYT Sdiaaum
4 Costrol susouns o soissiou, omumui_ ot borann Kounimsn K| FAMPSIT
Foutng Control B4 4 Findaiwrecn Sal sanmipaTap KT, L
1 Falwronce Sai —
VAL D IFERBIEN T i 1 < i
=it w wtutweia puasan vanar peim Forame Woxann mdnpatcou samea mmm il KON KxecTAd. Thgen oy sanmh saptee
Farta mureitn ol e b Galessad o { s 23 o 4 P a il Otpacise i stariza ec epuAnMY .
ke it dlabora | props ranga o siamiin b s mptes jar la L1y ia sane. 4 Irareaminica Srean, m hlﬁn-\ﬂlq\- Yot vakorg nomalen varien wnire 1,50 - 1480 By " W onmpatesa. Bene -u-ltnnwl-- proviy il st
= st Fovgaag st GaTema -5 sinamens; Sy | Yol nomma cha vaneno 1w 11,60« 14 4G 4. 1,100 BVR; 70,90~ 1280 5FT | S, e :
Cecons 0+ 100 WL T AD - F1260 T s eimma b st
CAMATTRNIRTIEHE FESTAZIONALY A Ykl ion TRITROIN KHOTRA. HEp .
= wm-mw- da sk ban ko deemintar g por Hahrs Bosciweay Euspn o min Kar.te BT
Lo ssquans caratiansizhu prestazionsh sco st defarminals da Hadead wnlsbiecar s pnce i -
con Tulzzo di uno 5 01 cosguiazons Sysmex CA-1500 {aamoun borfonin doh perinnas sietnrmes @ pesi ..m Kor. ke 5183 R Tl EHETAA BUCOXET NITONSER
cal prastaneean il L Kot ta Bip0 Winétparn s MHO
Alprnduceiila T SGonieTSh NaPUANH
Neutlna Contiol N A RouthaCo oV ) b oven) e S s ) ————
s cvew w0 50 o ~gdn i 7 faead gt SHRAETL U
007 059 045 “o7s 049 120 = el 0 spadun o T B —
010 063 049 nFis 025 T Paumeetae 60 - Ilmun nm. [K mln LRLE n:mt..wr:m-wmhu snanyTouNTETE Spwmes
e < sistorions :f; o = Zfz En o dpombrbabraia oz 138 o WS SKENVATRUHOHHSIE RAPAKTEPHTTIEN |
; z EF R - Wounmn fames und o micmeteartps nipeisnend Swiipeses
[erm— Ll L] AnparTEperfen. Kawgan nmm-w-a emieh, ONEAZAMAITY ChOM C0BIT
L Theemtipinsn L Halins & nci s bek i dgeans o i 2 L. Vo Tttt L0 aiecta vy e raranns eésions o 2UmLGm e e
Era L ngits paserT mgn UthzzEndo ¥ g i o e e AT 70 RIL. oo v Uiy Lo
;: &?{):c‘:\:{!:’:":ﬁ;\;;ﬂdl T, non Pridy mows s ignfcaion infuiesnns de pane dels Hibisa & %, no hay mml-m:m qnamm e bitnutine ey creiisonaa di hams 05 gL pes {
o T ptasbr & 4 b o nlaslararsa o] lipon Spmusstn valed &4 lisdon |
gt SR1T @03 1 15000 & CrolAng el rpgenls o s 3,75 04 e -y m dp b hiees 96 1 Wity ety . e Otipa s Kontpame
e noadsconn  reeamania o pER U0 o = 4 e B —— Scnnan u1ssore,
iy e
Gontonta ol maod) Z 7 T = L E ST ] o | W v i)
oo contin 1 246 camrs 1 1m0 8 peapdanin o e 01 el B4R i zzendn tn Le o il ¥ e ogF s am i | Bas 11
i - |
. e aw  am aw s 0y 120
Thstmibeqfaen © (wwerndt] = 3 B3NN 401008 et e Theanbxptasth | (iugunde « 0831 + 01608 Aeggn A s
it L V) « 535 + 13| aay500 iy Trmmbopiastn | (WA} = 410853k + 0.0209 tanamm Err sty pasifun ane o oa war nam fnz
¥
a g L
BIBLIOGRAFIA R 5 b= i s iy GiE 0 nrz 175
© itk A (1935) A Sudy of ihe Coagatalion Dafact in Hamoptila and Jaurefes: Am .| Mo, 55, 1901 21 i 115363 Ay f o Gt D i Higoe e e, . .S, 00531 e il iz
805 1475 man Bt Congialon st an Tvambess Sl Eon, Skt Baatts * i Mo oo co it s e R el £ imine
catons L , Lordlon. g
" L Dotz " - - % Bl im0 irjon . Draters JF (1045} Diponss Traray [P als, e . K ehkipmy, 2Bt Uenemeria S50
a :;5;; PaiarL Bagh D Lowina.1 Daan J (1958 Ostmsl st fangs nost i el [y altiu g 4 Sl el K s poareat 12 oy " M-lruﬂ-ri Tovimr AL B8 A Vg She
L pearu 1 & Borterp ey 2905 1M Ha otamy<ado
Pl L{1535) Laboratny Coid ol sl Thrap, Som Tty 121 1390 P ke et Fks Mttt aed, 1 3 L ™ frd h
e g ke T S A i v S T S v Temare 20 43 o
B B ks o o R Dl .
r;s“rgwgaz; 4 Cosgulaton Assays ard Holscar Hiomoslos s Asslym prmsunam Bih oun Pl haray G Coasnpann faeand VHG 201 pbamauce, enpagidians ¢ rousaue TecmnicTis Toswsnsscral v
3 Polerl Tnplell DA HrshJ Candl J Clarka K (1995) The ziius cortectng ¥ Puiler L, [Trislati TA_ Hirsh J, Camal J, Clarke K (1565) This valliu of fiasma sl bvanis in comatig i o i
whocts on Iniamalional Homatsed Ratce (1HR) Anfnlomstions J e ey s e Toemaaad P (M. A b b g v G Pub 1901 Metial ToofiBaaringti foon)x BEFEN + 81000 Fa pagay e 26
355 Xonaund TachSsanganis . * X .
4 PO T DA His J Canold Catak (1535 5 - i el L rishall 0, Hish J, CarallJ, Ciatko K (1558 R TPRRCeR YO e v S Faoi neps
s n corrposg L paTyIle
N Hormabee ion. Ama. J. L, Pamot 1000 S8-371. il
N o o oah i veagafin Forg lan, Bk Joumar of Haematology, U Koekng [ {271} Guimpbnes un Cval Aealegulalion wih wifar: Forin Extson, (it Eumal ot asaloby i b (1635 A Sy o he Googulztem Defect i Homoptia s Jauaal o J wog. i, 190: 501
(5402 1328 1540} 3 2 B [t (1070 Hirman oo Comgulabon, Haompatasis snd Thiomtess 2n3 Edten, askwel Saantfc
Pubbahbon, Londan.
3 Hreh | Pefu L Duyhin D, Living J. Doten 25 {1653} Opamal Tharapsale R.m‘;s s Gl Antcoagulants, Chest
o feh i1
4 Perber | (risal Laborstory Sonul of Anfoooguiant Tharap Sem: Theomb. Figmosusis 12: 1319
& ekt sl Cirgmvmation [1564) Expen Cammittea on Biolag <al Slandards Tpchnical Seos, 3
& Ciricg are Lstwsatiy ftaatiess instiuie (2008) Cal'sclon, Transport and Ficas<ing dl BIoad Spaomans foi
Tssof v s g Assars and ol a8 Assad Apeored Gusl e, S
f-18 ¥
el et O, i, Gt Gt TS T v o e slorsenn i cocing 1
ey, A, i s 133
Aba-48
& Posar| Trigsen O, brsn . Cancl J, Clark ¥ (12580 4 ! 1asmas
wd Wik on Wlamatonsl
i Faicn, Amer | Chi. P, 1932 35871

af)

méin wwstane P Eridicn B g ! o Haasralsksgy
Bl l




Declaration of

HL-7-0567D

In Applic

> DO!2015/08 (1)

the laws| of the Member

Devices

Declarati

Requiren

sections
A or B.

appropria

Product
Code

5376R

|, the un

Classification Code conforms t

Full Nams:

Signed:

Tel +44 ((
Fax +44 ((

8 CE marking.

ents and Annex
D to 5. The below i

Hersigned declare t

)191 482 8440
)191 482 8442

info@heleng-biosciences.com

i-biosciences.com

ation of the Council Directive 98/79/EC on the apj

hn of conformanc

A\ccess to the appr
te body in the ever

M.J. Stephenso

iy

Conformity

States relating to In Vitro Diagn

s to applicable sections of Annex
Il (EC Declaration of Conformity
sted products are not classified unde
opriate technical files will be made

t this is required.

hat the devices registered against th
o the said Directives.

Title: Mana

s

Helena Biosciences Europ
Queensway South, Team

Gateshead, Tyne and Weat
United Kingdom

it i

yroximation: of
ostic Medical

| - Essential
) imposed by
r Annex Il Lists
hvailable to the

Description GMDN
Classification Code
Clauss Fibrinpgen 100 55997

e above GMDN

ging Director

Date: 12 Alig 2015

lley Trading Estate,
. NE11 08D,

Edilpe




SAFETY DECLARATION
Product Description Clauss Fibrinogen 100
Product [Code 5376R

The product as received is an

IVD kit containing the following materia

“

[ Product|Code [ Product Description ['SDS Product Identifier |
i

HL-3-06(6SA Thrombin: 100 NIH/mL 2 mL HL-6-0695MS
HL-3-2431SA Imidazple Buffer 25 mL HL-6-1081MS
HL-3-1110SA Fibrinogen Calibrator 1 mL N/A
HL-3-2115SA Kaolin [Suspension: 0.5 g/L5mL  N/A
Each malterial has been assessed for the chemicals used in its manufacture. Please
refer to the table above for the SDS of materials that contain hazardopis materials at
a concerltration that requires hazard warnings to be applied to the label and/or
hazard sfatement.
If the prgduct contains additiolnai materials which were found to contajn no hazardous
substandes or contain them at concentrations or quantities less than fhose requiring
classificdtion under EU regulation 453/2010 or EU regulation 1272/2008, these are

defined 4s not applicable (N/A
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Declaration of Conformity

HL-7-0138D@ DOI 2015/07 (6)

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.

Declaratign of conformanceé 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 undey Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriale body in the event this is required.

Product Description GM
Code Classification Code
5185 Calibration Plasma 55995

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
) o
Signed: cM/é Date: 28 Jul 2015
/
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@heleng-biosciences.com Gateshead, Tyne and Wear| NE11 0SD,

www.heleng-biosciences.com United Kingdom




Declaration of iConfo'rmity

HL-7- 0640D!

In Application of the Cour
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Devices

Declaratiadn of conformance

Require
sections
A or B.

appropriate body in the even

Product
Code

5504R

|, the ungersigned declare tt

Classifica

Full Name:

Signed:
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Fax +44 (O

info@heleng-biosciences.com
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Title: Mana
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Helena Biosciences Europe
Queensway South, Team V
Gateshead, Tyne and Wear
United Kingdom
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SAFETY DECLARATION

Product Description Calibration Plasma

Product Code 5504R

The prodyct as received is an

VD kit containing the following materials:

fProduct Code

v

roduct Description

HL-3-143
HL-3-143
HL-3-143
HL-3-143

Each material has been assessed for the chemicals used in its manuf

been fou
concentr
regulatio

Tel +44
Fax +44

info@helerna-biosciences.co Gateshead, Tyne and Wear, NH
www.helei-biosciences.com United Kingdom

HL-6-02¢

5SA FT Calibrant 1 1mL
5SA RT Calibrant 2 1mL
7SA RT Calibrant 3 1mL
BSA RT Calibrant 4 1mL

Ld to contain either no hazardous substances or contain the
tions or quantities less than those requiring classification un
453/2010 or EU regulation 1272/2008.

(0)191 482 8440 Helena Biosciences Europe
(0)191 482 8442 Queensway South, Team Valle

5SD DOI 2015/08(1)

heture and has
m at
der EU

Trading Estate,
11 0SD,

Page 1 of 1

g
ﬂ
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Calibration Plasma
- Istruzioni per 'uso

o SCOPO PREVISTO

Il kil Callbralion Plasma & concepito per 'uso conwe materiale di afil

il dosagglo dei tallori l,

Il CGalbralion Plasma pud essaro uilizzalo come plasina ci i

VL Vil VIIL 1X, X, X1 e XUI%, dol tibritiogeno®, del taltore i yor

dofla prolelna G o dalla

ner dosaiggi dai fallori @ n ailri test seguendo La slessa procadiira ad
fresco. | valori de falloni Il Vi, Vill, 1X e X o # valori Gromoganicl del
preleina C sono ticonducibii agli standard dell'Organizzazione M
dolla massiina allandibilita dei vaton dichiarati®. )l piasma di nlarnas

picteina 5 {tolals e libeia) anligariche @ funzionali, nonché por | tasliggl cramogenici, compresi
Fantifrombina I, Ia prolema C. il faflors Vill @ il plastnigtogono, ) Culirdtian Plagmia vieno ullizzalo

latn per un poof di plasma
thitars VI, dellAT-lIl o dslia
lio della Sanita, a garanzia
deve assero utilizzalo par

% ¢ yalulare | lattort nlarni adollali nel sislema di ogni singolo laboralorio. {i piasma di riterlmento non

deve essote ullizzalo per delerminare i rango narmali, n quanio | v
popolaziona all allra

AVVERTENZE E PRECAUZIONI

toai normali variano da una

| magenti conlenull in quosta kil sono destinalt i
INGERIRE. Indossare uvadsguala allrazzalura prolalliva personale

in vitro = NON
ipatazione di

Calibration Plasma
de uso

es

USO PREVIETO)
El usa praviata dal kil Calibralion Plasma s como malerinl de calibracion

& Calibwation Plisma pueds usarsa eaimo plasma da selaeancis cimndo ns valaran los laclores I,
WL i, 0, x4 X, XIE2, tilandgana. facksr du von Wkabeand, peatain £ anligénica y tuncional
¥ pecdeini B {latgd y libre), asi coemn las o ill, proleina
&, taclot VIl y [oemindgana. Callbdation Planma se usa an valraslorin Js faclores y an olias
prusbas do la t1dsma forma que una saserva do plasma fresca. Los vzlores da los taclores I, VI,
VIll, 1X y X y kan|valores wromogénicos de faclor Vill, AT-lil y proleina G sv pusden folerenclar a
Jos eslandares dh Organizacion Mundial do la Salud para assgurar a méxima credibiidad en los
vataras lidicada®. Debe usarsa el plasma do relerencia para callbrar faclores inlemos on af
dsising da cadh laboratorio. No debe usarse el plasma Go celarencia para determiner los
inhacvnlon iarmalas, porque los normales varlan de una poblacion o olra.

ADVEATENCIAS ¥ PRECAUCIONES

Lo ranclivan qup canliena esle kit eci sl parn uss ta dingnastica b wive: MO INGEFIF. Lieve

i nqulpa da profaceion personal mifecunci czando yiiken badog s compananiz del kL Oenaulle
I ion 4 saguridad del pecducts pam pabier mis sobis |as mdcacionen ndecunins do

irarda la
e di pericolo, lnddove

{ulli § componenti del kil. Per conoscefe 1 relalivi simbofi

contornemena alle normalive locali vigeuli

panlineats, late Jiisrimento alia dichiarazione dl sicurezza del peedofio.  Smallie | componenli

aari | pradalli emalici sono slall ollopasti a screering i il Lepuih |
corfeziono del kil o sulla lialn) per la pressnza di:
Anigene dell'epalile B {HbsAg)
Anvicorpo HIV 1
Anicorpu HIV 2
Antcorno HOV
Qursli prudolli devono lullavia essere manipofall con le elasse misut
U camipiono pazienle umana

CCMPOSIZIONE

procazionall adoltaly par

Componente  Gonllene  Doacrizlone
3 Catibration 10x 1 mL i Calibralion Plasma visne con 1,0 mL di
Plasma proparalo utifizzenda un pool aogud disliiiala o delaniziadn.
cangelato di plssma cilralo Agtnls dalicalamente

provenienle da donatori sonle  Alnt
quindi vierte lamponalo 6 ona

st 20 L por
riin af pradalte di

liofiizzalo. par garadire la
atabiiih di it i cosliluenti
plasmalici =i

Ogni kil cantiens un Isluzioni per [uso.
Ogni kil contiens un inserto recarte  valori i nlerimenlo spacilic) par

MATERIALI NECESSARI, M4 NON IN DOTAZIONE

| Galluration Plasma pub essere uliizzalo duranie I'esecuzions di i
coagulazions noccanico o lola-allica iis cainbinazione con tulli
comarcio

CONSERVAZIONE, VITA UTILE E STABILITA

[ flacom non aperti sono slatili fio alla dala di scadenza indicala &
fiporiale sul lacone o sull'slichella del kil. | valori relativi al [altore VIl
o 1l colallore nisloculina sono stabili per 2 ore a "2 ='8°C. Tulli g sl

a'2-'8
giallo patixlo. Qualora si osservassero condizionl Insolila, st

4 su qualsios! sirumento i
Ligenl) idonel disponibili in

conearyatl nells condiziont
al faltora di von Willebrand
nttnel sono watili por & oia

Il Gatibralian Plasma non ticostiluilo deve apparife comsun lappo asclullo di colore

al clients di nolificarle a

Helenn Biosticnces Eutope pima delluso.
AACCOLTA E PREPARAZIONE DE) CAMPIONI
Nen applicabils

PROCEDURA
Fars ritenmanio al manuala Wlene delio simmenlo approprialo par
canaltare Hatona Rosciances Europo per le note applicalivo spactich
INTERPRETAZIONE DEI RISULTATI

Quanto si liizza il Calibration Plasma per definears la curve
perceniual ch allivila daterminale per i vari fallori di cougulazione df

calonna *Valora di Jiferimento”. Assicurarsi cha il numero di lolto &lar
cotiisponda a quello riporlato sul llacone di Calibration Plasma s ulll;

LIVITAZION

dollo slrumento.

tardard di laboralorio, Ie
oo essare rcavale dalla
o sul foglio dol dosagglo
2irn.

oo las localan

a
advertencia y rhiggo. Desschar loa

L saigie 64 1uf somatido a pruebas qua han resultado negalivas (i menos que s indiqua lo
confrarin en b cefa dal kil o on el vial) de la presencia de:

Antiigang o b fuppatiis B (HbsAg)

Anlieusspas el YIH ©

Anlipanipos del YIH 2

Anlicuerpas del YHG

Sin nmibargo, las mismas p que una muestra da un paciente.
COMPOSICION

Comp Goniiane  Deecrlpoton ‘Broparaain .
Gaitvatlon. [10%1mL  El Galibralion Plasma sa elabora  Reconeliluya con 1,0 mL de
Piasma a partir de una teserva congelada  agua dostilada o

desionizada. Agite
suavemenle, Espere 20
minulos para que el produclo

do plasma ciltatatlo de donanles
eanos y eslé tamponado y
liollizada para asegurar la

VYHHUBEPGASBHLIA KANMMBPATOP ru
MHCTRYHLMA

HATHAYEHWE

Hpunnpct o
MATOPARNG AT KO EAR.

PR T

peny ann

A T vl paepersuan it AN

anpeaenaian tpaxrenos 11, , VIl VL, 16, X', X(, X1, ntpmeraia’, dakrapa Bunredganri

BHTUTEHA 1 Gy MHLMGHAR
TAK KE «YHUR LRSI KANAIRATOM.  MEHND WENCALICEATE W AR AIMONSHREN. TECTOR, .

1HDR X TIEOATI FIpOTEStAN &3 1 Flpa i 5 (0GIEra 1t CuBGLMGD),

BKnmodEA AHTTRCUEnH [, Mporeid G, destop VIl w Thagsesaioa s VMBERCITHGT
KEMMGpATOPs MERARKITETER THw KAMSHONKG. TAETON ARn oApasanCiim (L VIL VEL 1K u X

dhaTopos, @

vt rpad KAMACRICN KIOMGE B TRETRE: M1} thasyapa, Adrirpostie - W
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€1 Galibvalion Plisma puade usarse cuando se realizan prusbas con cualquier Inslumonlo: de
coaguiaclén muidnian o foto-Splica junlo con lodos los reaclivos adecuador, comercialee.

ALMACENAMIENTO, CADUCIDAD ¥ EBTABILIDAD y
Loe viles no akartus son oslables hasla la fecha de caducidad Indicada cuando ee conservan en
f= condiclanss pcadas en la eliqusla del vial o el kil Los valores para ol Inctor Vi), al facla ifa
wan Willebrand ljwctor y el cotaclor de rislocelilia eon eslables duranle 2 horas @ ‘2 -"&"C. Tadoa
i dumis fecthres son eslnbles duranle 4 horas a ‘2 —*8'C. [ Cafibration Miasma no
{eonnebbuitk ek aparecer como un laco reco, do color emarillo claro. S se noia aiguna
condickin musud, ol usuario debe nolificarselo & Helany Biosciences Europe antes d usarlo.

RECOGIDA Y PREPARACION DE LAB MUESIRAS
No aplicablo
FADCEOIMENTD
orutis 4 man|al del e adeouado para i < dalalladas o péngase
an oomiacto con Hlena Blosciences Ewope para nolas de eplicacion especilicas dal insirumento

INTEFPFETACAON DE LOS RESULTADOB

Lan edlvidadas parcentuales valoradas de los diversos faclores da coagulacion deben famaise de
I et "yak(r de Relarancia” cuando se usa el Calibralion Plasma para delafmifr [is curvas
et firufar e labajrtorln. Gomprusbe que el numero da lote mpreso en esla hoja de valormoion ee
< mismo gua or) ol vial de Calibration Plasma a usar.

LIMITATIONES|

Lais resaliados |abhmsidos con Calibralion Flasma dependen de vrios laclares fuerlsmente
asacindes a la pstromontacion, los Llipos de reaclivos, suslralos deficiunies y variaciones enlre
\bornorios® ' ©| Cada laboralorio debe eslablecer un inlervalo esperado para el sislema

| fisullati ollenul con il Catibialion Plasma dipendono du
al1 slumentaziono. al lipi di reagenti, a subsirall careni o afls
laborator®”S, Ogni {aboralorto dovra deliite un range i previsior
teagents speciicamente ullizzalo
CONTROLLO QUALITA !

Oyni taboratorio deve delinire un programma di conliollo quatla |
aromall devono essers leslali prima di agni lollo di carploni di g
2ionale soddistacante sia per quanio riguarda Io slumenla ¢

tallori, logali
taraziond dovule ai singali
por Il sistema slrumenlo-

i di controflo normal e
lanli, per garanlits un livello
la par loperalore. Qualora |
ass6re i

pr
canlrolli non funzianassera come previsto, i risuliati talativl ai
e valid

Hitena Europs mello a 1 eaguentt car
prodollo.

MIEF 5301 Speciatily Assayad Cantrol N
Ri

302 Specialily Assayad Gonlrol A
VALORI DI RIFERIMENTO

( valon di rifenmenlo pessono variare da un laboratorio allallro i i
sizlend i usa. Par lale molwo clascui laboratorio dovrd elaborace un

CARATTERISTICHE PRESTAZIONALI

rolk ulilzzaldll con quesio

niziona delle tecniche © del
biopio rangs noemal

squenli sono slale da §

i proprl rappresentan can ufiizzo di uno strumenta df
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Pracisionn tra | laill

Fagmmofte n Mol
Fibunogerno (/L) & a0
Falloro 1X %) 5 1247
Prutons S5 5 0.5
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CONTROL DE GALIDAD

Cada laboraloriy debe establacer un programa de conlial do calidad. Los plasmas de contro!
normales y anejimales dsben ssludiarse anles de cada kol da muesiras dal pacienle, para
asagurar un ufionamienlo adacuado del instumanio y el operaior. Si los comtroes no ee
lealizan como &4 esperaba, los resultados del jciania deben considerarse invatidos.

Helona Biosciaiieas Eurape suministra los sigufentes conlroles disponibles para usar con esle
produca:
REF 5301 Spacialty Assayud Ganliol B
AEF 5302 Bpecfally Assayad Carticl A

VALORES DE HE! A

Los valores de falerencin puedan variar snire fos laboralorios depend.endo da las lécnicas y los
slstainns Lsados, Por esta razon, cada laboralorio daba esiablecer su propio inlarvalo normal
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B-Hi Rapid Test - Cassette

25 ng/mlL.)

Fagn 1 of 2

.TM

[REF]

The OnSite FOB-Hi Rapid Test is

qualilative detection of fecal oceull Blodd in human fecal specimens in labaral

offices. Il is intended to be used b
preliminary tesl result lo aid in the dete
disorders, e.g. diverticulitis, colitis, paly

FOB-Hi Rapid Tes

r2011c C €

NTENDED USE

lateral flow chromalographic lmmu|

professionals as a screening lest
:tion of bleeding caused by a number g
hs, and colorectal cancer,

y test result must also rely on oilhg

Any use or interpretation of 1his f
and the professional judgment of hea

h care providers. Alternative lest metl
Ined by (his device.

considered to confirm the tesl result at

SUMMARY ANI) EXPLANATION OF THE TEST

The American Cancer Society and Cdnlers for Disease Contro!l racommand

feces test annually afler age 50 lo aid
FOB lests are commercially available:

The guaiac lesls are widely used but

phenolic compound that can b oxidizéd to quinone by hydrogen peroxidase

in the early deteclion of colorectal carn
buaiac dye tesls and immunachemical

ack accuracy. The guaiac dye is a i

ble color change. The sensitivity

hemoglobin (hHb) resulling in a

guaiac tesls are much lower lhan thoge of immunochemical assays. The o
guaiac tesls is relaled lo dietary perondases, including hemoglobin rom me;

fruits and vegelables. Non-cancerous
cause false positive results with gual

;astrc;inwslinzl tract bleeding and iron

Immunochemical tesls are highly

le for the detection of hHb compar

—F

poassay for the
ries or physician
and provides a
f gasliointestinal

r clinical findings
hod{s) should be

an ocoult blood
ar' . Two types of
tests (IFOBT).

aturally occurring
mctivity of human
nd specificily of
accuracy of lhe
al and uncooked
intake may also

wd to the guaiac

melhod. The resulls of immunachanlical FOB tests (IFOBT) are not affected by dielary

peroxidases, animal blood or ascorfic acid. A Japanese sludy demons
screening tests reduced mortality of cojarectal cancer by 60%>,

The OnSite FOB-Hi Rapid Tes! is an iIHOBT designed to specifically detect I

fecal occult blood. It can be parformed
Ihe use of laboralory equipment,

wiihin 10 minutes by minimally skilled §

EST PRINCIFLE

raled that iIFOB

levels of human
yarsonnel wilhout

The OnSile FOB-Hi Rapid Test is a lgiaral Canlrol Line Tesl Line Sampla Wall
flow chromalographic immuncassay. | The | i e |

test slrip in lhe casselte consisls of:|1) a gl g‘;i‘;g%fww-i (= ;ss;siv s
burgundy colored conjugate pad cantaining ik 6% { b
monoclonal anli-hHb antibooy ted ! Fr T Ll 3 i '
with colloid gold (anti-hHb conjugates| and I

2) a nitrocellulose  memorane |strip

conlaining a lest line (T line) and a cgntrol

ling (C ling), The T line is pra-coatedfwith another monoclonal anti-hHb antibody, and the C
line is pre-coaled wilh a continl line anjibody.

When an adequate volume of tesl sgedimen is dispensed inlo the sample
casselte, the specimen migrales by capillary aclion across lhe casselte, hHH

specimen at or higher than 25
immunocomplex is then caplured by tF
indicating a FOB positive test resull

Absence of lhe T line sugges!s a negalive result, Each test contains an interr
which should exhibit a burgundy ccfored line of the immunocomplex o
antibodies regardless of the color devalepment on Lhe T fine, If the C line doe:

lest result is invalid, and the spacimen
REAGENTS

1 Individually sealed foil pouches
a. One casselte lest device
. One desiccant

2, Stool collection devices, each
R2011)

3% Patient ID slickers

4, One package insert {inslruction

MATERIALS MAY BE REGUIRED AND AVAILABLE FOR PURG

: 18 Positivia FOB Rapid Test Ca
negative control,

MATERIALS
1. Clock or limer
2. A container to hold fecal specil
WARNI

For in Vitro Diagnostic Use

g/mL, will bind lo the anti-hHb
= pre-coaled reagenl forming a burgur

must be relested with another device,
AND MATERIALS PROVIDED

Containing
tontaining 2 mL of sample extraction

lor use)

well of the test
, if present in the
conjugates. The
dy colored T line,

al contral (C line)
the contral line
% not develop, the

buffer (REF SB-

HASE

QUIRED BUT ROT PROVIDED

in

GS AND PRECAUTIONS

inaccurate test resuits.

nless ready lo conduct the assay,
beyond their staled expiration date,
n any olher type of lesl kil as a

ture (15-30°C) before use.

1. This package inserl must be
follow the instructions may give|
2. Do not open he sealed pouch
3. Do not use any kit components
4. Do not use lhe components
cornpenents in this kil.
55 Bring all reagents to room
6. Do not scoop fecal sg
bleck the sample well and res
7. Do not use specimens for les

wlt In an Invalid lest result.
ing it blood is visible,

tral Kit (Cat # C2011) contains pnTliva control and

ead completely before performing the test. Failure to

ubslitute for the

1his may lead to excess fecal sppclmen that may

All reagents are 1
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device is broughi
expiration dale

lemperalure abo!

Consider any mg
safely pracedureg.

Step 1:
Step 2!

Step 3:

Slap 4.

Note:

Step 1:

Slep 2:

Step 3:

Step 4:

Step 5

Step 6:

Wear protective clothing and disposable gloves while handling the kit reagerns and

clinical

Users ¢ff this tesl should follow the

Do nof

being handled,
of all specimens and mdlerials used to perform the lest as bio-ITzardous

Dispos
wasle.

Epacimens. Wash hands I

smoke, drink, or eal |

aroughly afler performing the tesl. |
1JS CDC Universal Precautions for bio-safety.
areas where specimens or Kil reagerts are
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sample)
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Result
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Howej
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a random sample of feces
he stool colleclion device

Epacimen. Ensure that
lion stick. Excess stool s
2 the colleclion stick in ff
on lube,

khe stool collection device

acimen is now ready for faf

commended 1o test the s
ataly, the extracled spacin
ta 10 days or at 2-8°C fo
an may be frozen at -20°C

TEST

he specimen and tesl ¢
Once lhe specimen is tha

pady {o tesl, open the po
on a clean, flal surface.

the stool collection davt
ision.

& slool collection device ¥
he solution inlo the samph

¥

2 drops of so.l.l

timer,

5 can be read at 10 minus
Negalive resulls must
ber, any results Interpre
and must be repeated.
ing local laws governing

esults inlerpreted outside 10 minutes s‘huuld be

red invalid and rust be rapealed. |

wilh strong air flow, i.e. eleclric fan or silrc‘ng air-

|
are unused lest devices unopened at 2-:‘«10“0. The
ht at 2-8°C. If stored at 2-8°C, ensure that ihe test
ra opening. The test device is stable through lhe

ch. Do nol freeze the kit or expose {he: kit 1o

AND STORAGE INSTRUCTIONS

PREPARATION

ans should not be collactdd from patients with the following conditions which
inkerfara with the test resulls: |
matrual bleeding

#ding hemorrhoids

resirictions are not necessary.

such as aspirin, indomethacin, phenylputazone,

he, corticosleroids, and fonsteroidal anti-inflammalory drugs may cause

sequent bleeding, and produce positive ‘reacliuns.

advice of a physician, thege medicines may be temporarily discontir‘mzad for 7
ior to and during the test pariod.

SPECIMEN COLILECTION AND HANDLING

infectious and handle them using standard bio-

in a clean, dry receptacle. |

Nith the specimen’s ID number (patient M‘) sticker).

he stool collection device by unscrewing the top and use the colieclion stick lo
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necimen may lead to an invalid test res;ull.
o tube and tighten securely lo close iqe sample
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Aveld multiple freeze-thaw cycles.

PROCEDURE

mponents to room temperature if refrigerated or
wed, mix well prior to performing the assa‘y4

ch at the notch and remove device, Plaie the test

iz vigorously to ensure an homogenous liquid

artically. Twisl off the tip. Dispense 2 dr?ps (70-90

well of the casselle. Do nol overload samples.

—

10 minutes

Results

ition

s, Posilive resulls can be visible in as short as 1
@ confirmed at the end of the 10 minules only.
fed outslde 10 minutes should be considered
Discard used device after nterpreting ths result
the disposal of device.




(nSiie FOB-Hi Rapid Test - Cassette (25 ng/ml) Page 2 of 2
QUALITY CONTROL & List of potgniially inferfering substancps and concentrations {asted:
1. Ascorbig acid 20 mg/dL 4. Dietary iron (Fe?’/Fe™) \ 5 mg/dL
1. Internal Control: This test a buil-in contral feature, the C|line, The C line 2. Bilirubin 100 mg/dL 5. Glucose 2.q0¢ ma/dL
develops alter adding sample] If the C line does not develop, review the whole 3. Caffeind 40 mg/dL 6. Horseradish Peroxidase 20 mg/mL
procedure and repeal test with ajnow davice. » ) |
s qE " LIMITATIGNS OF THE TEST
2 External Control: Good Labofatory Praclice recommends using external controls, _
posilive and negative, to assura lhe proper performance of the assay, jperticularly under 1. The Test lfracedure and the Interpretation of Assay Result sections must be followed
the Tollowing circumstances; closely whien testing for the pr of oecult blood In feces. Faflure to follaw the
a, A new operator uses |he test[kit, prior to performing testing of specimens. procedure fnay give inaccurale resulls.
b. Anew lot of tesl kils is used. 2. The OnSitk FOB-Hi Rapld Test Is 1§ aid in diagnosis and is not Intended 1o replace
¢. A new shipment of tes! kits igused, olher diagfostic procedures such as (5.1, fibroscops, endescopy, colonoscopy, of X-ray
d. The temperature duiing storgjge of the kit falls outside of 2-30°C. analysis. Tjst resulis should not be deemad conclusive with respec lo the presence or
e. The temperature of the test 4rea falls outside of 15-30°C. absence of gastrointestinal bleeding pr pathotogy. A positive result should be followad
f. To verify a higher lhan expeced frequency of positive or negalive results. up with addilional diagnostic proceddres lo delermine the exact cause and source for
g. Toinvestigate the cause of rgpeated Invalid resulls. the occult Blood in the feces.
H . ’ . 3 A negativeor non-reaclive resull can fbe obtained even when a gastrointestinal disorder
INTERPRETATION OF ABBAY RESULTS | 1 is present, [For example, some polyps and calorectal cancers may bleed intermittently or
1, NEGATIVE RESULT: If only|tha C line develops, the test ir tas thal the not at all d II'I|;1u certaln lsllag:as of (ITzluus:ase. A tn(leglar:lve or pon:rqat:;l\je rels;]lil dr;ulgcal:sg
concentralion of hiHb in Ihe sampie Is below 25 ng/mL In buffer. The redult is negative or :i)e "lJb‘{e&:‘:I;;;:: quantily of occult biped present In Lhe specimen is below the ol
; mil o . .
-reactive. ' ; ]
R 3 4. ‘The OnSife FOB-Hi Rapid Test hag not been validated for tesling of patients wilh
R S hemaglobihopathies.
O T 5. Spacimeny containing visible blood |may produce negafive results due lo jthe nook
AT affect.
" 10 6. The resull$ obtained with this test shjould only be interpreted in conjunction with other
diagnestic procedures and clinical fingings.
2. POSITIVE RESULT: In additionfta tha presence of the C line, if the T ljne davelops, the N : REFERENCES
test inqicales that the cmn,e"m fion of hﬂb In Ihe sample is equal to or higher than 25 1. America Clancer Sogiely, Inc. Cancer Reference Information: Can Celon and Rectum
ng/mL in buffer. The result is FQB-HI positive or reaciive. Cancer be|Found Early? (Online) Avdilable: http://www.cancer.org.
1 2. Allizon JB, Takawa IS, Ransom LJ, Adrian AL. A comparison of fecal occult ljacd tasts
3 < for colarectal —cancer screening. N. Bng. J, Med. 1996; 334:155-159.
fpenne 3. Sailo H. -sening for coloractal cancer by immunochemical fecal occult blond testing
el LI ) (Review). §pn J. Cancer Res 1996; B[:1011-1024.
Index of CE Symbols
fing pig Condult For in vit'e ] 5
E[l'] instrpctions for use diagnostic usc only h Usee by
3. INVALID: If no G line develops, the assay is invalid regardiegs of any color Cataog # [[OT]|  LotNumber T\ Tests perkit
development on the T line as irdlicatad below. Repeal the assay with @ new device, If S .
caused by an excess t bf fecal sp llected, collect s new specimen ﬂ, Ston] between 2-30°C EHE] Authorized O ok retia
reo Representative i
and retest.
M ] S o ML “ Manfifacturer @] Date of manufaclure
= £
T MDSS GmbH
é CTK Bjorech, Inc, Schiffgraben 41
- PERFORM{ANCE CHARACTERISTICS 10110 Mesa Rim Road 30175 Mannover, Germany
San Diego, CA 92121, USA
1. Sensitivity Tel: 858-457-869Y
[ . d " 2 Fax; R58-535-173
The analylical sensilivity of the fsst is 25 ng/mL hHb in buffer or 3.5 pgin hHb in feces. E-mail: infog@etktfiotech.com
& Specificity
A . . . . I . PT-R201 IC Rev, |
The OnSite FOB-Hi Rapid Tst is specilic to human hemoglobin, The following Date released; 2015-03-14
subslances, when spiked in hotl) positive and negative specimens, did|nol interfere with English Version !
the lesl results.
or Expori . Wat For Re-sale In the USA
1. Chicken Hemoglobir 2 mgfmlL 6. Horse Hemoglobin |2 mg/mL Foft Expor Only. giat For'Re-sale In the
2. Turkey Hemoglobin 2 migfmlL 7. Sheep Hemoglobin |2 mg/mL
3, Pig Hemoglobin 2 mgiml 8. Fish Hemoglobin 2 mg/mL
4. Beef Hemoglobin 2 mfiml 9. Rabbit Hemoglobin |2 mg/mL
5, Goat Hemoglobin 2 mfgfmi
3, Dose Hook Effect
The OnSite FOB-Hi Rapid Test ltes do not show any hook &ffact [ar prozone effect
up lo the concentration of 4 mg/fnl. hHb in buffer.
4. Reproducibility
Known posilive specimans ward tastad in multiple assays and identically posilive resuits
were observed, Similaily, knowh negative specimens produced negalive results when
tesled in mulliple assay.
5. Clinical Performance
A total of 135 specimens were frallected and tested by lhe OnSite FOB-Hi Rapid Test
and by a leading commercial FQB rapid test. Comparison for all specimans s shown in
the following table:
OnSite FOB-HI Rapid Test
Reference Test Rosltive Negative: Total
Posltive 46 2 48
Hegative ] BG 87
Tatal a7 &8 135
Relalive Sensitivity: 95,6%, Raldtive Specificity: 98.8%, Overall Agreement: 97.8%
B. Interference

Common substances (such ag
affecl the performance of the
these substances into neg

nSite FOB-Hi Rapid Test, This was s

serum and negalive serum samples

levels of FOB slandard co

concentralions tested, the sub
OnSita FOB-Hi Rapid Test,

and positive). The results de

pain and fever medication, blood cpmponenis) may

udied by spiking
spiked with lwo
monstrate, at the

stances studied do not alfect the pefformance of Lhe
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
RPR Carbon kit 044150A
044500A
MANUFACTURER
Name LLorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT

Country United Kingdom

MEANS OF CONFORMITY

| hereby|declare that the products listed above conply with the gssential
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SYPHILIS SEROLOG
DIRECTIONS FOR U§

LOR

Y KIT
E

NE LABORATORIES LTD.
GREAT BRITAIN

| RPR CARBON KIT: F

bor Detection Of Syphili

T

SUMMARY

At one time, syphilis was &

major medical disease wi

different manifestations trangmitted primarily through se:
The advent of penicillin in 1943 changed this. The eticld

syphilis is Treponema palli

spirochete causes some dagnage to the heart and the liv
1e patient's immune system produces

some tissue fragments. T
antibodies, called reagins,

different techniques for the
detect antibodies to Trep
serologic tests, which detect

PRINCIPLE

When used by the recon
agglutinate ' (clump) in the

usually indicates the absende of reagin (see Limitations

KIT DESCRIPTION
Lorne RPR Carbon Kit is

m, a spiral bacterium (spir

hgainst these fragments. TH
detection of syphilis. TPHA

h non-treponemal serologic

detection of syphilis. The
particulate carbon, which ai

All the reagents are supplied at optimum dilution for

recommended techniques

addition. For lot reference nimber and expiry date see V|

STORAGE

Do not freeze. Reagent vial
Prolonged storage at temp:
accelerated loss of reagent

SPECIMEN COLLECTION

Specimens should be draw
aseptic phiebotomy tachniq
be stored at 2-8°C for 7 day:
-20°C. Specimens must be
haemolysis and lipaemia.

PRECAUTIONS

1. The kit is for in vitro di

2. Do not use kit past explration date (see Vial and B¢
3.  Protective clothing shofild be worn when handling tl

such as disposable glojes and a laboratory coat.
4. No known tests can guprantee products derived fro

animal sources are fr
taken in the use and di
5. RPR Paositive Control:
Follow the precautiona

DISPOSAL OF KIT REAGE

For information on disposal

spillage site see Material Safety Data Sheets, available

CONTROLS AND ADVICE

1. Itis recommended the

tested in parallel with

considered invalid if co
Shake all the reagents

PN

The circles on the aggl
with fingers, as this ma

5. Use of kit and interprefation of results must be ca

properly trained and g

requirements of count;
6. The user must the d

other techniques.

Document reference number: CEPI044A

Do not interchange con

h a host of
ual contact.
gic agent of
chete), The

er, releasing

are are two
tests, which

bnemal pallidum, and non-treponemal
Reagin in infected people.
mended techniques, the reagent will

presence of reagin. No agglutination

).

test for the

RPR Carbon Antigen corjtains micro
s in the microscopic reading of results.
use with all

ithout the need for further dilution or

eactivity.

ie. If testing is delayed spe
or for up to 3 months at or
|free from bacterial contamir

nostic use only.

from infectious agents. C
posal of each vial and its co
H319 - Causes serious e
y statement given in the SD

NT AND DEALING WITH Si

ial Labels.

should be stored at 2 - 8°¢ on receipt.
ratures outside this range may result in

with or without anticoagulant using an

cimens can
nelow
ation, fibrin,

»x Labels).
e reagents,

m human or
are must be
ntents.

ye irritation.
D,

?ILLAGES

of kit reagent and daconlanlination of a

on request.

RPR Positive and Negative

trols do not show expected
well before use to ensure ho

itination cards should never
invalidate the test results.

lified personnel in accorda
where reagents are in use.
ermine suitability of the ki

Dol

Controls be

each batch of tests. Tests must be

esults.
ogeneity.

ponents between different kits.

be touched

rried out by
nce with the

for use in

KIT COMPO

a lipid| complex (cardiol
phosph

2) RPR Ppsitive Control (R
titer 2 1/4.

3) RPR Npgative Control (BI
preservative

4)  Dispenging bottle (1 x 2 ml}.

5) Dispensing Needle (x1).

6) Disposable agglutination sl

7) Plastic tirrers.

MATERIALS

a) Pipette capable of accuratg

b)

c) 9 g/L saline solution,

QUALITATIYE TECHNIQUE

1.

2.

INTERPRETIATION OF QUALIT

1.

SEMI QUANTITATIVE TECHNI

1.

3.

4.

STABILITY OF THE REACTION

Slide tests should be interpreted
period to a
incorrectly inferpreted as positive

cument issue number: 5/11/2017

RPR Carbon Antigen (Red

NENTS PROVIDED

Label): Carbon particles coated with

pin, lecithin and cholesterol) in

te buffer 20 mmol/l, pH 7.0 containing a preservative.

cap); Arificial serum with reagin

@ cap). Animal serum containing a

des,

AND EQUIPMENT NOT SUPPLIED

ly delivering 50 pl

Mecharjical rotating table capable of rotating at 80-100 rpm.

Allow thg reagents and samj
sensitivity of the test may be
Place 5{ uL of the sample
Negativg controls into separ
Swirl thg RPR-carbon reag
dropper gssembly and pres
the micrgpipette.

Flace th@ micropipette in a
the slidel and add one drog
samplesto be tested.
Mix the |drops with a stirre
surface @f the circle. Use dif

bles to reach room temperature. The

reduced at low temperatures.
and one drop of each Posilive and

ate circles on the slide test.
ent gently before using. Invert the
5 gently to remove air bubbles from

artical position and perpendicular to
(20 pL) of this reagent next to the

r, spreading them over the entire
erent stirrers for each sample

Place the slide on a mechanical rotating table at 80-100 r.p.m.

for 8 min. False positive res
after mofe than 8 minutes.

Reactive: Visible aggluti
constitles a positive resul
of the tgst procedure, indic
Weak-Reactive: Weak aggd
periphefy of the test area ¢
within the accepted limitati
the pregence of reagin.

Negatiye: No agglutinatio
within the accepted limitati
the absence of reagin.

The semi-quantitative test
as the guantitative technig
g/l saline solution,

Make dubling dilutions of s

ults could appear if the test is read

ATIVE RESULTS

hation (medium to large clumps)
and within the accepted'limitalions
tes the presence of reagin.

Jutination (small clumps) around the
hnstitutes a weak positive result and
nns of the test procedure, indicates

n constitutes a negative result and

ons of the test procedure, indicates

AUE

:an be performed in the same way
e using dilutions of the serum in 9

specimen as follows:

Dijution Serum Saline
1/2 100 pl urdiluted serum 100 pl
1/4 100 pl 1/4 diluted serum 100 pl
1/8 100 pl 1/4 diluted serum 100 pl
1/16 100 pl 1/8 diluted serum 100 pl

specimen dilutid

Test HI
guantitative technique above

Read th test and note the

oid the possibility

ns in the same way as for the
ast positive dilution series.

S

straight after the 8-minute rotating
that a negative result may be
due to drying of the reagent.
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LIMITATIONS
1. RPR carbon test is

non-specific for syphilis.

samples should be retested with treponemic meth

TPHA and FTA-Abs to

2. A Non Reactive result
syphilis. Clinical diagn
single test result, b
laboratory data.

3. False positive results
infectious mononucle
pregnancy and autaim

4, Bilirubin (£ 20 mg/dL)

interfere. Other substa

confirm the results.

by itself does not exclude a
sis should not be made on
t should integrate both

1sis, viral pneumonia, toj
nune diseases.
hemoglobin (= 10 g/L) and

ces may interfere®.

g/L), do not Inlerfer} Rheumatoid factors (=

5. False positive or nega
a) Not expelling air f]

ve results may also occur d
om end of needle

b)  Not maintaining dispensing bottle and needle

position when dis

ensing the antigen.

c) When transferring the specimen from the co

some of the specl
d) Contamination of
e) Improper storage

[nen being drawn up in to the
est materials
of test materials or omission

f)  Deviation from thg recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

1. The kit has been

Characterised by all the

mentioned in the Recommended Techniques.

2. Prior to release, each

ot of Lorne RPR Syphilis Kit

the Recommended Tdchniques to ensure suitablg

3. The reagent sensitivi
International Standard
reference number 05/1

y is calibrated against th

52),

4. Prozone effect: No prozone effect was detected

21/128.

5. Diagnostic sensitivity: 100%
6. Diagnostic specificity: 100 %.

DISCLAIMER

1. The user is responsible for the performance of th
method other than thpse mentioned in the Reg

Techniques.

2. Any deviations should be validated prior to

established laboratory
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AVAILABLE KIT SIZES

al. Gastrointestinal Haemo|

frugs on clinical laboratory

Kit Size Cdtalogue Number
150 Tesls Per Kit 044150A
500 Tests Per Kit 0445007

For the availability of othe

Lorne Laboratories Limite

I sizes, please contact:

i

Unit 1 Cutbush Park Industrial Estate

Danehill

Lower Earley

Berkshire, RG6 4UT
England

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
E-mail: info@lornelabs.com

Document reference numiper: CEP1044A Dg

All Reactive
pds such as

diagnosis of
findings of a
clinical and

ave been reported in diseases such as

toplasmosis,

lipids (= 10
300 IU/mL),

Ie to:
in a vertical

lecting tube
2 teat

of reagents

procedures

is tested by
reactivity.
e WHO 1%

for human syphilitic plasma (NIBSC

up to titers

e kit by any

ommended

use using

Current Opinion in Infectioys Diseases

aws 1995; 8

\ manual of Test for Syphilis American

rhage 1952,

test, 4th ed.
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Humber Diagnostic
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REF Reference ore
Expiry Date Manufacturer
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HBsAg Rapid Test

The OnSite HBsA
detection of hep
than 1 ng/mL.

g Rapid Test is a later
atitis B surface antige

Uses human ser
Can be performé
Result in 15 min
Individually seal
One cassette de
One desiccant

Plastic droppers

im or plasma

'd without the use of |
Lites

ad foil pouches contai

vice

Package insert (Jnstruction for use)

al flow chromatographic immunoassay for
h (HBsAg) in human serum or plasma at a |

aboratory equipment

ning:

the qualitative
evel equal to or higher




MEANKACH

000 ‘Megmxaon”

127276 Mockaa, BoTaHmieckas ya.l35 , N> +7495 231-2272  +74%9 502-11214

NACTOPT-CEFTH®FWKAT NFONIBOAUTEAR

Ha «Habop pedareHToB AAd ONpe,

hSASHHA FPYNN KPOBH HEAOBEKE | CHCTEM

ABO, Peayc U Kelln o TY-9398-101-51203590-2009

( LOAMKAOHbI

AHTH-A, AHTU-B U AHTH-AB)

PernctpaluionHoe yanctonapakde Ne CP 2009/06043 ot 05 Hosbpa 2009 ¢

Haumenopaune: Hosminod AHTH-A

10 nakonax o 10 MN ¢ KPACHEIMH

KpHIMKaMH
Cepnn: 096111 Eaunnuoa: 100 mn
Morovessen: 05.11.2019 fonueeTro egunng 40
Topen go: 05.11,2021 Disenm cepnn: 10000 v,
by T ADGALLLor (18112019
Helia EHOEHIE Hepaa o Ty
TOESIOTEAY
1. BHELwHMR fia

1.1 lioAmkaoh QHTM-A
1.2 LloAMKAOH aHTU-B
1.3 [oasgncH OHT-AR

{MPCIPAYHGR KIMKECTE KPACHOrO UBeTa,
TPOIRaYHOR KMAKOCTL CHHErc LseTa,

2. CEpOADIMECEHE
ceocTea
2.1 CneungmiHocTs

2,1 TemarraATHHUPYIOLLAS
cnocoBHOCTL

PR

LiooAmract QMTH-
< apuTpoUmTasb eoynn B« Of)
LOAVKAOH CIH Tl
IPUTPOLATAMN
LUDAMKASH CIHTH-
£ DPMTRGUMIAMb Ry Off)

ATARITHHAWA HO MADCKOCTH 30MTPOUHTos Al » B
(= COOTEETC TR IOWLIAMM
NOATATLCH Ko Nodades 10 Cak. HTAE CMELWMEDIHIT

HLALETHOR SHAKDETE

18 AOAMEH HOBITE CITARTHHON M
COOTRETCTIYE!
HE ADANEH AOKITE QITAKITHHOLAM © |
pyrn Al w O ConrseTCTIyeT
B HE AOAREN ACBOTE OITAKTHHOLA
Cooreerctuyer

LloAnkAOHaMM  AOAKHQ | Couse reroyer

10 catmyma

Thin LgankanH QHTM-A 8 PeaKLMK aIrAKTUHAUMA HA
MAQCXNISTH C SPRTPOUATAMM MYNNbL A(ll) 1:32 - 1:64

CovsetcTuyer

Turp Uoamkaone] aHiu-B B peakusm arrloTHiaLiM Ha |:3'_\|. | &d
NADCKOCTH © IPAIROWATaMI TpYnN6 BN |
11 hd Cou) I
CodeeicToyer |
Tiif LOAMEACHS] GHTH-AB 8 pEaKLMK arrATUHA-LK 1:84] e i
HEMAUCKDCTH € BRATROLHIZMY PYNn Afl) 1:32- 11 64 |
wE[I T s a4 o

LLDAHKADH COOTRETCTRYET TPE

3aseayownas  OTK OOQ uMeAnKAgn ;

MEAMKNOH

512035902009

M.C. Opacaa

000 ‘Megrxnon”

107276 Mockea, BotaHnieckas ya,. 45, ™\ +7495 231-2272 +7499 502-12i4

MACHOPT=CEPTH®WKAT TIPONIBOAUTEAR

Ha aHaBop PEUreHTOB AAS CNpe,

ACHUSA FPYNIN KPOBK HEAOBEKA CHCTEM

ABO, Pezyc 1 Kelly no £Y-9398-101-51203590-2009
[ LLOAMKAGHbI " “AiitH-A, AWTi-B i AHTH-AB )

PerMCTHGBHOHIBOS YA TEBEREHIHY

Ne ®CP 2009/06043 ot 05 HosEpa 2009

Hanmenoparne: Llonwxion AHTE-B Ho dnakorax o 10 M € CHHMME KPHITTHIMIT

Cepust: 095810
HsroTonnen:
Topen ao: 21.10.2021

facnopr: BOYSBI0 o7 21.10.2019

21.10.2019

Ennanpa: 100 M1
KoamueeTso eaunnn 40

©finem cepan: 10000 M,

=i o
HaumeHoBaH®e Hoprao no TY PertyanTarsl
OROICTEN MR OHAG

1. BHOLUHMT BHA

i1 LLOAMKAOH GHTH-A

12 UOAMKAOH aHT-B

[ §3 | UOMIKAQH QHTVSAR

2. CepoAormieckue
cpoicTea

2.1 CneuncbniHocTs

2, TeMAITATUHHPYIOLLIOA
cnccobHacTe

3T 3

N

NPOIROUHAA wit4rDTTb KPAQCHOO LaeTa,
MpOIEAHHOR WIAKOETS CUHEND LBETA,

| NROIDAYHOA HEciUasiHIs XHAKOCTS,
LLOAMKAOH Gkfi-A
¢ apmTpoumross rayrin Bl « Ofl)
LLOAVKAOH OHTIA-Ef
spwipoumtamu rpyiin All) w21}

UOAHKAOH THTI-AB HE ACAXEH AQRATH QITAOTUHALKH

Tiip Hosveacno) @HTv-B 0 peaiiss ommaiauin ne
AAGCKICTI € IR TPOUMTOMA Y6 B

o4

Tirmg LoamkaoHa psm-AR g geialn Qs
HA MAOCKOCTM G fLftHTRE T AT T
LR R EE-L] Al

Copmerctmye :

HE ADAKEH ACBATH QFFATUHALMM
Copa iyl
HE AOAKEH AQBQTS UFAMOTMRALIMK C |
COI]I:BE"CIﬂ',’OI

¢ BPUTROLIMTEIMH rPYNNsI Ofl) Coneeicmyar
AMAIGTHHALME HQ TAOCKOCTH 2PHUTPOLMTOB Al 1 B

& coomerciyouman  UOAMKACHOMM  AOAXHA | CootiereTiyes

NOREATHSE HE NORHEE 10 CEE. NOCAS CMELLIMBINKY ey

Tmn LUGAHKADHD |OHTM-A B DECKUMR QITARTHIOUMA HE

RACEKOCTH &SP sl e Al 1132 - 164 Coaizerciayer

1) 64

Coofiercreyet
64|

Cuuinercmyer
1= 1: 64

L l

LGAMKAOH cooteeTcTayeT Tpeiy

3aseayoLLAd

OTK OO0 uMenmeapin




MEQMKNOH
127276 MocKed, BOTAHAIECKAR YA,

NACNOOPT-CEPTH

na «HE66p pedréHTos ART Dnpey
. Al elln no

{ | AH
PErMETRCUMOHHOR YAOCTOREPEHY

00 ‘Megpxnon®

55,7\ +7495231-2272 +7499 502-1%14

®UKAT MPOUIBOAMUTEAA

1203590-2009 |
w AHTM-AB } |
Ne PCP 2009/06043 o1 05 HosBps 2009 1

L\EASHWA rPYNIN KPOBY HEADBEKD CHETEM
v-939
TH-A,

Haumenopanne: Llomuxnon Ante-AB

Cepun: 098611 Epmnua: 100 mn
Hsrovopaen: 05.11.2019 Konuuecrno eguuny 10
Tonen ao: 05.11.2021 OGben cepuu: 10000 mn.

flacnepr: ABB9S611 o1 05,11.2019

HomaaHoegHng |
NEEROTEAR

Hopsa rio 15

1, HepmesE
11 lpnmadns GRis-A

CIoHCTEN
2.1 CripuhcpsiBocTE LUDAHKACH aHTH-

IPUTPOUMTAMH

2.1 TamarA0TMHREYIIUANE
cnocobHocTe c

|np03pCI'IHOﬂ HMBNOCTE KPOCHHD (IMETO.

12 Uosskacd anmie-B i MPOIPAHHAR HKIAKOLTE CHHETD LLEST,
|13 LongacH au-Af | po X [ )
2, Cop L i OHTI-A HE ADAKEH ACQHOTE OFAKTHACLH

C BpIpeUMTaMS TRynn B 1 Ol

oy Al Ol
LiDAsAGH Tl AR HE ADAKEH ACIDOTS CITAKITAHOLWIM
C APHIPSLHTAME TRy D]

HE AQAHGH ACHOTE OFTATHHOWMM C

LA hmp

1064

nB{lll) }: 64

: NAOCKOCTM C BOITEaTCIsm ryrine BiIil

[Tup LioAnkaaHD (=B R e
{ HQ MAGCKOCTHA € [

Cua}aemmyer
COnTRETETIYRT

CROTRBICTI ST

TG 1l

GeLATCAIA

13211 44

LLDAVKAOH COOTBETCTBYST TRESHE

3aeeayowtas  OTK QOO ihesmrnd
Ln®
6/ »
i) 000 “‘Megmxaor
MEAWKAOH
127274 Mockoa, BaraHkieckan yal, 35, T\l [495) 231-7272  (499) 5021214
NMACNOPT-CEPTH®PUKAT MPOUIBOAMTEAR
Hd tHabop pecreHTos AAA CNpeACACHHA TPYNN KPORH HEADBEKO CHETEM
ABO, Pesyc H Kelly no(Ty-9378-101-51203590-2009
(LOAMKACH  AHTH-D Cyuep )
Pamconal Y, 3 i Zo0? . or {5 v L
Hansenopanite: Llownion Awru-D Cymep o diaronax o 10 s ¢ seaeniyg
KpBIIKXAMH
Cepna: 292711 Haunnna: 100 sn
Waroromien: 05.11.2019 Kosgeerno eannu 40
Topen no: 05.11.2021 Qonem cepui: 10000 won,
“Tlacnopt: k292711 ot 05112019
Hanmenonanie Xapagrepserikd Hopmel no TY Pugynptaria
TOKATATENR WERLTTAHIT
1. Buenmsi o Tlpoaposrsan ®iiocTs CEeTan-Gesenorn meta |
Cuuia:(m}wr
2. Ceponoruieckne |
CROATRY |
Hpmuxnag Awri-D Cynep e gomken Cuufnmm)m

Cofercisyer

MTARTHHOLR HG AOCKSCT SpeTpouqTes Al w B
CCOTBETCTIMILMAK  LIoAMKADHOMAM  A0WHHO | COoo[BeToTeyeET
noInATEE W Nojasse 1D cok HOTAl Crstlninss 1} cesyhp
Ture 1 TH-A 8 Mk 1o |
MAOCKOCTH C BpRTpaLIamm Foynnst Al 132 - 164 | Copsercayet
{TATP LOAVKAGHT] Gtiti-fi B PEGRLG OFAOTshatan Ha | 137 | 64

ConsaToThyar

2.1 CpeundMAocTs

2.2 TemarmuoTHHpYomas

HACTYTIET

enacofiosTs
v PeaArsHTE

Heman peangnn arTNTHAALY D0TK 1A
B Teuenue 30 cox. mocne CMemiimais
D(+) apHTpouHTaMH

nrrmioTHippoRsT, D(-) aprrpoumTL, |

30 gex:

Coutuerorsyer

2.3 Turp

WTINRTHIE

TROULUT

Turp IJ,cmFJmnu' I;Au'm-n Cyriep :
nipn v

Thip Lpraiiona Antu-I Cyiep i pewsiin [@ "

obxorT e D) upie
gL 1:32

H MIRPOTS

¢ B apiey 1:256
34 =1

Sanexyrowar OTK 000 «MoaHkon»

ryem mpide T¥E
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) LORNE

®
&~ LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnastic reagent:

Produc¢t name Catalogue humber
RF Latex kit 830100A

has beeh classified as non|List A, non List B (Directive 98/79/EC, Annex I)
and conjplies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also §l 2002
No.618 fvhich transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13640:2002

EN 13641:2002
EN ISO 14971:2012

EN ISO 18113, parts 1&2

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

This dedlaration of conformity is issued under the sole responsihility of Lorne
Laboratgries Ltd and is valid from 13 April 2016.

B

Eddy Velthuis
Technical Director

Py

Lorne Labaratories Limijted | Tel: +44 (0) 118 921 7264
Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118 986 4518
Danehill, Lower Edrley | Email: info@lornelabs.com
Berkshire RG6 4UT United Kingglom www.lornelabs.com

File No A1223); |
156 11585:2003; 150 600 1:2008 Registered affice as sbove. Reglstered in England No. 04540787, VAT No. 850 3655 66
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RAPID LATEX KI

r

DIRECTIONS FOR U

SE

LORNE LABORATORIES LTD.
GREAT BRITAIN

[ ASO Latex Kit: For Detection Of Ant

-Streptolysin O (ASO) In Serum.

SUMMARY

In acute streptococcal infedtions, the toxic Immunogenic

streptolysin O (ASO) is
antigens liberated by hae

Information on extent and |degree of infection can be
measuring serum ASO levgls. Elevated ASO levels ha

found in patients sufferin
arthritis, tonsillitis, and oth
healthy carriers.

PRINCIPLE

When used by the recomn
reagent will agglutinate (cld
O antibodies. No aggluting
anti-streptolysin O antibodig

KIT DESCRIPTION

Lorne ASO Latex Kit is a
antibodies. All the reagent
with all recommended te
dilution or addition. For lof
Vial Labels.

STORAGE

Do not freeze. Reagent vials should be stored at 2 - 8°

Prolonged storage at temp
accelerated loss of reagent

SPECIMEN COLLECTION

aseptic phlebotomy techni

oduced in response to s
lytic streptococci of groups

from scarlet fever, acute
o streptococcal infections 3

imp) in the presence of ant
tion generally indicates the
s (see Limitations).

serologic test for the deteq

chniques without the nee
reference number and ex

bratures outside this range
reactivity.

ue. If testing is delayed sp

b exoenzyme
eptolysin O
A, Cand G.
obtained by
e also been
rheumatoid
s well as in

iended techniques, latex particles in the

-streptolysin
absence of

tion of ASO

for further
iry date see

are supplied at optimal dig.nion for use

C on receipt.
may result in

pcimens can

Specimens should be dra»a: with or without anticoagulant using an

be stored at 2-8°C for 7 da
—20°C. Specimens must be
gross lipemia and gross ha

PRECAUTIONS

1. The kit is for in vitro di
2. Do not use Kit past exj
3. Protective clothing shd
such as disposable glc
4.  Materials used to pro|
found to be negative
microbiological tests.
that products derived
from infectious agent:
disposal of each vial a

DISPOSAL OF KIT REAGHENT AND DEALING WITH

For information on disposa

spillage site see Material Shfety Data Sheets, availablg

CONTROLS AND ADVICE
1. ASO Positive and Neg

with each batch of tekts. Tests must be conside|

controls do not show g
All the reagents must

Shake the reagents wég
Do not interchange col
Use of kit and interpr
properly trained and g
requirements of the co
6. The user must deters

other techniques.

aRrLN

KIT COMPONENTS SUPP

1) ASO Latex Reagent
streptolysin O, pH, 8.2
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Lintry where the kit is in use.
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LIED

5.0 mL: Latex particles
conlaining a preservative.

ber: CEPI031A

TILLAGES

mination of a

on request,

ative Controls must be tested in paralle!

red invalid if

before use,

Il before use to ensure hompgeneity.
nponents between different kits.
tation of results must be carried out by

nce with the

it for use in

coated with

REAGENTS AND MATERIALS

a)

b)
c)
d)

RECOMMENDED QUALITATIY

in

2.

INTERPRETATION OF QUALI

1.

RECOMMEDED SEMI-QUANT

1.

ASO Positive Control (1.0
ASO concentration > 200
ASO Negative Control (
containing a preservative.
Pipette-Stirrers.

mL, Red cap). Human serum with an
U/mL containing a preservative.
1.0 mL, Blue cap): Animal serum

Disposable agglutination Slides.

Small glass / plastic test tu
Serological pipettes.
Graduated container.
9 g/L saline solution.

REQUIRED

bes.

E TECHNIQUE

Allow the reagents and spmples to reach room temperature.

The sensitivity of the test iy
Place 50 pL of the samplé
Negative controls into sepa

ay be reduced at low lemperth:res.
and one drop of each Posilive and
rate circles on the slide test.

Swirl the ASO-latex reagant gently before using and add one

drop {50 pL) next to the sa
Mix the drops with a stir
surface of the circle. Use d
Swirl the slide gently an
macroscopically. False po:
is read after more than two

Positive: Agglutination of
result and within the accey
indicates a level of ASO in

mple to be tested:

er, spreading them over the entire
fferent stirrers for each sample.

H after 2 minutes read the [results
sitive results could appear if the test
minutes.

FATIVE RESULTS

latex particles constitutes a positive
ted limitations of the test procedure,
the specimen > 200 .U/ml.

Negative: No visible agglytination of latex particles constitutes

a negative result and with
procedure, indicates a levé

The semi-quantitative test
as the quantitative technid
g/L saline solution,

n the accepted limitations of the test
| of ASO in specimen < 200 L.U/ml.

TATIVE TECHNIQUE

can be performed in the same way
ue using dilutions of the serdm in 9

2. Make doubling dilutions ofjspecimen as follows:
Dilution Serum Saline
112 100 pl uhdlluted serum 100 pl
1/4 100 pl 1/ diluted serum 100 pl
1/8 100 pl 1/ diluted serum 100 pl
3, Test the specimen dilutipns in the same, way as for. the
guantitative technique abale.
4.  Agglutination of the sera indicates:
Dilution ABO Levels (1.U. / ml)
1/2 400 (200 x 2)
1/4 800 (200 x 4)
1/8 1600 (200 x B)
5. Normal levels of ASO in adults is < 200 L.U/ml.
RESULTS

The titre is expressed as thé
showing macroscopic agglutin
dilution, the titre is 1600,

INTERPRETATION OF SEMI-G

Positive results may indicate
which case the test should
determine the progression of in
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reciprocal of the highest dilution
ation, e.g. if this occurs in the 1/8

UANITATIVE RESULTS

an acute streptococcal infection. In
e repeated at weekly intervals to
ection,
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STABILITY OF THE REAQTIONS

Slide tests should be intgrpreted immediately after
ibility that a negative result may be

period to avoid the pos

incorrectly interpreted as pqgsitive due to drying of the re

LIMITATIONS

1.

False positive results
scarlet fever, acute
streptococcal infectio

may be obtained in condit

as well as in healthy carrie

he 2-minute

agent,

ons such as

w

neumatoid arthritis, tonsillit}s and other

| EC [REP)

Advena Ltd. To!
Tower Street, §

wer Business Centre, 2" Flr.,
watar, BKR 4013, Malta

2. Hemoglobin (<.10 g/ll), bilirubin (< 20 mg/dL), lipemia (< 10
g/L), rheumatoid factdrs (< 300 IU/mL) do not interfere. Other
substances may interfgre’.

3. Early infections in chilgren from 6 months to 2 years may cause
false negative results.

4, A single ASO detprmination does not progduce much
information about the [actual state of the disease.| Titrations at
biweekly intervals durfng 4 or 6 weeks are advisgble to follow
the disease evolution.

5. Clinical diagnosis sholld not be made on findings of a single
test result, but shoull integrate both clinical and laboratory
data.

6. False positive or false [negative results may also odcur due to:
a) Contamination offiest materials
b) Improper smrag;l’o[test materials or omissior) of reagents
c) Deviation from thp recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

1. The kit has been |characterised by all the| procedures
mentioned in the Recdmmended Techniques.

2. Prior to release, each|lot of Lorne ASO Latex Kil| is tested by
Recommended Techhiques to ensure suitable repctivity.

3. The ASO-latex, sensifivity is calibrated against the WHO 1
International Standardjfor ASO available from NIBSC.

4, Analytical sensitivity: 200 (x 50) IU/mL, under the described
assay conditions.

5. Prozone effect: No plozone effect was detected up to 1500
1U/mL.

6. Diagnostic sensitivity: P8 %.

7. Diagnostic specificity: B7 %.

DISCLAIMER

1. The user is responsible for the performance of the kit by any
method other than tljose mentioned in the Retommended
Techniques.

2. Any deviations sholld be validated prior to| use using
established laboratory|procedures.

BIBLIOGRAPHY

1. Haffejee . Quarterly Journal of Medicine 1992. New series 84;

305: 641-658.

2. Ahmed Samir et al. Pidiatric Annals 1992; 21: 835-842.

3. Spaun J et al, Bull Wid Hith Org 1961; 24: 271-278.

4. The association of Clinical Pathologists 1961. Bropdsheet 34.

5. Picard B et al. La PreEse Medicale 1983; 23: 2-6.

6. Klein GC. Applied Migrobiology 1971; 21: 998-1001.

7. Young DS. Effects off drugs on clinical laboratory|test, 4th ed.
AACC Press, 1995.

AVAILABLE KIT SIZES

Kit Size Catalogue Number
100 Tests Per Kit:

5.0 ml ASO Latex
1.0 ml Positive Control
1.0 ml Negative Control

031100A

For the availability of othdr sizes, please contact:

Lorne Laboratories Limitgd
Unit 1 Cutbush Park Industijial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
E-mail: info@lormelabs.com
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RAPID LATEX KIT

DIRECTIONS FOR UBE

LORN

E LABORATORIES LTD.
GREAT BRITAIN

CRP Latex Kit: For Detection Of C-Reactive

Protein (CRP) In Serum.

SUMMARY

C-Reactive Protein (CRP) @isually appears in serum of

response to inflammatory
disappears when causative
in cases of bacterial infe
malignant diseases and is
arthritis, viral infections &

detected in patients follgwing blood transfusions

operations as well as in pa
other bullaous lesions.

PRINCIPLE

When used by the recomn
reagent will agglutinate
agglutination generally indid

KIT DESCRIPTION

Lorne CRP Latex Test Kit is for the detection of CRP.
pated with rabbit Anti-CRP

consists of latex particles ¢
latex reagents are suppli
recommended techniques
addition. For lot reference n

STORAGE

Do not freeze. Reagent vials should be stored at 2 - 8°
eratures outside this range may result in

Prolonged storage al tempq
accelerated loss of reagent

SPECIMEN COLLECTION

Specimens should be draw
aseptic phlebotomy technig
be stored at 2-8°C for 7 day|

-20°C. Specimens must be}free from bacterial contamis

gross lipaemia and gross h4

PRECAUTIONS

conditions and tissue n

tion, active rheumatic feve

ates absence of CRP (see |

d at optimal dilution for
without need for further|
imber and expiry date see

reactivity.

ue, If testing is delayed sp
s or for up to 3 months at or

emolysis.

The kit is for in vitro di

1.
2. Do not use kit past exgiration date (see Vial and B
3

Protective clothing sh
such as disposable gl

4. Materials used to progluce the kit were tested at

found to be negative
microbiological tests.
that products derived
from infectious agents
disposal of each vial a

DISPOSAL OF KIT REAGE

For information on disposal

ghostic use only.

Id be worn when handling t
es and a laboratory coat.

r HIV 1+2 and HBsAg usi
owever, no known tests ca.
rom human or animal sour|
. Care must be taken in t
d its contents,

NT AND DEALING WITH S

ndividuals in
ecrosls and

conditions subside. It is roptinely found

r and many

ften seen in association with rheumatoid

nd tuberculosis. CRP has also been
and surgical
ents with burns, pemphigus|vulgaris and

ended techniques, latex particles in the
clump) in the presence ¢

f CRP. No
imitations).

Test reagent

1gG). All the

use with all

dilution or
ial Labels.

C on receipt.

cimens can
below
nation, fibrin,

n with or without anticoagul;nt using an

px Label).
he reagents,

source and
g approved
n guarantee
ces are free
he use and

PILLAGES

of kit reagent and decontamination of a

spillage site see Material Siufety Data Sheets, available on request.

CONTROLS AND ADVICE

1. Itis recommended the
tested in parallel with
considered invalid if co
All the reagents must b

Do not interchange co
Use of kit and interpre
properly trained and qu
requirements of count]
determine the suitabilit

SUE

KIT COMPONENTS SUPPUIED

1) CRP Latex Reagent (
IgG anti-human CRP,
2) CRP Positive Control
CRP concentration > 2

Document reference numk

CRP Positive and Negative

htrols do not show expected
= allowed to reach 18-25°C

alified personnel in accordal

of the kit for use in other te:

H, 8.2, containing a preserv
Red cap, 1 mL): Human s

er: PIB50A

'y where Kit is in use. The

Controls be

each batch of tests. Tedgts must be

results,
before use.

Shake the reagents wejl before use to ensure homggeneity.
nponents between different kits.
tation of results must be carried out by

nce with the
user must
chniques.

b mL): Latex particles coated with goat

ative,
prum with a

0 mg/L containing a preservative.

3)

4)
5)

CRP Negative Control [Blue cap, 1 mL): Animal | serum
containing a preservative.
Pipette stirrers.

Disposable agglutination s’ide_

MATERIALS AND EQUIPMEN[T REQUIRED

f

Serological Pipettes.
Mechanical rotator capable with adjustable speed of £0-100
rpm.

Vortex mixer.
Small Glass or Plastic Tes] Tubes.
Distilled or Deionised Water.

9 g/L saline solution.

RECOMMENDED QUALITATIVE TECHNIQUE

1.

2.

Allow the reagents and spmples to reach room temperature.
The sensitivity of the test may be reduced at low temperatures.
Place 50 pL of the sample (Note 1) and one drop of each
Positive and Negative conlrols into separate circles on the slide
test.
Swirl the CRP-latex reaggnt gently before using and add one
drop (50 pL) next to the safnples to be tested. [

Mix the drops with a stirrer, spreading them over the, entire
surface of the circle. Use dffferent stirrers for each sample.
Place the slide on a rotary shaker at 80-100 r.p.m. for 2
minutes. False positive results could appear if the test is read
after more than two minuteg.

INTERPRETATION OF QUALITATIVE RESULTS

1.

Positive: Visible agglutination of latex particles constitutes a
positive result and within [the accepted limitations of the test
procedure, indicates a level of CRP in the specimen > 6 mg/l.
Negative: No visible agglutination of latex particles constitutes
a negative result and withih the accepted limitations of the: test
procedure, indicates a leval of CRP in the specimen < 6 mu/l.

RECOMMENDED SEMI-QUANTITATIVE TECHNIQUE

1. The semi-quantitative test|can be performed in the same way
as the qualitative test using dilutions of the serum.
2, Make doubling dilutions gf the specimen using 9 g/lL.| saline
solution as follows:
Dilution Serum Saline
1/2 100 pl undiluted serum 100 pl
1/4 100 pl 1/2 diluted serum 100 pl
1/8 100 pl 1/4 diluted serum 100 pl
1116 100 pl 1/& diluted serum 100 pl
3. Test the specimen dilutipns in the same way as fi:»r the
quantitative technique above.
4.  Agglutination of the sera indicates:
Dilution GRP Levels (mg /1)
1/2 12 (6 x2)
114 24 (6x 4)
1/8 48 (6 x 8)
1116 36 (6 x 16)
5.  Notmal levels of CRP in adults are < 6 mg/l.
NOTES
1. High CRP concentration [samples may give false negative
results (pro-zone effect). Rg-test the sample again using a drop
of 20 pl.
RESULTS
The titre is expressed as thel reciprocal of the highest dilution
showing macroscopic agglutination: e.g. if this occurs in dilutien 1/8,
the titre is 48.
Page 1 of 2
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INTERPRETATION OF SEMI-QUANTITATIVE RESUL

The elevation of CRP level§ above normal indicates tis:
inflammation, or both with [greater reliability. Regular ¢
CRP levels is often used
and of guiding therapy. CRP determination is consider
practical significance than gther indicators of inflamma
Erythrocyte sedimentation frate (ESR) may become el
result of non-inflammatory conditions. In these ci

inflammatory disease may lje excluded if CRP is absent,

STABILITY OF THE'REAC|TIONS

Slide tests should be Intgrpreted immediately after 1
rotation period to avoid the|possibility that a negative re
incorrectly interpreted as pdsitive due to drying of the re

LIMITATIONS

1,Reactions read beyond thiz two-minute interval may be
2.  The results obtained fiiom this assay must be cons

of the differential diagrjosis and medical history of t
3. There is no relationship between the strength of r

TS

sue damage,
nonitoring of

s a means of assessing disease activity

ad of greater
ory disease.
evated as a
cumstances

he 2-minute
asult may be
agent.

» invalid.
dered a pant
he patient.
eactivity and

TABLE OF SYMBOLS

Batch
Humber

in=witro
Diagnostic

Catalogue
Reference

REF

Store At

Expiry Date

Manufacturer

Read Pack
Insert

|1

C-reactive protein lev

S.

4. Hemoglobin (= 10 g/L} bilirubin (< 20 mg/dL) and lipemia (s 10

g/L), do not interferd.

interfere. Other subst
5. False positive or false
a) Contamination of
b) Improper storage
¢) Deviation from th

SPECIFIC PERFORMANC

1. The kit has been
mentioned in the Reca
2. Prior to release, each

by Recommended Tgchniques to ensure suitable

3. The CRP-latex sen
Material ERM-DA 472,

4. Analytical sensitivity:

assay conditions.

5.  Prozone effect: No fdrozone effect was detecteq

mg/L (Note 1).
6. Diagnostic sensitivit
7. Diagnostic specificit

DISCLAIMER

1. The user is responsib
method other than th
Techniques.

2. Any deviations shofld be validated prior to

established laboratory

BIBLIOGRAPHY

Rheumatoid factors (2
cas may interfere’.
egative results may also og
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recommended techniques

= CHARACTERISTICS
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mmended Techniques.
ot of Lorne CRP Latex Test
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6 (5-10) mg/L, under th
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procedures

Kit is tested

reactivity.
Reference

e described

up to 1600

e kit by any

ose mentioned in the Recommended
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RF Latex kit: For Detéction Of Rheumatoid |

SUMMARY

Rheumatoid factors are

a group of antibodies

determinants in the Fc p
rheumatoid factors are fou
such as systemic lupus
syndrome, as well as in n
lies in aiding in the diagnosi

PRINCIPLE

When used by recommend
will agglutinate (clump) in

KIT DESCRIPTION *
Lorne RF Latex Kit is for

with human gamma globuli
Rheumatoid Factor (RF).
dilution for use with all rec
for further dilution or additi
date see Vial Labels.

latex reagent is a suspen}

STORAGE

Do not freeze. Reagent via
Prolonged storage at tempsg
accelerated loss of reagent

SPECIMEN COLLECTION

Specimens should be draw

phlebotomy technique. If tgsting is delayed, fresh se
for up to 3 months at or belpw 1.
free from bacterial contamination, fibrin,

stored at 2-8°C for 7 days o
—20°C. Specimens must be

5 should be stored at 2 - 8°
ratures outside this range mpay result in

ortion of the IgG molecu
d in a number of rheumato
erythematosis  (sLE)
-rheumatoid conditions, it's
of rheumatoid arthritis

ad techniques, latex particle

he detection of rheumatol

eactivity.

on of polystyrene latex pariicles coated
s, which agglutinate in the|presence of
| latex reagents are suppligd at optimal 1.
ymmendad techniques withgut the need
n. For lot reference number and expiry

h without anticoagulant using an aseptic

KIT COMPONENTS SUPPLIED

ractor (RF).

directed to 1)

e. Although
d disorders, 2)

and Sjogren's
central role 3)
4)
5)

5 in reagent

bresence of rheumatoid factor (RF). No
agglutination generally indidates absence of RF (see Limitations).

Qo oo
T

factor. The

= on receipt.

rum can be

gross lipeamia and gross hgemolysis.

PRECAUTIONS z

1. The kit is for in vitro didggnostic use only.

2. Do not use kit past exgiration date (see Vial and Bpx Labels).

3. Protective clothing sholild be worn when handling the reagents,
such as disposable glolves and a laboratory coat. 1.

4. All the reagents must ke allowed to reach 18-25°C pefore use.

5. Materials used to proguce the kit were tested at| source and 2,
found to be negative for HIV 1+2 and HBsAg using approved
microbiological tests. However, no known tests can guarantee
that products derived from human or animal sourges are free
from infectious agentd. Care must be taken in the use and
disposal of each vial afjd its contents.

DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

For information on disposal|of kit reagent and decontamination of a

spillage site see Material Sgfety Data Sheets, available on request. 3.

CONTROLS AND ADVICE 4.

1. It is recommended thd RF Positive and Negative |Controls be
tested in parallel wit each batch of tests. Tegts must be
considered invalid if cofitrols do not show expected |results.

2. All the reagents must Zz allowed to reach 18-25°C before use.

3. Shake the reagents well before use to ensure homaggeneity.

4. Do not interchange corpponents between different Kits.

5. Use of kit and interprdtation of results must be carried out by 5
properly trained and qualified personnel in accordance with the ’
requirements of countfy where kit is in use. The user must
determine the suitability of the kit for use in other techniques.

6. Results obtained with|a latex method do not compare with

results between meth
to detect rheumatoid f

those obtained with t£

Document reference numt

Rose Waaler test. Differs
5 do not reflect differences
tors.

er: CEPIS30A

ances in the
In the ability

MATERIALS AND EQUIPMEN

INTERPRETATION OF QUALI'

heument issue number; 6/07/2017

RF Latex Reagent (5 mL):
globulin, pH, 8.2, and a pre
RF Positive Contro! (Red
concentration > 30 [U/mL
RF Negative Control (Blu
preservative.
Pipette-Stirrers.

Reusable Agglutination Sli

Glass Test Tubes (10 x 75
Pasteur and Graduated Pi
Vortex mixer.

Mechanical rotator with ad

Allow the reagents and s
The sensitivity of the test
Place 50 uL of the sampl
Negative controls into sep:
Shake the RF-latex reag
before use and add one d
tested.

Mix the drops with a stir
surface of the circle. Use d
Place the slide on a rot
minutes. False positive res

after more than two minutes

Positive: Visible agglutin

Latex particles coated with human y-
servative. |
ap, 1 mL): Human serum with a RF

1nd a preservative.

3 cap, 1 mL): Animal serum|and a

e (18 each).

I REQUIRED

mm or 12 x 75 mm).
attes.

ustable speed of 80-100 rpm,

RECOMMENDED QUALITATIVE TECHNIQUE

mples to reach room temperature.
ay be reduced at low temperatures.
and one drop of each Positive and
rate circles on the slide test. |

t vigorously or use a vortex mixer
op (50 pL) next to the sample to be

er, spreading them over the| entire
erent stirrers for each sample.

ry shaker at 80-100 r.p.m, for 2
ults could appear if the test is read

=B

[ATIVE RESULTS

tion of latex particles constitutes a

positive result and withinellhe accepted limitations of the test

procedure, indicates a lev

of RF in the specimen > 8 [LJfml.

Negative: No visible aggltijlination of latex particles in a milky

liquid constitutes negative
of test procedure, indicates

The semi-quantitative test
as the qualitative test using
Make doubling dilutions of
follows:

asult and within accepted limitations
level of < 8 IlU/mI RF in speciman.

RECOMMENDED SEMI-QUANTITATIVE TECHNIQUE

can be performed in the same way
dilutions of the serum,
serum specimen in 9 g/l saline as

Dilution $erum Saline
112 100 pl updiluted serum 100 pl
1/4 100 pl 1/2 diluted serum 100 pi
1/8 100 pl 1/4 diluted serum 100 pl
1/16 100 pl 1/8 diluted serum 100 pl

Test the specimen diluti
quantitative technique abo

ns in the same way as for the
e.

Agglutination of the sera inglicates:
Dilution RF Levels (LU/mL)
1/2 16 (8 x 2)
1/4 32 (B x4)
1/8 64 (8 x 8)
1/16 128 (8 X 16)

Normal levels of RF in adults is < 8 lU/mIL
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RESULTS

The titre is expressed a
showing macroscopic aggl
the titre is (8 x 8 lU/mL) = &

STABILITY OF THE REAC

Slide tests should be inter
period to avoid the pos
incorrectly interpreted as p

LIMITATIONS
1.

2,
Individuals suffering
syphilis as well as eld
3. Diagnosis should not
methad but also shou
test along with the clir
4,  Haemoglobin (< 10 g
10 g/L) do not interfer
5,

SPECIFIC PERFORMANC

Using a latex test sys

with every case of cinically defined rheumatoid

number of positives
reagent range from 7(

The incidence of fdlse positive results is al

False positive or falsejnegative results may also o

a) Contamination o
b) Improper storage

c) Deviation f’rom the recommended techniques

btination: e.g. if this occurs |

s the reciprocal of the hig

4 1U/mL.

TIONS

ssitive due to drying of the reg

reported using various ty|
% to over 90%.

am infectious mononucleo
srly people may give positive
be solely based on the re
d be complemented with a
cal examination.

L), bilirubin (£ 20 mg/dL) an
1. Other substances may inte

test materials
of test materials or omissio

E CHARACTERISTICS

hest dilution
h dilution 1/8,

hreted straight after the 2-miinute rotation
sibility that a negative re:

sult may be
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em, positive results are not plways found

arthritis, the
pes of latex

out 3-5 %.
sis, hepatitis,
results.

sults of latex
Rose Waaler
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rcur due to:

h of reagents

1. The kit has been |characterised by all the| procedures
mentioned in the Recommended Techniques.

2. The RF latex sengitivity is calibrated against the RF
International Calibratdr from the WHO (WHO 64/2 Rheumatoid
Arthritis Serum).

3. Analytical sensitivity:| 8 (6-16) IU/mL, under the described
assay conditions.

4, Prozone effect: No prozone effect was detected up to 1500
IU/mL.

5.  Diagnostic sensitivity:|100 %.

6. Diagnostic specificity: {100 %.

The diagnostic sensifjvity and specificity have bgen obtained
using 139 samples fompared with the same method of a
competitor.

DISCLAIMER

1. The user is responsilile for the performance of the kit by any
method other than those mentioned in the Recommended
Techniques.

2. Any deviations shoflild be validated prior tg use using
established laboratony procedures.
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Catalogue Number

100 Tests Per Kit

830100A
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test, 4th ed.

For the availability of other s

Lorne Laboratories Limited
Unit 1 Cutbush Park Industrial
Danehill

Lower Earley

Berkshire RG6 4UT

England

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com
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Capillary blood collection system
hod collection GK

Capillary bl

Capillary bl
It consists o
étopper.

+ Easy hand

+ Plastic capjllary* with exact ﬁl(ling volume; complete inner surface pre

s Collection
¢ Light protg
* with ¢confq
Fill the capi
After filling
Remove the

077003 EDTA
Packir
100 pd
4,000
A 11/8

i,

hod collection GK
" a prepared test vessel and a prepared plastic end-to-end col

ing

vessel serves as centrifugal vessel; prepared for all common
cted, tinted vessels for bilirubin analyses

rmity certificate in accordance with the Weights and Meast
lary with capillary blood from a horizontal position.

let the blood flow into the vessel from a vertical position (sl
capillary, press on tﬂ]e attached stopper and mix or centrifug

100l
gunits
s in bag,
bos in box
x 39 mm

&

lection capillary with
pared, unbreakable
tests

rement Regulations

hake out remaining blood).
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LANCETS 28¢

Code:
Category:

Unit of sale;

Minimum order:

Type:

Class:
NSIS:

CND:
EAN13:

Description:

23916
Lancets
box of 100 pcs.

1

Medical device

ITA

1369290

V0104

8023279239164

> for 23915, 2391

Lancets are
lancet devices

Multilanguag

19 - sterile

fine needles that can be used with device co

T

e box; GB, FR, IT, DE, ES, PT, GR, PL, Arabi

Hes 23915, 23919 and most of
in the market to draw a blood sample for glucase testing.

Gima S.p.A. Via Marconi, |

20060 Gessate (MI) Tel. +39

2 953854209 - Fax.+39 02 35380056
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Ruicheng Maedical Supplies Co., Led

Manufacturer:
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