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Ts Whom It Moy Concern

Letter of sation

firm that GBG';MLD SRL ofstr,."Tighina,65; of 6o7 N-zoot, Chisinau,

Moldova is an aUthorised distribqtorfor Lorne La tOries Limited in

L is authorised to present proposals, offer quota s, accept orders
ransfusion Centerte' in lend er n unrber r8/ooo3 for the N ation a I B I o

;'fo1.prod on befralf of Lorne Laboretories Limited' This isation is valid until

31.12;?oZL.

The'underslgned herewith states thattl.re abpve is,true.and c

{-r:r,,{ gtr il iJ tl t+),t

i:irr:liiti:ir''.-, ili.) .:s 'li I'i-
..; l'

And-duly rised to sign this Authorisation on behalf of Lorne

.'r"1
//a
r.-

.( -.:
,*1
\?.
t':."

Lorne Labor Limited Teli+44 (0) 118 921

ffirl9l
\\ ll. I ux^! |

'ti'il5x | -'::'::'' l

iil. llo ,l?r! llj 'u'
r30 tsl,c{ll l5o w{r:re6n

Unit 1 Cutbush Park I Estate
EarleyDa nehill,

Berkshire RG6 4UT

Emalll info@lorneta

Registend ofli.c

ngclom

Englond No. 0'1540?97, vAT f.lo.fi 0D

LABORATO ES

Faxi +44 (0) 118 986 45

www. Iornela bs.com



[orni Laboratories Ltd
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e Firm's quality tyit"m-.'o.
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for resale of in vitro

Checl< Certificate
Status: here

t20t6

ihe manufacture of in vitro,diagnostic blood grouping reagents. The pu

diagnoltic serology test kit.

This qualify sy5t

Authoiized by

Michael J. Windler, P.E.

Manager of Global Regulatory Service

Distinguished Member of the Technical

- UL Life and Health Sciences

UL LLC

A1224:J.

14s8,180620
$tart Date June 26,t2018

ctive Date June 26,20L8

lssue )une 26,2018 iry Date May 22,2020
regiCtration is included in UL's Directory of Registered Firms and o the provision of goods and/or

servtces as in:the scopeof registration from the addressies) 3howh above, By of this certificate the firm

rdpr€sents. that it maihtain its registration in accordance with the applicable This certificate is not transferaDl

and remains the operty of UL LLC.

UL LLC

333 Pfingsten Road

tL 60062-2096
I

USA

s of Underwriters Laboratories Inc
'a 6)

00-MB-S0043 lssue
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tlTHE I NTE,RNATIONAI IC ERTI FICA NETWOFIK

CISQ/IC|M SPA has issued an lQNet rlecognized certi
: :. t . :... ' : . .. .. .:. :: ':' ,' '' KlMA,S.r.l, '

at the organi;lation:

Piovra di Sacco (FlQ)

for the following scope:

TradinE of the pro ucts of the Group: diagnostic kits, cu
plastic disposabfe labware, test tubes predeterrnined

whioh fulfils the requi nts of the followin

rnicr.ohrif logy,
terile nQedles.

ISO 13

lssued on:

85:2016
2019-01-18

2022-01-17

to the lQNet Paftn

First issued on: 2007-01.1'8
Expires on:

This attestation is directly
ceftificate and shall not be dsed as a stand:alone

Registration N ber: 1T,702

original
lment,

+T

Alex Stoichitoitr
Freiident of IQIVET

[n,g. Clattdio Prc,



'n8614
fiJfi Jir:liil.3

0i26'ml di sodio cifrato in plovetta in '

polipropilene"

0j25 ml of sodium citrate in
nAhrnri.nilana la cl fr rho

.._t... .:.. .

.r I :: :.:.'

0,2f ml di sodlo citrato in provetia
pollpropilene.

0,25 ml of sodtun citrate in

pdlyptopyle ne tesf fiiba,

6 13xZii nar

:

1856?, i
N0tiSTER![f'

..'_

0 f?x8$ rnm,

0,5 ml di sodio ei?rato in provetta in

Pg,!ilroPilene'

0:5nlof sodium citrate in polypropylene

lesl tube.

t2 ll(^,"^ ' ,,

s-g*Djg u{l__9J:r,_El"l,F-

r 
' 0,3 ml di sodio citiato in provetta in,,

' ' polipropilene, Graduata'a 3 ml.

: 0,3 mtof sadium citrate in polyplopyle4e

: ' tesl iube. Graduateclto 3 mt,

0.25 ml di .$cdio citrato
polipropilene,

0,25 mlof scdlrm
polypropylene lBsl lube,

0,3 ml di scdio eiti'ato
polipropilene, Graduata

0,3 ml of sodium citrate in

lesf fube. Graduated to 3

S,5 ml di sod'io citiato in
pof ipropilcne,

0.5 mlof sodiunt citrate ln

lesl lube.

in provetla

rtl

ft provetta

3 ml.



€ filoi:louso

.':',, ,Prwelta cllindrica in polipropif ene'
,.Qpaca; .

. ' Gnduaie,a 2,5-5 ml,

: Polypropylena cylindrical test tuhe

Ilanslrcrd.
' ,Gruduafedfo 2,5"5mL

1'';:
ai-

Proyetta cilinilrica In polislirolo

,5"5 ml'
'-:
: lesf fube.

:

ProVelta.conica in polipropilene.

O3aqa. .

creduata a 0,5-'1-2,5-5-10 ml.

F oly.p r a p yl e n e conr'cair tesi f t"r/r e.

Trahslucid.

Srad:nted to a,5"1^2,5-5^10 mL

Provelta conica in polistirolo.
Trasparente.
Graduata a 0,5-1"2,5"5-10 ml.

Polystyrene conical test tube.

Tiansparent:
Graduated to 0,5:1-2;5-5:10 ml.

v0l
g1

Provetta cilindrica in

Con etlchetta, Opaca,

Graduata a 2,5-5 ml,

Polypropylene cylindrical

With labeL Translucd

G r a d u at e d t oi.!, 5 " 5',ry1r:

mm.

Graduata a 2:5"5 ml.

P ol y sly re ne ay I i ndrir4l te si

Wilh label . ,

Transparent. Graduated to

Provetia cillndrica in

Con elichetta. T

Provetta conica i*
Con etichetia. Opacp,

Graduata a 0;5i1-2;5r=F10

P oly p rapyl e n e conieahesl

With label. Translucid.

Gradu ated to A, 5-'l -2.5-5-1

Prcvetla conJca ini
Con etichetta

18012
lji)jj :i: i Jiii i.

Vol

fr1
ml.

00mm.

Vgll10
IJ 16\1

18304'' : ,
tfolgSTEnjl.l :,

.: : ,

__1.

',:'':-., ,:':
:. -,- .: .. --, .

Voltl$ ml. -

O 16x100 mm'

Vol

b1

wwwkima.it

0;5-1 "2:5,:5-1 0
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Eddy Velthuis
Technical Director

FhilD A12?{li
tso tgssri{oitso mtro

LC)RNE
LABCIRATORIES

CTARATION CONFO

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

has been classified as non List A, non List B (Directive C, Annex ll)
and complies with the essential requirements and provisi of Directive ,.

lllVllEc,of the European Parliament and of the Council st 2002
No,618 which ,transposes the requirements of Directive

Gatalogue num'Product name

ASO Latex kit

and is i'n conformity with the national standards transpos
standards:

EN 980:2008
EN ISO 13485"2012
EN 13612:2002
EN 13640:2002
EN 13641 '.2002

EN ISO 14971:2012
EN ISO 18113. oarts 1&2

The conformi$ assessment procedure performed was in
Annex lll of Directive 98/79lEC.

armonised

ance with

sibility of LornerThis declaration of conformity is issued under the sole
Laboratories Ltd and is valid from 13 April 2016.

Lorne Labora Limited
I EstateUnit I CutbLrsh Park

Da neh il[, Ea rley

Berkshire RG64UT U ngd o nr

"|'. llsgste ec I
1.ru..,,.(b. iA

Regirtfftxl olfi(e
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Eddy Velthuis
Technical Director

.-\[cLlf,n,ll 7 |
F_l 9I llt V I

\\h,:rd [1t,r,l
ilE l{o A1i'24Ji

Catalogue numProduct name

RF Latex kit

EC DEC TION F CONFO

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

has been classified as non List A, non List B (Directive 9 EC, Annex il) ,

and complies with the essential requirements and provisi
98l79lEC of the European Parliament and of the Council
No.618 which transposes the requirements of Directive

and is in conformity with the national standards transposi
standards:

BS EN 980:2008
BS EN ISO 13485.2012
BS EN 13612.2002
BS EN 13640:2002
BS EN 13641:2002
BS EN ISO 14971:2012
BS EN ISO 181 1 3, parts '1 &2

The conformity assessment procedure performed was
Annex lll of Directive 98/79lEC.

This declaration of conformity is issued under the sole
Laboratories Ltd and is valid from 113 April 2016.

Lorrre Labora Limited
Unit 1 Cutbush Park I

Daneh ill,

of Direcl,ive
o Sl 2002

armonlseo

sibility of Lorne:

Estate

Earley

Berkshire RG6 4UT Kingdonr

:.
14:,:

rt$

(J) r18

Rcf,istqr.nl offi{e Ite8istercd in F-ilgland



. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

. BSEN

Ihis declaration
Laboratories Ltd

Eddy Velthuis
Techn'ical Director

Fb No A121{li
lso 13a65rruli ISO Sllru

ECD CLARATION CONF

Lorne Laboratories l-td declares that the following in vitro ostic reagenl:

LC}RNE
LABC)RATO,RIES

r
il) ihas been'classified as non List A, non List B (Directive C, Annex

and c-omplies with the essential requirements and provisi of Directive
98l79lEC of the European Parliament and of the Council sr 2002
No.618 w-hich transposes the requirements of Directive c).

and is in'conformity with the national standards transposi
standards:

980:2008
ISO 13485:2012
13612:2002
13640:2002
13641:2002
lso 14971'2012
ISO 18113, parls 1&2

armonised

with

sibility of Lorner

The conformity assessment' procedure performed was
Annex lll of Dir:ective 98/79lEC.

of conformity is issued under the sole
and is valid from 13 April 2016.

Unit 1 Cutbush Park

Daneh ilt,

Berkshire RG64UT Un

RsSislrlroLl 011icu

5r8
bq.com

t0{ 
^q655 

(i6

Product name

CRP Latex kit 8501 00A

ReUiste$d iI filglrn,l tlo, 045407$7. VA]



Declaration of ConformitY

HL-7-0163t)(l Dol 2015i08 (€))

In Application of the Gouncil Directive 98/79/EG on t
the faws of the Member States nelating ta ln Vitro
Devices & CE marking.

Declaration, of confo.rmance to applicable sections 
^of

Flequirements and Annex'lll (EC Declaration of Co
sections 2 to 5. The below listed products are not classif i

A or B. Access to the appropriate technical fil:s will be
appropriate.body in the event this is required,

Product
Code

:'265
5265H

l, the undersigned declare that the devices registered
Classification Code conforms to the said Directives.

Full l,'Jame:

Signed:

M.J. Steohenson

Helena Bioscience

Queensway South,

Gateshead, Tyne a

United Kingdom

Description

Thromboplastin Ll
Thromboplastin Ll

Tef 1a4 (0)191 4828440

Fax +'44 (0)191 482 8442

inf o@ hel ena-biosciences.com

www.helena-biosciences.com

approximationiof ,

agnostic Medical",

rtial
0y

ists
the

" r'

,de l

ve GMDN

tirector '

5

..\i\l,t i '
_tr --

ldingl'Esl

.t ,rr,i.",.:';}



URINE CONTAINERS
PER LA RACCOLTA DELLE URINE

fino a 100.m1, I'

per asptrcz)ne
lla.a\plicala sul t'

protezione del sislema di prelievo.

Sfaws,with urine collection device for vacuum test
tubes. Suitable for containers without collection
device, Available with straw of two sizes.

supeiicie di scrillura.

120 ml.
059x68mm.

polipropilene.

035x70mm.
polipropilene.

nitori per urine graduati fino a 100 nl, con
e supelicie di scrittura

150 nl.
058x72mm.

polipropilene.

lappo a paile

lappo irceilo
. ^l .
r uqltutone stngoa

pet il prelicvo delle uine con
da contenitori non dotali di
con tubichto di due lunghezze.

LI
(!i,r)

31400
31400/SG
3140 0/S G/(3 S

31500

STRA'O? LEI'IGTH I LUNGHEZ

90 mm

90 mm

90 mm

170 mm
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Concept[on, p

e que le systdme de management de la q ddvelopp6 par

ceftifies that the quality management system by

E LITECH] C LIII ICAL SYSTEMS

Zone Industrielle
61500 SEES FRANGE

pour les activit6s
for the activities

uction, contr6lb et co'mmercialisation de'16 cle chimie clinique
destin6s aux laboratoires d'analyses de bi

Validation de la combinaison r6actifs et

production, control ancl sales of clinical chem
intended to be used by clinical laboratorie

reagent,s

Validation of the combination reagents and inst

r6alis6es sur le(s) sitetls) de

Performed ort the location(s) of

ELlTech Glinical SYstems SAS i

Zone industrielle - 6'1500 - SEES - FRA i

csfyut i on behatf ot\A{-.e"nUdi(ion Director

LNE/C-MED r Organisme n{rifi6 par 1'autorit6 comp6tente franEaise en matiBre ag fl5p9s1tiis me
I, rue caston Boissier - 75724 Paris Cedex l5 . T6l. : 01 40 43 97 OO . Fax : O1 40 P3 37 37 * wi

i

'i

tFtcl\T
F REGIST-RAT/O/V

0f62 rev'. 6

c
CERTIFICA.
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Thyrotropin (TSH) Test

Lhe unbound dnzym€rhyfohopin 6nj!9are bt aspnaton.r
decanraLion Th6 acr vry of (he 6nzym6 pre3snl m ltu sldac6
ol lhs wol i3 quanlilakd by rsac!on wilh a ,!il.blo !ubsral€ lo

The 6mployfrsnl ol sev6ra 3arum r€lerencos ol koorn
lh/ohop:. levo s pBrmils conskuclion ol. dosa €sponss curv.
ol acrvily end con.anralio. From companson lo lho dos6
fespo.se cune an unkoown speclmens aclivly can b€
corielared hrh lhymLop n cof cenlrarion

3 O PRINCIPLE

EL SA
as\ay hay also bE usad ror lie dala re.ucL
,,4ilr,, { ls r;rr zqd tfa L: rjal.n. 

'? 
-'ft,!4

5 B

0019

s3 5

Crl 0

2671

lmnluno.nzyrnom.lrlc d3s.y {TYPE r):
The €ssenIar reaqenls requned lor an mmuncenzymomekc
astay includ€ hsh alfinLy and spocitclly anlbdres (€nzyms
cofjugard End immodlized), wilh didtrsnl and drslnc! epilop0
16@gf lbn In.xc€33, .nd nariv€ e.l g€n In lhis pracEdu.s lhe
immobr zalioD lak.s p ac6 dudng lhe a3say a( lho sudac€ ol e

mfoplaE $€r rhrough lh Inltracr on ol stepravidin oaled 0n
lh6 wdr and otogsnoury added boliny:l6d monocon3l an!

Upon hixng honoclona bioliny'aled Bnlibody, lho onzyme-
label€d 3nrbody ad a sarum conLanins lhq nalivs anliFn,
r€ac[o. rssulls boMe6n lho naLiqs a.l]qon 6d lh6 enl bod€r,
wLhou( compoiliof or s(edc hindrance, (o lorm 6 sdube
s.ndwich complex The inrsracrion s rlusta(ed by the lolowlnq

En'eu,o* ee 
"n 

. *^r,i,' + En'eu,",ee,*-*no,",

k,a

ehAbo) 
= Brolinylat€d Monoclonal A.t body (Ercass Q!anl ry)

A9reH = Na[!eAflisenlvarabeOuadl(y)
Entebo 

=e,.y." -poty"ton"t A.[body lEtcess Ouant t7)

Entlt,r,-Aq*"-olt,",= lnrigs. An bodbs Sa.dyr.h Compl6r

[a = Ra(e conslanl olAssoc ailon

k-a = Rsle canslantolOs3ocialion

Slmulla.6ously, lh6 compls! is deposiled to th€ w6ll (hnr!qh lho
hgh alfinry reac(on ol st6pravidn and biorinylalad.nllbody
Thls inleracroil is il ustrat€d below:

EnzAbr,rAqro;*Abr-) *sk"pLav dind - immobirizsd comptex
sf eptavd ncw = sreptavid n lhhobolizd on we I

lmmobilizd compldx -- sand$ich comp et &und lo lhd wel

Alrs equiibfLm s arrainsd (he anrbody-bound iir.ri.n 
'!ssparar€d iroil unb6und anligen by deca.laLi0n or a3pxalion

The €nzyme aclvily in rho anrbody bound iiacrion is drecl y

propodiofal ro rh€ nar vs anfqan concon[alon B/ ul[zin(
s€veral dilI€ronl sarum r€ldences ol known a.rcen val!€s a

dos€ rcspofse cufre can b6 qeneraled tom *hch lre anligen
conce.tr3L on ol 0n lnknown can be ascedansd

4 O REAGENTS

A Thyrokopln c,llbr.tors - 1mr/vlal - lcons A G

S6ven (i) vhs or rsrs€nces ror lsrl Anl@n aL lsv.ls ol
0(a), 0 s(B), 2 5(c), 5 0lD), 10(E), 20(F) and 40(G) pru/hl
Slore aL2 3'C A pfes6toalvs has bosn 6d&d

Not€ The .arbdlors human setufr Hsaa, s6re
calbraled u5inq a referenc€ preparallon, whch v/ae
assayd aaainsr rh€ ffio 24 rRP 30/558.

B ISH Enzym. Reasent- l3mlrvld.lcon €
OfE l1) val conrainnq enzymo rabeled aftnlLy purified
poltslon3l goal .nlbody, bollny'€(ed monoclo.: mo!ss rqG

in b!lf€r dy6 and pr6s6N.l v6 Sld16.l2 3"C

C Sueptav dln Caaled Plato -96 wollr - loonv
one 96 /all m.ropale coaled wlh gteplavidin a.d
packaged n 6n e uminum bag wlh a dryng agsnL S(ors al

2,3'C

D w.sh Solurlonconcontdo-20 nn-lcon a
one (1) vial conrainng a sude.lanl n bullorod si'n6  
pfesorvalve has been added. slore al 2-8'c

F silbskrte A-Tmlrvlal-lcon S^

12 0 RtSK AI{ALYStS

Ihe MSDS atd Rbk Analysis F.tnLt il1is P@dlct ts aalable
an reqlest l@n, Mailoutr tnc

l2 I A3i6y Pedormanc6
1 llisimpodantlhallh€lm€of reaclorineachwel isheld

consranr roachiavs roproducble rc3ult
2 Pp6ll.s or samD16e should .ol 6xlend b6yond len (10)

minules lo avoid assaydnn
3 H gh y lpsmic hsrnolytd or qroeiy conlam n6led

specn6^(i shoud nol bs used
4 ll more lhan one (r) plaLe is !sed il is recommeted lo

.epsal lha dosa r€sponso cLN€
5 Th6 addlid ol s!bsta(o sol!!6 inilialss a kinsli. reacllon

which ls terminaled by lhe addilion ol lhe rlop 0dulon
Therslora lha sub3kale snd siop solulim 3hould b6 edd& ilr

Lhe sam6 36quenc6 lo e minale any (me dovallon dlrino

3 Pllle read6rs noas!r6 v6rlically oo nol louch ho b0llom ol

7 Faiur€ lo rsmov6 adh6ting solulion d&qualely in (he

asplalion or docanlaLon wdsh sl6p(3) may .ee!n n poor

..pica spudoue.€st Ls

I Ula . nl5 ftom he sama ol No inl€mirno ol
reaqonls ftom d llerenl belche!

I Accu.als and Precis6 p pellinq, as *el 33 lolownq lha exacl
lme and lempemtrtrs requiehen(e ptescnbed .re e!i!.nla
An/ devialion ftod Monobl.d3 IFU may yerd n.cc!.a10

1o Parenr spoclmons Slh TSH conce.kalions over aoplu/ml
6ay b6 dued (1:5 or 1:10) wilh lhe 0 calbraLot and ra
assayed The ssmpes conceff8lion 5 oblailed by
mullply nq lis resull by lha dil!Llon l6cldr

ll al €pplcabl6 naliona sla.da.d!, 16oula[on5 3nd rawr

includino b!r nor lh red lo good aboralory proced!rds mosl
bs sticL t l.llored lo snsure compranc6 .nd propd davc6

l2 ll ls Lmpofl?nl lo calbrale all lhe equipmenl..o. Pipelles,
Re.ds!, Wa3h€r3 and/or lh6 sulomal& lnslrufr€nts usod
w Lh hs davlcs .nd io p6dord rouri(. pr.v5nrar!0

13 R sk Ana ye r ar feqLked by CE Ma.k VD D ro.( v€ oatg/Ec
- lor lhE end oLh6r d6vlc6s, m6d6 by [fo.obod, €. b:
r6qeslsd lia €mail Lm llqrobilld@

1 Eehsu.n,.il tnd lnterPtddtlon ol rctilfrt nust bo
pedotneil by 3 skilled lndlvldualat t.had ptotesttonst

2 Laborarory ra3! ls a one 6r6 only ons asp6cl lor deLsrmning
pal srl c5r€ 6.d lholld nol bs (i6 so e b6sle lor lh€rapy
panrculaily ll rhe resu[3 conicl v/ilh olhsr deleminailr\

3 ForvalidlasLres!G,adequslaconrosa.dolherparilnlolers
musi bo eJhn lho lsled ranqss and assay rsqut6menls

4 ll leil kls eto alared sud as bymltlng pans ot d nsnntkll5
whlch coukl produ.e fabe (esl resuls, 0r il resr(s are

Incoiieclly nl6rprel6d,
s ll compLle. .onrol ed

rasulsorLhe tosl ilis 6s lor

'Tne daLa presBnled 
^ 

drDpe 1 and F

lusrrarion only ard 3ro! d nol bs ussd I
respoilse cuBe pr€paEd Lelh.ach.ssay

Flsur. l

lors hypolhalam!3 I'and lu^ckon, lhyrod qland I!n.ilon
d he rdsponslvdno!3 .l pilu laty lo TRH ftu!,
yrolropl. concdnk.llon alona ls not.uflclent lo

rsH vau6s may b6 6ldvaled by plEmacologica
0oooerodo.6

have been ropoil& lo nrcrease

va uss ha5 been tsoonsd \vh Lha

m€Lhlmazol dopzmiio .nd d

13 O EXPEC]ED RANGES OF VALUES

a srudv o, eulhroid adu( popllalon tas lndoilaken k'
dslermr;s eroecled values for lhe TsH Accuar^dre EUriA T€51

on6 1) bo il6 conra nns

r substatea-7ml/vlal -lcons!
One (1) bolls conla].inq hydroq€n paroxid€

c srop soruilon-sml&lar'rcon@
On€ (1) bol 6 co.lainino 6 5l'o^s acid (1N
3.C

Nor6 1; Do.ol05a rcssnlebeyond lf6
Nol€ 2: Avoid €^lhded €tpo

:

doss ,esporse clde lor tunrc ru. re'rodrciblllly. h adq riod,
marimum abso&nc€ sbuld b€ co.5islenl wIh pasl.xrdFnc€
Siqnilcanl d6via(on liom enab 5h6d Fdomance or. idcal€
unnoliced charqe n erperimenll@nd lons ordegradalon ol lil
re6qen(e i6sh .eagels shoud hr lsed lo ddrnmini lhg
fezson lor lh6 v.ri6!on5

8 O REAGI:NT PREPARATION:

Dlule co nonLs olv/a3h conc!nrats b lmml illh d4[ ed or

h€ clsar ilD la&lod Souhor B Pla.€ ho yel ow cap ot rh€

cezr vial lor easy idenr hcar on. [n( and labl a6ordlnqly.
Sloreal 2.8'C.

t nlel Fo t.Dt we il* solrt n sulstute,tli orr.,,,"
ll.ta 2:6) r,at LBa r.tgene t\it tt4 to|tahilrtt.t ot h6ve

9 O TEST FROCEDURE i

1 Format il]e frcroplales wells d each serum
control ard pausnl sFrimsn lo lF lisyd in
lkplad .ny !nuEn,l lrcrcr.l rklnr ba.1,
iludin!rr Dit, rcrl lnd 3t!,! it 2 9'C.

? Prpe[. 0.050 ml (50!l) ol rhc appropriare serum .eler+nce
contro or speclms. nld lhb 3e5 qneC well

3 Add 0ld)hl(100pD of he TSH l:nzynre Reaqen robach
ne I i is !6r! inpon{it ld ri!pefs! iil rea1re.iii lro*: to
rh"^ baron a, lho d..lrdrr!

4 Ssrl lho msoplatE qen(y d 2G30 second3 lo mk and

5 Incubate 00 minule5 at oom tenpe.Elu16 '
6 oiscard I nlalioh or

aspnalon dry wilh
absorbenl

7 Add 3s0! n 56+ on)
&c..1 (l: addronal

rnirlll o.
n:anuRl liira \rsslrer .an [e r5ad, r, o* rlnr
dt.urichtrcit intFudt n^ lor propDr rsiBr. i i sgutez!
h.ll3 lr .'hpbyA. lll oNlh v/cll ny d+prBth! (r+
Lat\hine' labithq in buLrids) L) disp.r6! (te ,5eN
Drnrnfllr tv?ol?)rddlio.aLrh

0 add0.1m lqsubsrraro so:uLonr loE
6ee Re4 rion). Ilrirs iir rs ls ir
lhi srmq rc .q'irlion llni di 1c6r
l--in+cn,

9 [robare zr room remperarur6 ror trrden (1s) minures
10 Add 005lhi (50!1) ol 3l.p dllon lo each w.l a^d mir

aenily lor 15-20 socanda. Alwrys r!d,risDrLs /n !ho s!rE
rFio/ l. mlrtnlo r.r4rior unn iIrFi.hEs E6104n

l1 Read lhe abr*bafie h orch *s' .l 150.fr (usrrjo a
refsr$ca w.vsl€fglh o, li20 630fm lo minrn'ze well
impede.r nns) In a mLcrflals ..aer rr'ts rcr! k nhr(lf bf
r!sd aithln-rhiny {rD) minul., dr.rdJiig Lfe it'p
5oh/lon.

- For borr€r low-end s6nsiivry l. o.!,!lU/m), nabar.il20
mrnlr€s sl ro)nr lmpeElur€. Th6 aoplu/fr| €lb6ltr should be
exclded sinr.s absodAnce over 3o uniG k L be erps.oEed
Folow lh6 rernainlnssleps '

Note: oillle samples reading o!tr 10 rluh by 1 5 and i 10
{lh ISH 0 Carbraror Mltipry rhe fesurs by te drilrlon
la.lor lo olain accurar. rssu r5

--!!q:1!Ilr-- . 3334!rlL---!se
Thyrcroprn (hTSH) . 1.@0
Folllkopln(hl:SH) <0.@01 1@0n
Louapln Honnons lhLH) , . O mor looonqrm
chor o^lo .O O00l lmono/m

-i::lljlIs1!!g-
i4 5 Coirelatlon hMs!n t hf rild 2 hr l.cubtllon
Tho oc (1) h. and M (2) hr (rplonal) incublio. procedPr€s
$ero .ohpars Thtly (30) do.9i41 !pecimsn3 (artn0 rom

Tha soLJrs rog e35on
icienl @mpu ed lor lhe 2

rh rh erhodo) tuEienL
,r6ral efrcienL. top. a.d
' 19 Es5ion Corelalion

=0.996 
.

15,0 REFEFIENCE:i
1 floplon MR. t Harap JJ, lmmunoEdoftlic assay ol

illyrotopin.r a frrsl Ins 6yr)d tunclls (e!l n t€ ror]line
lab6lq crrbalchedtrry 3x691 (1986).

2 cad*el (; el al 'A n4 s!.ahgy ld lhyr.id luftliof renlngl
Landorl,'117(1935)

3 Young oS. P6slaner LC, and Grbennan U, El'eck or D1!9s
on cli.ica Labor6lory T€sls' dtnlrl chennslry, 21 %aa

SubnormE Concentallons ol TSH' Clni.al CrenrsJry 41

367 trgss)
s Deck.Pecoz P, PeGan !, Vanabre bdoqi.a' Nl,vli ol

ilryrold slhriarno hormme , :!t J l:r&cnnol 1J1 3Jl,34A

6 Bravardarn LE, Evslua(on (l hyrcid 3lalus ln p€lianls SLh
fi/rolorlcon3 , c/tD cnoD, 42 171.131 (1996)

7 Fisher, Ol, Phtsioog:ca vod:lion3 n lhrod hornofes
Physiolo!i,:a a.d palhophysorosicsl .onidsaLioG, Ch
Chdn 42, 135r39 (l9s)

trMB

/.arc!. rr. iratsle r.r.rxty [00) dry.
lCoC Kit and c'Fpci4r1r 6titi ity rre

Note J: Above reagenrs.re lora sinols s6wel

4 I R.quL€d eul Nol Provldod:
I Pip6lle(s) €pilble ol dalv.dnq 50!l dnd

aprodion ol bll€rlhen 1 s%
2 Dispense(s) lo. rep€lilivs do iveilos ol 0

yolumos$rh a procisron ol bsllsr lhan

4 Mlcrop.ls Reade. slh 450nm s.d
absorbanco €pablly

5 Absodenl Paperlor boui.q lhe microp ale
6 Praslicw.ap ormic.opal0 covef ror

7 Vac!um.3pralor (opl onal) lorwash 5l0Ps

9 Slorags conlainer 
'orsloa@ 

olwash bufler
10 oisl I ed or dsioniz.dwalsr
1l Oualty Conuol Ma(6.rah

5 O PRECAUTIONS

rot lil Vttto Dlau.stic t)sr
Natbt tnt.ilt4i u txtunti Utr in fiothtns

A I orodkls lhal 
':onlain 

hman serum hav6
nonieaclivo lor Hepa1il6 S Sudace anu@n
a.lbodies b/ FDA requied l€sls Slnce.o I

comprek.ss!r8nd€ lnar hl6c[ous a96nr5 ar6 ai
serum producls shoud b hand€d as polenlaly
cipsbld ot kansmiLli.g diseas€ Good laboE
lor hand:ing bood products can b lound in c
0isease Conrol / NaLional lnilil!l€ ol H

M croblo oqica and Biomadicel L€boraloies Ed3
HHS

The s0eom49 shail h bred, serum in lFe
preutons n ha coll€cllon ol vmipudclur6

a laslng mornnq serum sampl6 should be

should bB col6c(ed 0 a prain r€dl+ v€npuncl
addrLves or qEl b3ider All@ lhe blood io clol

Srrtr dtro::r Dl lll corr.nr,.eLs ftr'.t b.
i.i nalory 3 /r ttntrilo.; rdqui'ent'.r

6 O SPECIMEN COLLECTION

specme. Lo sepa6l€ lhe serom liom lhe cells

Sampl6s may ba rcUq€61€d a( 2-8"C lor a

ive (5) days ll lhe specimen(s) ennot bs
0me ho samp0(!) fray m srored al lemperatr
up lo 30 d.y3 Avoid us6 o' conlamlnalsd
16pelilivo iieezing and lhasn0 nhm
0 1m ml or h€ sp€cim€n 6 rcqu red

7 O OUALIry CONTROL

Each laborarory sho!ld assay contols al
normal and e evald .a.ge loi monjlo.lnq

IATION

Ihese cnkols sholld bs lreeled as
dorsrminod rn every lesl prm€d0rs

srppied reagenrs Pe(nsl slalsl6l
h

smployEd lo asc€na n [s.ds The ]ndNrdla
soL sccsp(able as$y psdomafco lmls Olhor
shoud be mon lo.ed include lh€ 30,50.nd 20%

il 13 mponanl 10 keep in mnd lhal q

va us3 whi.h c.n bo.xp€cl0d lo bs lound by 6

a popu alion ot'nomal 'Persons it d0p€n@nl
oi,acro.s: rhe speilcily ollho nrelhod
lhs precrson ol rhe msthod in hs hands
rheso foasons €adr laborarory should dspend
orP6cred vsluss sdabliqh€d by lhe
in,houe6 ranq6 4n be deldminod Ly lhe
h:lhod wlh a Potdailon hdlwnds lo lhs

I4 O PERFORMANCE CHARAC

Tha wilhin and belveen as3ay p.eci3]ons ollhs
L6n syslem w6r6 d6lerminod by analyses on
rovs's .f pooi conldl sora Th6 nln)ber (N)

sLandard deviaLion (d) and coeflcienl 0t
olltu3o.ontolsaraarop@s6nl6d'^Tablo26nd

0g

ThB sen,irvlry (dsrsctldn lim l) wa5 asc6da n0d
rhe vadablly of rh6 0 p u/ml 3
(sschcedanLy) slalisl c lo calcolaL6 lha mnmum

For I hr incubalon = 0 078 lluhl
For 2 hr ncubalio. = 0 027 !1U/ml

rel:rence immunochedllumlfescence ass
Ths TsH AccuBind'" ELISA lesL 3y3lefr wa!

soErmens toh hypolhy.old eulhyrod
Fpurarions wao !36d (Th6 v.ru6r f.nFd iion
6lulU/fr|) Tfs (olEl numbe. ol such 5p6ome.s
leasr 3quare ragression equallo and lhe
,ora codourad lor rhe TsH accuBindrq
.ompadson elh lh6 r€lerhc6 melhod The

Of'yslqhlamounls ol ba3 beMaan ha TSH
nDrhod and lhc.elc.erdo melhod a.e indr€l
or rhe me:n viluai Ttu 16g5l squar6 regr€5ri
coilelaIon co€lncie.( indicatos erce le il mslhod

The doss-reaclvily ollho TsH AccuB ndru ELISa
5a sclqd subsLancor was evalua(sd by add nq

oli.rsdonnq subildnc6lo dosE or lhyrorropn
do5+rea.Lvily sss cslculaled bt donvtrlq a.rrio

Dil.:(61112 DCO:0010

fdi 99951ftS ball
r{{i,1 S{995r C539 ?!!
PlEro !irirour F!hik
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