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flosaiopbi nuneiOMHbie JleHnnnei 5/13K

(MG)

FlOCKO/lbKy TOHHOCTb M BOCnpOMSBO-

AMMOCTb - CaMbie B3>KHbie CBOMCTBa

/iro6oro AosaTOpa, JleHnnner B/iaK

oS/iaAaer cneunanbHO paspaboraH-

HWM MexaHMSMOM pery/inpOBKM

o6teM3, BbinOJlH6HHblM B BMA6

aBTOHOMHOrO MOAyna. FloCKO/lbKy

MexaHM3M peryjii/ipoBKH o6teMa

OT Kopnyca Aosaropa, OH

TOHHOCTbKD, BOCnpOMSBOAHMOCTbK)

M npOHHOCTbKD. KpOMG TOTO, HTO6bl

MCK/llOHMTb BO3MO>KHOe B/lMflHHe
H3 TOHHOCTb M3M6peHHM,

pery/inpOBKn o6teMa

nsojinposaH OT Kopnyca

Aosarapa.

5o/lbLUOM AMCn/ieM

JlennnneT BJISK MMeeT

jierKO HuraeMbiM Ancn/ieti, no3BO/is-

K3LU,MM TierKO M H6TKO 33AaBaTb o6l>eM.

KpOMG TOTO, HOBbIM MGXaHMSM
yCTBHOBKH o6t6Ma n

ycTanaB/iMBaTb oCbeM AO coTbix

MKJ1, KOTOpblPi BMA6H H3 qbOHG.

ToHHOCTb o6ecneHMBaeTcn TBIOKB

Ka>KAbiM

3TO

o6teMa,

Luar npn ycTanoBKe

conpOBO>KAaeTC?i

c LiiaroM OT 0,01 Mien AO 20 MKJI

B SaBMCMMOCTM OT MOA6/1M AO33TOpa.

Bos^e pytcnnea npeAycMOTpeno

yAo6noe MBCTO /yw nAeHTnqbuKa-

UMOHHblX qp/lblHKOB nO^b3OBaTe/ia.

TaKne qp^biHKn nyxHbi, HTo6bi He

nepenyraTb AOsaTOpbi n HTo6bi OHM

ne 3aTepq/incb B .naSopaTopnn.

I JleHnwneT B/13K

_ 6

JiHn npw flO3KpoeaHMH. Aoaarop 1-10 Mtul

JlerKOCTb fl03MpOBaHM51

KaK n y ecex AoaaTOpOB JlennnneT,

q, neo6xoAHMbie npn

JlennnneT

o/ibsoBaTe/iio na>KHMaTb

KHonKy AoanpoBannq onenb /lerKO,

HTO o6ecnenMBaeT JlerKOCTb, posnocTb

M CT36n^bHOCTb AOSMpOBaHMfl. 3TO,

B CBOio onepeAb, no3BO/ineT
jiynujne pesynbTaTbi

B Tenenne 6o^ee

nepnoAOB pafioTbi. KpoMe Toro,

TOHHO

l. T3KOM M6xaHM3M SCTb

B AOsaTOpax o6teMOM 50 MK/I

M MGHbllie.

Hoeafl
KHORKM

JlennnneT BJISK MMGGT HOByio

KOHCTpyKUMK) OnepaUMOHHOM KHOHKM

c BpamaiomeMCH sepxHeti HacTbK),

MCK/UOHMTe/lbHO

Hoe npenMymecTBO

B TOM, HTO Bpamaromaqcq
HaCTb KHOHKH ABCDKGTCq H63aBMCHMO

OT MexaHM3M
HTO npeAOTBpamaeT

M3MeH6HMe o6"beMa. KaK n

nacTb onepauHOHHOM KHOHKH, ona

Bbino/iHena M3 MflrKoro n/iacTMKa,

oSecneHMBaramero OT/innHbiPi 3axsaT

npn pery^npOBKe oeteMa 6es

BbicoKoe KanecTBO pesy/ibTaTOB

33BMCMT OT aBcO^HDTHOM CTepM/lb-

HOCTM. HTo6bi o6ecneHMTb ee

n npeAOTBpaTMTb nepeKpecTHoe

3arpq3H6Hne, JleHnnneT B^SK MOKST

CTepH/lM3OBaTbCS1 B aBTOK/iaBG
npn 12TC. CTepn/in3OBaTb

MOXHO U6/1MKOM B C6ope HJ1M
OTAe/lbHbIMM A6TajlHMM B

LJ.MOHHOM MeLUKe. flOSBTOp BbinO/IHeH

MS MaTepnajioB, o6^aAaK)Lu,nx

BblCOKOM CTOMKOCTbKD K peaKTMBaM,
V0 CBGTy n

OBKu B /ia6oparopHM

JleHnnneT B^SK onenb

o6c/iy>KMBaTb: npocTo

A033TOP, CHSB c6paCblB3Te/lb

HaKOHGHHMKa pyKOM, 3 33T6M
c noMoinbio yAo6Horo

Him o6c/iy>KMBaHMq yAa/iMTe KOHyc

HaKOHGHHUKa. TOT >K6 npaKTMHHbIM
HHCTpyM6HT

c noMomwo

pacno/iTOKGHHoPi nasepxy

AO33TOpa.



yflo6cTBO H SprOHOMMHHOCTb

JlemMnej B/13K MMeeT LUMPOKMM ynop

A/IB na/ibua, KOTOPWM nosBO/iaer

A6p>KaTb AO33TOP HOA MAea/lbHblM

A/iq AO3MpOBaHMH yr/iOM M Aaer pyKe

B pesy/ibraie
A/lMTe/lbHbie UMKJlbl

CTaHOBflTCfl 60/166 KOMt()OpTHblMH

M M6H6e yTOMMTe/lbl-lblMM, CHM>KaeTCfl

PUCK paSBMTMfl TpaBMbI, BO3HMKaK3LU,eM

M3-sa nocTOSHHOM HarpysKn (repetitive

strain injury, RSI). KHonKa c6pacbiea-

re^fl HaKOHeHHMKa aaKpymena

M MMeeT SprOHOMMMHyK) KOHCTpyKUMKD,

KOMc)3opTHoe no/iO)KeHMe 6o/ibiuoro

na/ibua npM cSpacbieaHMM.

Pa3HOo6pa3H6 THROB M

aCCOpTMM6HTa o6b6MOB

Hro6bi yAOB/ieTBOpnTb norpe6HOCTM

Ka>KAoPi jiaSopaiopHM, Aoaaiopbi

JleHHMneT BJISK BbinycKaiOTcq

B OAHOK3HanbHblX M MHOPOKaHa/lbHblX

sapMaHTax. OAHOKaHa/ibHbie Aoaaropbi

Moryr 6biTb nepeMeHHOro M/IM

(J)MKCMpOBaHHoro oStewa.

Flo >Ke/iaHMio saKaaHMKa nocTaB^aKDTca

LUTaTMBbl K3K PJ\K OAHOK3HanbHblX, T3K

M A/iq MHOrOK3Ha^bHblX AO33TOPOB.

Ka>KAbiM Aoaajop /leHnMner BJISK

MMeer yAoSnyKD LiBeroByra KOAMpOBKy

Ha onepauMOHHOM KHonKe M Kopnyce

pyKOflTKM, a T3KX6 H3 MHOFOKaHanb-

HHX MOAynax, HToSbi jierHe 6bmo

HaXOAMTb HyXHbIM HaKOH6HHMK Finntip.

bi

Aoaaropw

B/13K BbinycKaKDtcq

c paa/iMHHbiMM AManaaoHaMM

KaK M B OAHOKaHanbHbix

BJISK, MexaHM3M ycosep-

pery/iMpOBKM o6teMa

oSecneHMBaer BbicoKMM yposeHb

TOHHOCTM M BOCnpOM3BOAHMOCTM.

Kpowe roro, B MOAe^nx Ma/ioro

o6"beMa cfiyHKUMfl cynepBbira/iKMBaHMH

XMAKOCTM oSecnenMBaei TOHHOB

AoanposaHne Aaxe CBMNX Mant>ix

Onepai4MOHH35i KHonKa

JlerKan peryjiupOBica o6beMa

JlerxocTb B pa6ore

lilnpoKMM ynop

Mecro &n* pasMeuteHHfl

YCOBepllJeHCTBOBaHHMH M6X3HH3M

M

BOCOpOHSBOflMMOCTb

Becb Aosarop UCJIMKOM
aBTomiasMpyercsi

OicyrcTBiie ueraji/ia
o6ecneHMBaer nemtu sec

XHAKOCTM



nuneTOHHwe JleHnMner EJISK nocrosHHoro o6i>eMa

Kai. NO

4652002

4652012

4652022

4652132

4652032

4652042

4652052

4652142

4652062

4652072

4652082
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OflHOKaHa/ibHwe Aoaaropw

Kar. Na

4642022

4642032

4642042

4642052

4642062

4642132

4642072

4642082

4642092

4642102

4642112

mm

fluanasoH

0,5-5 MKJI

1-10 MKJI

1-10 MKJI

2-20 MKJI

2-20 MKJI

5-50 MKJI

10-100 MKJI

20-200 MKJI

100-1000 MKJI

0,5-5 MJI

1-10 MJI

mMmgmmjjmggggHimm

TOMHOCTb

MIO1

±0,040

±0,070

±0,090

±0,14

±0,15

±0,30

±0,40

±0,80

±1,0

±1,5

±3,0

mm

Bocnp-MOCTb
% s.d.'MKn CV%*

±4,00

±1,40

±0,90

±0,70

±0,60

±0,60

±0,40

±0,40

±0,40

±0,30

±0,30

•••

0,040

0,070

0,080

0,10

0,13

0,20

0,30

0,60

0,8

1,5

3,0

••B

4,00

1,40

0,80

0,50

0,50

0,40

0,30

0,30

0,30

0,30

0,30

r

MBKDWMK

Flex 10,10, 50

Flex 10,10, 50

Flex 200, 250 VHMB.,

Flex 200, 250YHMB.,

Flex 200, 250YHHB.,

Flex 200, 250VHMB.,

Flex 200, 250VHMB.,

Flex 1000,1000,1000

Flex 1000,1000,1000

Flex 1000,1000,1000

200 Van.

200 Van.

200 Van.

200 Van.

200 Van.

Van.

Van.

Van.

Flex 1000,1000, 1000 Van.

mfHKimtftfmmmmmmmmmfm^^^^B^K

nHneroHHbie JleHnuneT E/m nepeMeHHOro o6i>eMa

LUar

0,01 MKJI

0,02 MKJI

0,02 MKJI

0,02 MKJI

0,02 MKJI

0,1 MKJI

0,2 MKJI

0,2 MKJI

1 MKJI

0,01 MJI

0,02 MJI

06i>eM
MKn

5
0,5

10
1

10
1

20
2

20
2

50
5

100
10

200
20

1000
100

5000
500

10000
1000

To^HOCTb

MKn

±0,075
±0,030

±0,100
±0,025

±0,100
±0,035

±0,20
±0,06

±0,20
±0,06

±0,30
±0,15

±0,80
±0,25

±1,2
±0,36

±6,0
±1,0

±25,0
±5,0

±50,0
±10,0

%

±1,50
±6,00

±1,00
±2,50

±1,00
±3,50

±1,00
±3,00

±1,00
±3,00

±0,60
±3,00

±0,80
±2,50

±0,60
±1,80

±0,60
±1,00

±0,50
±1,00

±0,50
±1,00

Bocnp-MOCTb
s.d.'MKn CV%*

0,050 1,00
0,025 5,00

0,050 0,50
0,020 2,00

0,080 0,80
0,030 3,00

0,08 0,40
0,05 2,50

0,08 0,40
0,05 2,50

0,15 0,30
0,125 2,50

0,20 0,20
0,10 1,00

0,4 0,20
0,14 0,70

2,0 0,20
0,6 0,60

10,0 0,20
4,0 0,80

20,0 0,20
8,0 0,80

UB6TOB. KOA

POSOBblH

POSOBbIM

XejiTbiii

BnplO3OBblCl

XejiTbiii

XeJITbIM

XeJITbIM

Xej,™*

CMHMM

3ej,eHb,ii

KpacHbiPi

HaKOH6HHMK

Flex 10, 10, 50

Flex 10, 10, 50

Flex 200, 250 VHMB.

50

Flex 200, 250 VHMB.

Flex 200, 250 YHMB.,
300, 200 Van.

Flex 200, 250VHMB.,
300, 200 Van.

Flex 200, 250VHHB.,
300, 200 Van.

Flex 1000, 1000,
1000 Van.

5 MJI

10 MJI

•̂w, ^̂ HHiM ĤMMiî ^̂ HK

MHoroK3Ha/ibHue Aoaaropu nnneTOMHbie /lennHnei E/m nepeMeHHOro oGfceMa

Kar. NO

4662002

4662012

4662022

4662032

Kon-BO

KananoB

8 1,0-10 MKJI

8 5-50 MKJI

8 10-100 MKJI

8 30-300 MKJI

fluanaaoH

0,02 MKJI

0,1 MKJI

0,2 MKJI

1 MKJI

War

10
1

50
5

100
10

300
30

06b6M

MKn

±0,240
±0,080

±0,75
±0,25

±1,30
±0,25

±3,0
±0,6

ToiHOCTb

MU1

±2,40
±8,00

±1,50
±5,00

±1,30
±2,50

±1,00
±2,00

Bocnp-MOCTb
% s.d.'MKn

0,160 1,60
0,070 7,00

0,35 0,70
0,10 2,00

0,50 0,50
0,20 2,00

0,9 0,30
0,6 2,00

UBCTOB. KOA

CV%*

PoaoBbiPi

XeJITblii

XejiTb,*

OpanxeBbM

HaKOHeiHMK

Flex 10, 10, 50

Flex 200, 250 VHMB.,
200 Van.

Flex 200, 250
VHMB., 200 Van.

Flex 300, 300

CaHKT-neTep6ypr

Ten.: (812) 703 4215
OaKc: (812) 703 4216
196240, r. CaHKT-nerep6ypr
y/i. Ky6nHC<asi, 73A, Kopn. 1
E-mail: info.lcp.spb@thermofisher.com

http://www.thertno.com.ru

MocKBa
Ten.: (495) 739 7641
cpaKc: (495) 739 7642
141400, MocKOBCKan o6jiacrb, r. XHMKM
yji. JleHUHrpaACKaa, 39, Busnec FlapK XMMKH,
octpncHoe SAanne 2, o0nc OB02_03_B2
E-mail: info.btd.moscow@thermofisher.com



Lorne Laboratories Ltd 
Unit 1 Cutbush Park Industrial Estate, 
Danehill, Lower Earley, Berkshire RG6 4UT, UK 

EC Certificate - Full Quality Assurance 
System Approval Certificate 
Annex IV, (excluding sections 4 and 6) of Council Directive 98/79/EC on In Vitro 
Diagnostic Medical Devices  

Scope of Certificate: 
The design and manufacture of in vitro diagnostic reagents for 
identification of blood groups 

Device Classification: 
Annex II, List A and B 

Device Descriptions: 
Please refer to Attachment 1 

Model: 
Please refer to Attachment 1 

File Number A12241 Cycle Start Date 23 May 2017 

Certificate No. 354.170425 Effective Date 23 May 2017 

Expiry Date 22 May 2022 

Authorised by 

B. Rodgers 
Certification Manager 

For and on Behalf of UL International (UK) Ltd

We hereby declare that an examination of the full quality assurance system has been carried out per report 11640248 
, following the requirements of the national legislation to which the undersigned is subject, transposing Annex IV 
(with the exemption of sections 4 and 6) of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices.  We 
certify that the full quality assurance system conforms with the relevant provisions of the aforementioned directive 
and is subject to periodic surveillance as required by 98/79/EC, Annex IV, Section 5.  For Annex II, List A devices 
where they are covered by this certificate, an EC Design Examination certificate according to 98/79/EC, Annex IV, 
Section 4 is required.  This certificate is issued with 1 attachment listing model numbers. 

Notified Body 

0843 IVDD A4 S3 FQ 00-NB-F0051 Issue: 6.0 



Lorne Laboratories Ltd 
Unit 1 Cutbush Park Industrial Estate, 
Danehill, Lower Earley, Berkshire RG6 4UT, UK 

Attachment 1 of 1 

The products detailed below are covered under the scope of this certificate 

Device Description Model Classification 

Anti-A Monoclonal 600005/600010/600000 Annex II List A 

Anti-B Monoclonal 610005/610010/610000 Annex II List A 

Anti-A,B Monoclonal 620005/620010/620000 Annex II List A 

Anti-C Monoclonal 690005 Annex II List A 

Anti-E Monoclonal 691005 Annex II List A 

Anti-c Monoclonal 692005 Annex II List A 

Anti-e Monoclonal 693005 Annex II List A 

Anti-K Monoclonal 760005/760010 Annex II List A 

Anti-D Clone 2 Monoclonal 710010/710000 Annex II List A 

Anti-D Clone 1 Monoclonal 730010/730000 Annex II List A 

Anti-D Duoclone Monoclonal 740010/740000 Annex II List A 

Anti-Jka Polyclonal 323002/323000 Annex II List B 

Anti-Jkb Polyclonal 324002/324000 Annex II List B 

Anti-Fyb Polyclonal 317002/317000 Annex II List B 

AHG Elite Clear 415010/415100/415000 Annex II List B 

AHG Elite Green 435010/435100/435000 Annex II List B 

Anti-Fya Monoclonal 774000/774002 Annex II List B 

Anti-C+D+E Monoclonal 700005/700010/700000 Annex II List A 

Anti-Human IgG Clear 401010/401000 Annex II List B 

Anti-Human IgG Green 402010/402000 Annex II List B 

Monoclonal Rh Control 640010 Annex II List A 

Monoclonal D Negative Control 650010 Annex II List A 

File Number A12241 Cycle Start Date 23 May 2017 

Certificate No. 354.170425 Effective Date 23 May 2017 

Expiry Date 22 May 2022 

Authorised by 

B. Rodgers 
Certification Manager 

For and on Behalf of UL International (UK) Ltd

Notified Body 

0843 IVDD A4 S3 FQ 00-NB-F0051 Issue: 6.0
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DECLARATION OF CONFORMITY 

 

1) Manufacturer (Name, department): Monobind Inc. 

Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES 

and  

 

2) European authorized representative:  CEpartner4U BV,  

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS; 
(on product labels printed as: 
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS  Tel.: +31 (0)6 516 536 26;  
or as: CEpartner4U, 3951DB; 13. NL  tel: +31 (0)6 – 516.536.26) 

 

3) Product(s) (name, type or model/batch number, etc.): 

Immunoassay products;  

ELISA,  

CLIA,  

Control, 

Instruments                                                                                                 (see appendix) 

 

4) The product(s) described above is in conformity with: 

Document No. Title Edition / Date of issue 

L 331; 98/79/EC In-Vitro-Diagnostic Directive 1998-10-27 

 

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.): 

Conformity assessment procedure for CE marking: IVD Directive, Annex III 

 

Lake Forest, USA;2011-09-27 ------------------------------------------------------------ 

 Tony Shatola; QA Director, Monobind Inc. 

(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer) 

 

 

Maarn, NL; 2011-09-27 ------------------------------------------------------------ 

 Olga Teirlinck; Consultant, CEpartner4U BV 

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of authorized representative) 
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Appendix  

          Date: 2011-09-26 
 

Device types 
Item# 
ELISA 

Item#   
CLIA 

Item# 
Control 

Item# 
Instrument 

EDMS code 
Risk Class Certificate # First date of 

CE-marking 

Thyroid          

T3 – Triidothyronine 125-300 175-300   12.04.01.05.00 Low  2005-11-11 

fT3 – Free Triidothyronine 1325-300 1375-300   12.04.01.01.00 Low  2005-11-11 

T4 – Thyroxine 225-300 275-300   12.04.01.07.00 Low  2005-11-11 

fT4 – Free Thyroxine 1225-300 1275-300   12.04.01.02.00 Low  2005-11-11 

TSH – Thyrotropin 325-300 375-300   12.04.01.11.00 Low  2005-11-11 

Rapid TSH – Rapid Thyrotropin  6025-300 6075-300   12.04.01.11.00 Low  2010-06-29 

T3U – Triidothyronine Uptake 525-300 575-300   12.04.01.06.00 Low  2005-11-11 

TBG – Thyroxine-Binding Globulin 3525-300 3575-300   12.04.01.09.00 Low  2005-11-11 

Tg – Thyroglobulin 2225-300 2275-300   12.04.01.08.00 Low  2005-11-11 

T3, T4 & TSH – Triidothyronine, 
Thyroxine & Thyrotropin Combo 
(VAST) 

8025-300 8075-300 
  

12.04.01.01.00 Low 
 

2005-11-11 

T3 – Triidothyronine (SBS) 8125-300 8175-300   12.04.01.01.00 Low  2010-06-29 

T4- Thyroxine (SBS) 8225-300 8275-300   12.04.01.01.00 Low  2010-06-29 

fT3, fT4 & TSH – Free 
Triidothyronine, Free Thyroxine & 
Thyrotropin Combo (VAST) 

7025-300 7075-300 
  

12.04.01.01.00 Low 
 

2010-06-29 

Neonatal Thyroid & Genetics         

NTSH – Neonatal Thyrotropin 3425-300 3475-300   12.04.01.90.00 Low  2005-11-11 

NT4 – Neonatal Thyroxine 2625-300 2675-300   12.04.01.12.00 Low  2005-11-11 

N 17OHP – Neonatal 17 OH 
Progesterone 

5525-300  
  

12.05.01.07 Low 
 

2008-02-01 

Biotinidase 8825-300    12 07 02 90 00 Low  2011-09-26 

AutoImmune Thyroid         

 Anti-Tg – Anti-Thyroglobulin Antigen 1025-300 1075-300   12.10.03.04.00 Low  2005-11-11 

Anti-TPO – Anti-Thyroperoxidase 
Antigen 

1125-300 1175-300 
  

12.10.03.01.00 Low 
 

2005-11-11 

Fertility & Prenatal         

LH – Lutropin 625-300 675-300   12.05.01.05.00 Low  2005-11-11 

FSH – Follitropin 425-300 475-300   12.05.01.04.00 Low  2005-11-11 

PRL – Prolactin 725-300 775-300   12.05.01.08.00 Low  2005-11-11 

PRL – Prolactin Sequential 6025-300 6075-300   12.05.01.08.00 Low  2005-11-11 

hCG – Human Chorionic 
Gonadotropin 

825-300 875-300 
  

12.05.02.05.00 Low 
 

2005-11-11 

Rapid hCG – Rapid Human 
Chorionic Gonadotropin 

3325-300  
  

12.05.02.05.00 Low 
 

2005-11-11 

FSH, LH, hCG, sPRL Combo (VAST) 
8325-300 8375-300 

  
12.05.01.90.00 Low 

 
2006-08-24 

AFP, hCG, uE3 Combo (VAST) 8525-300 8575-300   12.05.01.90.00 Low  2010-06-29 

Steroid         

Cortisol 3625-300 3675-300   12.06.02.04.00 Low  2005-11-11 

DHEA-S – Dehydroepiandrosterone 
sulfate 

5125-300 5175-300 
  

12.05.01.02.00 Low 
 

2010-06-29 

DHEA  - Dehydroepiandrosterone 7425-300 7475-300   12.05.01.02.00 Low  2011-09-26 
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Device types 
Item# 
ELISA 

Item#   
CLIA 

Item# 
Control 

Item# 
Instrument 

EDMS code 
Risk Class Certificate # First date of 

CE-marking 

E2 – Estradiol 4925-300 4975-300   12.05.01.03.00 Low  2010-06-29 

uE3 – Estriol, Unconjugated 5025-300 5075-300   12.05.02.02.00 Low  2010-06-29 

Progesterone 4825-300 4875-300   12.05.01.06.00 Low  2010-06-29 

Testosterone 3725-300 3775-300   12.05.01.10.00 Low  2007-11-01 

Free Testosterone 5325-300 5375-300   12.05.01.10.00 Low  2010-06-29 

17OHP - 17-Hydroxyprogesterone 5225-300 5275-300   12.05.01.07.00 Low  2010-06-29 

17OHP - 17-Hydroxyprogesterone 
Ext. Range 

9925-300 9975-300 
  

12.05.01.07.00 Low 
 

2010-10-18 

Vitamin D3 – 25-Hydroxyvitamin D3 7725-300 7775-300   12.06.03.10.00 Low  2011-09-26 

Growth & Bone Metabolism         

hGH -  Human Growth Hormone 1725-300 1775-300   12.06.04.02.00 Low  2005-11-11 

PTH - Parathyroid Hormone 7825-300 7875-300   12.06.03.13.00 Low  2011-09-26 

Diabetes         

Insulin 2425-300 2475-300   12.06.01.03.00 Low  2005-11-11 

Insulin Rapid 5825-300    12.06.01.03.00 Low  2010-06-29 

C-peptide 2725-300 2775-300   12.06.01.01.00 Low  2005-11-11 

Insulin & C-peptide Combo (VAST) 7325-300 7375-300   12.06.01.03.00 Low  2005-11-11 

Cardiac Markers         

CKMB – Circulating Creatine Kinase 
(MB) 

2925-300 2975-300 
  

12.13.01.02.00 Low 
 

2005-11-11 

CTnl – Troponin I 3825-300 3875-300   12.13.01.07.00 Low  2005-11-11 

DIG – Digoxin 925-300 975-300   12.08.01.01.00 Low  2005-11-11 

HS-CRP – High Sensitivity C-
Reactive Protein 

3125-300 3175-300 
  

12.13.01.90.00 Low 
 

2005-11-11 

Myoglobin 3225-300 3275-300   12.13.01.05.00 Low  2005-11-11 

Infectious Diseases         

IgG – Anti/H. Pylori 1425-300 1475-300   15.01.04.03.00 Low  2005-11-11 

IgM – Anti/H. Pylori 1525-300 1575-300   15.01.04.03.00 Low  2005-11-11 

IgA – Anti/H. Pylori 1625-300 1675-300   15.01.04.03.00 Low  2005-11-11 

Cancer Markers         

AFP – Alpha-Fetoprotein 1925-300 1975-300   12.03.90.01.00 Low  2005-11-11 

CA 125 Ovarian Cancer Antigen 3025-300 3075-300   12.03.01.06.00 Low  2005-11-11 

CA 15-3 Breast Cancer Antigen 5625-300 5675-300   12.03.01.02.00 Low  2010-06-29 

CA  19-9 - Pancreatic Cancer 
Antigen 

3925-300 3975-300 
  

12.03.01.03.00 Low 
 

2005-11-11 

CEA – Carcinoembryonic Antigen 1825-300 1875-300   12.03.01.31.00 Low  2005-11-11 

CEA - Carcinoembryonic Antigen 
Next Generation 

4625-300 4675-300 
  

12.03.01.31.00 Low 
 

2010-06-29 

fβhCG – Free Beta Human Chorionic 
Gonadotropin 

2025-300 2075-300 
  

12.03.01.90.00 Low 
 

2005-11-11 

Allergy & Anemia         

Ferritin 2825-300 2875-300   12.07.01.02.00 Low  2005-11-11 

Folate 7525-300 7575-300   12.07.01.03.00 Low  2010-06-29 

IgE – Immunoglobulin E 2525-300 2575-300   12.02.01.02.00 Low  2005-11-11 

sTfR - Transferrin Soluble Receptor 8625-300 8675-300   12.07.01.06.00 Low  2010-06-29 

Vitamin B12 7625-300 7675-300   12.07.02.04.00 Low  2011-09-26 
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Miscellaneous Controls         

Anti-Tg & Anti-TPO – Positive & 
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase 

  AIT-101 
 

12.50.01.16.00 Low 
 

2010-06-29 

High Level Fertility Control – Single 
Level – Progesterone, Estradiol, 
Human Chorionic Gonadotropin 

  FC-300 
 

12.50.01.16.00 Low 
 

2010-06-29 

Maternal Control – Tri Level - Human 
Chorionic Gonadotropin, Free Beta 
Human Chorionic Gonadotropin 
Subunit, Alpha Feta Protein,  Estriol 

  MC-300 

 

12.50.01.16.00 Low 

 

2010-06-29 

Thyroglobulin Control – Tri Level    TG-300  12.50.01.16.00 Low  2010-06-29 

H. Pylori IgG Control – Positive & 
Negative 

  
HPy-

IgG-300 
 

12.50.01.16.00 Low 
 

2010-06-29 

Miscellaneous Instruments         

IC hardware + dedicated accessories + 
software – Autoplex ELISA Analyzer & 
CLIA Processor 

   IN006 21.02.10.01 Low 
 

2010-06-29 

IC hardware + dedicated accessories + 
software – Lumax Chemiluminescence 
Strip Reader 

   IN001 21.02.10.01 Low 
 

2006-08-24 

IC hardware + dedicated accessories + 
software – Neo-Lumax 
Chemiluminescence Strip Reader 

   IN010 21.02.10.01 Low 
 

2011-09-26 

IC hardware + dedicated accessories + 
software –  Impulse 2 
Chemiluminescence Strip Reader 

   IN005 21.02.10.01 Low 
 

2006-08-24 

IC hardware + dedicated accessories + 
software –  Impulse 3 
Chemiluminescence Strip Reader 

   IN007 21.02.10.01 Low 
 

2010-06-29 

IC hardware + dedicated accessories + 
software – Lumax96 
Chemiluminescence Plate Reader 

   IN004 21.02.10.01 Low 
 

2007-03-01 

IC hardware + dedicated accessories + 
software – LuMatic 
Chemiluminescence Plate Reader 

   IN008 21.02.10.01 Low 
 

2011-09-26 

IC hardware + dedicated accessories + 
software – Eldex 3.8 ELISA  Strip 
Reader 

   IN003 21.02.10.01 Low 
 

2007-09-10 

IC hardware + dedicated accessories + 
software – Neo-Eldex ELISA  Strip 
Reader 

   IN009 21.02.10.01 Low 
 

2011-09-26 

IC hardware + dedicated accessories + 
software – Mircoplate Washer 

   IN002 21.02.10.01 Low 
 

2010-06-29 
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Total Triiodothyronine (tT3)  
Test System 

Product Code:  125-300 

 

1.0 INTRODUCTION 

 
Intended Use: The Quantitative Determination of Total 
Triiodothyronine Concentration in Human Serum or Plasma 
by a Microplate Enzyme Immunoassay 
 

2.0 SUMMARY AND EXPLANATION OF THE TEST 
 
Measurement of serum triiodothyronine concentration is 
generally regarded as a valuable tool in the diagnosis of thyroid 
dysfunction.  This importance has provided the impetus for the 
significant improvement in assay methodology that has occurred 
in the last two decades.  The advent of monospecific antiserum 
and the discovery of blocking agents to the T3 binding serum 
proteins have enabled the development of procedurally simple 
radioimmunoassays (1,2). 
This microplate enzyme immunoassay methodology provides the 
technician with optimum sensitivity while requiring few technical 
manipulations.  In this method, serum reference, patient 
specimen, or control is first added to a microplate well.  Enzyme-
T3 conjugate is added, and then the reactants are mixed. A 
competition reaction results between the enzyme conjugate and 
the native triiodothyronine for a limited number of antibody 
combining sites immobilized on the well. 
After the completion of the required incubation period, the 
antibody bound T3-enzyme conjugate is separated from the 
unbound T3-enzyme conjugate by aspiration or decantation.  The 
activity of the enzyme present on the surface of the well is 
quantitated by reaction with a suitable substrate to produce color. 
The employment of several serum references of known 
triiodothyronine concentration permits construction of a graph of 
activity and concentration.  From comparison to the dose 
response curve, an unknown specimen's activity can be 
correlated with T3 concentration. 
 

3.0 PRINCIPLE 
 

Competitive Enzyme Immunoassay (TYPE 5): 
The essential reagents required for a solid phase enzyme 
immunoassay include immobilized antibody, enzyme-antigen 
conjugate and native antigen. 
Upon mixing immobilized antibody, enzyme-antigen conjugate 
and a serum containing the native antigen, a competition reaction 
results between the native antigen and the enzyme-antigen 
conjugate for a limited number of insolubulized binding sites.   
 
The interaction is illustrated by the following equation: 

k
a

 

Enz
Ag  + Ag  +  AbC.W.  AgAbC.W. +  

Enz
AgAbC.W. 

k
-a 

AbC.W.= Monospecific Immobilized Antibody (Constant Quantity) 
Ag  = Native Antigen (Variable Quantity) 
Enz

Ag = Enzyme-antigen Conjugate (Constant Quantity) 

AgAbC.W.  = Antigen-Antibody Complex 
Enz

Ag AbC.W.  = Enzyme-antigen Conjugate -Antibody Complex 
k
a

  =  Rate Constant of Association 

k
-a

  = Rate Constant of Disassociation 

K = k
a 

/ k
-a 

= Equilibrium Constant 

 
After equilibrium is attained, the antibody-bound fraction is 
separated from unbound antigen by decantation or aspiration.   
The enzyme activity in the antibody-bound fraction is inversely 
proportional to the native antigen concentration.  By utilizing 
several different serum references of known antigen con-
centration, a dose response curve can be generated from which 
the antigen concentration of an unknown can be ascertained. 
 

4.0 REAGENTS  
 
Materials Provided: 
A. Human Serum References – 1ml/vial - Icons A-F 

Six (6) vials of serum reference for triiodothyronine at 
concentrations of 0 (A), 0.5 (B), 1.0 (C), 2.5 (D), 5.0(E) 

and 7.5(F) ng/ml. Store at 2-8°C.  A preservative has been 
added.  For SI units: ng/ml x 1.536 = nmol/L 

B. T3 Enzyme Reagent – 1.5ml/vial - Icon E  
 One (1) vial of T3-horseradish peroxidase (HRP) 

conjugate in an albumin-stabilizing matrix. A preservative 

has been added. Store at 2-8°C 

C. T3/T4 Conjugate Buffer – 13ml - Icon 

 

B  
One (1) bottle reagent containing buffer, red dye, 
preservative, and binding protein inhibitors.  Store at 

2-8°C. 

D. T3 Antibody Coated Plate – 96 wells -  Icon  
One 96-well microplate coated with Sheep anti-T3 serum 
and packaged in an aluminum bag with a drying agent. 

Store at 2-8°C. 

E.  Wash Solution Concentrate – 20ml - Icon  
One (1) vial containing a surfactant in buffered saline.  A 

preservative has been added. Store at 2-8°C. 

F.  Substrate A – 7 ml/vial - Icon S
A
 

One (1) bottle containing tetramethylbenzidine (TMB) in 

buffer.  Store at 2-8°C. 

G. Substrate B – 7 ml/vial - Icon S
B
 

One (1) bottle containing hydrogen peroxide (H2O2) in 

buffer.  Store at 2-8°C. 

H. Stop Solution – 8ml/vial - Icon 
STOP

 
One (1) bottle of stop solution containing a strong acid (1N 

HCL). Store at 2-30°C.  
I. Product Instructions. 
 
Note 1:  Do not use reagents beyond the kit expiration date.  
Note 2:  Opened reagents are stable for sixty (60) days when 

stored at 2-8°C. Opened reagents are stable for sixty (60) 

days when stored at 2-8°C. Kit and component stability 
are identified on the label. 

Note 3: Above reagents are for a single 96-well microplate. 
 
4.1 Materials Required But Not Provided: 
1 Pipettes capable of delivering 50µl volumes with a precision 

of better than 1.5%. 
2. Dispenser(s) for repetitive deliveries of 0.100ml and 0.350ml 

volumes with a precision of better than 1.5%. 
3.  Adjustable volume (20-200µl) and (200-1000µl) dispenser(s) 

for conjugate and substrate preparation.  
4. Microplate washers or a squeeze bottle (optional).  
5. Microplate Reader with 450nm and 620nm wavelength 

absorbance capability. 
6.  Test tubes for preparation of enzyme conjugate and substrate 

A plus B. 
7. Absorbent Paper for blotting the microplate wells.  
8. Plastic wrap or microplate cover for incubation steps.  

9. Vacuum aspirator (optional) for wash steps.  
10. Timer.  
11. Quality control materials. 
 
 
 
 

5.0 PRECAUTIONS 

For In Vitro Diagnostic Use  
Not for Internal or External Use in Humans or Animals 

 
All products that contain human serum have been found to be 
non-reactive for Hepatitis B Surface Antigen, HIV 1&2 and HCV 
Antibodies by FDA required tests.  Since no known test can offer 
complete assurance that infectious agents are absent, all human 
serum products should be handled as potentially hazardous and 
capable of transmitting disease.  Good laboratory procedures for 
handling blood products can be found in the Center for Disease 
Control / National Institute of Health, "Biosafety in Microbiological 
and Biomedical Laboratories," 2nd Edition, 1988, HHS 
Publication No. (CDC) 88-8395. 
 
Safe Disposal of kit components must be according to local 
regulatory and statutory requirement. 
 

6.0 SPECIMEN COLLECTION AND PREPARATION 
 
The specimens shall be blood; serum or plasma in type and the 
usual precautions in the collection of venipuncture samples 
should be observed. For accurate comparison to established 
normal values, a fasting morning serum sample should be 
obtained. The blood should be collected in a plain redtop 
venipuncture tube without additives or anti-coagulants (for 
serum) or evacuated tube(s) containing EDTA or heparin. Allow 
the blood to clot for serum samples. Centrifuge the specimen to 
separate the serum or plasma from the cells. 
 
Samples may be refrigerated at 2-8

o
C for a maximum period of 

five (5) days. If the specimen(s) cannot be assayed within this 
time, the sample(s) may be stored at temperatures of -20

o
C for 

up to 30 days. Avoid use of contaminated devices. Avoid 
repetitive freezing and thawing. When assayed in duplicate, 
0.100ml of the specimen is required. 
 

7.0 QUALITY CONTROL 
 
Each laboratory should assay external controls at levels in the 
hypothyroid, euthyroid and hyperthyroid range for monitoring 
assay performance. These controls should be treated as 
unknowns and values determined in every test procedure 
performed. Quality control charts should be maintained to follow 
the performance of the supplied reagents. Pertinent statistical 
methods should be employed to ascertain trends. The individual 
laboratory should set acceptable assay performance limits. In 
addition, maximum absorbance should be consistent with past 
experience. Significant deviation from established performance 
can indicate unnoticed change in experimental conditions or 
degradation of kit reagents.  Fresh reagents should be used to 
determine the reason for the variations. 
 

8.0 REAGENT PREPARATION 
 
1. Working Reagent A - T3-enzyme Conjugate Solution 

Dilute the T3-enzyme conjugate 1:11 with T3/T4 conjugate 
buffer in a suitable container. For example, dilute 160µl of 
conjugate with 1.6ml of buffer for 16 wells (A slight excess of 
solution is made). This reagent should be used within twenty-
four hours for maximum performance of the assay. Store at 2-

8°C. 
General Formula: 

 Amount of Buffer required  = Number of wells ∗ 0.1 
 Quantity of T3-Enzyme necessary = # of wells * 0.01  
 i.e. = 16 x 0.1 = 1.6ml for Total T3/T4 Conjugate 
Buffer 
 16 x 0.01 = 0.16ml (160µl) for T3 enzyme conjugate 

2.  Wash Buffer 
Dilute contents of wash concentrate to 1000ml with distilled or 
deionized water in a suitable storage container. Store diluted 
buffer at 2-30°C for up to 60 days.  

3. Working Substrate Solution 
Pour the contents of the amber vial labeled Solution ‘A’ into 
the clear vial labeled Solution ‘B’.  Place the yellow cap on the 
clear vial for easy identification.  Mix and label accordingly.  

Store at 2 - 8°C. 
 

Note1 : Do not use the working substrate if it looks blue. 
Note 2: Do not use reagents that are contaminated or have 

bacteria growth. 
 

9.0 TEST PROCEDURE 
 
Before proceeding with the assay, bring all reagents, serum 

references and controls to room temperature (20 - 27°C). 
**Test Procedure should be performed by a skilled individual 
or trained professional**  
 
1. Format the microplates’ wells for each serum reference, 

control and patient specimen to be assayed in duplicate. 
Replace any unused microwell strips back into the 

aluminum bag, seal and store at 2-8°C. 
2. Pipette 0.050 ml (50µl) of the appropriate serum reference, 

control or specimen into the assigned well.  
3.   Add 0.100 ml (100µl) of Working Reagent A, T3 Enzyme 

Reagent to all wells (see Reagent Preparation Section).  
4. Swirl the microplate gently for 20-30 seconds to mix and 

cover.  
5. Incubate 60 minutes at room temperature.    
6. Discard the contents of the microplate by decantation or 

aspiration. If decanting, blot the plate dry with absorbent 
paper.  

7. Add 350µl of wash buffer (see Reagent Preparation Section), 
decant (tap and blot) or aspirate. Repeat two (2) additional 
times for a total of three (3) washes. An automatic or 
manual plate washer can be used. Follow the 
manufacturer’s instruction for proper usage. If a squeeze 
bottle is employed, fill each well by depressing the 
container (avoiding air bubbles) to dispense the wash. 
Decant the wash and repeat two (2) additional times.  

8. Add 0.100 ml (100µl) of working substrate solution to all wells 
(see Reagent Preparation Section). Always add reagents in 
the same order to minimize reaction time differences 
between wells.  

DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION 

9. Incubate at room temperature for fifteen (15) minutes.  
10. Add 0.050ml (50µl) of stop solution to each well and gently 

mix for 15-20 seconds. Always add reagents in the same 
order to minimize reaction time differences between 
wells.  

11. Read the absorbance in each well at 450nm (using a 
reference wavelength of 620-630nm to minimize well 
imperfections) in a microplate reader The results should be 
read within thirty (30) minutes of adding the stop 
solution. 

 
Note: For re-assaying specimens with concentrations greater 

than 7.5ng/ml, pipette 25µl of the specimen and 25µl of the 0 
serum reference into the sample well (this maintains a 
uniform protein concentration). Multiply the readout value by 2 
to obtain the triiodothyronine concentration. 

 

10.0 CALCULATION OF RESULTS 
 
A dose response curve is used to ascertain the 
concentration of triiodothyronine in unknown specimens.   
1.  Record the absorbance obtained from the printout of the 

microplate reader as outlined in Example 1. 
2. Plot the absorbance for each duplicate serum reference 

versus the corresponding T3 concentration in ng/ml on 
linear graph paper (do not average the duplicates of the 
serum references before plotting). 

3.  Draw the best-fit curve through the plotted points. 
4. To determine the concentration of T3 for an unknown, 

locate the average absorbance of the duplicates for each 
unknown on the vertical axis (y-axis) of the graph, find the 
intersecting point on the curve, and read the concentration 
(in ng/ml) from the horizontal axis (X-axis) of the graph (the 
duplicates of the unknown may be averaged as indicated). 
In the following example, the average absorbance (1.130) 
intersects the dose response curve at 1.95ng/ml T3 
concentration (See Figure 1). 

 
Note:  Computer data reduction software designed for ELISA 

assays may be used for the data reduction.  If such 
software is utilized, the validation of the software should be 
ascertained. 
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Cal A 
A1 2.604 

2.556 0 
B1 2.507 

Cal B 
C1 2.073 

2.101 0.5 
D1 2.128 

Cal C 
E1 1.678 

1.662 1.0 
F1 1.646 

Cal D 
G1 0.964 

0.966 2.5 
H1 0.969 

Cal E 
A2 0.550 

0.551 5.0 
B2 0.551 

Cal F 
C2 0.372 

0.370 7.5 
D2 0.369 

Ctrl 1 
E2 1.701 

1.726 0.92 
F2 1.638 

Ctrl 2 
G2 0.755 

0.734 3.58 
H2 0.791 

Patient  
A3 1.145 

1.130 1.95 
B3 1.115 

*The data presented in Example 1 and Figure 1 are for 
illustration only and should not be used in lieu of a dose 
response curve prepared with each assay. 

 
11.0 Q.C. PARAMETERS 

 
In order for the assay results to be considered valid the 
following criteria should be met: 
1.  The absorbance (OD) of calibrator 0 ng/ml should be > 1.3. 
2. Four out of six quality control pools should be within the 

established ranges. 
 

12.0 RISK ANALYSIS 
 
The MSDS and Risk Analysis Form for this product is available 
on request from Monobind Inc. 
 
12.1  Assay Performance 
1. It is important that the time of reaction in each well is held 

constant to achieve reproducible results.  
2. Pipetting of samples should not extend beyond ten (10) 

minutes to avoid assay drift. 
3. Highly lipemic, hemolyzed or grossly contaminated 

specimen(s) should not be used. 
4. If more than one (1) plate is used, it is recommended to 

repeat the dose response curve. 
5. The addition of substrate solution initiates a kinetic reaction, 

which is terminated by the addition of the stop solution. 
Therefore, the substrate and stop solution should be added 
in the same sequence to eliminate any time-deviation during 
reaction.  

6. Plate readers measure vertically. Do not touch the bottom of 
the wells. 

7. Failure to remove adhering solution adequately in the 
aspiration or decantation wash step(s) may result in poor 
replication and spurious results. 

8. Use components from the same lot. No intermixing of 
reagents from different batches.  

9. Patient specimens with T3 concentrations above 7.5 ng/mL 
may be diluted ½  with ‘0’ serum reference.  The sample’s 
concentration is obtained by multiplying the result by the 
dilution factor, 2. 

10. Accurate and precise pipetting, as well as following the exact 
time and temperature requirements prescribed are essential. 
Any deviation from Monobind’s IFU may yield inaccurate 
results. 

11. All applicable national standards, regulations and laws, 
including, but not limited to, good laboratory procedures, 
must be strictly followed to ensure compliance and proper 
device usage.  

12. It is important to calibrate all the equipment e.g. Pipettes, 
Readers, Washers and/or the automated instruments used 
with this device, and to perform routine preventative 
maintenance.  

13. Risk Analysis- as required by CE Mark IVD Directive 
98/79/EC - for this and other devices, made by Monobind, 
can be requested via email from Monobind@monobind.com. 
 

12.2 Interpretation 
1. Measurements and interpretation of results must be 

performed by a skilled individual or trained professional. 
2. Laboratory results alone are only one aspect for determining 

patient care and should not be the sole basis for therapy, 
particularly if the results conflict with other determinants. 

3. For valid test results, adequate controls and other 
parameters must be within the listed ranges and assay 
requirements.  

4. If test kits are altered, such as by mixing parts of different 
kits, which could produce false test results, or if results are 
incorrectly interpreted, Monobind shall have no liability. 

5. If computer controlled data reduction is used to interpret the 
results of the test, it is imperative that the predicted values 
for the calibrators fall within 10% of the assigned 
concentrations. 

6. Total serum triiodothyronine concentration is dependent 
upon a multiplicity of factors: thyroid gland function and its 
regulation, thyroxine binding globulin (TBG) concentration, 
and the binding of triiodothyronine to TBG (3, 4).  Thus, 
total triiodothyronine concentration alone is not 
sufficient to assess clinical status. 

7. A decrease in total triiodothyronine values is found with 
protein-wasting diseases, certain liver diseases and 
administration of testosterone, diphenylhydantoin or 
salicylates.  A table of interfering drugs and conditions, 
which affect total triiodothyronine values, has been compiled 
by the Journal of the American Association of Clinical 
Chemists

3
. 

 

13.0 EXPECTED RANGES OF VALUES 
 
A study of euthyroid adult population was undertaken to 
determine expected values for the T3 AccuBind™ ELISA Test 

System.  The mean (R) values standard deviations (σ) and 

expected ranges (±2 σ) are presented in Table 1. The total 
number of samples was 105.  

 
TABLE I 

Expected Values for the T3 ELISA Test System  
(in ng/ml) 

Mean (X) 1.184 

Standard Deviation (σ) 0.334 

Expected Ranges  (±2 σ) 0.52 – 1.85 

 
It is important to keep in mind that establishment of a range of 
values which can be expected to be found by a given method for 
a population of "normal"-persons is dependent upon a multiplicity 
of factors: the specificity of the method, the population tested and 
the precision of the method in the hands of the analyst.  For 
these reasons each laboratory should depend upon the range of 
expected values established by the Manufacturer only until an 
in-house range can be determined by the analysts using the 
method with a population indigenous to the area in which the 
laboratory is located. 
 
 

14.0 PERFORMANCE CHARACTERISTICS 
 
14.1  Precision 
The within and between assay precisions of the tT3 AccuBind™ 
ELISA test system were determined by analyses on three 
different levels of pool control sera.  The number (N), mean value 

(X), standard deviation (σ) and coefficient of variation (C.V.) for 
each of these control sera are presented in Table 2 and Table 3. 

TABLE 2 
Within Assay Precision (Values in ng/ml) 

Sample N X σ C.V. 

Low 16 0.78 0.06 7.9% 

Normal 16 1.92 0.10 5.4% 

High 16 3.55 0.14 3.9 % 

TABLE 3 
Between Assay Precision (Values in ng/ml) 

Sample N X σ C.V.  

Low 10 0.76 0.07 8.9% 

Normal 10 1.85 0.13 6.7% 

High 10 3.43 0.16 4.5% 

*As measured in ten experiments in duplicate over a ten day 
period. 
 
14.2  Sensitivity 
The tT3 AccuBind™ ELISA test system has a sensitivity of 0.04 
ng/ml. The sensitivity was ascertained by determining the 

variability of the 0 ng/ml serum calibrator and using the 2σ (95% 
certainty) statistic to calculate the minimum dose.  
 
14.3  Accuracy 
The tT3 AccuBind™ ELISA method was compared with a 
reference radioimmunoassay method.  Biological specimens 
from hypothyroid, euthyroid and hyperthyroid populations were 
used (The values ranged from 0.15ng/ml – 8.0ng/ml). The total 
number of such specimens was 120. The least square regression 
equation (y= mx+b) and the correlation coefficient were 
computed for the tT3 AccuBind™ ELISA method in comparison 
with the reference method.  The data obtained is displayed in 
Table 4. 

TABLE 4 

Method 
Mean 
(x) 

Least Square 
Regression 
Analysis 

Correlation 
Coefficient 

This 
Method 

1.62 y = 3.8 + 0.947(x) 0.987 

Reference 1.68   

 
Only slight amounts of bias between this method and the 
reference method are indicated by the closeness of the mean 
values.  The least square regression equation and correlation 
coefficient indicates excellent method agreement. 
 
14.4 Specificity 
The cross-reactivity of the triiodothyronine antibody to selected 
substances was evaluated by adding the interfering substance to 
a serum matrix at various concentrations. The cross-reactivity 
was calculated by deriving a ratio between dose of interfering 
substance to dose of triiodothyronine needed to displace the 
same amount of conjugate. 
 

Substance Cross 
Reactivity 

Concentratio
n 

I-Triiodothyronine 1.0000 - 

I-Thyroxine < 0.0002 10µg/ml 

lodothyrosine < 0.0001 10µg/ml 

Diiodothyrosine < 0.0001 10µg/ml 

Diiodothyronine < 0.0001 10µg/ml 

Phenylbutazone < 0.0001 10µg/ml 

Sodium Salicylate < 0.0001 10µg/ml 
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Total Thyroxine (tT4) Test System 
Product Code:  225-300 

 

1.0 INTRODUCTION 

 
Intended Use: The Quantitative Determination of Total 
Thyroxine Concentration in Human Serum or Plasma by a 
Microplate Enzyme Immunoassay 
 

2.0 SUMMARY AND EXPLANATION OF THE TEST 
 
Measurement of serum thyroxine concentration is generally re-
garded as an important in-vitro diagnostic test for assessing 
thyroid function.  This importance has provided the impetus for 
the significant improvement in assay methodology that has 
occurred in the last three decades.  This procedural evolution can 
be traced from the empirical protein bound iodine (PBI) test (1) to 
the theoretically sophisticated radioimmunoassay (2). 
 
This microplate enzyme immunoassay methodology provides the 
technician with optimum sensitivity while requiring few technical 
manipulations.  In this method, serum reference, patient 
specimen, or control is first added to a microplate well.  Enzyme-
T4 conjugate is added, and then the reactants are mixed. A 
competition reaction results between the enzyme conjugate and 
the native thyroxine for a limited number of antibody combining 
sites immobilized on the well. 
 
After the completion of the required incubation period, the 
antibody bound enzyme-thyroxine conjugate is separated from the 
unbound enzyme-thyroxine conjugate by aspiration or 
decantation.  The activity of the enzyme present on the surface of 
the well is quantitated by reaction with a suitable substrate to 
produce color. 
 
The employment of several serum references of known thyroxine 
concentration permits construction of a graph of activity and con-
centration.  From comparison to the dose response curve, an 
unknown specimen's activity can be correlated with thyroxine 
concentration. 
 

3.0 PRINCIPLE 
 
Competitive Enzyme Immunoassay (TYPE 5) 
The essential reagents required for a solid phase enzyme 
immunoassay include immobilized antibody, enzyme-antigen 
conjugate and native antigen. 
 
Upon mixing immobilized antibody, enzyme-antigen conjugate 
and a serum containing the native antigen, a competition reaction 
results between the native antigen and the enzyme-antigen 
conjugate for a limited number of insolubulized binding sites. The 
interaction is illustrated by the equation in the following below. 
                                                k

a
 

Enz
Ag  +  Ag  +  AbC.W.     AgAbC.W. +  

Enz
AgAbC.W. 

k
-a 

AbC.W = Monospecific Immobilized Antibody (Constant Quantity) 

Ag  = Native Antigen (Variable Quantity) 
Enz

Ag = Enzyme-antigen Conjugate (Constant Quantity) 

AgAbC.W.  = Antigen-Antibody Complex 
Enz

Ag AbC.W.  = Enzyme-antigen Conjugate -Antibody Complex 

k
a

  =  Rate Constant of Association 

k
-a

  =  Rate Constant of Disassociation 

K = k
a 

/ k
-a 

= Equilibrium Constant 

 
After equilibrium is attained, the antibody-bound fraction is 
separated from unbound antigen by decantation or aspiration.  
The enzyme activity in the antibody-bound fraction is inversely 
proportional to the native antigen concentration.  By utilizing 
several different serum references of known antigen con-
centration, a dose response curve can be generated from which 
the antigen concentration of an unknown can be ascertained. 
 

4.0 REAGENTS  
 
A.  Human Serum References – 1ml/vial - Icons A-F 
 Six (6) vials of serum reference for thyroxine at concentrations 

of 0 (A), 2.0 (B), 5.0 (C), 10.0 (D), 15.0 (E) and 25.0 (F) µg/dl. 

Store at 2-8°C.  A preservative has been added.  For SI units: 
µg/dl x 12.9 = nmol/L 

B. T4-Enzyme Reagent – 1.5ml/vial - Icon E  
 One (1) vial of thyroxine-horseradish peroxidase (HRP) 

conjugate in a bovine albumin-stabilizing matrix. A 

preservative has been added. Store at 2-8°C.  

C. T3/T4 Conjugate Buffer – 13 ml - Icon B  
 One (1) bottle reagent containing buffer, red dye, preservative, 

and binding protein inhibitors.  Store at 2-8°C. 

D. T4 Antibody Coated Plate – 96 wells -  Icon  
 One 96-well microplate coated with sheep anti-thyroxine 

serum and packaged in an aluminum bag with a drying agent.  

Store at 2-8°C. 

E.  Wash Solution Concentrate –  20ml - Icon  
 One (1) vial containing a surfactant in  buffered saline. A 

preservative has been added. Store at 2-8°C. 

F.  Substrate A – 7ml/vial - Icon S
A
 

 One (1) bottle containing tetramethylbenzidine (TMB) in buffer.  

Store at 2-8°C. 
 
G. Substrate B – 7ml/vial - Icon S

B
 

 One (1) bottle containing hydrogen peroxide (H2O2) in buffer.  

Store at 2-8°C. 

H. Stop Solution – 8ml/vial - Icon 

 

STOP

 
One (1) bottle containing a strong acid (1.0N HCl).  Store at 

2-8°C. 

I. Product Insert. 
 

Note 1: Do not use reagents beyond the kit expiration date.  
Note 2: Avoid extended exposure to heat and light. Opened 

reagents are stable for sixty (60) days when stored at 

2-8°C. Kit and component stability are identified on the 
label. 

Note 3:  Above reagents are for a single 96-well microplate 
 
4.1 Required But Not Provided: 
1. Pipette capable of delivering 25µl & 50µl volumes with a 

precision of better than 1.5%. 
2.  Dispenser(s) for repetitive deliveries of 0.100ml and 0.350ml 

volumes with a precision of better than 1.5%. 
3. Adjustable volume (20-200µl) and (200-1000µl) dispenser(s) 

for conjugate and substrate preparation 
4. Microplate washer or a squeeze bottle (optional). 
5. Microplate Reader with 450nm and 620nm wavelength 

absorbance capability. 
6. Test tubes for preparation of enzyme conjugate. 
7. Absorbent Paper for blotting the microplate wells. 
8. Plastic wrap or microplate cover for incubation steps. 
9. Vacuum aspirator (optional) for wash steps. 

10. Timer. 
11. Quality control materials. 
 
 
 
 

5.0 PRECAUTIONS 
For In Vitro Diagnostic Use 

Not for Internal or External Use in Humans or Animals 
 
All products that contain human serum have been found to be 
non-reactive for Hepatitis B Surface Antigen, HIV 1&2 and HCV 
Antibodies by FDA required tests.  Since no known test can offer 
complete assurance that infectious agents are absent, all human 
serum products should be handled as potentially hazardous and 
capable of transmitting disease. Good laboratory procedures for 
handling blood products can be found in the Center for Disease 
Control / National Institute of Health, "Biosafety in Microbiological 
and Biomedical Laboratories," 2nd Edition, 1988, HHS Publication 
No. (CDC) 88-8395. 
 
Safe Disposal of kit components must be according to local 
regulatory and statutory requirement. 
 

6.0 SPECIMEN COLLECTION AND PEPARATION 
 
The specimens shall be blood; serum or plasma in type and the 
usual precautions in the collection of venipuncture samples 
should be observed. For accurate comparison to established 
normal values, a fasting morning serum sample should be 
obtained. The blood should be collected in a plain redtop 
venipuncture tube without additives or anti-coagulants (for serum) 
or evacuated tube(s) containing EDTA or heparin. Allow the blood 
to clot for serum samples. Centrifuge the specimen to separate 
the serum or plasma from the cells. 
 
Samples may be refrigerated at 2-8

o
C for a maximum period of 

five (5) days. If the specimen(s) cannot be assayed within this 
time, the sample(s) may be stored at temperatures of -20

o
C for up 

to 30 days. Avoid use of contaminated devices. Avoid repetitive 
freezing and thawing. When assayed in duplicate, 0.050ml of the 
specimen is required. 
 

7.0 QUALITY CONTROL 
 
Each laboratory should assay controls at levels in the hypothyroid, 
euthyroid and hyperthyroid range for monitoring assay 
performance. These controls should be treated as unknowns and 
values determined in every test procedure performed. Quality 
control charts should be maintained to follow the performance of 
the supplied reagents. Pertinent statistical methods should be 
employed to ascertain trends. The individual laboratory should set 
acceptable assay performance limits. In addition, maximum 
absorbance should be consistent with past experience. Significant 
deviation from established performance can indicate unnoticed 
change in experimental conditions or degradation of kit reagents.  
Fresh reagents should be used to determine the reason for the 
variations. 
 

8.0 REAGENT PREPARATION 
 
1. Working Reagent A = T4-Enzyme Conjugate Solution 

Dilute the T4-enzyme conjugate 1:11 with Total T3/T4 
conjugate buffer in a suitable container. For example, dilute 
160µl of conjugate with 1.6ml of buffer for 16 wells (A slight 
excess of solution is made). This reagent should be used 
within twenty-four hours for maximum performance of the 

assay. Store at 2-8°C. 
General Formula: 

 Amount of Buffer required  = Number of wells ∗ 0.1 

 Quantity of T4 Enzyme necessary = # of wells ∗ 0.01  
 i.e. = 16 x 0.1 = 1.6ml for Total T3/T4 conjugate buffer 
 16 x 0.01 = 0.16ml (160µl) for T4 enzyme conjugate 

2. Wash Buffer 
Dilute contents of wash concentrate to 1000ml with distilled or 
deionized water in a suitable storage container. Store diluted 

buffer at 2-30°C for up to 60 days.  
3. Working Substrate Solution 

Pour the contents of the amber vial labeled Solution ‘A’ into 
the clear vial labeled Solution ‘B’.  Place the yellow cap on the 
clear vial for easy identification.  Mix and label accordingly.  

Store at 2 - 8°C. 
 

Note1 : Do not use the working substrate if it looks blue. 
Note 2: Do not use reagents that are contaminated or have 

bacteria growth. 
 

9.0 TEST PROCEDURE 
 
Before proceeding with the assay, bring all reagents, serum 

references and controls to room temperature (20 - 27°C).  
**Test Procedure should be performed by a skilled individual 
or trained professional**   
 
1. Format the microplate’s wells for each serum reference, control 

and patient specimen to be assayed in duplicate. Replace any 
unused microwell strips back into the aluminum bag, seal 

and store at 2-8°C. 
2.  Pipette 0.025 ml (25µl) of the appropriate serum reference, 

control or specimen into the assigned well. 
3. Add 0.100 ml (100µl) of Working Reagent A, T4 Enzyme 

Reagent to all wells (see Reagent Preparation Section). 
4. Swirl the microplate gently for 20-30 seconds to mix and        

cover. 
5.  Incubate 60 minutes at room temperature.        
6. Discard the contents of the microplate by decantation or 

aspiration. If decanting, blot the plate dry with absorbent 
paper.  

7. Add 350µl of wash buffer (see Reagent Preparation Section), 
decant (tap and blot) or aspirate. Repeat two (2) additional 
times for a total of three (3) washes. An automatic or manual 
plate washer can be used. Follow the manufacturer’s 
instruction for proper usage. If a squeeze bottle is 
employed, fill each well by depressing the container 
(avoiding air bubbles) to dispense the wash. Decant the 
wash and repeat two (2) additional times. 

8. Add 0.100 ml (100µl) of working substrate solution to all wells 
(see Reagent Preparation Section). Always add reagents in 
the same order to minimize reaction time differences 
between wells.  

 DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION 

9. Incubate at room temperature for fifteen (15) minutes. 
10. Add 0.050ml (50µl) of stop solution to each well and gently mix 

for 15-20 seconds. Always add reagents in the same order 
to minimize reaction time differences between wells.  

11. Read the absorbance in each well at 450nm (using a 
reference wavelength of 620-630nm to minimize well 
imperfections) in a microplate reader. The results should be 
read within thirty (30) minutes of adding the stop solution. 

 
Note: For reassaying specimens with concentrations greater than 

25 µg/dl, pipet 12.5µl of the specimen and 12.5µl of the 0 
serum reference into the sample well (this maintains a uniform 
protein concentration). Multiply the readout value by 2 to 
obtain the thyroxine concentration. 

 

10.0 CALCULATION OF RESULTS 
 
A dose response curve is used to ascertain the concentration 
of thyroxine in unknown specimens.   
1.  Record the absorbance obtained from the printout of the 

microplate reader as outlined in Example 1. 
2.  Plot the absorbance for each duplicate serum reference 

versus the corresponding T4 concentration in µg/dl on linear 
graph paper (do not average the duplicates of the serum 
references before plotting). 

3.  Connect the points with a best-fit curve. 

4. To determine the concentration of T4 for an unknown, locate 
the average absorbance of the duplicates for each unknown 
on the vertical axis of the graph, find the intersecting point on 
the curve, and read the concentration (in µg/dl) from the 
horizontal axis of the graph (the duplicates of the unknown 
may be averaged as indicated). In the following example, the 
average absorbance (1.022) intersects the standard curve at 
(8 µg/dl) T4 concentration (See Figure 1). 

 
Note: Computer data reduction software designed for ELISA 

assays may also be used for the data reduction. If such 
software is utilized, the validation of the software should be 
ascertained. 
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EXAMPLE 1 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
The data presented in Example 1 and Figure 1 are for illustration 
only and should not be used in lieu of a standard curve prepared 
with each assay. 

 
11.0 Q.C. PARAMETERS 
 
In order for the assay results to be considered valid the 
following criteria should be met: 
1.  The absorbance (OD) of calibrator 0 µg/dl should be > 1.3. 
2. Four out of six quality control pools should be within the 

established ranges. 
 

12.0 RISK ANALYSIS 
 
The MSDS and Risk Analysis Form for this product is available on 
request from Monobind Inc. 
 
12.1  Assay Performance 
1. It is important that the time of reaction in each well is held 

constant to achieve reproducible results.  
2. Pipetting of samples should not extend beyond ten (10) 

minutes to avoid assay drift. 
3. Highly lipemic, hemolyzed or grossly contaminated 

specimen(s) should not be used. 
4. If more than one (1) plate is used, it is recommended to 

repeat the dose response curve. 
5. The addition of substrate solution initiates a kinetic reaction, 

which is terminated by the addition of the stop solution. 
Therefore, the substrate and stop solution should be added in 
the same sequence to eliminate any time-deviation during 
reaction.  

6. Plate readers measure vertically. Do not touch the bottom of 
the wells. 

7. Failure to remove adhering solution adequately in the 
aspiration or decantation wash step(s) may result in poor 
replication and spurious results. 

8. Use components from the same lot. No intermixing of 
reagents from different batches.  

9. Patient specimens with T4 concentrations greater than 35 
µg/dl may be diluted ½  with the ‘0’ serum reference into the 
sample well;  pipet 12.5µl of the specimen and 12.5µl of the 
‘0’ serum reference in the sample well to maintain a uniform 
protein concentration.  The sample’s concentration is 
obtained by multiplying the result by the dilution factor, 2. 

10. Accurate and precise pipetting, as well as following the exact 
time and temperature requirements prescribed are essential. 
Any deviation from Monobind’s IFU may yield inaccurate 
results. 

11. All applicable national standards, regulations and laws, 
including, but not limited to, good laboratory procedures, 
must be strictly followed to ensure compliance and proper 
device usage.  

12. It is important to calibrate all the equipment e.g. Pipettes, 
Readers, Washers and/or the automated instruments used 
with this device, and to perform routine preventative 
maintenance.  

13. Risk Analysis- as required by CE Mark IVD Directive 98/79/EC 
- for this and other devices, made by Monobind, can be 
requested via email from Monobind@monobind.com. 
 

12.2 Interpretation 
1. Measurements and interpretation of results must be 

performed by a skilled individual or trained professional. 
2. Laboratory results alone are only one aspect for determining 

patient care and should not be the sole basis for therapy, 
particularly if the results conflict with other determinants. 

3. For valid test results, adequate controls and other parameters 
must be within the listed ranges and assay requirements.  

4. If test kits are altered, such as by mixing parts of different 
kits, which could produce false test results, or if results are 
incorrectly interpreted, Monobind shall have no liability. 

5. If computer controlled data reduction is used to interpret the 
results of the test, it is imperative that the predicted values for 
the calibrators fall within 10% of the assigned concentrations. 

2. Total serum thyroxine concentration is dependent upon a 
multiplicity of factors: thyroid gland function and its regulation, 
thyroxine binding globulin (TBG) concentration, and the 
binding of thyroxine to TBG (3, 4).  Thus, total thyroxine 
concentration alone is not sufficient to assess clinical 
status. 

3. Total serum thyroxine values may be elevated under 
conditions such as pregnancy or administration of oral 
contraceptives. A T3 uptake test may be performed to 
estimate the relative TBG concentration in order to determine 
if the elevated T4 is caused by TBG variation. 

4. A decrease in total thyroxine values is found with 
protein-wasting diseases, certain liver diseases and 
administration of testosterone, diphenylhydantoin or 
salicylates.  A table of interfering drugs and conditions, which 
affect total thyroxine values, has been compiled by the 
Journal of the American Association of Clinical Chemists. 

"NOT INTENDED FOR NEWBORN SCREENING" 

 
13.0 EXPECTED RANGES OF VALUES 
 
A study of euthyroid adult population was undertaken to 
determine expected values for the tT4 AccuBind™ ELISA Test 

System.  The mean (X) values, standard deviations (σ) and 

expected ranges (±2 σ) are presented in Table 1. 
TABLE 1 

Expected Values for the T4 ELISA Test System (in µg/dl) 

  Male Female * 

Number of Specimens 42 58 

Mean (X) 7.6 8.2 

Std.Dev (σ) 1.6 1.7 

Expected Ranges (±2 σ) 4.4 – 10.8 4.8 – 11.6 

*Normal patients with high TBG levels were not excluded 
except if pregnant. 
 

It is important to keep in mind that establishment of a range of 
values which can be expected to be found by a given method for 
a population of "normal"-persons is dependent upon a multiplicity 

of factors: the specificity of the method, the population tested and 
the precision of the method in the hands of the analyst.  For these 
reasons each laboratory should depend upon the range of 
expected values established by the Manufacturer only until an 
in-house range can be determined by the analysts using the 
method with a population indigenous to the area in which the 
laboratory is located. 
 

14.0 PERFORMANCE CHARACTERISTICS 
14.1     Precision 
The within and between assay precisions of the tT4 AccuBind™ 
ELISA test system were determined by analyses on three 
different levels of pool control sera.  The number (N), mean 

values (X), standard deviation (σ) and coefficient of variation 
(C.V.) for each of these control sera are presented in Table 2 and 
Table 3. 

TABLE 2 
Within Assay Precision (Values in µg/dl ) 

Sample  N  X σ C.V.% 

Low 20 6.87 0.16 2.3 

Normal 20 9.95 0.16 1.6 

High 20 13.13 0.17 1.3 

                                TABLE 3 
Between Assay Precision (Values in µg/dl ) 

Sample N X σ C.V.% 

Low 20 5.76 0.37 6.3 

Normal 20 9.41 0.57 6.1 

High 20 16.18 1.21 7.5 

*As measured in ten experiments in duplicate over a ten day 
period. 
 
14.2   Sensitivity 
The tT4 AccuBind™ ELISA test system has a sensitivity of  
3.2ng/well. This is equivalent to a sample containing a 
concentration of 0.128 µg/dl. The sensitivity was ascertained by 
determining the variability of the 0 µg/dl serum calibrator and 

using the 2σ (95% certainty) statistic to calculate the minimum 
dose. 
 
14.3     Accuracy 
The tT4 AccuBind™ ELISA method was compared with a coated 
tube radioimmunoassay method.  Biological specimens from 
hypothyroid, euthyroid and hyperthyroid populations were used 
(The values ranged from 0.8µg/dl – 25µg/dl). The total number of 
such specimens was 131.  The least square regression equation 
and the correlation coefficient were computed for the tT4 
AccuBind™ ELISA method in comparison with the reference 
method.  The data obtained is displayed in Table 4. 

TABLE 4 

Method 
Mean 
(x) 

Least Square 
Regression 
Analysis 

Correlation 
Coefficient 

This 
Method 

8.07 y =  0.39+0.952(x)  0.934 

Reference 8.06   

 
Only slight amounts of bias between this method and the 
reference method are indicated by the closeness of the mean 
values.  The least square regression equation and correlation 
coefficient indicates excellent method agreement. 
 
14.4   Specificity 
The cross-reactivity of the thyroxine antibody to selected 
substances was evaluated by adding the interfering substance to 
a serum matrix at various concentrations. The cross-reactivity was 
calculated by deriving a ratio between dose of interfering 
substance to dose of thyroxine needed to displace the same 
amount of conjugate. 
 

Substance 
Cross 
Reactivity Concentration 

l–Thyroxine 1.0000      - 

d-Thyroxine 0.9800  10µg/dl 

d-Triiodothyronine 0.0150 100µg/dl 

l–Triiodothyronine 0.0300 100µg/dl 

lodothyrosine 0.0001 100µg/ml 

Diiodothyrosine  0.0001 100µg/ml 

Diiodothyronine  0.0001 100µg/ml 
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Cal A 
A1 2.648 

2.650 0 
B1 2.652 

Cal B 
C1 2.090 

2.060 2 
D1 2.031 

Cal C 
E1 1.344 

1.355 5 
F1 1.366 

Cal D 
G1 0.897 

0.918 10 
H1 0.939 

Cal E 
A2 0.676 

0.668 15 
B2 0.659 

Cal F 
C2 0.408 

0.406 25 
D2 0.404 

Ctrl 1 
E2 1.425 

1.435 4.6 
F2 1.383 

Ctrl 2 
G2 0.611 

0.613 16.3 
H2 0.608 

Patient  
A3 0.984 

1.022 8.0 
B3 1.060 
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2 

plates 
5 plates 10 plates 

E) 1 (20ml) 
1 

(20ml) 
1 (60ml) 2 (60ml) 

F) 1 (7ml) 2 (7ml) 1 (30ml) 2 (30ml) 

G) 1 (7ml) 2 (7ml) 1 (30ml) 2 (30ml) 

H) 1 (8ml) 2 (8ml) 1 (30ml) 2 (30ml) 





 

Thyrotropin (TSH) Test System 
Product Code:  325-300 

 
 

1.0 INTRODUCTION  

 
Intended Use: The Quantitative Determination of Thyrotropin 
Concentration in Human Serum by a Microplate 
Immunoenzymometric assay 
 

2.0 SUMMARY AND EXPLANATION OF THE TEST 
 
Measurement of the serum concentration of thyrotropin (TSH), a 
glycoprotein with a molecular weight of 28,000 Daltons and 
secreted from the anterior pituitary, is generally regarded as the 
most sensitive indicator available for the diagnosis of primary and 
secondary (pituitary) hypothyroidism (1, 2). The structure of 
human TSH is similar to that of the pituitary and placental 
gonadotropins, consisting of an 89-amino acid α-subunit which is 
similar or identical between these hormones and a 115-amino 
acid β-subunit, which apparently confers hormonal specificity. 
The production of the 2 subunits is separately regulated with 
apparent excess production of the α-subunit. The TSH molecule 
has a linear structure consisting of the protein core with 
carbohydrate side chains; the latter accounts for 16% of the 
molecular weight. 
 
TSH measurements are equally useful in differentiating 
secondary and tertiary (hypothalamic) hypothyroidism from the 
primary thyroid disease. TSH release from the pituitary is 
regulated by thyrotropin releasing factor (TRH), which is secreted 
by the hypothalamus, and by direct action of T4 and 
triiodothyronine (T3), the thyroid hormones, at the pituitary. 
Increase levels of T3 and T4 reduces the response of the 
pituitary to the stimulatory effects of TRH. In secondary and 
tertiary hypothyroidism, concentrations of T4 are usually low and 
TSH levels are generally low or normal. Either pituitary TSH 
deficiency (secondary hypothyroidism) or insufficiency of 
stimulation of the pituitary by TRH (tertiary hypothyroidism) 
causes this. The TRH stimulation test differentiates these 
conditions. In secondary hypothyroidism, TSH response to TRH 
is blunted while a normal or delayed response is obtained in 
tertiary hypothyroidism. 
 
Further, the advent of immunoenzymometric assays has 
provided the laboratory with sufficient sensitivity to enable the 
differentiating of hyperthyroidism from euthyroid population and 
extending the usefulness of TSH measurements. This method is 
a second-generation assay, which provides the means for 
discrimination in the hyperthyroid-euthyroid range. The functional 
sensitivity (<20% between assay CV) of the one-hour procedure 
is 0.195 µIU/ml while the two-hour procedure has a functional 
sensitivity of 0.095µIU/ml (3).  
 
In this method, TSH calibrator, patient specimen or control is first 
added to a streptavidin coated well. Biotinylated monoclonal and 
enzyme labeled antibodies are added and the reactants mixed. 
Reaction between the various TSH antibodies and native TSH 
forms a sandwich complex that binds with the streptavidin coated 
to the well. 
 
After the completion of the required incubation period, the 
antibody bound enzyme-thyrotropin conjugate is separated from 

the unbound enzyme-thyrotropin conjugate by aspiration or 
decantation.  The activity of the enzyme present on the surface 
of the well is quantitated by reaction with a suitable substrate to 
produce color. 
The employment of several serum references of known 
thyrotropin levels permits construction of a dose response curve 
of activity and concentration.  From comparison to the dose 
response curve, an unknown specimen's activity can be 
correlated with thyrotropin concentration. 
 

3.0 PRINCIPLE  
 
Immunoenzymometric assay (TYPE 3): 
The essential reagents required for an immunoenzymometric 
assay include high affinity and specificity antibodies (enzyme 
conjugated and immobilized), with different and distinct epitope 

recognition, in excess, and native antigen. In this procedure, the 
immobilization takes place during the assay at the surface of a 
microplate well through the interaction of streptavidin coated on 
the well and exogenously added biotinylated monoclonal anti-
TSH antibody. 
Upon mixing monoclonal biotinylated antibody, the enzyme-
labeled antibody and a serum containing the native antigen, 
reaction results between the native antigen and the antibodies, 
without competition or steric hindrance, to form a soluble 
sandwich complex.  The interaction is illustrated by the following 
equation:                          
                                             k
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Ab (p) +   AgTSH  +  
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Ab(m)    
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Ab(p)-AgTSH-
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                k
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Btn
Ab (m) = Biotinylated Monoclonal Antibody (Excess Quantity) 

AgTSH    = Native Antigen (Variable Quantity) 

Enz
Ab (p) =Enzyme -Polyclonal Antibody (Excess Quantity) 

Enz
Ab (p)-AgTSH-

Btn
Ab (m) = Antigen-Antibodies Sandwich Complex 

k
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    =  Rate Constant of Association 

k
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  =  Rate Constant of Dissociation 

 
Simultaneously, the complex is deposited to the well through the 
high affinity reaction of streptavidin and biotinylated antibody. 
This interaction is illustrated below: 

Enz
Ab (p)-AgTSH-

Btn
Ab (m) +StreptavidinCW ⇒ immobilized complex 

StreptavidinC.W. = Streptavidin immobolized on well 

Immobilized complex = sandwich complex bound to the well 
surface 
 
After equilibrium is attained, the antibody-bound fraction is 
separated from unbound antigen by decantation or aspiration.  
The enzyme activity in the antibody-bound fraction is directly 
proportional to the native antigen concentration.  By utilizing 
several different serum references of known antigen values, a 
dose response curve can be generated from which the antigen 
concentration of an unknown can be ascertained. 
 

4.0 REAGENTS  
 
Materials Provided: 
A. Thyrotropin Calibrators – 1ml/vial - Icons A-G 
 Seven (7) vials of references for TSH Antigen at levels of 

0(A), 0.5(B), 2.5(C), 5.0(D), 10(E), 20(F) and 40(G) µIU/ml. 

Store at 2-8°C.  A preservative has been added. 

 Note: The calibrators, human serum based, were 
calibrated using a reference preparation, which was 
assayed against the WHO 2

nd
 IRP 80/558. 

B. TSH Enzyme Reagent – 13ml/vial - Icon  E  
 One (1) vial containing enzyme labeled affinity purified 

polyclonal goat antibody, biotinylated monoclonal mouse IgG 

in buffer, dye, and preservative. Store at 2-8°C. 

C. Streptavidin Coated Plate – 96 wells -  Icon⇓ 

 One 96-well microplate coated with streptavidin and 
packaged in an aluminum bag with a drying agent.  Store at 

2-8°C. 

D.  Wash Solution Concentrate – 20 ml - Icon  
 One (1) vial containing a surfactant in buffered saline. A 

preservative has been added. Store at 2-8°C. 

E.  Substrate A – 7ml/vial - Icon S
A
 

 One (1) bottle containing tetramethylbenzidine (TMB) in 

buffer.  Store at 2-8°C. 

F. Substrate B – 7ml/vial - Icon S
B
 

 One (1) bottle containing hydrogen peroxide (H2O2) in buffer.  

Store at 2-8°C. 

 

G. Stop Solution – 8ml/vial - Icon 

 

STOP

 
 One (1) bottle containing a strong acid (1N HCl).  Store at 2-

8°C. 

H. Product Instructions. 
 
Note 1:  Do not use reagents beyond the kit expiration date.  

Note 2: Avoid extended exposure to heat and light.  Opened 
reagents are stable for sixty (60) days when stored at 

2-8°C.  Kit and component stability are identified on the 
label. 

Note 3: Above reagents are for a single 96-well microplate. 

 
4.1 Required But Not Provided: 
1. Pipette(s) capable of delivering 50µl and 100µl volumes with 

a precision of better than 1.5%. 
2. Dispenser(s) for repetitive deliveries of 0.100ml and 0.350ml 

volumes with a precision of better than 1.5% (optional). 
3. Microplate washer or a squeeze bottle (optional). 
4. Microplate Reader with 450nm and 620nm wavelength 

absorbance capability. 
5. Absorbent Paper for blotting the microplate wells. 
6. Plastic wrap or microplate cover for incubation steps. 
7. Vacuum aspirator (optional) for wash steps. 
8. Timer. 
9. Storage container for storage of wash buffer. 

10. Distilled or deionized water. 
11. Quality Control Materials. 
 

5.0 PRECAUTIONS 
 

For In Vitro Diagnostic Use 
Not for Internal or External Use in Humans or Animals 

 
All products that contain human serum have been found to be 
non-reactive for Hepatitis B Surface antigen, HIV 1&2 and HCV 
antibodies by FDA required tests.  Since no known test can offer 
complete assurance that infectious agents are absent, all human 
serum products should be handled as potentially hazardous and 
capable of transmitting disease.    Good laboratory procedures 
for handling blood products can be found in the Center for 
Disease Control / National Institute of Health, "Biosafety in 
Microbiological and Biomedical Laboratories," 2nd Edition, 1988, 
HHS. 
 

Safe disposal of kit componenets must be according to local 
regulatory and statutory requirement. 
 

6.0 SPECIMEN COLLECTION AND PREPARATION 
 
The specimens shall be blood, serum in type, and the usual 
precautions in the collection of venipuncture samples should be 
observed. For accurate comparison to established normal values, 
a fasting morning serum sample should be obtained. The blood 
should be collected in a plain redtop venipuncture tube without 
additives or gel barrier. Allow the blood to clot. Centrifuge the 
specimen to separate the serum from the cells. 
 

Samples may be refrigerated at 2-8°C for a maximum period of 
five (5) days. If the specimen(s) cannot be assayed within this 

time, the sample(s) may be stored at temperatures of -20°C for 
up to 30 days. Avoid use of contaminated devices. Avoid 
repetitive freezing and thawing. When assayed in duplicate, 
0.100 ml of the specimen is required. 
 

7.0 QUALITY CONTROL 
 
Each laboratory should assay controls at levels in the low, 
normal, and elevated range for monitoring assay performance. 
These controls should be treated as unknowns and values 
determined in every test procedure performed. Quality control 
charts should be maintained to follow the performance of the 
supplied reagents. Pertinent statistical methods should be 
employed to ascertain trends. The individual laboratory should 
set acceptable assay performance limits. Other parameters that 
should be monitored include the 80, 50 and 20% intercepts of the 

dose response curve for run-to-run reproducibility. In addition, 
maximum absorbance should be consistent with past experience. 
Significant deviation from established performance can indicate 
unnoticed change in experimental conditions or degradation of kit 
reagents.  Fresh reagents should be used to determine the 
reason for the variations. 
 

8.0 REAGENT PREPARATION: 
 

1. Wash Buffer 
Dilute contents of wash concentrate to 1000ml with distilled or 
de-ionized water in a suitable storage container. Store at 2-

30°C for up to 60 days.  

2. Working Substrate Solution 
Pour the contents of the amber vial labeled Solution ‘A’ into 
the clear vial labeled Solution ‘B’. Place the yellow cap on the 
clear vial for easy identification.  Mix and label accordingly.  

Store at 2 - 8°C. 
 

Note1 : Do not use the working substrate if it looks blue. 
Note 2: Do not use reagents that are contaminated or have 

bacteria growth. 
 

9.0 TEST PROCEDURE 
 
Before proceeding with the assay, bring all reagents, serum 

references and controls to room temperature (20 - 27° C). 
**Test Procedure should be performed by a skilled individual 
or trained professional**   
 
1. Format the microplates’ wells for each serum reference, 

control and patient specimen to be assayed in duplicate. 
Replace any unused microwell strips back into the 

aluminum bag, seal and store at 2-8°C. 
2. Pipette 0.050 ml (50µl) of the appropriate serum reference, 

control or specimen into the assigned well. 
3. Add 0.100 ml (100µl) of the TSH Enzyme Reagent to each 

well. It is very important to dispense all reagents close to 
the bottom of the coated well. 

4. Swirl the microplate gently for 20-30 seconds to mix and 
cover. 

5. Incubate 60 minutes at room temperature. **       
6. Discard the contents of the microplate by decantation or 

aspiration. If decanting, tap and blot the plate dry with 
absorbent paper.  

7. Add 350µl of wash buffer (see Reagent Preparation Section) 
decant (tap and blot) or aspirate. Repeat two (2) additional 

times for a total of three (3) washes. An automatic or 
manual plate washer can be used. Follow the 
manufacturer’s instruction for proper usage. If a squeeze 
bottle is employed, fill each well by depressing the 
container (avoiding air bubbles) to dispense the wash. 
Decant the wash and repeat two (2) additional times.  

8. Add 0.100 ml (100µl) of working substrate solution to all wells 

(see Reagent Preparation Section). Always add reagents in 
the same order to minimize reaction time differences 
between wells.  

       DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION 

9. Incubate at room temperature for fifteen (15) minutes. 
10. Add 0.050ml (50µl) of stop solution to each well and mix 

gently for 15-20 seconds. Always add reagents in the same 
order to minimize reaction time differences between 
wells.  

11. Read the absorbance in each well at 450nm (using a 
reference wavelength of 620-630nm to minimize well 

imperfections) in a microplate reader. The results should be 
read within thirty (30) minutes of adding the stop 
solution. 

 
** For better low-end sensitivity (< 0.5µIU/ml), incubate 120 
minutes at room temperature. The 40µIU/ml calibrator should be 
excluded since absorbance over 3.0 units will be experienced. 
Follow the remaining steps. 

 
Note: Dilute samples reading over 40 µIU/ml by 1:5 and 1:10 

with TSH ‘0’ Calibrator. Multiply the results by the dilution 
factor to obtain accurate results. 

 
 
 
 



10.0 CALCULATION OF RESULTS 
 
A dose response curve is used to ascertain the concentration of 
thyrotropin in unknown specimens.   
1. Record the absorbance obtained from the printout of the 

microplate reader as outlined in Example 1  
2. Plot the absorbance for each duplicate serum reference 

versus the corresponding TSH concentration in µIU/ml on 
linear graph paper (do not average the duplicates of the 
serum references before plotting). 

3. Draw the best-fit curve through the plotted points. 
4. To determine the concentration of TSH for an unknown, 

locate the average absorbance of the duplicates for each 
unknown on the vertical axis of the graph, find the 
intersecting point on the curve, and read the concentration 
(in µIU/ml) from the horizontal axis of the graph (the 
duplicates of the unknown may be averaged as indicated). 
In the following example, the average absorbance (0.775) 
intersects the dose response curve at (7.66 µIU/ml) TSH 
concentration (See Figure 1). 

 

Note:  Computer data reduction software designed for ELISA 
assay may also be used for the data reduction.  If such 
software is utilized, the validation of the software should be 
ascertained. 
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Cal A 
A1 0.018 

0.019 0 
B1 0.021 

Cal B 
C1 0.076 

0.079 0.5 
D1 0.082 

Cal C 
E1 0.302 

0.298 2.5 
F1 0.293 

Cal D 
G1 0.556 

0.567 5.0 
H1 0.577 

Cal E 
A2 0.926 

0.921 10 
B2 0.916 

Cal F 
C2 1.610 

1.619 20 
D2 1.629 

Cal G 
E2 2.694 

2671 40 
F2 2.647 

Control 
G2 0.800 

0.775 7.66 
H2 0.751 

Patient  
A3 1. 391 

1.383 16.65 
B3 1.375 

*The data presented in Example 1 and Figure 1 are for 

illustration only and should not be used in lieu of a dose 
response curve prepared with each assay.  
 
 
 
 
 
 
 
 
 

 

 

 

 

11.0 Q.C. PARAMETERS 
 
In order for the assay results to be considered valid the following 

criteria should be met: 
1.  The absorbance of calibrator ‘G’ (40 µIU/ml) should be > 1.3. 
2. Four out of six quality control pools should be within the 

established ranges. 
 
 
 
 

12.0 RISK ANALYSIS 
 
The MSDS and Risk Analysis Form for this product is available 
on request from Monobind Inc. 
 
12.1  Assay Performance 
1. It is important that the time of reaction in each well is held 

constant to achieve reproducible results.  
2. Pipetting of samples should not extend beyond ten (10) 

minutes to avoid assay drift. 
3. Highly lipemic, hemolyzed or grossly contaminated 

specimen(s) should not be used. 
4. If more than one (1) plate is used, it is recommended to 

repeat the dose response curve. 
5. The addition of substrate solution initiates a kinetic reaction, 

which is terminated by the addition of the stop solution. 
Therefore, the substrate and stop solution should be added in 
the same sequence to eliminate any time-deviation during 
reaction.  

6. Plate readers measure vertically. Do not touch the bottom of 
the wells. 

7. Failure to remove adhering solution adequately in the 
aspiration or decantation wash step(s) may result in poor 
replication and spurious results. 

8. Use components from the same lot. No intermixing of 
reagents from different batches.  

9. Accurate and precise pipetting, as well as following the exact 
time and temperature requirements prescribed are essential. 
Any deviation from Monobind’s IFU may yield inaccurate 
results. 

10. Patient specimens with TSH concentrations over 40µIU/ml 
may be diluted (1:5 or 1:10) with the ‘0’ calibrator and re-
assayed.  The sample’s concentration is obtained by 
multiplying the result by the dilution factor. 

11. All applicable national standards, regulations and laws, 
including, but not limited to, good laboratory procedures, must 
be strictly followed to ensure compliance and proper device 
usage.  

12. It is important to calibrate all the equipment e.g. Pipettes, 
Readers, Washers and/or the automated instruments used 
with this device, and to perform routine preventative 
maintenance.  

13. Risk Analysis- as required by CE Mark IVD Directive 98/79/EC 
- for this and other devices, made by Monobind, can be 
requested via email from Monobind@monobind.com. 
 

12.2 Interpretation 
1. Measurement and interpretation of results must be 

performed by a skilled individual or trained professional. 
2. Laboratory results alone are only one aspect for determining 

patient care and should not be the sole basis for therapy, 
particularly if the results conflict with other determinants. 

3. For valid test results, adequate controls and other parameters 
must be within the listed ranges and assay requirements.  

4. If test kits are altered, such as by mixing parts of different kits, 
which could produce false test results, or if results are 
incorrectly interpreted, Monobind shall have no liability. 

5. If computer controlled data reduction is used to interpret the 
results of the test, it is imperative that the predicted values for 
the calibrators fall within 10% of the assigned concentrations. 

6. Serum TSH concentration is dependent upon a multiplicity of 
factors: hypothalamus gland function, thyroid gland function, 

and the responsiveness of pituitary to TRH.  Thus, 
thyrotropin concentration alone is not sufficient to 
assess clinical status. 

7. Serum TSH values may be elevated by pharmacological 
intervention. Domperiodone, amiodazon, iodide, 
phenobarbital, and phenytoin have been reported to increase 
TSH levels. 

8. A decrease in thyrotropin values has been reported with the 
administration of propranolol, methimazol, dopamine and d-
thyroxine (4). 

9. Genetic variations or degradation of intact TSH into subunits 
may affect the binding characteristics of the antibodies and 
influence the final result. Such samples normally exhibit 
different results among various assay systems due to the 
reactivity of the antibodies involved.   

"NOT INTENDED FOR NEWBORN SCREENING" 
 

13.0 EXPECTED RANGES OF VALUES 
 
A study of euthyroid adult population was undertaken to 
determine expected values for the TSH AccuBind™ ELISA Test 

System. The number and determined range are given in Table 1. 
A nonparametric method (95% Percentile Estimate) was used. 

TABLE I 
Expected Values for the TSH ELISA Test System (in µIU/ml) 

Number 139 2.5 Percentile–70% Conf Int 

Low Normal 0.39  Low Range 0.28 – 0.53 

High Normal 6.16 High Range 5.60 – 6.82 

    
It is important to keep in mind that establishment of a range of 
values which can be expected to be found by a given method for 
a population of "normal"-persons is dependent upon a multiplicity 
of factors: the specificity of the method, the population tested and 
the precision of the method in the hands of the analyst.  For 
these reasons each laboratory should depend upon the range of 
expected values established by the manufacturer only until an 
in-house range can be determined by the analysts using the 
method with a population indigenous to the area in which the 
laboratory is located. 
 

14.0 PERFORMANCE CHARACTERISTICS 
 
14.1 Precision 
The within and between assay precisions of the TSH AccuBind™ 
test system were determined by analyses on three different 
levels of pool control sera.  The number (N), mean (X) value, 

standard deviation (σ) and coefficient of variation (C.V.) for each 
of these control sera are presented in Table 2 and Table 3. 

TABLE 2 
Within Assay Precision (Values in µIU/ml) 

Sample N X σ C.V. 

Pool 1 24 0.37 0.03 8.1% 

Pool 2 24 6.75 0.43 6.4% 

Pool 3 24 29.30 1.94 6.6% 

TABLE 3 
Between Assay Precision* (Values in µIU/ml) 

Sample N X σ C.V. 

Pool 1 10 0.43 0.04 9.3% 

Pool 2 10 6.80 0.54 7.9% 

Pool 3 10 28.40 1.67 5.9% 

*As measured in ten experiments in duplicate over seven days. 

 
14.2 Sensitivity 
The sensitivity (detection limit) was ascertained by determining 

the variability of the 0 µIU/ml serum calibrator and using the 2σ 
(95% certainty) statistic to calculate the minimum dose:  
 For I hr incubation  = 0.078 µIU/ml  
 For 2 hr incubation = 0.027 µIU/ml 

 
14.3  Accuracy 
The TSH AccuBind™ ELISA test system was compared with a 
reference immunochemiluminescence assay. Biological 
specimens from hypothyroid, euthyroid and hyperthyroid 
populations were used (The values ranged from 0.01µIU/ml – 
61µIU/ml). The total number of such specimens was 241. The 
least square regression equation and the correlation coefficient 
were computed for the TSH AccuBind™ ELISA method in 
comparison with the reference method.  The data obtained is 
displayed in Table 4. 

TABLE 4 

Method 
Mean 
(x) 

Least Square 
Regression 
Analysis 

Correlation 
Coefficient 

This 
Method  

4.54 y = 0.47 + 0.968 (x) 0.995 

Reference 4.21   

 
Only slight amounts of bias between the TSH AccuBind™ ELISA 
method and the reference method are indicated by the closeness 
of the mean values.  The least square regression equation and 
correlation coefficient indicates excellent method agreement. 
 

14.4 Specificity 
The cross-reactivity of the TSH AccuBind™ ELISA test system to 
selected substances was evaluated by adding the interfering 
substance to a serum matrix at various concentrations. The 
cross-reactivity was calculated by deriving a ratio between dose 
of interfering substance to dose of thyrotropin needed to produce 
the same absorbance. 

Substance 
Cross 
Reactivity Concentration 

Thyrotropin (hTSH) 1.0000 - 

Follitropin (hFSH) < 0.0001 1000ng/ml 

Lutropin Hormone (hLH) < 0.0001 1000ng/ml 

Chorionic 
Gonadotropin(hCG) 

< 0.0001 1000ng/ml 

 

14.5 Correlation between 1 hr and 2 hr incubation 
The one- (1) hr and two (2) hr (optional) incubation procedures 
were compared. Thirty (30) biological specimens (ranging from 
0.1 – 18.5 µIU/ml) were used The least square regression 
equation and the correlation coefficient were computed for the 2 
hr procedure (y) in comparison with the 1 hr method (x). Excellent 
agreement is evidenced by the correlation coefficient, slope and 
intercept:   Y = 0.986 (x) + 0.119    Regression Correlation 
=0.998 
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batteriologia, sistemi di identificazione e antibiogramma, kit per la 
determinazione di plasmaproteine (IAF 12, 29)

Design and development, production and sale of in-vitro diagnostic 
medical devices: culture media for bacteriology, identification and 

susceptibility testing systems, kits for plasma protein determination
(IAF 12, 29)

Per l’Organismo di Certificazione
For the Certification Body

TÜV Italia S.r.l.

Validità /Validity

Dal / From: 2019-02-11

Al / To: 2022-02-10

Data emissione / Issuing Date

Andrea Coscia
Direttore Divisione Business Assurance

2019-02-11

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2012-09-25

“LA VALIDITÀ DEL PRESENTE CERTIFICATO È SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI 
GESTIONE AZIENDALE CON PERIODICITÀ TRIENNALE”

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF 
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”



Urine Analysis with Test Strips 

 

 

The use of urine test strips is acknowledged as 
modern screening method in medical practice. With 
these non-invasive tests important information on 
the health status of the patient is rapidly obtained. 

The urine sample is easily drawn and can 
immediately be investigated with a test strip. Thus 
one obtains within minutes a result, whichfacilitates 
the decision for further diagnostic and therapeutic 
action. 
 
Only on pathological results for certain parameters, 

a subsequent, e.g. microscopic, examination of the 
urine is necessary. If the test strip result is without 

pathological finding and the patient is not clinically 
conspicuous, further time- and cost-intensive 
investigations, can often be avoided. This saves 
considerable costs for the healthcare system and 
spares the patient unnecessary examinations. 

 
Urine test strips from MACHEREY-NAGEL are 
especially user-friendly. Due to the high resistance 
towards interferences by ascorbic acid, a second 
testing for sensitive parameters such as blood or 
glucose is unnecessary in most cases. The 

optimised, flexible shape of the test strips also 
allows the examination of very small amounts of 
urine. This is an indispensable advantage, especially 
in the field of pediatrics. 

 

  

 
               

Glucose1)               X         
 

    

Glucose / Keton1)           X   X         
   

Protein 21)       X         X       
   

Ketones1)           X             
   

Microalbumines                         X   
 

X 

Nitrite1)         X               
   

Urbi    X X                   
   

Combi 21)       X       X         
   

Combi 3A®
       X     X X X       

   
Combi 56/7) X     X     X X X       

   
Combi 5N®6/7) X     X X   X X X       

   

http://www.mn-net.com/tabid/10384/default.aspx
http://www.mn-net.com/tabid/10383/default.aspx
http://www.mn-net.com/tabid/10382/default.aspx
http://www.mn-net.com/tabid/10381/default.aspx
http://www.mn-net.com/tabid/12534/default.aspx
http://www.mn-net.com/tabid/10380/default.aspx
http://www.mn-net.com/tabid/10379/default.aspx
http://www.mn-net.com/tabid/10378/default.aspx
http://www.mn-net.com/tabid/10377/default.aspx
http://www.mn-net.com/tabid/10376/default.aspx
http://www.mn-net.com/tabid/10375/default.aspx
http://www.mn-net.com/tabid/5526/tabid/10346/Default.aspx


Combi 5S6/7) X     X   X   X X       
   

Combi 66/7) X X   X X     X       X 
   

Combi 6A6) X   X X   X X X X       
   

Combi 76/7) X      X X X X X X       
   

Combi 8L6/7) X     X X   X X X X X 
   

  

Combi 9®6/7) X X X X X  X X X X       
   

Combi 10®6/7) X X X X X X X X X X     
   

Combi 10®L6) X X X X X X X X X   X 
   

  

Combi 10®SGL6/7) X X X X X X   X X X X 
   

  

URYXXON®Stick103/4/6/

7) 
X X X X X X   X X X X 

   
  

Test strip for veterinary applications 

Combi 10®VET5/6/7) X X X X X X 
 

X X X X 
   

  

Test strip for detection of urine adulteration 

Medi-Test 
Adulteration Stick5)     

X 
   

X X 
 

X X X   

 

http://www.mn-net.com/tabid/10374/default.aspx
http://www.mn-net.com/tabid/10373/default.aspx
http://www.mn-net.com/tabid/10372/default.aspx
http://www.mn-net.com/tabid/10371/default.aspx
http://www.mn-net.com/tabid/10370/default.aspx
http://www.mn-net.com/tabid/10369/default.aspx
http://www.mn-net.com/tabid/10368/default.aspx
http://www.mn-net.com/tabid/10363/default.aspx
http://www.mn-net.com/tabid/10385/default.aspx
http://www.mn-net.com/tabid/10387/default.aspx
http://www.mn-net.com/tabid/10386/default.aspx
http://www.mn-net.com/tabid/10630/default.aspx
http://www.mn-net.com/tabid/10630/default.aspx


ZA{jt "Vect(}r'-B{rs

b,{l Declar-ation of c o nfbllni{y

$ures uncler own resplnsi!:illty and decla res that the products
nforrnity with applicabld provisions and full'ill the e$sential
rctive 9{}/79/EC of j27 Octoher 1998 regarding in vitrr: diagnostic

Other devi*is (all dev ces excel:t Annex Il and
selF-.testing dlevtces)

Annex lil (ndt inc,uding section ll).

ZAO "Veclo[-13est"

Address: Al-lC, Kollsovo,
Novos,ibrrsk llegion. 630559, Rrr:rsia.

Tel. r-7 (383) 363 20 60,
Fax: +7 (3BQ) 303 35 55
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isl ; r 4.q (0) p21 57'20 515,
lax: +49 (0) 2-1 57?.0 916

flLrrat Klrlrsainov
General Director ;iAO (Vector-Best)
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ZAO ''Vector.Best" l'te re hy
listed on pages 2-4 are in c
requirements of Anrrex I Di
medical devices.

Al q s_qr!!9!9!_9lp_t9cl.! cl!-

ManufactuTer:

Date. 2013104112

Rev. 0l



,i.
No. Product n a rlre lclFntification data REF

I Vectohep A-191\l
h-LISA kit fcr deton.nination of {gM l0 hepatitis A
V ILIS D-0352

2. Vectohep A-lgG ELISA kil ft)r quantitative and qualitatrve
d(:termination of lqG to hepatitis A virus D-0302

3, Ve ctohep TTV-ltJG ELISA liit for deter ination of lgG to'l'f virus D-0802

4. Vectohep E- gc ELISA kit {rir ciete l tlation of lgG 10 hepattt s E
virLrs D-'1050

5, Vectohep E- lg N4
ELISA kit for deiqfrnlnatioD of lgM t.c) hepatitis E
vtrLls D-1058

6. Vectohep G-lgG ELISA
VIfLIS

detdf n n:rtion of lc lrepatitis G I D-1252
lolKlt gG

7 LyrneBesflgc ELISA kit fof cleierminat on
bciffeli0sis;rltonts

of inl'ectious | ,.,,".0G Io

B, LymeBesl- gM brmirration of iglM infectious j D_1454
to{::f-lSA kit fot de

borreliosis a!Jer'r ts

I RecombiBest an tipa lljd U n- lglG
l'or ,retui ni ,at on o|r.r(; tr l-reporten a l O_.,UU,

ELISA Kit
pallidurrr

10.
Recotn biB est an tipaliicj|-r
total antillodios

ll-

Itt RecombiBest an tipa tlidLr
gM

n- Et_tsA kir
p a llicl L.rm

for d eterrnination gMl ID Treponema I o-., uSu
of

12.
RecombiBest antitratliclU
total antibod ies

l EL SA kit fot cletdnninatlon
Tteporrerna 1-ra lliclLrrln

cf total !tniibod ie s '" i D-18s7

13. VecioHSV-1,2 - lgc
vifus iypes '1 and 2

'4 Vectol-tSV ^ tg N4

,l

15. VectoHllv-8 - lgc
I

J6. VectoHHV-O - 19G
jnation of lqlG to frLrrran herpes ] D_2166v rus lyFre t)

17. Ureaplasnla u fe aiyticu nl
igG-ElA-BEST

18. [.Jreaplasma urealyticr]tn
igA-ElA-B EST

VectoParotitis- gG'19. rnaiion of lgG to par0titis virlrs D-26A2lL':l-lSAktfot
24. Vecto Pafotitis- lg l\4 lglV to par is virus j O-ZaO+

ol ctCi fr^""*;l
J D-2752

21 . Toxocara- lgG- E lA-B HS.jT

22 Oplsthofchias is -. ISJG-[_l
BEST

to op isthorch iasis I U_rnU,

23.
D-3356



Zxtt;;lre c t0i'- xiesr;' Rev. 0 ll, L-C fOH

ljC t)cr;lar.ation,rl oolr{blrlrity Page i oI4

antlgens

24. Ascar-rd-l gG-ElA-BESI F!lSA kit fof deter^rnir'lation of l(J(] to Ascaris
lunrbricoides

D"3452

AE Lamblia-a ntibod i@ s-F / L:-.lSA kit Fof detplllination of loc l"cr[4 and lgA to
l-anrblrar an tibod iq:j

D-3552

Lamblia-l gI/l-E A-BEiS- T--l- ISA kii for dete rrnirtatiorr of ltlfrl to Lamblia
arltibodle s

27. Larn blla-anLig en- E lA' t3 S1 ELISA kil for cleteI|rlir'ration of Lamblja antigen D-3550

28.
1-le icobacter pylo[i-Car
antig en-ElA- ll EST

I kit 1'or dqtenninatior.r of totitl antibodies to
CagA FlelrcobactdI py]ofi D-37 5?_

29. TSH-EIA.BEST llLlSA kit for determlnation of colrcentration of
ihyro jd-stir.r'rLr laiin g hof n.rone

x-3952

30. T3 iotal'ElA-BEST ELISA ki1 ft)f detqr r.rirrLrilon of co rr cel)l:ra tion of total
triiodothyroni re x-3954

31 T4 IOIA.EIA-BEST li.t-lSA kil for detqfrn nation of conce[rt[ation oF total
lhyfoxfle x-3956

32. Anti-TPO-ElA, BEST EL-lSA l(it fof determir-ration oF arltibody
cor'tcentrirti,lr to tltVf operOXidat 5e x-3968

33. PAPP.A-E]A-BEST ELIS/\ kit for qetefmination of c;oncentration of
pfegTlaric;y-assoclated plasma proiein A D.4160

34
iVycoplasnta hor.Ilil tIs-|
EIA-BES''1'

rU. El,lSA kit for clellc:rmin ation of Igci to lvlycoplasnra
homir'ris

D-4352.

35
[\4yco]-rla s tna hominrs-l
BEST

A-l: lr\- EL.ISA kit 1of deferrninatjon of lgA k) l\,4ycoplasma
h(tmillis

36 l\4ycoplasma pneLlntoTl
lgG-E1A-BE{iT

il e- ELISA kit 1or deterrination of lgG to Mycoplasma
pneumonia-o D-4362

37.
l,,,lycoplasma pneLlf rot-l
lgN/-ElA-BEST

ae- ELISA kit 1'or cle(errninaiion of lgtvl t() Mycoplasma
pneumonlao D,4366

3B Vectocrimear't .- Cl-li: s(i
EL-lSA kit foI dctermination of lUCi to Criinean-
Congo llenrorrt'ra0 c fever vifus D-5052

39 Veciocritnearr .- Cl I : g l\rl
EL-lSA kit foi dote nr'rir'ra tion ol lSJ.!l to Crirnean-
Cor.rglo hernorrlr::1i1ic fevef vrrlrs D-5454

40. CEA-ElA-BE:S l [:l-lSA kit fo' dotonrir.]ation of cOncentration of
carci noe rr'rbryon i(t a ntigerl T-8454

41 AFP.EIA-BES-I ELISA kit ior cleternrnalioir of ooncent[ation of
A phi: f--€)tal frfoieirl T-8456

CA- 125-EIA'BEST ELISA kit for detef r'rlination of conceniration of
onconra rke,r CA- 125 T-8466

43. cA 19-9-EtA-E{_S I llLlSA kit ior dcriprmination of c,f,nc,e,rllration of CA
-19-!) T-8470

44 CA 15-3-EtA-ElES t ELlSiA kit for clcitennination of c0ncentration of
oncomarl(Erf CA 'lIl-3 r-8472

IE NSE-EIA.BFS-I- El--lSA kit fof clcdennination of ccncenlTation of
neur,:n s 1:ecific e[o ase T-847'6



46

47.

Fc ritin-ElA-BES'l Ll.-lSy'\ ktt loi cle tef rr i

feirit n
1io n of conceniratioit of

T-85 52

A-8660

Procalcitonin-E lA.BFS.f

NTproBNp-ElA_BESt

Troponin l-E/A-BESI'

ELISA kit for cleteftninalion of concentratio
l^ l-

48

49

50.

51.

;az.

;

-

;

f

A-8662

A-8064

lcr A
r\rr rur ucrei lI|]tFltolt ot conce jttlation of total

A-8660

A-8752
,u ucjrErr lHLrolt ot concetitratiot_t of

Inte.leLrkitre-4
f.l

A-8754

A-8756

A-8758

A-8768

trt r

of
A-8772

EI A-9004

A-91 02
59.

61' A-91 06!:t|{l-irA-BrsT hit 2
42. r-iBsAq-EtA_BES.r. kit3

Vectof iBcAg-a r.ltibod ies

D-0543

D-a544
63

D..0560
64

r rr.,pdDest aittt_l_llJc laG

Chlamyclia tr lgG_LitA,BES.l

Chlamyclia tr tgNt,FlA_B ESt-

Chlamydia tr, tga-Ea-BESlr:
::;--.-

D-057 4
05.

66.

67.

68.

69

7A.

D-n77"
| tl r(- oetcctton of l.lr:
.I L]S D-A77 2

tr?cltot.natis
L:. l lsA

D-0952

D-'1964
r u, u rg vr ro (,ntat.niclla

D-1966Ird\,tr(J lilUS

- S/\ kif l^, rrr^ -, -rir
D-196B\-rv v-tgU_h t/\_ljEST

VecroClvttrEM-- D- 1 556

D-1552c















Федеральное агентство по техническому регупированию и метрологии 

Н О П С С 

Система добровольной сертификации "НОПСС". РОСС Ри.31827.04ЖСт 

Орган по сертификации ООО "Невский Альянс". ОГРН 1147847286960 ИНН 7842525530 

\«\лпл/.пор88.ги 

СЕРТИФИКАТ 
СООТВЕТСТВИЯ 

выдан 

Общество с ограниченной ответственностью 
«МиниМед» 

4Н 3234007127/ОГРН 102320213̂ ^ 

Подтверждает что система менеджмента качества 

24 Г5 

При осуществлении работ согласно приложению №1 к настоящему сертификату 

Сертификат выдан на основании решения экспертной комиссии 

от 24.09.2018 

Срок действия до 24 сентября 2021 

Номер в едином реестре системы 01256 

Руководитель ор| 
по сертификации: 

>'/' Подпись Платонов Б.А. 

Настоящий сертификат обязывает организацию поддерживать состояние выполняемых работ в 
соответствии с вышеуказанным стандартом, что будет находиться под контролем органа по 
сертификации СДС 'НОПСС и подтверждаться при прохождении ежегодного инспекционного контроля. 



Н О П С С 

Система добровольной сертификации "НОПСС". РОСС Ви.31827.04ЖСН1 

Орган по сертификации ООО "Невский Альянс". ОГРН П47847286960 ИНН 7842525530 

VVVVVV.пОр38.^и : ^ ^ г ^ 

ПРИЛОЖЕНИЕ №1 
к сертификату соответствия № С1256 

Применительно к видам деятельности : 

Производство лабораторной посуды, медицинских изделий, приборов и 
принадлежностей, красителей, реагентов и наборов реагентов для 1П-УКГО 
диагностики. . . . . . . . 
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