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[o3aropbl NUNETOYHbIEe
Jlennunet bnak

CTunb 1 HapexHocTb B Baweit naboparopum

Part of Therme Fisher Scientific : SCIENTIFIC



MockosibKy TOYHOCTb U BOCMPON3BO-
OVMOCTb - CaMmble BaXHble CBONCTBa
noboro posatopa, JleHnunet bnak
obnapaeTt crneuvanbHO paspaboTaH-
HbIM MEXaHU3MOM PEeryMpoBKu
0O6bema, BbINOJIHEHHLIM B BUAE
aBTOHOMHOIo Mozayns. Mockonbky
MEexaHW3M peryimpoBku obbema
OTAENEeH OT Kopnyca Aosatopa, OH
obnapaeTt cyulecTBeHHO Oonbluei
TOYHOCTbIO, BOCMPOU3BOANMOCTbLIO

1 Npo4YHoCTbI0. Kpome Toro, 4Tobbl
VCKJI0YUTL BO3MOXHOE BNVSiHUE Tenna
PYKM Ha TOYHOCTb U3MEPEHUNA,
MEXaHU3M perynmpoBkn obbema
N03MPOBaHUsl M30IMPOBaH OT Kopnyca
nosaropa.

Nennunet Bnak umeeT HonbLLOWN,
NEerko YvTaemMblili gucnnen, no3Bosns-
IOLLMIA NIErKO M YeTKO 3azaBaTb 00beM.
Kpome Toro, HOBbI MexaHu3m
ycTaHoBKM o6bema No3BONSIET Nerko
ycTaHaBnMBaTb 06bEM A0 COTbIX A0nen
MKJ1, KOTOPbIA BUAEH Ha (oHe.
TouyHoCTb 0becneymBaeTcs Takxe
6Gnarogaps NPeuUv3voHHON
perynupoBke obbema, rae Kaxabli
war npv yctaHoBke obbema
COMPOBOXAAETCH LLENYKOM. ITO
No3BOSISIET PerynMpoBatb 06bLem

'/‘.C\* ™

Hnunet bnak

¢ warom ot 0,01 mkn po 20 mkn

B 3aBMCMMOCTU OT MOAENN [03aTopa.
Boane aucnnes npeaycMoTpeHo
ynobHoe MecTo Ans naeHtuduka-
LIMOHHBIX SPJIbIYKOB MONb30BaATENS.
Takune apnbluKU HYXHbl, 4TOObI He
nepenyTaTb 403aTOpbl U YTOObI OHX
He 3aTepsnnucb B nabopartopuu.

Kak n y Bcex nosatopos JleHnuner,
ycunusi, Heobxoaumble npu
[03MPOBaHUN, MUHUMU3NPOBAHDI.
KoHcTpykums JleHnuneT bnak
No3BOJISIET MOJSIL30BATENIO HAXUMaTb
KHOMKY A03WPOBaHNSA O4eHb Nerko,
41O obecneymBaeT NerkocTb, POBHOCTb
1 cTabunbHOCTL A03NPOBaHUs. 3TO,

B CBOIO O4Yepeab, NO3BONSET Mosy4arb
flydwmne pesynbTaTbl A03MPOBaHUS

B TeyeHve Bonee onnTENbHbIX
nepvonoB paboTtsl. Kpome TOro,
3anaTreHTOBaHHbIN MEexaHu3m
"CynepBbITaNkKMBaHUA" XUOKOCTN
MO3BOJIAET TOYHO [A03MPOBaTh Jaxe
MUKPOOOBLEMBI. TakoM MexaHu3Mm ecTb
B no3artopax o6bemom 50 mMkn

1N MEHbLLE.

JNleHnunet Bnak umeeT HOBYIO
KOHCTPYKLMIO OMepaLioHHON KHOMKKU
C BPALLAIOLLIENCs BEPXHEN HacTbio,
NO3BONSIOLLYIO UCKIIIOHUTENIbHO NErko
ycTaHaBnmBaTb 06bem. JlononHUTeNb-
HOE MPEeVMYLLIECTBO 3akK/ioHaeTcs

B TOM, YTO BPaLLAIOLLAACA BEPXHAA
4aCTb KHOMKW ABWXETCH He3aBUCUMO
OT MexaHu3ma perynmpoBkn obbema,
4TO NMpenoTBpaLlaeT cray4anHoe
n3meHeHve obbema. Kak 1 HUXHSS
4acTb OMepaLOHHOM KHOMKW, OHa
BbINOJIHEHA U3 MSAMKOro MiacTuka,
obecneynBaloLLLero OT/IMYHBLIA 3axsBar
npv perynupoeke obbema 6e3
MPUIOXEHUS YCUIUNA.

BbiCOKOe Ka4ecTBO pe3ysibTaToB
3aBUCUT OT abCONOTHON CTEPUSIb-
HocTU. YTobObI 0HECNeunTL ee

1 NpeaoTBpaTUThL NEPeKPecTHoe
3arpsisHeHune, JleHnunet Bnak moxeT
CTepUIN30BaThCs B aBTOKJ1aBe

npu 121°C. CtepunuaosaTtb 003aTOP
MOXHO LeNukom B cbope nnm
OTAENbHLIMW AeTansaMu B CTepuinaa-
LIMOHHOM Meluke. [103aTop BbINOSIHEH
13 matepuanos, obnagaloLmx
BbICOKOM CTOWKOCTbIO K peakTuBam,
Y® cBety u Bnare.

Jlennunet Bnak o4eHb nerko
obcnyxuBaTh: NPOCTO pa3dbepute
nosartop, cHaB cbpacbiBatesib
HaKOHEeYHuKa pykon, a 3aTem

C MOMOLLBIO yA0BHOr0 MHCTPYMEHTa
ans 0b6CcnyXuBaHua yganuTe KOHYC
HakKOHEeYHUKa. TOT Xe NPakTU4HbIN
VMHCTPYMEHT UCMOoNb3yeTcs

ONS perynvpoBaHus Kanmbposku
NANETKN C NMOMOLLbIO KannBpoBOYHOM
raiiku, pacrnosioXeHHOW Hasepxy
pyKOATKM Ao3artopa.



CouetraHue kom¢popTa U aBTOKIIABUPYEMOCTH

JNlennunet Bnak umeeT WMPOKKUA yrnop
AN nanbla, KOTopbI NO3BONSET
aepxartb [03aTop nofa, naeanbHbIM
ONS 03MPOBAHUS YrIIOM U JAeT pyke
paccnabutbcs Mexay umkiamm
[o3vpoBaHus. B pesynbtate
ONVTeNbHbIE LUMKbI [O3UPOBaHUS
cTaHoBaTCcs 6onee KOMMOPTHLIMU

N MeHee YyTOMUTESNIbHbIMU, CHUXAEeTCs
PUCK pPa3BuUTUS TPaBMbl, BO3HUKAKOLLEN
n3-3a NOCTOSIHHOW Harpy3ku (repetitive
strain injury, RSI). KHonka cbpacbiBa-
Tenst HaKOHEYHWKa 3akpyrneHa

N UMEET 3ProHOMUYHYIO KOHCTPYKLMIO,
obecneunBatoLLyo Hanbonee
KOM@OpPTHOE NosioxeHue 60MbLIoro
nanbua npu copacbiBaHUW.

Y1006l yooBneTBopuThb notpebHocTn
Kaxaon nabopatopun, A03aTOPbI
JNlennunet bnak BbinyckalTCs

B O[HOKaHa/IbHbIX U MHOrOKaHasIbHbIX
BapuaHTax. OgHOKaHaNbHble 003aTOpbI
MOryT OblTb NEPEMEHHOIO UNn
dukcuposaHHoro obbema.

o xenaHuo 3akasynka NOCTaBNSKOTCS
LITATUBbI KaK ANs OAHOKaHasbHbIX, Tak
M ANsi MHOTrOKaHasbHbIX 403aTOPOB.
Kaxapin posatop JleHnunet Bnak
nmeeT yaobHyI0 LBETOBYID KOAUPOBKY
Ha OnepaumMOHHON KHOMKEe 1 Kopryce
PYKOAITKM, @ Takke Ha MHOrokKaHasb-
HbIX MOAynsx, 4ToObl nerye ObiNO
HaxoAMTb HYXHBIA HakoHe4HuK Finntip.

MHorokaHanbHble ao3atopb! JleHnuner
Bbnak BbinyckaloTCs 8-KaHanbHbIMWN

C pa3nuyHbiMK amana3oHamu obbema.
Kak n B ogHOKaHasnbHbIX MOAENAX
NeHnuneT bnak, MexaHn3m ycoBep-
LLIEHCTBOBAHHOW PEeryinpoBkn obbema
obecneynBaeT BbICOKMIA YPOBEHb
TOYHOCTU U BOCMPOU3BOANMOCTM.
Kpome Toro, B Moaensix manoro
obbema yHKUMUS CynepBbITankKMBaHUS
Xnakoctn obecneymBaeT ToYHOE
[031POBaHNE Aaxe camMblX MasbixX
06bLEMOB.

1

nTiFic O

OnepauunoHHas KHONkKa
Jlerkas perynupoBka o6bema
JlerkocTtb B pabote

LiseToBas KoAUpPOBKa

LLinpokuin noaaepXxmBealowmin ynop
ANg nanbua

MecTo ans pa3meLyeHus Spnbika
C AONONHUTENbHOW MHOpMaLmen

YcoBepLIEeHCTBOBAHHbI MEXaHU3M
perynupoeku 00bema,
NOBbLILLAIOLMIA TOYHOCTb U
BOCNpPOM3BOAUMOCTb

BonbLion aucnnen

MpoyHblA MaTepuan pyKOSTKu

Becb go3arop uenmkom
aBTOK/MIaBMpYeTCH

OrcyrcTBue MeTanna
obecneyuBaer nerkum sec

MexaHu3m cynepBbIiTaNnkMBaHus
XUAKOCTU




Kar. Ne 06bem TouyHocTb Bocnp-mocTb HakoHeunuk

MKN MKN % s.d.*mkn CV%*

4652002 1 +0,040 +4,00 0,040 4,00 Flex 10,10, 50

4652012 5 +0,070 +1,40 0,070 1,40 Flex 10,10, 50

4652022 10 +0,090 +0,90 0,080 0,80 Flex 200, 250 Yuus., 200 Yan.
4652132 20 +0,14 +0,70 0,10 0,50 Flex 200, 250 Yuus., 200 Yan.
4652032 25 +0,15 +0,60 0,13 0,50 Flex 200, 250 YHnug., 200 Yan.
4652042 50 +0,30 +0,60 0,20 0,40 Flex 200, 250 YHnue., 200 Yon.
4652052 100 +0,40 +0,40 0,30 0,30 Flex 200, 250 YHnus., 200 Yan.
4652142 200 +0,80 +0,40 0,60 0,30 Flex 1000,1000,1000 Yan.
4652062 250 +1,0 +0,40 0.8 0,30 Flex 1000,1000,1000 Yan.
4652072 500 +1,5 +0,30 145 0,30 Flex 1000,1000,1000 Yan.

4652082 1000 +3,0 +0,30 3,0 0,30 Flex 1000,1000, 1000 Yan.

ot

i

OpHokaHanbHbie A03aTOopPbi NUNETOYHbIE Jlennunet Bnak NnepemMeHHoro o6bema

Kar. N0 [uana3on LWar 06bvem TouHOCTb Bocnp-mocTb LiseToB. kog HakoHeyHuk
MK MKN % s.d.*mxn CV%*
4642022 0,5-5 mkn 0,01 mkn 5 +0,075 +1,50 0,050 1,00 Po308blit Flex 10, 10, 50
0,5 +0,030 #6,00 0,025 5,00
4642032 1-10 mkn 0,02 mkn 10 +0,100 +1,00 0,050 0,50 Pozosbiin Flex 10, 10, 50
1 +0,025 +2,50 0,020 2,00
4642042 1-10 mkn 0,02 mkn 10 +0,100 +1,00 0,080 0,80 XKentbiii Flex 200, 250 YHuB.
1 +0,035 +3,50 0,030 3,00
4642052 2-20 mkn 0,02 mkn 20 +0,20 +1,00 0,08 0,40 Bupio3osblii 50
2 +0,06 +3,00 0,05 2,50
4642062 2-20 mkn 0,02 mkn 20 +0,20 +1,00 0,08 0,40 XKenTtbiin Flex 200, 250 YHus.
2 +0,06 +3,00 0,05 2,50
4642132 5-50 mkn 0,1 mkn 50 +0,30 +0,60 0,15 0,30 KenTbiin Flex 200, 250 YHus.,
5 +0,15 +3,00 0,125 2,50 300, 200 Yan.
4642072 10-100 mkn 0,2 mkn 100 +0,80 +0,80 0,20 0,20 XKentbiin Flex 200, 250 YHuB.,
10 +0,25 +2,50 0,10 1,00 300, 200 Yan.
4642082 20-200 mkn 0,2 mkn 200 1.2 +0,60 0,4 0,20 XKentbin Flex 200, 250 YHus.,
20 +0,36 +1,80 0,14 0,70 300, 200 Yan.
4642092 100-1000 mkn 1 Mkn 1000 +6,0 +0,60 2,0 0,20 Cunnia Flex 1000, 1000,
100 +1,0 +1,00 0,6 0,60 1000 Yan.
4642102 0,5-5 mn 0,01 mn 5000 +25,0 +0,50 10,0 0,20 3eneHbiin 5 mn
500 +5,0 +1,00 4,0 0,80
4642112  1-10 mn 0,02 mn 10 000 +50,0 +0,50 20,0 0,20 KpacHbiii 10 mn
1000 +10,0 +1,00 8,0 0,80

| MuoroxkaxanbHbie 403aTopbl nuneToyHsbie Jlennunet Bnak nepemeHHoOro o6nema

Kar. Ne Kon-so Ouanazon  LWar O6vem  TouHocTb Bocnp-mocTb LigetoB. ko HakoHeyHuK
KaHanos MK MKN % s.d.*mxn CV%*
4662002 8 1,0-10 mkn 0,02 mkn 10 +0,240 +2,40 0,160 1,60 Po3oBbiin Flex 10, 10, 50
| 1 +0,080 £8,00 0,070 7,00
k 4662012 8  5-50 mkn 0,1 mkn 50 +0,75 +1,50 0,35 0,70 XKentbin Flex 200, 250 YHus.,
5 +0,25 +5,00 0,10 2,00 200 Yan.
4662022 8 10-100 mkn 0,2 mkn 100 +1,30 +1,30 0,50 0,50 XKenTtbii Flex 200, 250
10 +0,25 +2,50 0,20 2,00 YHug., 200 Yan.
4662032 8  30-300 mkn 1 mkn 300 +3,0 +1,00 0,9 0,30 Opanxesbiit  Flex 300, 300
30 +0,6 +2,00 0,6 2,00
Cankr-Metepbypr Mocksa
Ten.: (812) 703 4215 Ten.: (495) 739 7641
®dakc: (812) 703 4216 ®dakc: (495) 739 7642
196240, r. CaxkT-MeTepbypr 141400, MockoBckas 0b6nacTtb, r. XuMkn
yn. Kybuxckas, 73A, kopn. 1 yn. NlennHrpaackas, 39, busnec Mapk Xvmkn,
E-mail: info.lcp.spb@thermofisher.com oducHoe 3paHue 2, opuc OB02_03_B2

E-mail: info.btd.moscow@thermofisher.com
http://www.thermo.com.ru




EC CERTIFICATE

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 Il, List Aand 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

4

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 1V, 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 1V,
Section 4 is required. This certificate is issued with 1 attachment listing model numbers.

Notified BOdy UL International (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,

O 843 Guildford, Surrey, GU3 1LR, United Kingdom
IVDD A4 S3 FQ 00-NB-F0051 Issue: 6.0



EC CERTIFICATE

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 Il List A
Anti-B Monoclonal 610005/610010/610000 Annex Il List A
Anti-A,B Monoclonal 620005/620010/620000 Annex Il List A
Anti-C Monoclonal 690005 Annex Il List A
Anti-E Monoclonal 691005 Annex Il List A
Anti-c Monoclonal 692005 Annex Il List A
Anti-e Monoclonal 693005 Annex Il List A
Anti-K Monoclonal 760005/760010 Annex Il List A
Anti-D Clone 2 Monoclonal 710010/710000 Annex Il List A
Anti-D Clone 1 Monoclonal 730010/730000 Annex Il List A
Anti-D Duoclone Monoclonal 740010/740000 Annex Il List A
Anti-Jka Polyclonal 323002/323000 Annex |l List B
Anti-Jkb Polyclonal 324002/324000 Annex |l List B
Anti-Fyb Polyclonal 317002/317000 Annex |l List B
AHG Elite Clear 415010/415100/415000 Annex Il List B
AHG Elite Green 435010/435100/435000 Annex |l List B
Anti-Fya Monoclonal 774000/774002 Annex |l List B
Anti-C+D+E Monoclonal 700005/700010/700000 Annex Il List A
Anti-Human IgG Clear 401010/401000 Annex Il List B
Anti-Human IgG Green 402010/402000 Annex Il List B
Monoclonal Rh Control 640010 Annex Il List A
Monoclonal D Negative Control 650010 Annex Il List A

File Number A12241

Cycle Start Date 23 May 2017
Effective Date 23 May 2017
Expiry Date 22 May 2022

Certificate No. 354.170425

Authorised by

g

B. Rodgers
Certification Manager
For and on Behalf of UL International (UK) Ltd

Notified Body

0843

UL International (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,
Guildford, Surrey, GU3 1LR, United Kingdom

IVDD A4 S3 FQ 00-NB-FO0051 Issue: 6.0



Ceptudgukar

mdc medical device certification GmbH
YOOCTOBEPSAET, YTO Ha NpeAnpUAaTUiA

BEKTOP

vB/E/IC/TA

AO «BekTtop-bBect»
630559, HoBocubupckasa obnactb, p.n. KonsuoBo,
Hay4yHo-npousBoacTBeHHas 30Ha, kopnyc 36, k. 211,
Poccuinckasa Pepepauus

C NPOU3BOACTBEHHbIMU NIOLWAAKaMM1 COrNacHo npunoxexuto k Ceptudukary

npuMeHuTenbHO K obnactam

NpoeKkTUpPoOBaHKe U pa3paboTka, NPOM3BOACTBO U peanu3auusa
MeOuLMHCKUX U3nenui in-vitro ouarHocTuku
(NUP, UDA, Guoxumms)

Obina BBegeHa W MpUMeHsieTcs

CUNCTEMA YTTPABJIEHUA KAHECTBOM

I'Ipose.u.eHHaﬂ npoBepKa CUCTEMbI yrnpaeneHna Ka4eCcTBOM nokasana,
YTO JaHHasA cucTtema COOTBETCTBYET Tp66OBaHMRM CTaHgapTa:

EN ISO 13485

Wapennsa meguumHckne — CUCTEMbI MEHEOXMEHTA KavecTea —
Perynupytowme cuctemHele TpeboBaHuns

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

[aTta ebigaun 2020-07-04
Cpok peicteus go 2023-07-03
PernctpaunoHHbIi Ne D1213100019
OTyeT Ne P20-00568-173687
Lrytrapt, Nepmanus 2020-06-02

{ C

medical device certification PyKOBO,DM enb CepTM(bVIKELlMOHHOFO opraHa

[T

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



Mpunoxenune k Ceptudukary

Ne D1213100019 o1 2020-06-02 Ctp. 1131
MecTopacnonoxeHue O6nacTb gencTBUsA
AQ «BekTop-bec», npoeKTUpoBaHue 1 paspaboTka, NPOoM3BOLCTBO
yn. ApBysoea, 1/1, 630117, r. HoBocubupck, W peanusauns MeauuUHCKUX U3aenuii in vitro

Poccuiickas ®enepauus ANarHoCTuku

AO «BekTop-BecTy,
630559, Hoeocubupckas obnacTek, p.n. Konbuoso, | MPOEKTUPOBAHWE W pa§pa69n<a, Npou3BOLCTBO
Hay4Ho-npoussocTBEHHAs 30Ha, KOpnyc 36, MEAULIMHCKUX U3AEeNWiA in vitro AnarHoCTUKN

Poccuiickan ®epepauus

AO «Bekrop-becT»,
yn. Mace4vnas, 3, 630117, r. HoBocuBUpck,
Poccuiickas Pegepaums

npoekTupoBaHue 1 paspaboTka, NPOU3BOACTBO
MEAVNLIMHCKIX N3Aenuii in vitro JuarHoCTUKKM

A

dical devi ficati
mediesl devics pRNGALEN PYKOBOAUTE D& CepTUMbNKALIMOHHOTO OpraHa

Mac

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

N
BN
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’ rs Monobind Inc. Declaration of Conformity

2011-09 DoC_MB_v05

Page: 1 of 4

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 |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ 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 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
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 & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
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 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

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

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

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

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 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 — Defydroepiandrosterone | 5125300 | 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 ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ 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
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 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

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 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
Ro-ORP — High Sensitiviy G 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

G — 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
lgA — 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
gﬁti;‘;g - Pancreatic Cancer 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 carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 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-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

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

INOO6

21.02.10.01

Low

2010-06-29

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

INOO1

21.02.10.01

Low

2006-08-24

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

INO10

21.02.10.01

Low

2011-09-26

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

INOO5

21.02.10.01

Low

2006-08-24

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

INOO7

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

INOO8

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

INOO9

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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Monobind Inc.
Lake Forest, CA 92630, USA

AccwBind

ELISA Microwells

Total Triiodothyronine (iT3)
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:

ka

ENZag 1+ Ag + Abow <= AgAbow + E"AgAbow
ka
Abg w = Monospecific Immobilized Antibody (Constant Quantity)
Ag = Native Antigen (Variable Quantity)

EnZAg = Enzyme-antigen Conjugate (Constant Quantity)

AgAbcw. = Antigen-Antibody Complex

EnZAg Abcw. = Enzyme-antigen Conjugate -Antibody Complex

ka = Rate Constant of Association

k-a = Rate Constant of Disassociation
K= ka/ 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 Sl units: ng/ml x 1.536 = nmol/L

B. T3 Enzyme Reagent — 1.5ml/vial - Icon @
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
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*
One (1) bottle containing tetramethylbenzidine (TMB) in
buffer. Store at 2-8°C.

G.  Substrate B — 7 ml/vial - Icon S®
One (1) bottle containing hydrogen peroxide (H,O,) in
buffer. Store at 2-8°C.

H. Stop Solution — 8ml/vial - Icon
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 50l 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 (20-200pl) and (200-1000pl) dispenser(s)
for conjugate and substrate preparation.
. Microplate washers or a squeeze bottle (optional).
5. Microplate Reader with 450nm and 620nm wavelength
absorbance capability.
. Test tubes for preparation of enzyme conjugate and substrate
A plus B.
. Absorbent Paper for blotting the microplate wells.
. Plastic wrap or microplate cover for incubation steps.

o »
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. 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°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,
0.100ml 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 160ul 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 (160pl) 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 (50pl) of the appropriate serum reference,
control or specimen into the assigned well.

3. Add 0.100 ml (100pl) 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.

. Incubate 60 minutes at room temperature.

. Discard the contents of the microplate by decantation or
aspiration. If decanting, blot the plate dry with absorbent
paper.

7. Add 350yl 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 (100pl) 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 (50pl) 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.

o,

Note: For re-assaying specimens with concentrations greater
than 7.5ng/ml, pipette 25ul of the specimen and 25l 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).
Draw the best-fit curve through the plotted points.
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).

»w

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.



EXAMPLE 1
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Al 2.604
Cal A 2.556 0
B1 2.507
C1 2.073
CalB 2.101 0.5
D1 2.128
E1 1.678
CalC 1.662 1.0
F1 1.646
G1 0.964
CalD 0.966 25
H1 0.969
A2 0.550
CalE 0.551 5.0
B2 0.551
c2 0.372
CalF 0.370 75
D2 0.369
E2 1.701
Ctrl 1 1.726 0.92
F2 1.638
G2 0.755
Ctrl 2 0.734 3.58
H2 0.791
A3 1.145
Patient 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.
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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
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
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.

grossly contaminated

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 2 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 di and

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 (g) 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 o C.vV.
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 o 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 26 (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
Least Square
Mean Regression Correlation
Method (x) Analysis Coefficient
This 1.62 y=3.8+0.947(x) 0.987
Method
Reference 1.68

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®.

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 () and
expected ranges (+¥2 o) are presented in Table 1. The total
number of samples was 105.

TABLE |
Expected Values for the T3 ELISA Test System
(in ng/ml)
Mean (X) 1.184
Standard Deviation (G) 0.334
0.52-1.85

Expected Ranges (2 G)

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.

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 Concentratio
Reactivity  n

I-Triiodothyronine 1.0000 -
I-Thyroxine <0.0002 10ug/ml
lodothyrosine < 0.0001 10pg/ml
Diiodothyrosine < 0.0001 10pg/ml
Diiodothyronine < 0.0001 10pg/ml
Phenylbutazone < 0.0001 10pg/ml
Sodium Salicylate < 0.0001 10pg/ml
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ELISA Microwells

Total Thyroxine (1T4) 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.

a

EnZag + Ag + Abow, == AgAbow.+ E"AgAbo,

k
Abg w = Monospecific Immobilizeé1 Antibody (Constant Quantity)

Ag = Native Antigen (Variable Quantity)

EnzAg = Enzyme-antigen Conjugate (Constant Quantity)
AgAbcw. = Antigen-Antibody Complex

EnzAg Abcw. = Enzyme-antigen Conjugate -Antibody Complex

ka = Rate Constant of Association

k_, = Rate Constant of Disassociation
K= ka / 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) ug/dl.
Store at 2-8°C. A preservative has been added. For Sl units:
pg/dl x 12.9 = nmol/L

B. T4-Enzyme Reagent — 1.5ml/vial - Icon ®
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
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 - Iconﬁrﬁ
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*
One (1) bottle containing tetramethylbenzidine (TMB) in buffer.
Store at 2-8°C.

G. Substrate B — 7ml/vial - Icon S®
One (1) bottle containing hydrogen peroxide (H,O,) in buffer.
Store at 2-8°C.

H. Stop Solution — 8ml/vial - Icon

One (1) bottle containing a strong acid (1.0N HCI).
2-8°C.

I. Product Insert.

Store at

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 25ul & 50l 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 (20-200pl) and (200-1000pl) dispenser(s)
for conjugate and substrate preparation
4. Microplate washer or a squeeze bottle (optional).
. Microplate Reader with 450nm and 620nm wavelength
absorbance capability.
. Test tubes for preparation of enzyme conjugate.
. Absorbent Paper for blotting the microplate wells.
. Plastic wrap or microplate cover for incubation steps.
. Vacuum aspirator (optional) for wash steps.
Timer.
. Quality control materials.

(%)

~Qo0oNo®

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°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, 0.050ml 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
160ul 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 (160pl) 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**

. 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.

Pipette 0.025 ml (25pl) of the appropriate serum reference,
control or specimen into the assigned well.

3. Add 0.100 ml (100ul) 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 350yl 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 (100pl) 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

. Incubate at room temperature for fifteen (15) minutes.

Add 0.050ml (50pl) 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.

Sw©

Note: For reassaying specimens with concentrations greater than
25 pg/dl, pipet 12.5ul of the specimen and 12.5pl 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 pg/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 pg/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 pg/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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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 pg/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. Itis 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
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.

grossly  contaminated

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
pg/dl may be diluted 2 with the ‘0’ serum reference into the
sample well; pipet 12.5ul of the specimen and 12.5pl 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 VD 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 (o) and
expected ranges (+2 o) are presented in Table 1.
TABLE 1
Expected Values for the T4 ELISA Test System (in pg/dl)
Male Female *

Number of Specimens 42 58

Mean (X) 7.6 8.2

Std.Dev (o) 1.6 1.7

Expected Ranges (+2 o) 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 (o) 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 pg/dl )
Sample N X [ 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 ug/dl )
Sample N X o) 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 pg/dl. The sensitivity was ascertained by
determining the variability of the 0 pg/dl serum calibrator and
using the 20 (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 0.8pg/dl — 25pg/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
Least Square
Mean Regression Correlation
Method (x) Analysis Coefficient
This 8.07 y = 0.39+0.952(x) 0.934
Method
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.

Cross
Substance Reactivity Concentration
I-Thyroxine 1.0000 -
d-Thyroxine 0.9800 10ug/d!
d-Triiodothyronine 0.0150 100pg/dl
|-Triiodothyronine 0.0300 100pg/dl
lodothyrosine 0.0001 100pg/ml
Diiodothyrosine 0.0001 100pg/ml
Diiodothyronine 0.0001 100pg/ml
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AccweBind

ELISA Microwells

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 a-subunit which is
similar or identical between these hormones and a 115-amino
acid B-subunit, which apparently confers hormonal specificity.
The production of the 2 subunits is separately regulated with
apparent excess production of the a-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 plU/ml while the two-hour procedure has a functional
sensitivity of 0.095ulU/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,

a
EnZAb(p)+ Agren + BtnAb(m) N EnZAb(,,,—AgTSH—B"‘Ab(m)

k
-a
BAp (m) = Biotinylated Monoclonal Antibody (Excess Quantity)

Agrsh = Native Antigen (Variable Quantity)

Enzpp, () =Enzyme -Polyclonal Antibody (Excess Quantity)

Enzpy, ©oAgrsH-""Ab () = Antigen-Antibodies Sandwich Complex

ka = Rate Constant of Association

k 5 = 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:

EnZAb (p)—AgTSH—B"'Ab (m) +Streptavidincy = immobilized complex

Streptavidinc . = 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) plU/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™ IRP 80/558.

B. TSH Enzyme Reagent — 13ml/vial - Icon ®
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 - IconU
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*

One (1) bottle containing tetramethylbenzidine (TMB) in
buffer. Store at 2-8°C.

F. Substrate B — 7ml/vial - Icon S®
One (1) bottle containing hydrogen peroxide (H,O,) in buffer.
Store at 2-8°C.

G. Stop Solution — 8ml/vial - Icon
One (1) bottle containing a strong acid (1N HCI). 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 50ul and 100ul 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 (50pl) of the appropriate serum reference,
control or specimen into the assigned well.

3. Add 0.100 ml (100pl) 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 350ul 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 (100ul) 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 (50ul) 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 (< 0.5plU/ml), incubate 120
minutes at room temperature. The 40ulU/ml calibrator should be
excluded since absorbance over 3.0 units will be experienced.
Follow the remaining steps.

Note: Dilute samples reading over 40 ulU/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.

bl g

Note:

*The data presented in Example 1

Record the absorbance obtained from the printout of the
microplate reader as outlined in Example 1

Plot the absorbance for each duplicate serum reference
versus the corresponding TSH concentration in plU/ml on
linear graph paper (do not average the duplicates of the
serum references before plotting).

Draw the best-fit curve through the plotted points.

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 plU/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 plU/ml) TSH
concentration (See Figure 1).

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.

EXAMPLE 1
8 | F T <
cal A o 338 1 o019 0
calB = 8:8;2 0.079 05
calC o 3592 1 028 25
calD i 8:2?‘; 0.567 50
CalE © 3320 1 oo 10
CalF L 16 1619 20
cal G i 28 2671 40
Control ﬁ; 832? 0.775 7.66
Patient gg 11 :?51 1.383 16.65

and Figure 1 are for

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

Figure 1
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11.0 Q.C. PARAMETERS

In order for the assay results to be considered valid the following

1.
2.

criteria should be met:

The absorbance of calibrator ‘G’ (40 plU/ml) should be > 1.3.
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. Itis important that the time of reaction in each well is held

. Highly

constant to achieve reproducible results.

. Pipetting of samples should not extend beyond ten (10)

minutes to avoid assay drift.
lipemic, hemolyzed or
specimen(s) should not be used.

grossly contaminated

. If more than one (1) plate is used, it is recommended to

repeat the dose response curve.

. 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.

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

the wells.

. Failure to remove adhering solution adequately in the

aspiration or decantation wash step(s) may result in poor
replication and spurious results.

. Use components from the same lot. No intermixing of

reagents from different batches.

. 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 40plU/ml

1

=

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.

.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.

12.1t is important to calibrate all the equipment e.g. Pipettes,

13.Risk Analysis- as required by CE Mark IVD Directive 98/79/EC
- for this and other devices, made by Monobind, can be

Readers, Washers and/or the automated instruments used
with this device, and to perform routine preventative
maintenance.

requested via email from Monobind@monobind.com.

12.2 Interpretation

1.

2.

Measurement and interpretation of results must be
performed by a skilled individual or trained professional.
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.

. For valid test results, adequate controls and other parameters

must be within the listed ranges and assay requirements.

. 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.

. 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.

. 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.

. Serum TSH values may be elevated by pharmacological

intervention. Domperiodone, amiodazon, iodide,
phenobarbital, and phenytoin have been reported to increase
TSH levels.

. A decrease in thyrotropin values has been reported with the

administration of propranolol, methimazol, dopamine and d-
thyroxine (4).

. 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. Cross
A nonparametric method (95% Percentile Estimate) was used. Substance Reactivity Concentration
TABLE | ) Thyrotropin (hTSH) 1.0000 B
Expected Values for the TSH ELISA Test System (in plU/ml) Follitropin (hFSH) < 0.0001 1000ng/ml
Numb 139 2.5 Percentile-70% Contf Int Lutropin Hormone (hLH) <0.0001 1000ng/ml
Low Normal 0.39 Low Range 0.28 -0.53 Chorionic <0.0001 1000ng/ml
High Normal 6.16 High Range 5.60 —6.82 Gonadotropin(hCG)

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 (a) 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 pylU/ml)
Sample N X o 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 ulU/ml)
Sample N X o 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 plU/ml serum calibrator and using the 2c
(95% certainty) statistic to calculate the minimum dose:

For | hrincubation = 0.078 plU/ml

For 2 hr incubation = 0.027 plU/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 0.01plU/ml —
61ulU/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
Least Square
Mean Regression Correlation
Method (x) Analysis Coefficient
This 4.54 y=0.47+0.968 (x) 0.995

Method
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.

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 plU/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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medical devices: culture media for bacteriology, identification and
susceptibility testing systems, kits for plasma protein determination

(IAF 12, 29)
Per 'Organismo di Certificazione Validita /Validity
ACC RE D IA & For the Certification Body e,
CENTE TAUANO DIACCREDTAMENTO__ ~ TOV Italia S.r.l. Dal / From: 2019-02-11
PRSINZIR Al/ To: 2022-02-10
Membro degli Accordi di Mutuo Riconoscimento
EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual
Recognition Agreements Q _ _ _
Lo LJ« ___________________________________________ >Q__.. Daaemissione/lssuing bate
Andrea Coscla 2019-02-11

Direttore Divisione Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2012-09-25

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA 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”

TUV Italia S.r.l. « Gruppo TUV SUD e Via Carducci 125, Pal. 23 « 20099 Sesto San Giovanni (MI) e Italia ® www.tuv.it
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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.
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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
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3.)JRYXXON®Stick103/4/6/

Test strip for veterinary applications

Combi 10®VET5/6/7

Medi-Test
Adulteration Stick>
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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
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EC DECLARATION OF CONFORMITY.

|

|
ZAD "Vector-Best” herehy ensures under own responsibility and declares that the products
listed on pages 2-4 are in cihinformity with applicablg provisions and fulfill the essential
requirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitre diagnostic
medical devices.

Classification of products: Other device:as {al! devices excent Annex |l and
self-testing clllewces)

Canformity assessment procadurs Annex il (nc;h‘( inciuding section 8).
!
|
Manufacturer: ZAC "Veciol-Best”
Address: AFC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383} 363 20 60,
Fax: +7 (383) 363 35 55

Eurapean authorized repregantalive Biororn GmbH, _
Rhenhorstsl. 18, B-B7071
Ludwigshatan, Germany

tel - +49 (0) 621 5720 915,
fas: -+49 (0) 521 5720 916

Date: 2013/04/12 _ Murat Khusainov
| General Director ZAO «Vector-Best»
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MNa. Product name ldentification data REF ‘
) le ki stormination of IgM ko hepatitis A| |
| |Vectohep A-lgh ;HEA kit for deﬂtc!‘rmlna lo] g patitis 007352 :
; : ) |ELISA kil -——Fc—:r—.maaéﬁtatatlve anil qualitative J _-!
|2 |Vectahep A-IgG determination of igG to hepatitis A virus | D-0362
E I\/ectohep TTV- UQ ELISA Lut for determination of 19G to TT virus B-C80z2
| 8 gy
4. |Vectohep E-lgG \EIFLIEA kit for ciatmmmahon of 1gG to hepatitls £ D 056
5. |Vectohep S-lg alFLIzEA kit for detérmination of gy 1o hepat\tis E D-1058
5. |Vectohep G-lgG \f;/:lhll:t\ k|t ol dt,ténmmcahon of 1gG ic hepautls G D-1252
. :__ [ELISA kit for determination of gG io infe&ibus o
75 ||LymeBestlgG | borreliosis agents ! Balee
T B = ‘ e e T A
ELISA kit for delerminalion of IgM lo infectious ,
. IL - e i
_8 ymeBest-Igt Iborreliosis dc;cnts ' J Rl o5
9 |RecombiRast antipaf!idum-lqc |ELISA kit for deteummatlon of 1gG to T|eponema D-1852
| pra!lldum
;RecombBost antlpdllsdum- EF.-I. i kIt for n.l_ntr:':rrr!ine:liu:nn -::-F total Euﬁmdies to
. 10 total antibodies Treponama galllcdum b |
iﬂ RecombiBest antipatliidum- ElLISA kit for det@rrnlnatron of UM to Treponema D-1853
C g pd”ldllm
12 'Recomb Best antipallicun |l"l A kit for detdmination of total antibodies to D-1857
" total antibodies Tn,ponoma paflichuin | =
~ | _ _ - El [&=ay kit For doatarm III.-_'I[lrII of |I|L1 Ley |'| |'|_|...Ll L‘||rnr_]|r1y i )
13, E\/ectoHS\/ 1,2 - 1gG R Typeb and 2, -2 IEI.{_i
| 14 VECtOHSV R IQM f ;.II".I|” |I‘l"|”|I I(| r.\J: I::.' 'J‘I:llll'h_ll.lf.l'l af |-! M s |'|"||?F'5 ..=|I1"IP|E‘{ 0-2154 !
| . I | i
15, VectoHH\/-B e B :||| o l\ l-lul | 3 datarmgation of (oo w; human herpes D180
iy = r
s 5 kLt B |
o el =] !
16. | VectoHHV-6 - G SA kit for detenrination of [gG o human herpos D-2156
| VIFLLG lyp(. 6
iﬂ? | Ureaplasma urealylicum IL_I..I'..-'-. kil For deta ]|||]lJl|U|] of IL'IJ lo Lireaplasma D.995:
| 7 gG-EIA-BEST | trealyticum : nligens e
18 Ureaplasrna urealyticum + ELISA kit for dete iminatian of 1ga o Ilreapl%rna Ooo%8
|7 |IgA-EIA-REST LII|:I<J|u' FNTa} 'nll{;u:n ~423
19, | VectoParotitis-1gG ELISA kit for n----lmmrn&hon of qu o pczmtstls Viruis D-2602 |
20. | VecteParctitis-lgM ELISA kit for deterniination of IgM to parulms virus D-2604
21. | Toxocara-lgG-EIA-BES T |_'I_||:_-'._f-._.|-.|| for determination of 1gG Lo toxocara 0.0750
IRe LSTRE
- Opisthorehiasis — IgG-Ela. ELISA kit for detesdination of a6 to op|sthorchiasm
2% lpEsT | antigans D-2952
23. ,'L:.t:t1ll1DCE'CL1L.r5-|i_;JE3-Flr‘-'*---_lillg'-ilz'.'i l—lI S kh r<:| e I:“mnmlmn of Iq("u to: | 1:I|.;.Dr:UCLL|...

D-3356




TAO “Vector-Begt”

ld( [ec Mlcmon of cot 1[01mlry

Rev. 01

Page 3 of 4

Tantigens

TELSA kit for

VETTOR
| VBE]S/T
‘24. Ascarid-lgG-EIA-BEST
| 25. | Lamblia-antibodies-EIA-BEST
|26 | Lamb ia-lgM-EIA-BEST
|27, |Lamblia-antigen-EIA-BEST
28 Helicobacter roviorl- C«u
|77 | antigen-EIA-BEST
28. | TSH-EIA-BEST
[ 30, | T3 totak EIA-BEST
31. | T4 total-ElA-BEST
32, AnG-TPO-EIA-BEST
33. | PAPP-A-EIA-BEST

34 ,Mycoplasma homiiis- In:(,-

EIA-BEST
35 Myco JlaSIﬂd hominis- lluf\ 1A
BEST
26 Mycoplasma pneumon|ae-
lgG-EIA-BEST
37 Mycoplasma pneumonldc,-
" IgM-EIA-BEST
38, |Vectocrimean - CHE - gG
39, | Vectocrimear -- CHI g

CEA-EIA-BEST

AFB-EIA-BEST

CA-125-EIA-BEST

CA 19-G-E|A-BEST
CA 15-3-E|A-BEST

NGE-EIA-BEST

determination of

s to Ascaris

D-3452
lumbncmdo j -
k2. I‘-}f\ l<|1 for dt, prmmahon of 1gG, | M and IgA to 0-3550
lLamblia antibodids
Wﬁ@\ kit for dﬁeterminat‘:on of lght tc Lamblia -
antihodies i D-3554
IﬂLISA iut fon C|EtE‘HTIII“IaT]Oﬂ of Lambm an‘tlgen D- 3556
1 LI“‘ klt for dqtormrnaton of totai antlbomes to
(Jag.i\ Heficobacter py{on D-3752
ELISA mt for dctermmatlon of concentratlon of %3059
thyroid-stimulating hormone e
ELISA kit for determination of c:once niration of total ) |
trnodwthyrou 1ine X-3854

ELISA kil for d@tummatwon of conceanlratlon of total
thyroxine ! A-3956
ELISA kit fof determination of antibody
concentration te l}myroperomda X-3968
ELISA kit for determmatlon of concentration of D-4150
pregnancy- asdoc|d ted plasma | protem A J
EL IE-:A kit ior flofmmnmnon of lgG o Mycoplasma' "
hominis | D-4852
ELISA klt for dc,icrmmdt]on of lgA to Mycoplasmﬂ
hominis ; _ it
ELISf\ k|t 1or deymm nation of IgG o Mycoplasma
pnaumomae ! (adiebe
TELISA kit for clefumma tion of lgl‘u’i to Mycoplasmd o
pneumomm | i adSte
LISA kit for determination of EgGmto Crimean- )
(“onr'o Immon hﬁqm fever virus (Basfioe
ELISA kit for dotermmat;on of lgM to Crimearn- |
| Congo hemarrhadic fever virus | (Baoog
ELISA kit for cie,termlnrltlon of concentratlon Of| T.8454
r*arcmoemhi vonm antlgen | )
lr_l_lSA Klt for ciote,rn"nrldi»on of L,oncenteanon of )
A\phfa Fetal Protein b ISdse
|ELIS,-\ kit for determination of concentration ofi -
loncomarker CA- 1125 | T-8486
||"LIS/\ Iut for demrmmatlon of conc entrfmon of CA T-8470_
ELISA k|t for dotermination of_ccmcentration of |
cmromarka-l CA 15-3 | T-8472
ELISA kit for determination of concentration of | T-8475

| neuren spocmt enolase




EEGTEN s :.'.I'-..I‘i.'.i'l'iH:" Hest e _H_m*.‘ i — |
fﬁfﬁgﬁﬁ,{:{h i I __|-: ' I'}.;fT;-r';Hifln of conforminy | .P”H‘—"'* af4 _‘
. = ' | LLISA kit for determinalion of concentration of ]
46 | Ferrlin-EIA-BEST P4 o 78552 |
2 | ELISA kit for determination of concentration of total i |
47.| ok lotal-El4-BEST IgE ) A 8660_
: = o . LI SA kit for gzlerminzlion of concentration of tatal
48.| 189G tetal-FIA-BEST | Iqli"an ; A-BBE2
' iL = W i'ii-..-l_E“. A Kit a-élefﬁ:i-inllc-l*. of concantralion of tatal ]
49.| 1M total-EIA-BEST it dtddiagel il A-8664
T TELSA K iatermination of concentration of total =]
50.| igh total-EIA-BEST | |?;LAIM kit for ootummla g A-8668
= . - 1l Uy ‘EL.ISI\. kil for determination of conceniration of )
51, Lamma-lnterferon-EiA-BE ST yamma-interieron i A-8752
e ELISA kit for determination of concentration of
52.. Interleuking-4-E|p:RiEST | interieuking-4 : o | _ A-8754 i
s amer | | ELISA K for determinetion of cANCENralion of
~TNF-ElA-BES -
SS' Aipha-TNF-EIA-BES r-. _L_| alpha-lumaor necrosis factor == S Ao8756
54.| Alpha-Interfaron-EIA-BEST !;I..'En !ul .u:f.r .rle’.r:rn'nnr_-mon ol goheentratinn of A-8758
alphe-inlerfaron
55. | Interleukine-6-E4-grEsT ELISA Hu_.t_‘u determinglien of concentration of A-8768
Interleuking-6
== | . _.I-»?._.". & r'.:r-'l"."—: '_r'fr—':_'— B
58 Interleukine-2-E |A-Hi S | f_l_.l.‘?lr"-. ®il fu.ILJcL.mnilfl.|I..':-l ab-conzantration of A-8772
et ~— | |melleukines2 L
ELISA ki for determinalion of concaniraing ]
57.| Procalcitonin-E1A-BEST ._!_lm"'. fr.li far determination of corcentralion of A-S004
Procaleitani
_I_i“*“_"ﬁ"w_ i o tHalsrmie T, enltafion of N- |
66. | NTproBNP-EIA-BES T ____Iuﬂ ml— I.fcrl i :,|-.I I'I'_II'I:.IIII‘..'JTI II:If CDI'II:,DI.[I-.EIJ[ID"! _pl’ N A-5102
ol el prohormone: of brain natriuretic peptide
. ) ) ELISA kit for detarminat soncentration | N
59.| Troponin I-EIA-BEST ‘ '|-||1}1|"|?|1'||.l}'.|lllr lor determination of soncent itian of A-9108
| 61, HBSAG-EIABEST kil2 | | ELISA kil for the delection of HRs-antigen, D-0543 |
5. HBsAQ-EIA-BEST kil 3 ELISAKIt for the detagtion of | lE3s-antigan D-0544_
S N, L LLISA kil for the HE!C"L‘[EIWDf_IlJld-'EI'I.[_I-la-DEi.E_ - N
8] - @ .
03] VectoHBoAg-antibadies | against hepatilis B cotesantigen o
HepaBest anti-HREc-1aG [ IE.".\:a_vn"-r:_w:ﬂ_lumﬁss;ﬂy kit for the detection of IgG i
4 = _ i}
6__ = | arainst hepatilis B corgeanligen e D-0574
s | B s Py LCizyme immunoassay kit for the delection of nG i
2y FAonA 6 || o s e
Best anti-HCV (sel 2) Enzyme infmunoassay kit for the detection of igQ
i i ang \aM against hepatitis C virus, | D772
67, Vectohep D-laia I'---z_ﬁ_,fmn ..-1*|r.u|1o:-_|_55.:u,- Kit for e delsclion of lghd D-0952 ]
R T |...-"'“.'.@”Eﬂ‘?i}*““5 Lopusl S
68.| Chlamydia tr 19G-EIA o ELISA kit for determination of 196 lo Chiamidia ]
4T D EABEST I vachomatis o s e
- . . 5T || EHISA Kit for determinatibh of Igh to Ghiamidia v
89.| Chlamydia tr, IgM-E(A-F =% . ; -
_ ydia tr_gM_I/iEEE{ f_ir,scl'romatls__ S N D-1968
70.| Chiamydia i gA-EIA-BEST | :}'L..irrla-:?ﬁllrifm getermination of IgA'to Chiamidia D-1968
I | AWEGhamatls
_—_"_'___\_‘_\——-——_._ = —'-—_--——_‘--—-.-—r*---‘—ﬁ—_- —— —~—\_—____
714 CMV-gG-EIA-BEST o [NJI:[_IE:/-\ kit for tha qualitat ve a0 auantitative D-1555
Al ey Utorminalion of 190 against Cylomegalovirug ]
72,| VectoCMV-igh ELISA kit for he detaction of gV against e
==

Clomegatovius D-1552
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MACNOPT-CEPTUDUKAT NMPOU3BOAMUTEAS
Ha «Habop peareHToB AAS onpeAeAeHus TPy KPOBU YeroBexa
cuciem ABO, Peaye u Kell» no TY-9398-101-51203590-2009
{ ULOAMKAOHDBI  Antu-A, Autn-B u Autu-AB )

Potaciouncsion yaoctoseperse Ne @CP 2009/06043 o 05 nosps 2000 ¢

Hawsenosanme: Lomikion anm A 8o duraxonax no 10 M ¢ kpacHbiMK KpBIIKaMU

Cepusi: 005708 Eannnua: 100 ma.
FHyaronaen: 10.08.2020 Koanuecrso e |
Foaew ao: 10.08.2022 Odwem cepuu: 10000 ma.

Hacpopr: AG05T08 or 10.08 2020

Pesyastars
Hopma ne TV

{ VICTIRITOHWA

! THEC2pasHan XaKocTs KpacHO e upera. Coorsercrayer

TPCIPOUHAR MUAKOCTS ChHero userta
TEospayHan BeCLBeTHAN MUAKOCTS.

HOADINS SRS LOMMACH GHTU-A  HE AOAXEH AGRATS GIT AT & Coorsercrayer
TR APUTROLITAMM rpyna Bl u Of)
LAUHHOCTS UoamacH auTinB - He AonKeH AQBGTS QAT ¢ Coorsercrayer
pMTROWMTaMI pyni AN} u Off)
Lioankack anT-AB He AoAKeH ABATL QIFAIDTUHAUMY Coorsercrayer
BEHTROLATAMK (pynnel Ofl)
HEACTHRARYIOUIGS | ATAIOTRHGLMA KO NAOCKOCTU IPUTPOLMTOB Al U B Cootsercrayer
HOCTE COCTHETCTAYIOWMMI LIOAMKAOHAMM ACAXHG NOABUTLCS He.
: nosaviee 10 cek. rocae ¢ IHUR
% Turp Uorkaoda aHti-A 8 peckumie arrloTURaum Hal Cootsercrayer
NAQSKOCTY C IPMTROWITaMI rpynnet Al 1:32 - 1:64 1:32- 164
TUrE LOAMKAOHG GHTU-B B PeCKLMM QrFAITUMGUAM HG Coorsercreyer
TACCKOCTIA & DpUTDOUMTAMM rpynnel B{IIl) 1.64 1.64
WP Uoarkaona ontu-AB 8 PeAKUMM OFTAIOTUHCUMN HG Coorsercreyer
(ACCKOCTIA C SpUTPOUMTOMA rpynn Al 1:32 - 1:64 u B 1:32-1:64
itd

lerinon cooinetcTeyeT pehonammam TY - 9598401-5&205’@90-2009

It 14
Weameron

?; K.B. KOwenko

i
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GACNOPT-CEPTUPUKAT MNPOUIBOAUTEAR
1 (HaBop PeareHTon AAR ONPEASACHUA IPYN KPOBX YEAOBEKA CHCTEM
ABQ, Pesyc u Kelln no TY-9398-101-51203590-2009

{ LOAUKAOHB!  Antu-A T u AnTu-Acan )

FOMCIPAaUMSHHOS YAOCToBepeHme Ne PCP 2009/06043 or 05 noabps 2009 ¢

Haumenonauste: Lonmksion anrn Al

Cepust: 309609

Hrorosaen: 1409 2020
Pogen no: 14.09.2022 |

Hacnopr: A1309609 ot 14.09.2020

Easmwmna: 100 s,
Koamsecrao exmmnu: |
O6bem cepun: 10000 Mo,

i ll‘-.zm»f-:x;mai:n- XapaxTepscTies HOpMM. PeayavraTai nensrsnndt
{ TipawTe e
£1=
L Hpoapaunes  RKAXOCTS GeXenoro usern Coorsercrryer
S awra-Aca Ipow EABOCTE
{3 Clpanonmieane cngicran
! T Cneunguanecty Uonmron axm-Al  He JOEKEH JORGTE SOTATH-HIUNE ¢ Coorsercinyer
i apwrporsersass rpynn AZ(1) , B AZBOV) n O0)
i Homnuson antw-ACa  WE J0TKER 108STS AITOTHHDLNK ¢ e
| apetpossvasn rpyna BOID 1w O()
i 22 Tewary " rpymmt Al <
i SHOCOBHOCTH Re noyanee
' 19 cex. nocse Coorsercrayer
1
E 23 Yemp Trerp Uonmwrona Al 5 OpsMoli peoKauny srrARTHHIIN K Cooraeromyer
£ 9 Al sa 1:64
| Turep Uomocsona Aes 8 RPAMOR Peakionr ary MoTHIAIGIN 1A
! 2 « ved. AN - 132
¥
{3 PoaSawn VILIA, BCA, ¥t

HoaukAoH ooTeTCTRyaT Tpetosaruim TY - $398-101-5120369

Joseayviowas  OTK OOQ tMeAMKAOH
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HTACNOPT-CEPTUDPUKAT NPOUIBOAUTEAS
o HEBoR peUrenio AAR ONPeAGAGHUS TPYNN KPOBU YeAOBEKa
susTem ABQ, Peaye w Kell» no TY-9398-101-51203590-2009
{ UOAVKAOHB!  Auti-A, Ann-B u Antu-AB )

vacicaspeime Ne DCI 2009/05043 o 05 vosips 20091
fhumenosanue; Lloanknon anmn AB

PR

Cepir: 204008 Exmnmua: 100 v,
Hyovosaen: 24.08.2020. Kosmsecrso eqmn: |
foten no: 24082022 Ob6wem cepun: 10000 va.

Tiaenopr: AB204008 o7 24.08.2020

PasyanTarn
Hopma ne TY

VICTIHITCHAR
KIHHOH HAAXOCTE IGUCHOMO UBETA, Cooraercrayer

{ HOPDAUMG KMAKOCTS CUHSIO LBOTT.
{ipoanmuscn GeCLEATHAR YUAKOCTS,

UDaaeson aHiv-A 1e ADANGH ACBATH CITAITAMCKIAA C Coorsercrsyer
BEWERSLATCMIA rpyrn Bl v Off)

Uonmaos anma-8 48 ACAMSH AGBTTE G/ c Ci Y
IPATDOLATIMU rPYnN AT u Of)

LOAMKAGH (HT-AR HE AOAKEH AGBID C QL © C y v
FEATROUNTAMUA TRy OFf)

Uit s e TRGL R )

RIS HG TNOCKOCTI SpUTPOUAToR Al M B ¢ Coorsercrayer
BYOLUIAAA LIOAKAOHOMM AORKHQ NOSBATECS HE
siag {

Uoassona ormi-d 8 p ar may Ce y
KGUTY G BMTDOUMTCR TpyNTet A() 1:32 - 1:64 1:32 - 1:64
HOAMRACKO ORTV-B B peaKuMM crTAoTVHOLM Ha| Cootsercrayer
SAGET G 3pATROUATOMY rpynine: BT 1:64 1:64

1T LIOAAGHO (- AB 8 DOCIIMM OITACTUHCLIM HO

i T ¢ opuTpolamami rpyan AQll) 1:32 - 164 v Bl 1:32. 164

)
LXK.B. uenko
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6 Macken, boranuueckas ya. 35, 1\dy  +7495 231-2272  +7499 502-1214

TACTNOPT-CEPTUDUKAT TMPOUIBOAUTEAS
o vt dHaBop pedreHToR AAS ONPEAeASHUA TPy KpOBU YeAoBeKa
cuctem ABO, Peaye u Keli» no TY-9398-101-51203590-2009
{ HOAMKAOHDB! Antn-A, Autn-B u Antn-AB )

PRGOS

pepose Ne PCP 2000/06043 or 05 wontips 2009 ¢

Hameenasamye: Hoankion antw B o dmakonax no 10 M2t ¢ cHRUMM KpBLKaMu

Ceoprosn GO50608

Hrovosen: 10.08.2020

Ponestae: 10.08.2022

Enmmua: 100 v,
Koanuaecrso eanmm: |

Obwem cepnu: 10000 ma.

Hacnopr: BO056OS or 10.08.2020

HAOH CHIW-B

HOH
I artxnoH

Hopmano TY Pozynwm»} ‘
VICTIBITCHMA
WiTv-A {IROPAHOs KUAKOCTE KPACHOrO LBeTA, Coorsercrayer
MPCapUYHaR KUAKOCTE GUHETD LBeT.
Mpo3spauHan BecuUBeTHAN KMMAKOCT
HOAMACH GHTU-A  HE AOAKEH ACBOTH GITAITUHALIAK C Coorsercrayer
apuTpowTanmi rpynn B v O(1)
Uomikaon arTi B He AOAKEH ACBATE ITAIOTUHALIAM C Coomercrayer
aputpouTamu reynn Afll) u O()
LIONAKAGH OHTI-AB HE AOAKSH ACBATL GITAICTUHOLIMU C Coorsercreyer
FPUTPOLMATAMIA TRYNIL Off)
AITAICTUHGUAR HA NACCKOCTY 2pUTpOLMToB AL U B ¢ Coorsercrayer
COOTEETETRYIONIAMMA LIOAUKAOHTOMI AOAKHA NOSBUTLCS He
fosaHee 10 cek. nocAe ok
Turp Ucamkaoka attwA 8 p arrAoT Ha| C TBYST
3 W< sprrpourtame rpynne Al 1:32 - 1:64 1:32- 164
MKAOHG CHTA-B B Peaiimm aImrAOTUHGUMM HQ Coorsercrayer
QCTA G IPATPOLMTAMA rpynne: B(Il) 1:64 1:64
AATHO GHTA-AB B DECKLIMK CITAOTRHGLIA HG Coorsercrayer
* C opurpoumrami rpynn All) 1:32 - 1:64 v B(l) 1:32-1:64

L 2
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MEAKTIOH
374 Markaa Gotonaeckan yA, 35, T\aD (495) 2312272 {499) 502-1214

~ GACHOPT-CEPTHEUKAT NIPOUIBOAUTEAR
Lo HaBORP pEaTeHTOB AAS ONPEACAGHHA TPYNIM KPOBU HeAoBeKa CHETEM
ABO, Pesye u Kelln no TY-9398-101-51203590-2009

{ WOAMKAOH  AnTH-D Cynep )
Poricipusonian yaociorepene  Ne SCP 2009/06043 o1 05 Hoabps 2009 ¢

flansenosanne: Lognknon anty D cynep 8o thnaxonax 1o 10 M ¢ 3emeHbIMM KPBILKAMM

Coprm: 200508 Emuua: 100 Ma.
1y eronsaen: 03.08.2020 Kosmuectso exunnu: |
Pogen io: 03.08.2022 Ofnesm cepmir: 10000 s,

Hacnopr: J1c200508 ot 03.08.2020

Xapaxrcpuctuka wopmuinio TY. - | Peaymrarst
: HCTIBITAHNH
{fTposp cnersio-Gx uBeTa
CoorRetcrayer
2 ; Hommknon Awrs-D Cynep ne jlomsen Coorsercrayet
L p D(=) opirp
e nOTHEEDYIOAY | Yercan peakuus ATTIOTARAINGE JODKHA
GO DIOC TN | HacTynaT, B TEIEHME 30 cex. noene cuenmsanis | 30 cex
| pearena ¢ D{+) 3pHTpOUNTAMH
1
AR
T {Tirp Tonmmnona Anru-D Cynep » peaxutnu | Coomaercrayer
| arnoTHHELK Ha naockoet# ¢ D(+) spu-
{rponarasy 1:32 132
| Tanp Hommnona Asres-D Cymep B peaxive
| pamod arrm ¢ D(*) 3puTpOuH-TAMK 1:256
in wnxponnate ne woke 1:256 e

S ameans conmsememeyem mpedosaruan  TY - 9398-101-51203590-2009

iz OTK 000 sMewion £ 7o Lo KB
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®epepanbHoe areHTCTBO N0 TEXHUYECKOMY PErysiMpoBaHMIO U METPOJIOTMM

T

Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530

WWW.NOPSS.ru

CEPTUDOUKAT
COOTBETCTBMA

BblgaH
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021

Homep B eauHoM peecTpe cucteMbi C1256

~
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o000 '444. e
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ o >

SO0A800 B =
.,

G

HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N
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