- ® + Do not drink or smoke in the area where s or kits are Da not pi Normal serum non-reactive for HBsAg, HCV,
HBsAg EIA Test Kit a4 " Pretety | g |HBsag HIV-1, and HIV-2; 1x1mL 5x1mL
Negative Control
Package Insert * Avoid any contact of the Substrate A, Substrate B, and Stop Solution with skin or mucosa. The Stop Preservative: 0.1% ProClin™ 300
TS — . Solut ins 0.5M sulfuric acid which is a strong acid. If spills occur, wipe immediately with Inaciivaled serum containing HBsAg and
| REF] 1231-1021 _ £ n_wn_.. _ large amounts of water. If the acid contacts the skin or eyes, flush with large amounts of water and 7 g Control |Megative for HCV, HIV-1, and HIV-2; 1x1mL Sx1mlL
An enzyme immunoassay (EIA) for the 1 ion of Hepatitis 8 Surface Antigen (HBsAg) in seck medical attention. A " Praservative: 0.1% ProClin™ 300
human serum or plasma. « Non-disposable apparatus should be sterilized after use. The p d method is 1o auloclave for Piale Seajers F 0
Forg in vitro diagnostic use only. one hour at 121°C, Disposables should be autoclaved or ingi Do not I i Package Insert . 1 1
g ining sodium hyp ite. Materials Required But Not Provided
The HBsAg EIA Test Kit is a one step enzyme i y for the qualitati 1 of Hepatitis  * Handle and dispose all specimens and tais used lo perform the lest as if they contained | ooy disiiied or deionized waler «C icropipeties with disg ips
B Surface Antigen (HBsAg) in h ST oF 5l s int o _igmnnaﬂﬁ _:gﬁggggzgguangaeg%gngﬁ « Sodium hypochlorite solution for capable of dispensing 50 and 100 L oy
the diagnesis of possible Hepatitis B infection, the procedures and follow the procedures for proper of sp decontamination « Graduated cylinders for wash buffer dilution
+ Observe Good Laboratory Practices when handling chemicals and potentially infectious material. | Absorbent paper or paper towel = Vortex mixer for specimen mixing (optional)
i ! ’ N — - Discard all contaminated material, specimens and reagents of human origin afler proper Waler bath oF incubator of . Ti
wm.pn__ugwn.ﬁjnsgau?oiﬁu"ngqsﬁo!oﬁg:n_ggis:sua_.:nwi__.ﬁ dec ination and by f g local. state and federal regulations. . sl papa i N
(HBV). This infection of the liver is ransmitied through sexual contact, blood bome eXposUre,  + Neutralized acics and ot liquids should be decontaminaled by adding sufficient volume of _ maiaining 37°C £ 2°C b RS it (e
transmission from mather to child during delivery, sharing of objects that pierce the skin, child-to-child sodium hypochlorite o obtain a final concentration of at least 1.0%. A 30 minute wa °Célibrated c or manual v -C plate reader capable of reading at
and household contact. The four major HBsAQ sublypes include adw. adr_ayw, and ayr. all sharing % St NypoClonte May e et ssary 1o ensus sFechie Bociniamnats = plate-washer of and AS0O MM B 630-700 T reference fer, or
I COMMon dete anl 'a’. The HBV infection causes a wide vanety of liver damage such as acute R YORAGE ANE BT T L dispensing 350 plLiwell reading at 450 nm without a reference filter
seltlimiting infection, fulminating hepatitis, chronic hepatitis with progression to cithosis and fiver IR 3 (< e 1= R = W5 57 Disposable glove . A p (optional)
failure, and asymptomatic chronic carrier state, In HBV infected people, the virus persists for the rest  * Unopened lest kits should be stored al 2-8°C upon receipl. All unopened reagents are stable DIRECTIONS FOR USE

of their fves and can be passed on fo others. Therefore. Hepatitis B has become a global public through the expiration date printed on the box if stored between 2-8°C. Once opened, all reagents ?%sggsggsagﬁ_gwgﬁs%?g

_..ﬁuu:ua&_ss._gsézwﬁgﬁ_:ggggw?%i%iﬁa!ﬁ are stable for up to 3 months after the first opening date if stored between 2-8°C. Return reagents bt mustp o - in time fimit the o
sirictly follwed, Assay Foeesd a completia . (TIOR8 Copci

one of the first of such markers is Hepatitis B Surface Ani HBsAg). HBsAg appears 1-10 weeks to 2-8°C immediataly after use. d q
after exposure and before id a.ﬁﬁsgﬁa.wx_. .ﬂa;aniuﬁni:i « Allow the sealed pouch o reach room temp before opening the pouch and remove the 13l well A1 DA S S AL, e LR, o or_Yerdical
onsel of acute hepais. aimost half of the patients will st be positive for HBsAG. I the chronic carmer  Tequired number of strips 10 prevent condensation of the microwel plate. The femaining unused i etn s it v T O S ST W 0.,
state, HBSAg persists for 6-12 manths with no ion 1o the ponding antibodi strips should be stored in the onginal resealable pouch with desiccant supplied at 2-8°C andcanbe  COTfiguUration may depend upon software.
Therefore, screening for HBsAg-is highly recommended for all donors: pregnant women and people in used within 3 months of the opening date. Retum the remaining unused strips and supplied _ Detailed Procedure - Simplified Procedure |
high-nisk groups. desi o the original pouch, firmly press the seal closure to seal the pouch « Prepare Working Wash Bufler by diluting the [« Prepare Working Wash Buffer by
The HBsAg EIA Test Kit is a third g i y for the qualitative detection of the completely and immediately store at 2-8°C, Concentrated Wash Bufier 1:25. Pour the conlents of | diluting the Concenirated Wash
presence of Hepatitis B Surface Antigen in serum or plasma speciman, The test utilizes monoclanal + Concentraled Wash Buffer may be slored at room ire to avoid crystallization. If crystals are the batlle containing the concentrated wash buffer in a | Buffer 1:25 3
antibodies to selectively detect various sublypes of HBsAg in serum or plasma, present, warm up the solution &t 37°C. Working Wash Buffer is stable for 2 weeks al room temperature, gradusted cylinder and fil it wilh freshly distilled or |- Remave and store unused sirips
+ Do not expose reagents especially the Subsirate to strong light or hypochlorite fumes during STURIAS wdine 10 100 . v R0 weltinEn el | $39C
- ' - ¥ he Working Wash Buffer is stable for 2 weeks at 15-
The HBsAg EIA Test Kit is a solid phase quak yme i y based on a ich principh geor HOps. e aoc
for the detection of HBsAg in human serum or piasma. The microwell plate is coated with monoclonal * Do not store Stop Solution in  shallow dish or retum it 1o the original botle after use, Note: If crystals are present in the Concentrated Wash
& specific to subtypes of HBsAg. During testing, the specimen and the enzyme- SPECIMEN COLLECTION AND PREFARATION Buffer, warm it up at 37°C until all crystals dissolve.
HEsAg antib are added to the anfibody coated microwell plate and then incubated, If the i ; " " "
; : .. HB it will bind 10 the Serorhinciae piicblpdiom, ﬁxmnbu ElA qo&jﬂ:uoua&::ﬁ using only human serum or plasma collected from ”aaﬁuiggﬁggﬂgg,gnng
bind to the conjugate to form immx antibody-HBsAg-conjugate complexes. If the dossnal  , EDTA, sodium heparin, and ACD collection tubes may be used o collect venipunciure whole blood [0 T —Leave A+ s Blank vl < Leave Al as Biank wel
contain HBsAg, the compilexes will not be formed. Afer initial incubation, the microwell piate is washed to and plasma specimens. The preservative sodium azide inactivales horseradish peroxide and may + B and C1: Add 100 pL Negalive
aﬂaﬂg;.lr_ e : .,oﬂ - A and sub B are added and then incubated to produce a blue (e T airtnBcus Tastits .ﬂﬂr%:..ﬂzomsﬁgiu;iim,!aﬁ_ Contol
; o HBsAg present in the specimen. Sulfuric acid solution is added to the ; i i ; _ (Blue Reagent . i
N Cn s op e rcKn Which irodoes o color chienge fom blue 0 yollow. The color intensly,  * LSPt Sei OF plesa fom blood &3 $0an a8 possiis o hemelysis. Grossly hemalic, | 4 | . Add 100 . of Positive Control in wells D1 and EX.. (Red 1O IN ) A e
o 4 dhe amaunt of HBsAQ present i the specimen, is -y by cenirtigaion pror (o use. Do not use specimens with fibrin parides or contaminated wit .g_uragamﬁﬁagg&ﬁ. +Staring F1. Add 100 L
!i .waaan:nu_na.da«uﬁam:mawqgﬂﬁmnu_ué.ﬂa_.ca-oqnhwun&:nuwmuﬁ:u._uo:o_.a - Add 50 pL of Conjugate to each well except for the = Add 50 uL of Conjugate to each
+ For professional in vitro diagnostic use only. Do not use after expiration date. term storage, specimens should be kept frozen below -20°C, Blank well. (Red Reagent) well except for the Blank weil
+ Do not mix reagents from other kits with different fol numbers » Bring specimens to room temg prior to testing. Frozen speci must be completely thawed 2 | NOTE: To avoid contamination, drop the canjugate on the
* Avoid cross contamination b gents to ensure valid test results. and mixed well prior to testing. Specimens shauld not be frozen and thawed repeatedly. bottom of the well vertically. be careful not to touch
+ Follow the wash procedure to ensure optimum assay performance. * If specimens are to be shipped, they should be packed in compliance with local regulati the inner surface of the well with the pipette tip. _
+ Use Plate Sealer fo cover mi i plate during incub 1 ta mi o covering the transportation of etiologic agents. « Mix gently by swirling the microwell plate on a flat bench [« Mix gently .
= Use a new pipet tip for each specimen assayed. REAGENTS AND COMPONENTS for 30 seconds, . + Cover the microwell plate with the
+ Ensure that the botiom of the plate is clean and dry and that no bubbles are present on the surface of » Cover the microwell plate with the Plate Sealer and | Plate Sealer and incubate using
?ﬁ%gggﬁ.giggﬁsgnggguga. E 1 incubate in a waler bath or an incubator using one of the ai&ﬁﬁgg
% riys ; £ Quantity 3 following procedures « Standard Procedure; Incubate
ciuaﬂhpgaagjaaacagsmi_miﬁﬂuono tips. Do not touch the bottom of the microwell plate F Reagent Component Description 56 wellsAit 450 wolls/kit « Standand Procedure’ Incubate at 37*C +2°C for 60 at 37°C for 60 min
» Do not allow ium hypochlorite sources to contact HBsAg Microwell " s 1 plate 5 plates minutes + 2 minutes. .mi.lﬂang. - Incubate
microwell u_n.auH%a n_._”uua& as ﬁaﬂnﬂuﬂﬁusﬁonﬁ MM ﬁ&ﬂ%:& ® L Plate zﬁ.aﬁ. g nﬁsn;?z. RHHBA ’._wlm:ztuﬁn {96 wells/ plate)| - Enhanced Procedure: Incubate at 37°C 4 2°C for 120 | 8t 37°C for 120 min
* All equipment should be used with care, calibrated regularly and maintained following the 1 |HBsAg Conjugate |ANf-HBsAg bound to peroxidase. 1x8mL SxamL minutes 2 minutes e T T
equipment manufaciurers instructions. Preservative: 0.1% ProClin™ 300 Remove the Plate Sealer, .
a . Tns-HCI butfer containing = Wash each well 5 times with 350 UL of Working Wash |« 1) [s,
= JION g [Cometimled |y o ool 1 x40 mL 5x40mL Buffer per well, then remove the liquid. 4
.woaoﬂauggsaﬁmﬁon:ﬁ:gg!ooanngzorgﬁngwﬁagn:ﬂ Wash Buffer (25%) Preservative: 0.1% ProClin™ 300 = Tum the microwell plale upside down on absorbent :
complete assurance that products derved from human blood will not transmit infectious agents | Citrate-phosphate buffer containing tissue for a few seconds, Ensure that all wells have been [ 7/dd
Therefore, all blood derivatives should be considered polentially infectious, It is recommended that 3 |Substrate A hydrogen perodde; 1x8mL S5x8mL 4 completely washed and dried =
these reagents and human specimens be handled using ished good lab y working praclices. Preservative 0.1% ProChn™ 300 NOTE: Incomplete wash can cause false positive.
+ Wear disposabie gloves and ofher protective clothing such as laboratory coats and eye protection Buffer containing tetramethylbenzidine Ensure no less than 5 washing cycles with dispensing of |1|=
while handling kit reagents and specimens. Wash hands thoroughly when finished. 4 |Suhstrale B (Tme): TxEmi Sx8mi I50uLiwell. Cisure lieie's o overlow and no liguid is lefl ks
+ FroCiin™ 300 1s nciuded as a preservative in the Conjugate. Concentrated Wash Buffer. Substrate Preservative 0.1% ProClin™ 300 in the well. Tap out any residual wash fluid on to 3\
and Contrals. Avoid any contact with skin or eyes. | 5 | Stap Solution 0.5M Sulfuric acid 1x8mL 5% 8mL bsorbent paper after washing.




+ Add 50 L of Substrate A fo each well. (Clear Reagenl) |- Add 50 jL of Subsirale A 1o each % Index of Symbols
+ Add 50 pL of Substrate B to each well, (Clear Reagent) well qi:mSamS._.aa.a. s used for the detection of HBsAg in u:.:- serum or plasma.
g»%miﬁﬁwﬁt&ﬁiﬁaﬁoﬁ! «» Add 50 pL of Substrate B lo each of an infectious disease should not be established based o _..a_as agnsgss_n Consult
as a Working Substrate Solution before use. Add a | wel including confirmatory testing, naESn...aa_&Saa- . A [13 [insructons for N7 [Testsperkit
volume of Substrate A Siaoa_._u..a.::.iaam_.anegw « Or add 100 pl. Working Substrate non-reactive test result does exclude the possibility 236083 Specimens R.l.n!.:a use
in a clean glass or plastic vessel, mix well. Add 100 uL | Solution to each weil precipitate ma gciﬁognagsng Mutated HBsAg may not be detected by the test. For in vifro E Hwmche
Working Substrate Solution to each well 2.As with all diagnostic tests, all results musl be interpreled together with other clinical @ disgostic use m Use by
Note: The Working Substrate Solution should be used information available to the physician
within 30 minutes. m?i&-%gggwsn%g‘!:ﬂfﬂ%gg only
* Then & blue color should develop in wells cantaining may occur due 1o inadequate washing. The resulls may be affected due to pracedural or instrument .h\ Store between [©T  |Lot Number
g Mix then microwell plate Foree of Heterophilic Mouse Antibodies (HAMA) = A E L
* Mix cover mi 4, False positive results may occur due to high titers ilic Anti se Antil 3
Hﬂﬁnﬂ%ﬁ%ggg With, Plate mua...ﬁ w.a_ﬂ incubate manao.“.u.aaai_augnagnﬁsgéxﬁ_nozn”&ﬂag e [(BsAg] |HBsAg - [Substratc] v ]| Substrate A
the following procedures: using one of I following 5. False negative results may occur if the quantity present in the specimen is lower Wash Buffer
6 | - Standard Procedure Incubate at 37°C +2.C for 10 | POCRdnes analytical sensitvty of the fest or if HBSAQ fs not present during the slage of disease when the | (Wadh Bafsu]| % [Cosjugite ] |Conjugate [Subsirate] 5] |Substrate 8
mi
RCSRE L iubse 8 37C s 2C ko0 | _AFCEetOmn a:sgssnoﬂ&a_aw_ﬂﬁ,ﬁzﬁmz used 1o Juantty assay sensiliiy. The Positve | [ Contral [=] |Negaiive Conirol || [Fistc Scaer ] Ptate Sealer || [Cantral 4] [Positve Control
minutes ¢ 2 minutes. BT 37°C Tor 30 fure 18 as Microwell Plate ] |Microwell Plate | | [Siop Selwtion | | Stop Solution | | [Padkage Insert]| Package Insert
+ Remove the Plate Sealer. + Remove the Plate Sealer [ Microwell Plate ] q |
7 |+ Add 50 L of Stop Solution o each wel. (Clear Reagent) |-
Then a yellow color should develop in wells containing
Positive specmens.
+ Read at 450/630-700 nm within 30 minutes. MNole: |« Read al 450/630-700 nm within
B Microwell plate can also be read at 450 nm, but it is | 30 min
nhﬂ.ﬂ_uaoe::..!ﬁl.oaun at 450/630-700 nm for
betier resuits.
MATED PROCESSING R e S ACON Laboratories, Inc.
EIA micropiate a!igau!ﬁa?g%%i?gs mmms== = === taau.za«.m_a_ﬁ.&.
ensure they are equivalent to those obt using the I for the same specimens. e e S B 15 San Diego, CA 92121, USA
:Eg_.n...ggs!« ding on the p used but do not program less incubation
times than the procedu Ezuinaccﬁ When ic EIA microp P are used, perodic

validation is recommended to ensure proper resuilts.
DATION REQUIRE —

VALID N REQU MENTS AND O NTROL
nggsggﬁw%ggﬂaggl.gsg table below.

ple of Negative Control C.
ltem Absorbance

Negative Control, Well B1 0.023 Clinical Sensi T >89.9% (90.4-100.0%)" Clinical Spedificity: 99.9% (39.8-100.0%)"
[Negative Control. Well C1 0.021 Oﬁi)ﬂgsgaﬂu? 00.0%)" *85% Confidence Interval
Total Absorbance of Negative Conirol 0,023+ 0.021 = 0.044 Reproducibility}
Mean Absorbance of Negative Control 0.0442 = 0.022 !..-ﬁ.blal-. gz.__:..w._-._ ision has been i by using 10 i of three speci
Blank Absorbance: Well A1 0.002 fow vna.ecw and a high positive.
NCx Mean Absorbance of ive Control — Blank Absorbance 0.022 - 0.002 = 0.020 __._Sq.buo-g run precision has been ined by 3 ir dent assays on the same
2. Check the i qui below to ine if the lest results are valid. three specimens. & low positive, 8 medium positive, and a :ﬁunqﬁﬂ:..onnﬂ-mﬂ:.ﬁﬂ of the
em Validation Requirements HBsAg EIA Test Kit have been tested using these specimens over a 5-day period.
Blank Wel _mﬂﬂggﬂhﬁﬁnyggagw83 r - Intra-Assa . Inter-Assay
e: It should be < nm 2 n ean SR
five Conirol __|Mean Absorbance afier sublraction of Blank Absorbance should be < 0,100 Absorbance/ | Standard wozan_.arasﬂ: orbance| Danda ﬂ”..an:_..a..hﬂ
Mean Absorbance after subtraction of Blank Absorbance should be = 1.000 Cut-Off ICut-Off
NOTE: The test results are considered invalid if the above validation requirements are nat met 1 1.487 0.008 6.061 1,367 0.011 8.943
Repeat the test or contact your local distributor. 2 12.622 0.060 5.282 13.378 0.091 7.558
3. Calculate the Cut-Off Value using the __o-ni_..a formula if the test resulls are valid. 3 26.722 0.096 3.992 25467 0.225 9.817
Example of Cut-Off Value C B Ve TS ————
tam Absorbance 1. Blumberg, B.S. The Discovery of Australian Antigen and its Relation to Viral Hepalitis. Vitro.
NCx 0.020 1971,7:223.

2. Krugman, 5. Glies J.P. Viral Hepatitis, Type B (MS-2-Strain). Further Observations on Nafural
History and Prevention. New England Joumal of Medicine. 288, 755.
3. Krugman, S. Overby LR, et al. Viral Hepatitis Type B Studies On Natural History and Prevention
NON-REACTIVE: Specimens with absork less than the Cut-Off Value are non-reactive for Re-examined. New England Journal of Medicine. 300, 101,
HBsAg and may be considered negative,
REACTIVE * Specimens with absorbance greater than or equal to the Cut-Off Value are considered
mitially reactive fi or HBsAg. The wvuc._..o.._ should be retested in n_.ﬂ__nm—u before a_..l interpretation.
Specimens that are reactive in al least one of the re-test are p d to be ctive and
m:o..__a be confirmed using other IW{BEE«ﬂgsaﬂgsae:o Specime _..m.:u._u.d_..o..r
reactive on both retests should be considered non-reactive.
"NOTE. Specimens wilh vaiues within £10% of the Cut-Oft Value should be retested in duplicates for
final interpretation

Cut-Off Value: NCx + 0.070 0.020 + 0.070 = 0.090
—— T}




HCV Antibody EIA Test Kit « Avold any contact of Substrate A, Substrate B, _-_.Emoumn_c..n: with skin or mucosa. The Stop 5 |Stop Soluti 0.5M Sultunic acid 1x8ml Sx8ml
“°‘Qh‘@‘- kage | Solution contains 0.5M sulfuric acid which is a strong acid. If spills occur, wipe immediately with eV - zﬂanggig_ﬁng
Pac nsert large amounts of water. If the acid contacts the skin or eyes, flush wilh large amounts of water 8 non__.“_ten_.ﬁ HIV-1, and HIV-Z. 1x0.4mi 5x0.4ml
CE— | [REF] 1231-1031 | English | and seek medical atiention. Preservative: 0.1% ProCiin™ 300
An N enzyme immunoassay (EIA) for the qualitative defectit IgG antibodies to Hepatitis C ’ s n__!:unﬁ_..u 5 .a ;Lon....e.._.._q.n“cqn....o 2
me for the qua on of Virus hour at 121°C. Di should be dor | Uozﬂnbo&igo
_.ns human serum or plasma. u&cas_ﬂqi_. 5 o:m._c_.no%s ﬁigixgé g 1x0.4mi 5x0.4ml
or p in vitro dj use « Handle and disp all sp s and ials used lo perf Ihe lest as if they contained Preservative: 0.1% ProClin™ 300
!l infectious agents. Observe i 0 zards throughout al Fidis souiors 3 s
The HCV Antibody EIA Test Kit is a qualitative ion of IgG Eggg;ggﬂqéeio.a.umnéa. ) |_| 1 3
antibodies to Hepaliis C Virus (HCV) in in human serum or plasma. _Gr:oanea_.o..uoss::aw_&nm + Observe Good Laboratory Practices when handiing chemicals and p it Bt Not Procidort
aid in the diagnosis of passible Hepatitis G infsction, Discard all contaminated material, specimens and reagents of human o...n-: after proper Materials Required But Not Providec
!i gl %sizzésﬁisﬁ 5o dacorsamineted by sddng eulciert vohime of 3 roart da8ed o delorized wetr byt ey -390
« Neutralize ina ing um solution for i of di 10, 50, and
Hepatitis C Virus is @ small, enveloped, positive-sense, single-stranded RNA Virus. HCV is now sodium __._...oﬁ_n.._ﬂﬁnuﬁ: u_uo...oo::.n_—o.._q_g 0%, )S:._..Snn.ﬁoucaa decontamination ._ﬂ:u
rrrrrr be the m major cause of parenterally transmitted non-A, non-B hepatitis. HCV infection 1.0% yp may be r y lo ensure decor « Absorbent paper or paper towel « Graduated cylinders for wash buffer dilution
causes a wide variety R chronic liver disease, cirhosis and liver cancer. The Eu route of STORAGE AND STABILITY Vortex mixer for
Enn:nwgaqﬁﬁ: sn__.BnEua: :._Sn!nzoﬂ_ o b et n__a Egﬁwﬁ&!ﬂgi i specimen mixing (optional)
S 8 5 o » Timer
tm?gaS:o?) :o:.w:avnﬁ.an figgaﬂa unau..a_osnwio g:@?%%sggﬁogxﬁg;u&d Once opened, all reagents On__uaan_ gﬁo«:ﬁ:ﬁaﬁoﬁ-&mn « Disposable reagent reservoirs ;
serologic sﬂﬁwﬁcuoaoe:;:!_gss»_ Compared o the first genecation HCV EIA tesis are stable for up o 3 monihs after the first opening date if stored between 2-8°C. Retum reagents i i W S CBRRIN SR AR G 0
sing single recombinant antigen, new serol protein andlor 1o 2-8°C immediately after use, : uuo_.____fu. reading at 450 nm with 2 630-700 nm
qazs_ i to avoid i ﬂaa?ann_émi_ 0 increase the sensitivi vity. * + Allow the sealed pouch to reach room temp before opening the pouch and remove the * Disposable gloves refarence filier, or reading at 450 nm without a

The 10{2:603&543.5;3 ﬁannggggsgq&qg%ﬁuuin.ﬂ ol the required number of strips to p ion of the il plate. The remaining unused - Aut dp r i) reference filler
presence of IgG antibodies to HCV in serum or plasma specimen. The test utiizes racombinant strips should be stored in the original resealabla pouch with desiccant supplied at 2-8°C and can | S s e IR PCTION PR LS =———————————— ]
HCV anligens encoded by the genes for both structural (nucleocapsid) and non-structural proteins be used within 3 months of the opening date. Retum the remaining unused strips and supplied Allow reagents and specimens 10 reach room temperature (15-30°C) prior 1o testing. The procedurs

10 selectively detect antibodies 1o HCV in serum or plasma. Sy ot Ly e e’ BRCUIG WY TVOOF U CRUI- 0 SRR I DUNE. it 0o il (Ol Ay (et H0SEd (o Comiiofon Wl Sine e, Aot e iuEt
!i compietely and immediately store at 2-8°C. ’ that well A1 is the Blank well. From well A1, arrange the controls in a horizontal or vertical configuration.
The HCV Antibody EIA Test Kit is a solid phase qualtat * Concentrated Wash Buffer may be Mﬂq L room i m.aas_&rﬂ L Hf erysists The procedure below assigns specific wells ged in & verical configuration. Configuration may
gg??nﬂﬁﬂﬁ:&iﬁ%ﬁ:ﬂ{ human s!._...:o.. . The NS a0 9 Re - 9 .a 2 i depend upon saftware.
plate is coated with HCV recombinant antigens, u.hinia_.:o_gﬂcﬁdu diluent and the Step Detailed Procedure Simplified Procedure
specimens are added o the antigen coated microwell plate and then incubated, If the specimens  * co:soéeqﬁ.us_ﬂﬁn__s Sty 5 SabatG i Seig W o YppaEhiig Eenie g +Prepare Working Wash Bufier by diluting the | = Prepare Working Wash Bufier by
oSs:i.Snmasxnc.:tz&sqs!gaasaS? icroplate o form immobilized EAS 06 COEoN Sps. Concentrated Wash Buffer 1:25. Pour the contents of | diluting the Concentrated Wash
antigen-HCV antibody comp . If e sped do not contain antibodies fo HCV. the + Do not store Stop Solution in a giﬂ%xﬁ&o?ﬁ:&g&o after use. e botlie containing the concentrated wash buffer in |  Buffer 1:25
complexes will not be __Ssi,»_s.s..i ation, the mi plate is to SPECIMEN COLLECTION AND PREPARATION a graduated cylinder and fill it with freshly distilled or | = Remove and store unused strips
unbound . The enzy jugated anti-human IgG antibodies are added lo the microwell « The HCV Antibody EIA Test Kit nsguazoq_..& using only human serum or plasma collected deionized water to 1250 ml for 96 wells/plate testing. | at 2-8°C
nmfgnguuxn. The enzyme-conjugated anti-human 1gG antibodies will bind to the immobilized woaﬁagﬂius:ur.!oon. The Working Wash Buffer is stable for 2 weeks al
aa.m aq unbound sterich ::r.,rbir_ﬁn B unnum L_.Jms n.a..h gl Holpion e - adt zatﬁ.uann&&e. present
are en m and %uﬂﬁ@i&.iggg. and ma o the Concentrated

o produce 2 blue color indicating the amount of HCV antibodies s present in the specimen. Sulfuric gﬂaﬂs&.g : wam“ia__.iuﬁuq.oiun&anwnﬂg“au_
Snspaﬁ.. ja?aﬁi&sa&%?&%éé a color change from blue .mmuasua:q:&ng from blood as soon as possible ta avoid .mmafssnsfaqs?aﬁuslusﬁua

yellow. color ..—9_5 %js&ﬂ%&hﬂoﬂﬂg present in the fipidic or turbid samples should not be used. Specimen with extensive uua.ﬂkﬁu:.!.nvw store in the original pouch at 2-8°C.

!EE.I bt o el 0 - tame A1 e Bk . = Lowve AT ss ok il
e = Add 100 Wl Specimen Diuent in respective wells |« Add 100 ul Specimen Diluent

ional in vifro diag use anly. Do not use after expiration date. + Serum and plasma specimens may be stored at 2-8°C for up to 7 days prior to assaying. For long y ! ! i
. Uo:c.a_y_don nts _.-d__.z gwau!?nin«oa.& umbers. term storage, specimens should be kept frozen below -20°C. 1 gz&ﬂﬂagw_,ﬂoa!”mn%msiwa
= Avoid cross gents to ensure valid test resulls. = Bring specimens to room lemperature prior to testing. Frozen sp 15 must be ¢ y thawed wells. (Green Reag ! - -
+ Follow the wash procedure to ensure opti assay perf and mixed well prior to testing, g%ﬁﬁwﬁ:»ﬁ:ﬁig; .ﬂnn._h_igzsnsioﬂﬁo.sim._uannf «B1 and C1: Add 10 yl Negative
. Uk icrowell during « If specimens are to be shipped, they should ‘be packed in compliance with local regulations Blue Reagent) Cantrol
. cﬂwﬁiﬁ nhochhﬁnaaﬂu“u&& gl SN it covering the tran: 83%89.35_8 ﬂoﬂ__u xi « Add 10 i of Positive Canirol in wells D1 and E1. (Red |« D1 and E1: Add 10 i Positive

2 Reagent) Control
= Add 10 pl of specimen 1o assigned wells starting at F1. | « Starting F1: Add 10 yl specimen
Then a color change from green to blue will occur to

+ Ensure that the bottom of the plate is clean and dry and that n c..&utnﬂ present on the
surface of the liquid Um*oﬂauad&oﬂfﬁ_uuaw-aﬁiaaé during the assay
“Ign_.ﬂ

P Quantity verify that the specimen has been added.
= Do not touch the bottomn of the wells with tte Do not touch crowedl eage mpanent
Slie Wil ot h pipette tips. the bottom of the mi I No Ri m [of.] Description 56 wellch 280 wellsh .:Euﬁ#wc&iﬂ#ﬁaﬁiuinguﬁ * Mixgently :
+ Do nat allow sodium hypochiorite fumes from chiorine bleach or ather sources to coni HCV Microwell plate coated with 1 plate 5 plales bench seconds. . « Cover the microwell plate wilh
microwell plate n:_._...n_._..m say & Eoc.aqaﬁn.o:_.an be inhibited. oct e Microwedl Plate  |recombinant HCV antigens (96 wells/plate) | (96 wells/plate] | 3 |=Cover the microwell plate with the Plate Sealer and ggm&lﬂ!ﬁ-ﬁ.&aﬁ!
* All equipment should be used with care, i darty and following the Anti-human IgG antibody bound to incubate in a water bath or an incubator at 37°C £ 2°C | 37°C for 30 min

equipment manufacturer's instructions. 1 |HCV Conjugale |peroxidase; 1x12ml 5x12mi for 30 minutes + 2 mi

HEALTH AND SAFETY INFi J Preservative: 0.1% ProClin™ 300 = Remove the Plate Sealer. = Remove the Plate Sealer
Concentrated Tris-HCl buffer containing 0.1% Tween 20 = Wash each well 5 times by filling each well wath 350 il | » Wash each well 5 times with

+ Some components of this kit contain human blood derivatives. No known test method can offer 2 |\ Nash Bufi (25x)| Preservative: 0.1% ProClin™ 300 1x50mi 5x50ml of Wor sl phg AT S B
complele assurance that ggaﬂ::ﬁ!gﬁi:ﬂg infectious agents, Tris buffer Preservative. Tum the microwell plate upside down :

Therefore. all blood derivatives should be consi lly infectious. It is that 2A |Specimen Diluent | - 1x12ml 5x12mi & peam &
g%ﬁigggﬂggﬁ.:ﬁ d good y working - 0.1% ProClin™ 300 tissue for a few seconds. Ensure that all wells e |
» Wear disposable gloves E_Sqwaﬁncﬁuaﬁsnmcg _wco..SQSEun._ eye protection Ogﬁgas%g been completely washed and dried, 4

._._:_o:ﬁ.n__:ox._anom :amnmn;n:ﬁi h hands thoroughly when finished. 3 |Substrate A 1x8mi Sx8ml Note' Improper washing may cause false f K
= ProClin™ 300 & _S_camn wu a preservative in the Conjugate, Concentrated Wash Buffer, Preservative 0.1 *3595...8 results. PEFA
Specimen Dilu !__,w strate and Controls. Avoid any centact with skin or eyes. " Bufler a e 5 |+ Add 100 ul of Conjugate to each well exce i .
. Sﬁﬁgﬂgagkﬂ{ﬁo?g&ﬁﬁusg Do not pipette by mouth 4 |Substrate (TMB), 1x8m Sx8ml Blank well, (Red Reagent) e
¥ |Preservative: 0.1% ProClin™ 300




* Cover with microwell plate with the Plate Sealer and |« Cover the microwell piate with repestediy reaclive and should be confirmed using y testing. S that are nan- Index of Symbols
6 incubate in a waterbath or an incubator at 37°C + 2°C | the Plate Sealer and incubate at reactive on both retests should be considered non-reactive, -
for 30 minutes + 2 minutes, 37°C for 30 min "NOTE: Specimens with values within +10% of the Cul-Off Value should be retested in duplicates _H_M.u Censult instructions @ Tasts pac kit t \_r-pn::aonr_!.
7 | = Repeat Step 4. « Repeal Step 4 aq_._._l_.sﬂ.vdﬁ..o: 3«:.8 8
b Add 50 i of Substrate A to each well, (Clear Reagent) | « Add 50 il of Substrate A fo each e S UTATIONE 3 Wbl o |usery bl
rAdd 50 ul of Substrate B to each well. (Clear Reagent) well ,ds:ac?gm_)aﬁéwciﬁzsg&!-au&. to HCV in human serum or L use only e 2.8
* Substrate A and Substrate B can also be mixed together| » Add S0 il of Substrate B to each plasma. D i fectious should not be established based on a single test ] [wev [[OT] [uot Number [reF] |cataiog #
as a Working Substrate Solution before use. Add a| well 32.-_,“13!32_3 Eagggﬁeigﬁig%% specimen is
8 Pt e P e T S L A R ey S o reechy tuek romil doss not Gkt e porchily of evowe. | i) e St 25 || (EIE] [Sutskon. || ] subermes
in or mix
Solution ta well, »bui?!.nnugmeng “all results must be i interpreted together with other dinical ir v : 4
NOTE: The Waring Subsb Sckon s be et by eoctroy A (Gml=) |Neoave Conwol || (] [conuoste || [Coma] Postive Contre
within 30 minute: 3. As with other sensitive immunoassays, there is the possil non-repea reaction may : =
LThen 3 anapﬂacﬂnaiauss*gao oﬁn.h?nasn_onnﬁisa?:e The results may be affected due to procedural or instrument [Microwsll Plate | | Microwell Plate [Stan Sohation | |Stop Solution Engg
Paositive
; 4 The P c 1 kit Is not to be used o il assay senshiy. The Poskie [Beecimen D] [ pecimen Diluent [Fawsearr] [piate Sealer
* Mix gently then cover microwell plate with Plate Sealer = Mix then cover microwell plate gcﬂ:ﬁ&ﬂﬁsﬁﬁgﬁ g i
9 and incubate in a waler bath or incubator at 37°C + | with Plate Sealer and incubate at is 5Ln1ua_=d!laﬂli{ﬂs§ﬁ§§
2°C o 10 minugies & 1 minute. 37°C for 10 min uc.ﬁuqnn...oq!.__u
+ Remove the Plate Sealer, » Remove the Plate Sealer CE CHARACT
@ .m& S0 ul of Stop Solution ta each well (Clear [« Add 50 ul of Stop Solution fo s —
Then a ?88«32&&9& wells containing The HCV Antibody EIA Test Kit has identified ofa panel and
Positive sp 2 has been compared to a Eugnim_»rﬁ(a!:gn&ﬁl% The results E == ==n ﬂ%_.wngmsqﬂa.-ﬂ
! RS B S i Mesa Rim
cxiﬂgﬂsg jthin 30 Nole: | = Read at 450830-700 nm g&h_hﬁﬂriu&ﬁgoquggauo&m;ﬂgésvﬁua*!ﬂ_ﬁ.oﬂt:ﬂb_ ==z .= SS= _ o
1 iniuﬁbﬂ:lﬂwuaﬁm_&o:s but itis | 30 min P HeV EIA vs. Other EIA
§§3§5§=!.§9u8§? Antibody Vs,
betier results, " Method " g—l.l.h’| Total
T T ——— HCV Antivody: |5 eive 207 10 307
§m5§n§5&8§5§§§*§§?§8 EIA m o 5897 5.897
ensure they are eq using the manual method for the same ol R jageiive 597 m”uaq 6,204

cuuaw_unn:q_u__on_.;_un s incubation imes
ElA plate p

are used, periodic

ALIDATION REQUIREMENTS AND QUA

ﬂnm_num_mﬁ.u!nggaomgzﬁn gogwﬂuﬂvgogwiu‘agnaﬁgg_o

below.

E fe of Negative Control Calcul

Item

Absorbance

Negative Control: Well B1

0.014

Negative Control: Well C1

0.012

Clinical Specificity: 99.8% (99.5-100.0%)"

Clinical Sensitivity: >99.9% (97.0-100.0%)"
*85% Confidence Interval

Overall Agreement: 99.8% (99.6-100.0%)"
Re

Intra-Assay: Within-run precision has been determined by using 15 reg
a low positive, medium positive and a high positive.
ision has been

of three sp

Inter-Assay: Bet run p ed by 3
three specimens: a _aivoaeﬁ a medium positive and a high positive. Three different lots of the
HCV Antibody EIA Test Kit have been tested u: using these specimens over a 5-day period.

assays on the same

Intra-Assay Inter-Assa

Mean Mean

Total Absorbance of Negative Control 0.014 + 0.012 = 0.026 Specimen |\, bance | Standard m.."ns..ae__»v. bance/| Standard .woeansdh_
Mean of Negative Control 0.026/2 = 0.013 Cut-Off Deviation | Variation (%) Cut-Off Deviation | Variation
E& nce: Well A1 0.006 1 3259 0.213 .535 3.731 0.312 5.362
NCx: Mean of Negative Control - Blank Absorbance 0.013 - 0.006 = 0.007 2 6.168 0.404 .549 7.811 0.630 3.066
2. Check the validation requirements below to determine if the test results are valid. 3 16.712 0.870 -804 14.445 0.983 6.805
ltem I Validation Requirements BIBLIOGRAPHY
Blank Absorbance should be < 0,050 if read at 450/830-700 nm | 1.Choo, QL. G. Kuo, A.). Weiner, L.R. Overby, D.W. Bradley, and M. Hc Isol; of a

Blank Well

Note: It should be < 0.100 if read at 450 nm

{Negative Control
Positive Control

Mean Absorbance after sub

Mean Absorbance after sublraction of Blank Absorbance should be < 0.100

of Blank Absorbance should be > 1.000

NOTE: The test results are considered invalid if the above validation requirements are not met.

Repeat the test or contact your local distributor,

3. Calculate the Cul-Off Value using the following formula if the test results are valid,
E ple of Cut-Off Value Calcul,

ltem

NCx

0.007

Cut-Off Value: NCx + 0.145

0.007 + 0.145 =0.152

NON-REACTIVE: Specimens with absorbance less than the Cut-Off Value are non-reactive for

antibodies 10 HCV and may be considered negative.

REACTIVE * Specimens i_.:ncanﬁ. ance grealer than or equal to the Cut-Off Value are considered
initially reactive for antibodies to HCV. The spacimen should be retestad in duplicate bafors final

interpretation. Specmens =..n. are reactive in a

t least one of the re-test are presumed Io be

cDNA Clone Derived from a Biood-bome Non-A, Non-B Viral Ionn__aﬁ Genome. mg_ﬂh
1989,244.358,

2.Kuo, G, Q.L. Choo, H.J. Alter, and M. Houghton. An Assay for Circulating Antibodies o a Major
Eticlogic Virus of Human Non-A, Non-B Hepatilis, Science, 1889,244.362.

3.Van der Poel, C. L, H.T.M. Cuypers, HW. mmm@_:r and P.N.Lelie. Confirmation of Hepatitis C
Virus Infecti E.:z.mth;:. figen R Assay. Lancet. 1991,337:317.

4. Wilber, J.C. Development and Use of Laboratory Tests for Hepatiis C Infection: A Review. J.
Clinical Immuncassay. 1993;16:204.
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ATLAS C-REACTIVE PROTEIN (CRP) LATEX KIT

For the qualitative and semi-quantitative measurement of
C-reactive protein (CRP) in human serum.

E For in -vitro diagnostic and professional use only

5t
F1e m Store at 2-8°C

* CRP Positive Control Serum: A stabilized pre-diluted
human serum containing >20mg/L CRP.

* CRP Negative Control Serum: A stabilized pre-diluted
animal serum.

e Glass Slides.

e Stirring Sticks.

MATERIALS REQUIRED BUT NOT PROVIDED

*  Mechanical rotator with adjustable speed at 80-100
r.p.m.

*  Vortex mixer.

* Pippetes 50 pL.

* Glycine Buffer (20x): add one part to nineteen parts
of distilled water before use.

¢ If the test cannot be carried out on the same day,
store the specimen for 7 days at 2-8°C and for 3
months at -20°C.

*  For longer periods the sample must be frozen.

e As in all serological tests, hemolytic or
contaminated serum must not be used.

* Do not use plasma.

PROCEDURE

A.QUALITATIVE TEST:
1. Allow the reagents and samples to reach room
temperature. The sensitivity of the test may be
reduced at low temperatures.

INTENDED USE
Atlas C-Reactive Protein (CRP) is used to measure the CRP in
human serum qualitatively and semi- quantitatively,

INTRODUCTION

C-reactive protein (CRP), the classic acute-phase of human
serum, is synthesized by hepatocytes. Normally, it is present
only in trace amounts in serum, but it can increase as much
as 1,000-fold in response to injury or infection. The clinical
measurement of CRP in serum therefore appears to be a
valuable screening test for organic disease and a sensitive
index of disease activity in inflammatory, infective and
ischemic conditions. MacLeod and Avery found that antibody
produced against purified CRP provided a more sensitive test
than the C-polysaccharide assay. Since that time a number of
immunological assays have been devised to measure CRP
such as capillary precipitation, double immunodiffusion and
radical immunodiffusion.

The CRP reagent kit is based on the principle of the latex
agglutination assay described by Singer and Plotz. The major
advantage of this method is the rapid two (2) minute reaction
time.

PRINCIPLE

The CRP reagent kit is based on an immunological reaction
between CRP Antisera bound to biologically inert latex
particles and CRP in the test specimen. When serum
containing greater than 6 mg/L CRP is mixed with the latex
reagent, visible agglutination occurs.

MATERIALS
MATERIALS PROVIDED
* CRP Latex Reagent:Latex particles coated with goat IgG
anti-human CRP, pH 8.2 MIX WELL BEFORE USE.

PRECAUTIONS

¢ Reagents containing sodium azide may be combined
with copper and lead plumbing to form highly
explosive metal azides. Dispose of reagents by
flushing with large amounts of water to prevent
azide buildup.

¢ For In Vitro diagnostic use.

e Positive and negative controls prepared using
human serum found negative for hepatitis B surface
antigen (HBsAg) by FDA required test; however,
handle controls as if potentially infectious.

®  Accuracy of the test depends on the drop size of the
latex reagent (40pl). Use only the dropper provided
with the latex and hold perpendicularly when
dispensing.

*  Glass slides should be thoroughly rinsed with water
and wiped with lint-free tissue after each use.

STORAGE AND STABILITY

* Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2 - 8°C).
DO NOT FREEZE.

¢ The CRP latex reagent, once shaken must be
uniform without visible clumping. When stored
refrigerated, a slight sedimentation may occur and
should be considered normal.

* Do not use the latex reagent or controls if they
become contaminated.

SPECIMEN COLLECTION AND STORAGE
* Use fresh serum collected by centrifuging clotted
blood.

2. Place 40 pL of the sample and one drop of each
Positive and Negative controls into separate circles
on the slide test.

3. Mix the CRP-latex reagent vigorously or on a vortex
mixer before using and add one drop (40 ul) next to
the samples to be tested.

4. Mix the drops with a stirrer, spreading them over
the entire surface of the circle. Use different stirrers
for each sample.

5. Place the slide on a mechanical rotator at 80-100
r.p.m. for 2 minutes. False positive results could
appear if the test is read later than two minutes.

B.SEMI-QUANTITATIVE TEST:
1. Make serial two fold dilutions of the sample in 9 g/L
saline solution.
2. Proceed for each dilution as in the qualitative
method.

QUALITY CONTROL

Positive and Negative controls are recommended to monitor
the performance of the procedure, as well as a comparative
pattern for a better result interpretation.

All result different from the negative control result, will be
considered as a positive.

INTERPRETATION OF RESULTS
A.QUALITATIVE TEST:
A negative reaction is indicated

Negative Control.
A positive reaction is indicated




REFERENCE VALUES
Up to 6 mg/L. Each laboratory should establish its own reference

range.

PERFORMANCE CHARACTERISTICS
*  Sensitivity: 6(5-10) mg/L
e Prozone effect: No prozone effect was
detected up to 1600 mg/L

Positive Negative *  Diagnostic sensitivity: 95.6 %.
Figure 1 ¢ Diagnostic specificity: 96.2 %.
B. Semi-QUANTITATIVE TEST: REFERENCES
The approximate CRP concentration in the patient sample is 1. Pepys, M.B.. Lancet 1:653 (1981).
_ calculated as follow: 2—Werner, M:-Elin-Chem-Acta-25:299-{1969):
6xCRP titer = —-- mg/L 3. Macleod, C.M., et. al.. J. Exp. Med 73:191 (1941).
4. Wood, HF., et. al.. J. Clin. Invest. 30: 616 (1951).
INTERFERENCES 5. Mancini, G., et. al. Immunochemistry 2:235
NONE INTERFERING SUBSTANCES: (1965).
* Hemoglobin (10g/dl) 6. Singer, .M., et. al.. Am. ). Med 21: 888 (19586).
¢ Bilirubin(20mg/dl) 7. Fischer, C.L. Gill,. CW.. In Serum Protein
e Lipemia(10g/dl) Abnormalities. Boston, Little, Brown and Co., (1975).
*  Other substances interfere, such as RF (1001U/ml).
NOTE t ATLAS MEDICAL
* High CRP concentration samples may give negative William James House,
results .Retest the sample again using a drop of 20pl. Cowley Road, Cambridge,
* The strength of agglutination is not indicative of the CB4 0WX, UK
CRP concentration in the samples tested. Tel: +44 (0) 1223 858 910
* Clinical diagnosis should not be made on findings of a Fax: +44 (0) 1223 858 524
single test result, but should integrate both clinical
and laboratory data. PPIO05A01
Rev H (06.06.2017)
LIMITATIONS Catalogue Number Store at
1. Reaction time is critical. If reaction time exceeds
two (2) minutes, drying of the reaction mixture may For In-Vitro Diagnostic use Caution

cause false positive results.

2. Freezing the CRP Latex Reagent will result in et produt et

Number of tests in the

® oL BB~

2T pack before use
spontaneous agglutination.
3. Intensity of agglutination is not necessarily Lot (batch) number Manufacturer
indicative of relative CRP concentration; therefore,
screening reactions should not be graded. Fragile, handle with care Expiry date
4. A false negative can be attributed to a prozone
phenomenon (antigen excess). It is recommended, Do not use if

Manufacturer fax number
package is damaged

therefore, to check all negative sera by retesting at
a 1:10 dilution with glycine buffer.

Manufacturer  telephone
number

o] = < FI|E
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ATLAS RHEUMATOID FACTOR (RF) LATEX KIT
latex slide test for the qualitative and semi-quantitative
measurement of RF in human serum.

E For In-Vitro diagnostic and professional use only

8¢
red

Store at 2-8°C

 RF  Negative Control Serum:Animal  serum.
Preservative.
e Reaction Slide
e Stirring sticks
MATERIALS REQUIRED BUT NOT PROVIDED
* Timer
* Test Tubes (for dilution)
* Serological pipettes (for sample addition and for
dilution)
* Rotator (optional)
* Glycine Buffer (20x): add one part to nineteen parts of

distilled water before use.

SPECIMEN COLLECTION AND STORAGE

Use fresh serum collected by centrifuging clotted
blood.

If the test cannot be carried out on the same day, store
the specimen for 7 days at 2-8°C and for 3 months at
-20°C.

As in all serological tests, hemolytic or contaminated
serum must not be used.

Do not use PLASMA.

PROCEDURE
Qualitative method

X

Allow the reagents and samples to reach room

A latex slide test for the qualitative and semi-quantitative
measurement of RF in human serum.

INTRODUCTION

Rheumatoid factors (RF) are antibodies directed against
antigenic sites in the Fc fragment of human and animal 1gG .
Their frequent occurrence in rheumatoid arthritis makes them
useful for diagnosis and monitoring of the disease.

One method used for rheumatoid factor detection is based on
the ability of rheumatoid arthritis sera to agglutinate
sensitized sheep red cells, as observed by Waaler and Rose: A
more sensitive reagent consisting of biologically inert latex
beads coated with human gamma globulin was later described
by Singer and Plotz. The RF kit is based on the principle of the
latex agglutination assay of Singer and Plotz .The major
advantage of this method is rapid performance (2 minute
reaction time) and lack of heterophile antibody interference.

PRINCIPLE

The RF reagent is based on an immunological reaction
between human IgG bound to biologically inert latex particles
and rheumatoid factors in the test specimen. When serum
containing rheumatoid factors is mixed with the latex reagent,
visible agglutination occurs,

MATERIALS
MATERIALS PROVIDED
* RF Latex Reagent: Latex particles coated with human
gammia-globulin, pH, 8,2. Preservalive. Contains N,
N-dimethylformamide .
* RF Positive Control Serum: Human serum with a RF
concentration > 30 IU/mL.Preservative.

PRECAUTIONS

e All reagents contain 0.1 %( w/v) sodium azide as a
preservative.

* Reagents containing sodium azide may be combined
with copper and lead plumbing to form highly
explosive metal azides. Dispose of reagents by flushing
with large amounts of water to prevent azide buildup.

e For In Vitro diagnostic use.

¢ Positive and negative controls prepared using human
serum found negative for hepatitis B surface antigen
(HBsAg) by FDA required test; however, handle
controls as if potentially infectious.

* Accuracy of the test depends on the drop size of the
latex reagent (40ul). Use only the dropper supplied
with latex and hold it perpendicularly when dispensing.

e Use a clean pipette tip and stirring stick for each
specimen, and glass slides should be thoroughly rinsed
with water and wiped with lint-free tissue after each
use.

s Check reactivity of the reagent using the controls
provided.

STORAGE AND STABILITY

* Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2-8°C).

e Do not freeze.

e The RF latex reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a
slight sedimentation may occur and should be
considered normal.

* Do not use the latex reagent or controls if they become
contaminated.

temperature. The sensitivity of the test may be reduced
at low temperatures.

Place 50 pL of the sample and one drop of each Positive
and Negative controls into separate circles on the slide
test.

Mix the RF-latex reagent rigorously or on a vortex mixer
before using and add one drop (50 pL) next to the
sample to be tested.

Mix the drops with a stirrer, spreading them over the
entire surface of the circle. Use different stirrers for each
sample.

Place the slide on a mechanical rotator at 80-100 r.p.m.
for 2 minutes. False positive results could appear if the
test is read later than two minutes.

Semi-quantitative method

1.

2.

Make serial two fold dilutions of the sample in 9 g/L
saline solution.
Proceed for each dilution as in the qualitative method.

READING AND INTERPRETATION

Examine macroscopically the presence or absence of
visible agglutination immediately after removing the slide
from the rotator. The presence of agglutination indicates a
RF concentration equal or greater than 8 IU/mL Hzc:.. :

The titer, in the semi-quantitative methgd:F
the highest dilution showing a no.q.;;_m

CALCULATIONS

as follows.

%\r\_d




INTERFERENCES

NON INTERFERING SUBSTANCES:
*  Hemoglobin (10g/dl)
e Bilirubin(20mg/dl)
* Lipemia(10g/dl)

Other substances may interfere.

QUALITY CONTROL
I. RF Positive and Negative Control should be
included in each test batch.
2. Acceptable performance is indicated when a

The incidence of false positive results is about 3-5
%.Individuals suffering from infectious
mononucleosis, hepatitis, syphilis as well as elderly
people may give positive results.

Diagnosis should not be solely based on the results
of latex method but also should be complemented
with a Waaler Rose test along with the clinical
examination.

REFERENCE VALUES
Up to 8 IU/mL. Each laboratory should establish its own

reference range.

ml ATLAS MEDICAL
William James Hous Cowley Road,
Cambridge, CB4 OWX, UK.
Tel: +44 (0) 1223 858 910

Fax: +44 (0) 1223 858 524

PPIO08AO1, Rev H (17.06.2017)

Catalogue Number

Store at

For In-Vitro Diagnostic use

Caution

Number of tests in the

Read product insert before

[REF]
o] A\
uniform milky suspension with no agglutination is NOTES .@ pack DM_ use
observed with the RF Negative Control and 1. Results obtained with a latex method do not _m_ LR L of ot
agglutination with large aggregates is observed compare with those obtained with Waaler Rose "
with the RF Positive Control. test. Differences in the results between methods do H eagie, s with s m Gy die
not reflect differences in the ability to detect :

PERFORMANCE CHARACTERISTICS rheumatoid factors. Do not use if
Akt nsitivi m Manufacturer fax number @ packge s damaped
8(6-16) IU/ml, under the described assay conditions. REFERENCES 2 Manufacturer telephone

mber

PROZONE EFFE 3 Robert W Dorner et al. Clinica Chimica Acta 1987; wor
No prozone effect was detected up to 1500 IU/m. 167: 1 -21.
DIAGNO NSITIVITY Z Frederick Wolfe et al. Arthritis and Rheumatism
100%. 1991; 34: 951- 960.
DIAGNOSTIC SPECIFICITY 3. Robert H Shmerling et al. The American Journal of
100%. Medicine 1991; 91: 528 -534.

4. Adalbert F. Schubart et al. The New England
The diagnostic sensitivity and specificity have been Journal of Medicine 1959; 261: 363 — 368.
obtained using 118 samples compared with the 5. Charles M. Plotz 1956; American Journal of
same method of a computer. Medicine; 21:893 — 896.

6. Young DS. Effects of drugs on clinical laboratory

LIMITATIONS

* Reaction time is critical. If reaction time exceeds 2
minutes, drying of the reaction mixture may cause
false positive result.

* Freezing the RF Latex Reagent will result in
spontaneous agglutination.

¢ Intensity of agglutination is not necessarily
indicative of relative RF concentration; therefore,
screening reactions should not be graded.

® Increased levels of RF may be found in some
diseases other than rheumatoid arthritis such as
infectious  mononucleosis, sarcodosis, lupus
erythrematosus, Sjogren’s syndrome.

* Certain patients with rheumatoid arthritis will not
have the RF present in their serum.

test, 4th ed. AACC Press, 1995.
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ANTISTREPTOLYSIN-O (ASO) LATEX SLIDE
TEST

For the qualitative and quantitative measurement of
antibodies to Antistreptolysin-O in human serum.

E For in -vitro diagnostic and professional use only

L34
& Store at 2-8°C
“d -

ASO Latex Reagent: Latex particles coated with
streptolysin O, pH, 8,2. Preservative
¢ ASO Positive Control(Red cap): Human serum with an
ASO concentration > 200 IU/mL.Preservative
¢ ASO Negative Control (Blue cap) Animal serum.
Preservative
¢ Reaction Slide.
*  Stirring Sticks.
MATERIALS REQUIRED BUT NOT PROVIDED
* Timer.
Test Tubes 12x75mm.
Test Tube Rack.
Serological pipettes.

* For longer periods the sample must be frozen.

e As in all serological tests, hemolytic or contaminated
serum must not be used.

e DO NOT USE PLASMA.

PROCEDURE

Qualitative method

1. Allow the reagents and samples to reach room
temperature. The sensitivity of the test may be reduced
at low temperatures.

2. Place 50 pL of the sample and one drop of each Positive
and Negative controls into separate circles on the slide
test.

A the A0 ; _ :

W

INTENDED USE

ATLAS ANTISTREPTOLYSIN-O (ASO) latex slide Test is used for
the qualitative and quantitative measurement of antibodies to
Antistreptolysin-O in human serum.

INTRODUCTION

The group A R-hemolytic streptococci produces various toxins
that can act as antigens. One of these exotoxins streptolysin-
0, was discovered by Todd in 1932.

A person infected with group A -hemolytic streptococci
produces specific antibodies against these exotoxins, one of
which is antistreptolysin-0. The quantity of this antibody in a
patient's serum will establish the degree of infection due to
the -hemolytic streptococcal.

The usual procedure for the determination of the
antistreptolysin titer is based on the inhibitory effect that the
patient's serum produces on the hemolytic power of a pre-
titrated and reduced streptolysin-O. However, the antigen-
antibody reaction occurs independently of the hemolytic
activity of streptolysin-O. This property enables the
establishment of a qualitative and quantitative test for the
determination of the antistreptolysin-O by agglutination of
latex particles on slide.

PRINCIPLE

ASO test method is based on an immunologic reaction
between streptococcal exotoxins bound to biologically inert
latex particles and streptococcal antibodies in the test sample.
Visible aggiutination occurs when increased antibody level,
are present in the test specimen.

MATERIALS
MATERIALS PROVIDED

High'intensity Tight.
Saline Solution, 0.9% NaCL.

. & s s @

PRECAUTIONS

¢ Al reagents contain 0.1% (w/v) sodium azide as a
preservative. Store all reagents at 2-8°C. DO NOT
FREEZE.

* Reagents containing sodium azide may be combined
with copper and lead plumbing to form highly explosive
metal azides. Dispose of reagents by flushing with large
amounts of water to prevent azide build-up.

* For In Vitro diagnostic use.

* Positive and negative controls prepared using human
serum found negative for hepatitis B surface antigen
(HBsAg) and HIV-lll by FDA required test; however,
handle controls as if potentially infectious.

REAGENT STORAGE AND STABILITY

* Reagents are stable until specified expiry date on bottle
label when stored refrigerated (2-8°C).

* DO NOT FREEZE.

* The ASO Latex Reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a
slight sedimentation may occur and should be
considered normal.

* Do not use the latex reagent or controls if they become
contaminated.

SPECIMEN COLLECTION AND STORAGE
* Use fresh serum collected by centrifuging clotted
blood.
¢ If the test cannot be carried out on the same day, store
the specimen for 7 days at 2-8(C and for 3 months at
-20(C.

before using and add one drop (50 L) next to the sample
to be tested.

4. Mix the drops with a stirrer, spreading them over the
entire surface of the circle. Use different stirrers for each
sample.

5. Place the slide on a mechanical rotator at 80-100 r.p.m.
for 2 minutes. False positive results could appear if the
test is read later than two minutes.

Semi-quantitative method

1. Make serial two fold dilutions of the sample in 9
g/L saline solution.

2. Proceed for each dilution as in the qualitative
method.

QUALITY CONTROL

Positive and Negative Controls should be included in

each test batch.

Acceptable performance is indicated when a uniform milky
suspension with no agglutination is observed with the ASO
Negative Control and agglutination with large aggregates is
observed with the ASO Paositive Control.

RESULTS
A.QUALITATIVE TEST:
A negative reaction is indicated by a uniform milky suspension
with no agglutination as observed with the ASO Negative
Control.

A positive reaction is indicated by
agglutination in the reaction mixture. The 4

2

should be compared to the ASO Negative ¢

-




NON INTERFERING SUBSTANCES:
* Hemoglobin (10g/dl)
 Bilirubin(20mg/dl)

* Lipemia(10g/dl)

Other substances may interfere

REFERENCES
: Haffejee . Quarterly Journal of Medicine 1992. New
series 84; 305: 641-658.

Positive Negative 2. Ahmed Samir et al. Pediatric Annals 1992; 21: 835-
Figure 1 © ga2.
B.QUANTITATIVE TEST 3. Spaun J et al. Bull Wid Hith Org 1961; 24: 271-279.
A positive reaction is indicated by any observable 4. The association of Clinical Pathologists 1961.
agglutination in the reaction mixture. Record the last dilution Broadsheet 34.

i iti ion: i 5. Picard B et al. La Presse Medicale 1983; 23: 2-6,
determined by multiplying the last positive dilution factor of 6 Klein GC. Applied Microbiology 1971; 21: 999-1001.
the sample with the concentration of the positive control (200 7 Young DS. Effects of drugs on clinical laboratory
1U/ml). test, 4th ed. AACC Press, 1995.

The titer of the serum is the reciprocal of the highest dilution
which exhibits a positive reaction.
IU/ml of sample = conc. of positive control (200) x specimen
titer
DILUTION 1U/mil l ATLAS Medical
7 ik 200 William James House,
12 400 Cowley Road, Cambridge, CB4 4WX, UK
1:4 800 Tel: ++44 (0) 1223 858 910
1:8 1600 Fax: ++44 (0) 1223 858 524
Etc.
PPI003A01
REFERENCE VALUES Rev H (09.09.2017)
Up to 200 IU/mL{adults) and 100 IU/mL (children < 5 E Catalogue me —
years old)®. Each laboratory should establish its own Number
For In-Vitro .
S E Diagnostic use 9 Rfiton
@ Number of tests _HH.W_ Read product insert
PERFORMANCE CHARACTERISTICS inthe pack el
Anaiytical sensitivity: [LoT] | Lot (batch) ! Manufacturer
200 (250) IU/ml. ol
1“DN°_2_M EFFECT H T..mm:m‘ handle w Expiry date
No prozone effect was detected up to 15001U/ml. s
SENSITIVITY _wu Manufacturer @ Do not use if
98%. fax number package is damaged
SPECIFICITY Manufacturer
97%. m telephone

INTERFERENCES
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