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INTENDED USE

Quartlative determination p* G reactive protein { CRP ), n human
SerUMm  Or plasma| py Latex-enhanced turbidimetns
Immunoassay

CLINICAL SIGNIFICANCE

RP is an 8cula-pha:= profein present in normal serum which
._.1‘_1':3'.35!;5 significantly ater most forms of tissue injunes bact-
rna'Dan. VIrLs infections inflammaton and mallgnant neapla-
sia Dunng lissue neciosis apd inBlammaton resulting from

.r:1|crﬂl_:'lai infections, tha CRP concentiation can rse up Io 300
ma'L in 12-24 hgurs

ETHODOLOGY
=uantitative turbidimetr Immunea ssay.

PRINCIPLE

Latex particles coated with specific anti- human CRP are agygl-
utinatee when mixed wih samples containing CRP. The agg'-
Ltnation causes an sbssrtance change depondant upon the
CRF contents of the patinrt sampla that a0 be quantifiend by
compansan from a calbbrslor of known CRP concentration.

REAGENT COMPOSITION

NILUENT (R1) : Tris bufizr 20 mmel/L, pH 8 2 |

LATEX [R2) . Latex paricles costed with goal I35 anb-human
CRP, pH 7 3 with Preservalive.

» Caliarator - C-Reactve protein concentration is
stated o the vial label

CHFE-CAL

PREPARATION
CRP Callbrator: Reconslitutz wilh 1.0 mL of DI water Mix gently
and incubate 10 minutes at room #mperature before use

STORAGE AND STABILITY

Allthe components of tha kit are stable until the expiration d=ate
on tne [abel when stored fightly closed at 2-8°C and contamin-
aueng are prevented durog their use Da not use reagents over
tha expiration date

Reagent Deterioration: The CRP lalex reagent should have a
white, lurbid appearance free of granular particulate. Visibla
agglutination or precistation may be a sign of delerloration and
the reagent should be disc-arded

The CRP buffer reagent should be clear and colourless, Any
twrbidity may be sign af dstenoratcn and the reagent should
o discarded

CRP Calibrator:Stakle for 1month 8t 2-8°C or 3manths at -20°C,
Diluent & Latex reagent :

Do not frgaze, frozen Latex or Diluent could changa the
functionality of the test

SAMPLES

Fresh serum. Stable 7 days at 2-8°C or 3 manths at —20°C
The samples with prosence of hbrin Should be centrifuged
before testng

Do not use highly hemalized or lipemic samplas

ASSAY PARAMETERS
TMode ' Two Paint ! Fixked Time
Wavalength (nm}) 548
Sample Volume (pl) 10
ReagentVaolume (pl) 200y R1+200p R2
Lag Time {(Sec) 3
Kinetic Intarval (526.) 1240
Mo ofrzadings 1
Reachon Temperature ('C) kWi o
Reacton Directian Increasing
Mormal Lew (mafl) 0
Marmal hoh (moa/L) G
_Lmear.w Low {mgil) <
Lineansy High (mail) a0
Fhzorbance Limt (Max) MA
Blank with 0| Watsr
Cal'brator Cancentration (mg/L) Refer to \ial
Units mg/L

Frogramme parameters for specific clinical analysers
are available on request.

ASSAY PRCCEDURE
Pipette into tube Blank Test
Reagent-1 200ul BOOW
Reagent- 2 200ul 2001
Sample/ Calibrator - 10 pl

Mix well and aspirale

REFERENCEVALUES .
Normal values up lo & méﬁ_‘of 0.6 ma/dl.
Fach laboratory should estathsh its own reference range.

UNIT CONVERSION
r"i'L = maldl x 10 -

INTERFERENCES

Bilirubin {20 mg/dL), lipemia (10 @1} and rheumatoid factors
{300 |U/mL) do noet Interfere Hemoglobin { =6 g/L).interferes.
Other substances may interlere 85 mentcned in Young DS

d Manufactured by : TRANSASIA BIO-MEDICALS LTD., Khatiyan No, 235, Khasra No.24, Namihang E'zka. Mahakuma Namchi, South Sikkim - 73713
In Technical Collaberation with . ERBA diagnostics Mannheim GmbH Mallaustr., €9-73, D - 68219, Mannheim { Germany
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CALCULATION 6. Accuracy: Results obtained using thyg reagent
Mi=AZ-AT were compared to those abtaned ugng 5 cmﬁr;wggu
anbs of Test reagant (x) wilh similar Ehﬂrnlctt-rls:];g 2 'Jillﬂ‘lplc-"g n[l
CRP (mgfl) = ——  ——— X Conc of Cal (mg/L) ditferent cancentrations of UHPcware 35%ayed The
AAbs of Cal correlation coeffiment (1) was 0 89 ang e regression
equation y = 1 101x + 2518,

The results of the performance characterispes depend
PERFORMANCE CHARACTERISTICS on the analyzer uscd
1. Linearity limit: Up 0 80 ma'l under the described
assay conditions Sanples with Righer concentralions

}:rr:ll‘-lli r-F- dilited 1:“'— In Malfl & gl and rataeted again PRECAUTIONS

w lnearity limit deosnds on the sample { reagent rat- 1 Ciinical aiagnosis should not be made on findings of a
lo, as well as the arayzer used It will ba higher by dec- single test resull, but sheuld integrate both dlinleg) and
;-Easmgl i :el-l :;amplu m:lurn{: although the sensitivity of laboratory data

e tesl wi sropor oo

will be propontianally decreased 2 Companents fram human origin have been fasted and
- = negative for the presence of HBs d
2. Detection limit: Values less th ' 1 found 1o be negalve - A HCW, an
raprotucible results ST QI antibady to HIV (1/2) However handla cautiously as
potentially infeclious.
3. Prozone effect: Mo prozone effect was detected upon
800 magil ‘ o
) . WASTE MANAGEMENT .

4. Sonsitivity: A4 2 mA mg/L As per local legal requirements
5. Precision: The reagent has been tasled for 20 days,

§ I ! 1 Iz a EPs-
:;;—}3 three dillerent CRP concentrations in a EPS-hased REFERENCES

' 1 Lars-Olal Hanson et al. Currert Opinion in Infect
EPS ] CW (30 Diseases 1997 10 185-201
N 8.2 me/l 16.8 me/L 5297 mpfL 2 Chatapa Vasshnay! Immunolagy and Infectious hseases
— T o= . =1 10965 6 130 - 144
Total 7.30% b =.50% | 3 Yoshitsugy Hokama et al Journal of Chacal Leb. Status
Within Run 2 80% 31.10% 2.90% 1887, 1. 15-27.
Retween Run G 10% 4.70% 3.9 4 Karl Pulki et al Sacand J Chn Lab Invest 1886, 468 606 —
00% P A0 E07

Between Day .00 4.00% 2 i 5 Weaerner Muller et al Journal of Immunologeal Methods

|| 1885, 80 77 - 90
| G Shego Otsuy et al Clin Chem 1932, 28100 2121 — 2124,

SYMBOLS: ' 7. Yourng DS Effects of drugs on clinica! laboratory test, 4lh
d in the lzbabng of ed AACC Press, 1995

Tha folowing Symbcls ang uzed
EREA Mannnaim kits

. C 2 Mirk - Deace comply .
et L PACK PRESENTATION %
BRI @ wivbro Tagoocs Pm‘dl ‘ Pack size Reagenb'r!m:ﬂem- lcmlbmmr

:
E vy Diale Elj] Y S T 131999 |1 x40 1210, 1 1mi| 1x40mi | 1% 10mi I 1x1mi
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Tine ol anti-mouse antbody (Comiral fngd “C°, has been immehlized o a

HEPACARD

o
@ Step Rapid Visual Test For the Qualitative Detaction of s pg in Human Serum /Plasma

rEnpED USE

pEPRCARD 1S 8 visual, rapld. sensitive and accurate one stap Immunoassay

for b Ehﬂlltifll'ﬂ delection ol |'i{-1131|1|3 B Surface Entigen “.BS;'L” i Hurman
cgrumm o Plagma TE ASSBY s ntended 10 be used as an aid i the recognition
yd daagnosts oF acute ntections ang chvanic infectious carners of the Hapathis
B Vs {HEY)

.rﬁ{lﬂﬂﬂm”

The aniigEnic determinant ol the HBsAQ prolein mointy 15 antigenically
nelerogenOUS N0 1 getermines spacitic KRY serotypes and proyides 3 basis
tor mmunegelection. Tha principal antigenic determinant is *a° which is common
to afl BBY serolypes, In addilion, \wo pairs of subspecilic determirarls have
peen ICEntifizd, dfy & w/'r, which are agparently mutuslly exclusive Four
grigenic combnalions are therefore possibie: agw, adr, ayw and ayt

PRINCIPLE

WEPACARD is 3 one step immunoassay based on the antigen caphure, 0
‘sandwich” principle. The method uses monoglenal antibedies conjugated 10
goliolda) gald and polyclanal antibadies Immchilized on a alrocelulase strp o
2 thin Tne. The test sample s inroduced to and flows laterally thraugh @n
ahsoibent pad whera it mixes wilh the signal reagent It the sample conldng
HBsAp. the colloidal gold-zntibody conjegaty Binds 1o the antigen. lorming an
antigen-antibody-collaidal goid complex. Tha complex than migraes through
the nitocellalose sinp by captiary action, When the comples marts the ling of
immahbilized antibody (Test hine) T, e complex is rappec 1ormirg 20 antibody-
antigen-antibady calldal ol pomples This  Tomms o pink Sand sl £hng Ihe
sample iz woctee for Hidahg To s=rvo as o proceduil =prmol, an pdaneaal

A matariats ysan in the assay and samples shauld B9
SI:I!nhln dieintactant sotufion ler 30-60 min bﬂlaiﬂ dﬂpﬂf‘e
atnclasing a1 12190 ar 15psi for EO min Thay shoutd b
Accordance with eslabiished safely procedures ot |
Wash hands Iharughty with §040 07 any sutatie dotergent 2 contac!
ef e kit Gonsult a physician immediataty in case ot acchd®
Wih eyes. In the event that comaminated material arn inges'®
I contact wiih skin punctarg of wounds

nte dismtectart

st 10
g the {141

Spils shaw'd be decontaminatad promptly with suita

Take @t the Cards from the pouch ust tetore performin
aviie denaluralion of antsera dus 10 Aimospharic Bxpasurs
Dplimal test performance requires strict adherence o Ihe lest pro
described in the inserl.

cedure

PRECAUTIONS

1

Da not ppen the foil pauch to remave the product untl it anans room
(pmperature and you are ready {o pertoim the t2st

D2 rot freezo the product.
Interpret e resull at the end of 20 minutas only

Tave out the Caras from the pouch qust before perfarming the test to
avold denaturaton of antlsera due 1@ atmospharic exposure

Optimal tesl perfermance requires stricl adherence 10 the test procedure
described in the inserl

distance fram the test fine on the swmip. 0 the test is parlarmed correcty, this
will result In the formation of & pirk band upon eontact with tha conjugata.

KIT CONTENTS

a) Hepacard Tes! Device h) Sample Dropper

£l Instruchon Manual

KIT PRESENTATION

100 Test Fack 200 Test Pack

STORAGE AMD SHELF LIFE
HEPACARD shoutd be stored at 2-30°C In the coolest and driesf area avatlablo.
Expiry dale on 1he kit indizates the date beyond which tho kit should ol be

used The HEPACARD should not be frozen and must be protecied from
exposure 1o humidity.

WARNING FOR USERS
CAUTION: ALL THE SAMPLES TO BE TESTED SHOULD BE HAKDLED
AS THOUGH CAPABLE OF TRANSMITTING INFECTION. NO TEST METHOD
CAN CFFER COMPLETE ASSURANCE THAT HUMAN BLOOD PRODUCTS
WILL NOT TRANSMIT INFECTION,

;. The use of dispasable ploves and proper blohazardous clothing is
" TRONGLY RECOMMENDED while running the fest

In gase There {5 a cul or wound In hand, DO KOT PERFORM THE TEST

q Dondl gmaxe, drink or eat in areas where specimens or kit reagents are
peing handled

ests are for i1 vifro diagnastic use only and shauld be run by compelent
i r

person only

Da not pipefte by miouth.
5

TTSRMPLE / SPECIMEN COLLECTION & STORAGE

)

H]

dl

(]

HEPACARD should be performed on human serum or plasma only
Immediately aflar coflection.

I not lestad mmediately, specimen should be refrigerated at 2-8°C upto
3 days Iollawing collecton

I testing within 3 ays is not possitle, specimen should be stored frozen
at =20

Specimen conlaning visible precipitates or clowdy specimens may Qe
Inconsistent test results. Such specimens should be clarified prier B3

lesling by high speed centeifugation e, 10,000 rpm for 15 minulis
bolore lesting.

Haemolysed specimen of specimen with microtial comtamination showd
be discarded and fresh aliquol should be collected

TEST PROCEDURE

Bring the required number of HEPACARD foil pouches and specimen fo
ranm lemperalure prier ta testing

Tak2 out HEPACARD device tram the foll pouch.
Label [he tes! card with pabent's nama or identilication number

Add 2 drops (70 pl) of human serum/plasma specimen Inta the s3e

well using the dropper provided (use igrot L
separate “microtip for Bt
. droppar’n p

Allow reaction to oceur curing th# next 20 minutes
R2a0 results at 20 minules,

Diseard the HEPACARD immediately alipr

¥ 15,
il ) reading result at 20 mink
considering it 1o be potentially infectioys, ?
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o of HESLH'T i sensitivily 100% Spiclllﬂi” . el dﬂ?r{n ndgl‘aﬁ
il i ; [ilH
’ .,"-"'I ‘rw" . Precision within-run and betwesn-run pracisions have 4 wE3|" : muoalWE'
Jf":.'.wf" i 1, appeanance ol pink T - | pogting 10 replcates nl spwen HBsAG poative sampled - Vi:"'"] af F. FEI{ thﬁ
P ﬂﬂ gach In test region “1” and S — B | postive, 1 strond posiive anil 2 Hiishg regatve T? G',.,.i-nlﬂ 10%
ﬁ:-ﬂ” i e mu“-la'[ﬁglhat tha sampte Is BEAGTIVE 1o H‘-Eiﬁ.g i o wank, rpistierale positive st strong postive samplas wEle |
A g anut ™Y pecur hetween the Test ine & Contrg) g, '-:“Ilr.-r!-nr.! time
EAT L i e HE . \  Teptn a &t
g t,,,tewl“"'“m"_ml":mﬁ“fﬂil“;_ il but this dnas gy aﬂ:ﬁ ANALYTICAL SENSITIVITY or 135 2
] : L I I :
4 f:“',rﬂ" o e 105 ne also should be COnSiderpg Hashg 2 H'F_F'J'-Cﬁ-ﬂ['} pan dntect Hepatitis B Surtaca Antigen 0 s«ﬂ'-“""'ﬁmD s .,;.-.ehl
E? . a concentraton af a3 e 33 08 ng/imi at 20 minutes 29im ane-
i | I
it o ne concantration of HEehg, postine reselts may pe o ;gregmunl of 90 B% with EiA lechniques lof sample n
et 0 Howeyer, to detect concentration around 0.5 ng 1o 1:;: 0.5 pyfmi ar more EF','I-G"'F'U
||Il1..‘,-.-»':| el a negative resull, the test result shou'd be reag gp), I. Al tha elséen HasAg sUbTyPe C37 be duiectad pogiti® with H
i L{d 4 the conc of HEsAQ In the sample s very high, any -v.,z,.ll‘lk i o
o b line
™ camed. This Is due o Hook's ellend h
B 0 cct. SUCh SUMDIES $hogg by | yyrep EXPRESSED WARRATS apoa M ¢ he 1250
e ! 10 o 12D In narmal saling & agan re-run he test, Uilited samply L snutaclurer fimits the warranty g tha tast kit, a3 much 2% at I Jiid
I;:l‘“! hw bﬁm CQHJD1 & 1ESI lime. In case, i comtra! Ena doas ant appear o 1:”\:‘;;.' Tunn'_[jﬂ a4 an i1 wilro dlﬂgﬂﬂs!-r, 2553y within the |II"'|U.‘.3T“:[-' 5tr'cf‘ll
% it gt 1he sample further SHNR ; L“i-.mqnnn-*. a9 geacnbed in tha prodict mEtruction-mamal, whan us E‘d; 5 rref
NM_R“@[WE-_ “Tu“ b4 T: m;..;[;ruaﬂ‘.ﬂ will 12 instructions cortanac frersm e manufas ed
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pacdies that the sample is “NON REAGTIVE™ lor HEsAg.
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wren nefher centrol Une ner l2st fina appears
-0 e membrane as shown in Fig.d, the test
should e treated as invalls which may be
neravse of lollgwing reasons:

pepet! 10 merghantability. finess tar us4 or mmplied ity !:;‘
ary purpost The manulacturer’s fiasiity 15 limilad to etner .-s_ﬂ-.z:gn'lé“_{ ﬂf I-I.D
roduct o1 refund of the purchase price of the progust and in ro case 'Ighﬂm
lIJur claim o! any gond tor an amount grEaLEr than the purcrase grice a

goods it ragpect of which pamanes are kel 1o b2 cialmad Tha manylacturer
hall not be llable 10 {ha purgnasar ar tird parties for any inury damag® ot
gconomic 1053, hirwsnaver caused by the product i the use ar In the agphcanon

warranty with ¥

e 8
g} impraper slorage at ternperature other than the racommendad temperaturs, e
B} Wrong procedure. BIELIOGRAPHY
 Agab Med., 40.377
¢} Long Mmespheric exposurd of the 1ast dovice after opaning the pouch . Blumberg, B.S., (1964} !!utl. N.Y. Acab Med

“Tne test shouid be repested using @ new HEPACARD 2nd fost ample.

2. Blumberg BS.etal (19657 JAMA. 191:541.

1 Caldwell CW etal, (1977 chn Chem. Acta 31 305
LIMITATIONS OF THE PROCEDURE ' X 1
2y | Mot Chem., 257017). 10414
1 The HEPACARD is o1 in vifro disgnustic use only 4. Peterson, DL gl (1882 B9 G c:n J
2663.
2 The tgst should be used for the detection of HEstg in serum of plasma 5. Robin, E (1079) Fea. Frac- 93,112 £55=
Iy ar t in other id%.
pnly and not in ather pody fluids WARNING - The sez Thraugh Device” ol HEPAGARD has besn deweloped 35 2
2 This Is only a Screening lesl. Al rpacive samples should be canrl_nnid result of intensive research. IU's QESIGN |5 REGISTERED and ihe WORLD
by confimatory test. Thorefore for @ dsOES diagnass, the t“"“"l‘;"se DATENT INCLUDING INDIA fas bean appiied for Amyane copying the dsvce
clinical history, symplomatology s well as serologica data, SHOUE ¢ design will rander anesell fiablz lor tegal action.
cansidered. The results should be reparted only alter complying with
abgve progadure,
4 hddiional tolow up testing uging avallzble elinlcal methads falong with
rapeat HEPACARD test) 15 raguired, i HEPACARD 1est is mon-reaclive
with porsisting clinical Symploms.
T False positive resulls can be ohtained dua to the presance of othar

antigens or elevated fevels of RF factor. This ooours In less han 1% of

the samples tesled.

PERFORMANCE CHARACTERISTICS

The performance ot HEPRCARD has been eyalyated in house with fresh as well
as frozen samples from low nsk as well as high risk groups by using a pangl
comtaining 1400 nos. ol knawn serum plasma samples including £105s reacling
samples Tre resulis of 2l the samples with a defined HBsAd status were fully
comparabla with Inose of HEPACARD. The resufis of the in-house study dane
arn 25 follows:

ho. of Status HEPACARD HEPACARD
\ Samples T
3 + Ve - e
125 ELISA +ve 125 <
1775 ELISA -vi a 1267
|
(‘__J__)__{___._._

in vito diagnostic reagent, not for medicingl vse

Manufactured & Marketed By
DIAGNOSTIC ENTERPRISES
Plot No.: 26, Ind\. Estate, Sectar-1, Parwanoo - 173 220, (FF)
Phone: 01792-232253 E-mai; da@dtagnns!‘:tamﬁrpmﬁmm
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CARBOGEN

RAPID PLASMA REAGIN (RPR) CARp TEST / CARBON ANTIGEN FOR SYPHILIS TESTING

SUMMARY

Syphilis is a sexually transmitted (VeN€rea) dissase caysed by the spirochete Treponema pallidum. After infection the ost

forms Treponemal antibodies to TréP0Rema pallidum. in addition. the host also forms Non Treponemal antilipoidal antibodies

in response to the lipoidal material reaseq from the damaged host cell. These antibodies are traditionally referred to as
‘Reagins.'

The Rapid Plasma Reagin (RPR) / Cartin Antigen testis a macroscopic nonTreponemal flocculation test for the detection and
quantitation of antilipoidal antibodies. ﬂon-Treponemal tests like CARBOGEN® are of great value when used for screening
and follow up of therapy. &

REAGENTS |
1. CARBOGEN' reagent:Aparticulate carbon suspension coated with lipid complexes.

2. Positive control, reactive with the CARBOGEN® reagent.

3. Negative control, non reactive with the CARBOGEN® reagent.

CARBOGEN® detects antilipoidal antibodies in serum or plasma. As against the conventional V.D.R L. reagents, test samples
do not require heat inactivation.

Each batch of reagent undergoes rigorous quality control at various stages of manufacture for its specificity, sensitivity and
performance.

REAGENT STORAGE AND STABILITY

Store the reagent at 2-8°C. DO NOT FREEZE. Once opened the shelf life of the reagent vial is as described on the reagent vial
label provided it is not contaminated. Do not use reagents after the expiry date. Avoid exposure to elevated temperatures and
air, as the reagent is highly sensitive to denaturation and drying.

PRESENTATION

REF S T[REA | 10514005 | 10514050 | 10514100 | 10514250 |

| RPR Carbon Ag/Tests ¥ | S50ml 50tests | 100tests | 250 tests

| Control 1 T 2 0.4 ml 04m. | 04ml.
Control | - 0.4 ml 04ml. | 04ml.
Disposable slides with eight reaction circles 32 7 135 32 1'

" Disposable sample / control dispensing pipettes | . 50 100 | 250 |
Rubber Teat | - 1 2 o) 2l
Reagent dropper for dispensing carbon antigen | 1 1 | 1
Mixing stick ladder i - 2.4 45560 10

| Package Insert 7] e 15581 1

PRINCIPLE
During the testing procedure, the specimen, serum or plasma is mixed with the CARBOGEN® reagent and allowed to react for

eight minutes. If antilipoidal antibodies are present in the specimen, they will react with the CARBOGEN® reagent forming
visible black floccules. If antilipoidal antibodies are not present in the specimens, there will be no flocculation.

NOTE -
1. Invitro diagnostic reagent for laboratory or professional use only. Not for medicinal use.

2. The reagents contain 0.1% Sodium azide as preservative. Avoid contact with skin and mucosa. On disposal flush with

large quantities of water.
3. The reagents that are derived from human source have been tested for HBsAg and Anti-HIV antibodies and are found to

be non-reactive. However handie the material as if infectious.

4. CARBOGEN® RPR / Carbon Antigen should be gently but thoroughly mixed before testing to disperse the carbon
particles uniformly and improve testreadability.

5. Performance of the reagent must be verified with positive and negative controls and it is recommended that controls be
run with each test sefies. _

6. Accessories provided with the kitonly must be used for optimum results.

7. Donotusedamagedor leaking réagents.

PR R, I R T —




SAMPLE COLLECTIONAND STORAGE
1. Nospecial preparation of the patient is required prior to $am le collection by appryye ! techniques Hemoalysed of lipamic
samples are not suitable for testing i

2. Freshserumorplasma should be used for testing

3. Samples nottested immediately may be stored at 2-8'C for upto 48 hours
4. Hazysamples should be centrifuged. Use clear supernatant for testing
MATERIAL PROVIDED WITH THE RPRKIT

1. CarbonAntigen

2. Positive control, reactive with the reagent

3. Negative control, non-reactive with the reagent

4. Disposable slides with eight reaction circles

5. Disposable sample/ control dispensing pipettes.

6. Mixing sticks

7. Rubberteats

8. Reagent Dropperfor dispensing the Carbon Antigen.

ADDITIONAL MATERIAL REQUIRED,
Stop watch, High intensity light source, Isotonic saline, Pipettes, Test tubes, Mechanical roter at 180 r.p.m. circumscribing a

circle 2 cm in diameter on a horizontal plane.
Note: For CARBOGEN' CarbonAntigen 5.0 ml: - Item Nos. 2-7 listed above under RPR kit, would be required additionally.

TEST PROCEDURE
Bring reagent and samples to room temperature before testing.
Thoroughly mix the CARBOGEN" reagent suspension by gentle agitation before testing.

Qualitative Method
1. Pipette one drop (50 i) of the test specimen, positive and negative controls onto separate reaction circles of the

disposable slide usinga sample-dispensing pipette.

2. Add one drop of well-mixed CARBOGEN® reagent next to the test specimen, positive control and negative control by
using the reagent dropper provided with the kit. Do not letthe dropper tip touch the liquiden the slide.

3. Using a mixing stick mix the test specimen and the CARBOGEN" reagent thoro ug!tyspi'eading uniformly over the entire

reaction circle.
4, Immediately start a stopwatch. Rotate the slide gently and continuou sly either manually or on amechanical rotor at 180

r.p.m.
5. Observe for flocculation macroscopically at 8 minutes.

Quantitative Method

1. Using isotonic saline prepare serial dilutions of the test s
1:64, 1:128 and soon.

2. Performthe qualitative test procedure using each dilution as test specimen.

3. Thetitreis reported as the reciprocal of the highest dilution, which shows a posilive test result.

ample positive in the qualitative method 1:2,1:4,1:8, 1:16,1:32,

INTEPRETATION OF TEST RESULTS

Qualitative methods

e Large and Medium black floccules against white background - Reaclive

e Smallblack floccules against white background : WeaklyReactve
© Nonreactive

e Nofloccules, even grey background : .
Flocculation s a positive testresultand indicates the presence of antilipoidal antibodies n the test specimen.
No Flocculation is 2 negative test result and indicales the absence of antilipoidal antibodies llﬂ the testspecime

Quantitative Method f
The titer of antilipoidal antibodies is the highest dilution of the testsample giving a positive testresult

REMARKS ‘
1. Quantitative procedure must be performed to determine the response o treatmeng and detectroinfectert .
2. False positive reactions occur nc?t infrequently and have been atributedtoa varigty of goute s mm more
3. In absence of supporting clncal, historical or epidemiologica evidence, reaciyg resulls Ms! £ €1

specific Treponemal tests,

W
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4. Itisstrongly recommended thatresults of the test should be correlated with clinical findi i - :

5. Disposeallusedand contaminated material as er Standard Biohazard Safety Gljlgf;ﬁ::‘gstﬂ arrive at the final diagnosis.

6. Thereagentdropper prowde‘if |'tll’tlispfamsin-;; the Carbon Antigen should be thoroughly cleaned with distilled water and air
dried after use, to ensure thatitdoes not contaminate the reagent during subsequentuse.

7. Veryslightroughness should beinterpreted as a negative testresult.

8  Non-treponemal tests such as RPR are known to suffer from a high degree of biological false positives in many conditions

such as pregnancy,malana andmany otherinfectious diseases.

Non-treponemal tests such as RPR are known to have prozone/hook effectin samples that have a high titre of reagents

leading to a false negative result.Itis usually recommended to run the tests in two dilutions i.e. with neat sample and 1:8

diluted samples.

w

PERFORMANCE CHARACTERISITICS ‘
The results of 100 serum samples obtained with CARBOGEN * were compared with those obtained using commercial reagent

(A) with similar characteristics and anoflher commercial reagent (B) (modified VDRL reagent) with another method.

- il — -

e
TestResult | CARBOGEN' A
N < |«

The results of CARBOGEN® correlate 100% with both the commercial reagents used for evaluation. "
Repeatability and reproducibility (inter-assay and inter-lot) were evaluated on a number of VDRL negative and VDRL positive
samples. No variations were foundin the outcome of different tests.
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WARRANTY _ Eiie
This productis designed to perform as described on the label and the package insert. The manufacturer disclaims any implied

warranty of use and sale forany other purpose.

BIBLIOGRAPHY
1. PangBorn, Mary C., Isolation and purification of serologically active phospholipid from Beef heart, J. Biol. Chem., 1974:
143:247.

Kasaliya S.Sand LambertN.G. , Colour coded antigentest for Syphilis, Applied Microbiology, 1974, 28, pgs 317-318.
Clinical diagnosis and management by laboratory methods, 17th Edition, edited by John Bernand Henry, pgs 1139-1142.
McGrew B.E. et.al, Automation of a flocculation test, Am. J. Clin. Path, 1968, 50, pgs 52-59.

Dataon file; Coral Clinical Systems.
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WARRANTY
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Tis procduct s deskgned to perfarm as desaribed en he |abe! and package Insart. Tha manufactures disclaims any

implwsd wiiranly of use and sale for any oliver purpase

BIBILIOGRAPHY
{14 Cruickshank i, (1982), Medical Microbiology.
&40 (1) Dataenfile Tulip Diagnostics (P)Ltd.

12th Edition, 403, (2) Felix A, (1942), Brl Med. J, 11, Bar-

—

SYMBOL KEYS
Pkt u [reem. Fisfmtytors
—1( [ |
ot
g Line By UE N:W. II The =y
et
[
(] =z | [Commo]] e
s | VD] S | [conmou] ] weeem
F Wiy Um B awntaeed o ks srwe |

P f el o @ sealomed cr
LE - e

| [Ec TREP]

hsvwmed Recresenisbe
r P Furamee Camewnty

Manufactured by
DIAGNOSTICS (P) LTD.

it

T Tuue

CITASSALL TULE BLOCK. T AWTOMG D61 AF 2 RAGH,
AT SANMTACALE BAWALL I IR LEL FD Sob i ies

A Wb wm eliS T E2T
EC [ REP]

CWE Wadeal Deviens & T 84 O Fovaou oo N

Marutacturng
BLOT WD LITLITE v AL i b vERSS B
PETATE WS (04 &0 TE WO

e P TG, Malaga, Seee

L€

INTENDED UsE

&
TYDAL

WIDAL ANTIGEN SET / ANTIGENS FOR SLIDE AND TUBE TESTS

TYDAL is.2 Widal sl and tubs aogiutinetion lest it dateets the presspes of the samm AOPLRIRS (O, H)in e

Fatient's serum, with typhoid and paratyphoid fever.

SUMMARY
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Irvfct tha Sman Doy, Duraog e course of disease., 5 Bedy tesponds b e Wy
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annbodies whose thre nses siowly Wi early slages, 10 & Marune amd St sy B8 50 0 o, wlidui e
Antibodies ta Saimonefia organisms may be detscted in the patien! serum from the sacond weuk aher onset of
infechion. Information regarding the lires and whether or nol they are rising or falling can be obtansd by
performing serological tes's using TYDAL® andgen suspensions. Usuay tube tires of 1.60 and ahove aro taken

asdingrostcally significant, howewer for endemic sreas higher cul-offs may need to be established,
REAGENT
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H. S, paratynhl ‘AC', S. paratyphi BO, S, pasatyphi ‘AH', S. pacatyphi B 5. paralypk! CH\, § parstynhl 'CO'

anil/or polyspeciic positve contrd raactive with these antigans.

Ench baich of reacents undermoes rigorous quality control a1 vanaous s1ages of manuiaciure for s specificity and

perfartiance

REAGENT STORAGE AND STABILITY
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ADDITIONAL MATERIAL REQUIRED

&1idg sl method: Shop wak B yariabis Mooppetien

Cuantitative method: Trmee. Kann tubes | teed hubee Prpaties (0ml 1mi), Physiologiesl waline, Ineybgine
YO0 Tead tube Tk
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PRINCIPLE

coltured smocth. sttenuated TYDAL® sntigen suspensiona are minod / Incubated wih patiert gemnm

2ot Rarnovmda atbodet PrEaent in T pabent sarumm feact with the pntigen BULpensans b ghe st aton
Al 1 & poatee test resalt indhcatng presanin of anit- Saimcoeda @ntitbodas e et peeen

UhNEhon & ARG et st resfl ndicating absance of it Saimoneds anltodes

KOTE
1. Invero dagrosic reagent ot laboratory and professional use only. Not for medicinal usa,
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maced tue 1o merobal contamination o on expatune i extiema lemperatured It
A tht the peerlormance of e reagen be vierfied wth the postne and negatrés controls, Positive
S provded with the kit only for TYDAL® & x 5mi 56¢ (REF 105200045) 22 5mi s (REF 105210025 %
i OS2O0025: 2 n 2 05 mi et (REF. 105210225) and TYDAL" PLUS 8 x 5 mi sel (REF. 105200085)
Nagatve Cortm provided with the kit only for B x 5 mi (REF 105200085), 2 x 3 ml(REF 106200825) ang
2xxSmi (REF 105200225) ;
Snavp T reagent vials well belore use to disperse the anligen suspension urvloamly and mmprove test

reasatdty. )
Md&ﬂﬂmlmmmm.ﬂemm!mm'mwmmddry_
i necessany 1o usa the calibraled dropper provided inthe reanent viallo dispense feagentdeon =

s are et R AR SUTRe hence Sansame o oo 13 HEsA ol HIY &

T &

(o n

LEENES

Sy il

§ heressines peovdee wilh 98 A 0nly must be used o optmUm results. (Appcable only for TYDAL® 2x2 x5

2

oot (REE 106210225 105200225), 2 x S mi set (REF, 10520C025), 4 » 5 ml set REF. 103200045) ard
TYDAL® PLUS B x Smiset (REF : 105200085).
D ot use damaged of leaking reagents.

SAMPLE COLLECTION AND STORAGE

1

2
3
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TESTPROCEDURE

Woepecal preparation of tha pafient is regquired prior o sample coflection by approved techniques. Do net use
haemotysed and lurted samples.

Ciean anddry glassware Fee from detergents must be used bor sample collaction.

Dig net heat imacivate Me serum

Though freshly cafiocted serum s preferabie, slare samples at 2-8'C in case of delay i testing, for uptn 72
hows

Bring reagents and samples o room lemperature before festing.
Shakeand mixantigens well belore dispensing.

Stide Screen Mothod

1 Place one drop of positive centrol omtoa reaction orcie of the slide.

Plate G0 pl ot pysalogical saline orie the nexd reaclion circle of the slide.

Pl one drop of patent's serum o be tesled onto each of the raquired number of reaction circles.

Actd une tiof of appropriate TYDALT antigen suspension to the reaction cirdes containing Posdive cantrol &
PUvSulogIcE saime

Artd ane arep of appropnate TYDAL® antigen suspensions to the reaction circles contalning the patienl’s
sorym

Feapuy K}
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6 L cordarnly of mach circle nmfwumcmuﬂw,awrﬂmﬂﬂl )
T Rk tha yicde ety tar b aref birh rﬂmhmfrrfrrxmﬁuﬂrﬂmmf

Slide Semi-Cuantitative Mathod .

1 Usng o pgantle place B i 4040 20 49 0 and 5 i of gatent saram i L iested o 5 difigrent mv"-'_ rfan
CEies £ T s T he COTTRSHORche Ptre Shtarad ol D 1 20 180 1 80 1 450, & 1 320 rampectiety

2 Fobow sten Mo 5T of slicde s )

Hote The manibope] A ecgrmmanded lor attaseng quick sppromate S orfy

Chsantitative Matbuod
Tubs-test Frocedure
Tokiy Mo e o nmen (s reearded ore wnd o mart arSoen susGerser] of B Vi ke, | et
jutart Bned ki fiem 158

rpettsn anta e Mo T 01 @ 84t 1 3 miof plrysoingca gatne
Tamachaf the remaning tubes (2 1o B add 1 mi of physiclogical safins.

To tutva N 1of ol sots add 0.1 mi of serum samgle ko be teslnd and mix well,

Transler 1wl of Cva cisiedd serum semple Som tube Ha_ 110 tube Mo, 2 and mix wed

Transter 1 ml of the disted sarum sampie fom bbe Na 2 o kibe Mo, 3 and mix wed Corfrue this seral
dhilustioon 1ifl tishe Mo 7 an mgeh g

Crscard 1 0 mi el tha diluted senam from bt Mo T of esch set

How the disbons of the senam sampie scharend om tubs Mo 110 T resoectmes, aty i sach ot w s lodows
VE0, 140, 180, V460, 1 320, 1 840 1 1780 Tubs Yo, B od the s sarves 3% @ Taine corirl
8 Toall the tubes {1 10 8) of each 1et add ore drop of e mapertve wel-moet TYDAL® arfoen sspensons

frrxms thet reagent viats and medwel
10 Cover and incutath 31 37 C rremight (approsimatety 18 haurs}
11 Disladge the sedimanisd bution gently end observe for agglutination

INTERPRETATION OF RESULTS
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—_ Slide Scrven Methog

Agiiutnation is 3 positive test resu't and indicates presence of the mmﬁﬁjhhﬁﬁﬂm.
Ho aggiulination Is a negzative st resull and indicates absence of the comesponding antbocly in the patent

SO

Slide Seml-Quantitative Method

Agoluination s a positive test resufl. The tire of the patent eansm coresponds b the visibie agghutination in the
test circle with the least smount of serum sampie B

Quanlitative Method

The tire ¢¢ e pabient sarum using TYDAL® antigen susparsions is tha highest dytion of he serum sampie that
cives a visibla agglulination

REMARKS

1. Posibve resuits obtained m the shids test should ba confirmed with the fbe tast 1o estabbsh whether the Uras
are diagnoslically significant or not

2. TAR vaccinated palients may show a high ire of antibodies to each of the antigens. Smearly, an amneste

respanse fo olfer vacoines and unfelated fevers in case of patents who have had prior in‘ection or

Imimumization rmay e afalss eaon

3. Agglutnins usualy appoar by the end of e firsl weeh ot iRfechon TRo0d samps 19%en sarSir may Y 3

negative resull.

Arlsing titra rs more signricant than a single high tre. 155 therofors necessany to evaluali twd 07 Mioe Senam

samples taken a14- 6 days intervals afler the onsetof the diseass

'O newng @ somahc antigen brngs sbout a coarse, compact, granulat agglutinatan whereas 7 taing a

Ragellarantgen bings acout iarger, logse, Inorulant agglutnatan

Vihile the '0' ant genss spacies spesific, the 'H artigen § speafc 10 he saratype

Seralmgical fndings &= nolinterded as 3 sunstiule for culturs An appropnate atdempt shou'd be mads b

feCover andidentty tho glGegc orgarsms through vancous tuture and twehieemical iests

Generally dAntoocy Mes of ' 800 Mot dra s oned © v and disgreshcaily sionifizant However tne

segieficant tiro may vary from popuiat on 1 popatation and neans 1o 5o estalished far each ares
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