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Bio-Rad Laboratories 4 URINALYS!S GONTROLS

Urinalysis Controls from Bio-Raad

Versatile packaging and comprehensive analytes for today’s laboratory

Urinalysis is widely documented as the first clinical Covering an extensive menu of analytes to monitor
laboratory test developed and dates back over physical, chemical and microscopic examination of
6,000 years. Even today, modern urinalysis is still urine spacimens, Bia-Rad Urinalysis controls are well
one of the most widely performed tests in routine suited for manual or automated methods for dipstick
heallh screening. or microscopic analysis of urine specimens.

Bio-Rad Urinalysis Controls are available in a variely  Participating in the Unily” Interlaboratory Program

of convenient packaging options, including provides valuable peer greup comparisons wilh
dropper bottles, flip-top squeeze bottles and distinciive, easy-to-read color coded reports.
centrifluge tubes.




Liguichek" Urinalysis Control

Speclfically designed for urine dipstick and microscopic testing.
The conlrol is avaltable in 12 mL. glass vials.

s Liquid, hurmnan urine based

» Designed for dipstick and microscopic analysis
¢ 30 day open-vial slability at 2-25°C

» 2.5 year shelf life at 2-8°C

Analytes

Bilirubin Ketones pH

Blood Leukocytes Pregnancy (hCG}

Casts Microalbumin Protein (Total}

Clarity Microscopics Protein-lo-Creatinine Ratio
Color {RBC, WBC, Crystals) Specific Gravity

Creatinine Nitrite Urobilinogen

Glucose Osmolality

Refer to the package insert of currenly available tots for specific anatyla and slabifty c'ams

qUAnRtify® Control

Designed to monitor the precision of urine dipslick testing.
The conlrol is available in 12 mL ready-to-use dropper botlles.

* Liquid

* Designed for dipstick testing

« 2 year shelf life at 2-8°C

¢ 31 day open-vial stabilily at 2-25°C

+ Color-coded peer group reports available

Analytes

Albumin Glucose pH

Albumin-lo-Creatinine Ralio Hemoglobin Pregnancy (hCG)
Ascorbic Acid* Kelones Prolein (Tolal)

Biirubin Leukacytes Proleir-to-Creatinine Ratio
Blood Microalbumin Specific Gravily

Creatinine Nitrite Urobilinegen

* Tested and found 10 be nzgalive.
Reler 10 tha packags insert of curreatly ava‘able iols 1or specilio ana'yle and slao Xty cla'ms

qUAntify? Plus Control

A combination urine dipstick and microscopic coniral. The conirol is available
in either 12 mL centrifuge tubes ar 120 mL flip-top squeeze boltles.

¢ Ligquid

« Designed for dipstick and microscopic analysis

= 2 year shelf life al 2-8°C

« 31 day open-vial stability at 2-25°C

+ Color-coded peer group reports available

Analytes
Albumin Hemaglobin pH
Albumin-ta-Creatinine Ratio Kelones Pregnancy (hGG}
Ascorbic Acid* Leukocyles Prolein {Total)
Bilirubin Micrealbumin Protein-to-Creatinine Ralio
Blood Microscoplcs Specific Gravity
Crealinine (RBC, WBCG, Cryslals) Urchilinogen
Glucose Nitrite
(‘ * Tested and lourd 10 be negalve.

Refer to the package mserl of curenty ava’abie fols lor specilic anaiyte and slabiity clarns




URINALY SIS CONTROLS

Ordering Information

Cal#  Product Name Quantity Col# Product Neme Quantity
Liquichek™ Urinalysis Control qUAntify® Control
435 Bilevel(Gofeachlevel)................ 12x12mL 975 DBiovel(Bofeachlevel)................. Bx12mL
436 Levell.. ..o e i2x12mL 975X  Biavel MiniPak (1 of eachlevel) .......... 2x12mL
437 Level2. .o 12x12mL
435X Bilevel MiniPak (1 of eachlevel) .......... 2x12mbL qUAntify® Plus Gontrol
995  Bilevel (5 of each level)/Tube. . ..., ...... 10x12mL
005X  Bileve! MiniPak (1 of each levelyTube . .. .. .2x12mL
962 DBilevel (2 of each level)/Boltle. .. ... ..., 4 %120 mL
963 level1/Boltle. ....... ... ... ... ... 4 x120mL
984 level2/Bottle. .. ... ... .. o 4x 120 mL

962%  Bilevel MiniPak (1 of each fevelyBotlle . . ..2x120mL

These controls are featured in the Unity™ Interlaboratory Program. Participation in the Unity™ Imtertaboratory
Program can help improve the quality of your laboratory test results and help you meet regulatory and
accreditation requirerents woridwide. You may also subscribe to ong of our Unity” QC Data Management
Solutions designed to improve the effectiveness of your statistical process control. Ask your Bio-Rad
Account Representative for more information,

Discover the power of Unity” Solutions at www.QCNet.com.

Blo-Rad For further information, please contact the Bio-Rad office nearest
Laboratories you or visit our website al www.bio-rad.com/qualitycontrof
Ch‘njca’ Webste www.bio-rad.comiquatiycontol ULS. 1-600-2BI0-RAD Ausiralla 61-2-9914-2800 Austnla 43-1-877-85307 Belglum 32-9-385-5511 Brazil 5521-3237-8400
. R Canada 1-514-3344372 Ghins E6-21-54260508 Czech Republle 420-24)-430-532 Denmark 145-4452-1000 Finfand 356-2-804-22-00 France 33-1-47-35-82-00
Dragnosrrcs Group Germany 149-{0}99-310-840 Oreece 30-210-7774396 Heng Kong 852-2789-3300 Hungary + 36-J-459-6100 Indla 91-124-4023300 Israel 972-3-9636050

Jtaly +39-02-218097 Japan 81-3-8361-7070 Korea 82-2-3473-4460 Mextca 53(35)5200-0520 The Wetherlands +31-318-540666 New Zeafand 64-9-415-2280
Norway 47-23-38-41-30 Poland 48-22-3319999 Porlugal 351-21-472-7700 Russla 7-435-721-14-01 $ingapore 65-6415-0168 South Afrlea 27-11-442-85-08
Spain 34-91-580-5200 Sweden 46-8-555-127-00 Switzerland 41-61-717-95-55 Thalland 662-651-8311 United Kingdom +4£-{000-8328-2000

2009 Hio-Rad Lebaralores, Inc.  Printed i1 the USA  05/09 05D08-013 O-1508




1 Set of KOVA-Trol | & Il Urinalysis Control Combo

~ HOME

~ PREFERRED CUSTOMERS
~ SHOP PROOUCTS

+ Alcohel Tesling
- AlcoScreen
- BraalhScan
-QED A1ED
- Brealhalyzers

+ Adulleration

+ Basic Metabalic Stalus
- I-STAT Condrols
- Piccslo

« Cancer Scresning

= Cardiac Marjker

« CBC {Hemaztolopy) Systems
- Madonic M-series
- Mindray 80 3200
- Cotiler Diff AcT
- Abbott Cell-Dyn 1800
- Sysmax KX-21N
- Sysmex pocH-100i

« Chlamydia Tesling

+ Choteslerol
- Chelestech LDX Casseties
- Chotastech LDX Supphes
- GardicChak-Madizal
- CardoChek-Home

» CLIA Proficiency Tesling
Maztarizls

= CLIA Waved Drug Tests

+ GLIA Waived Producls from
Inncvacon

« Chemistry Analyzers
-i-8TAY
- Piccolo Xpress
- Olympus
- SPOTCHEM EZ
- Tosoh

» Crealniae Testing Porlabie
Handheid Testing

+ Dala Sarvices

» Diabelas
- Bionime
- Diabates Supplies
- CONTQUR Gluccse Meler

~ Diabetes {Alc Tasling}

+ Drug Test Cards
- ACON (Cards and Cups)
- Buprenorphine
- GL1A Warved Drsg Testing

- CLIA Wasved Muiti Drug Cup

- Fastacl Il Drug Tesling

- Fastecl Diug Testing

- Ganare Drug Test Cards
- iCup - Ona Step Cup

http:/lwww.cliawaived.comlcf.inventory.htm?action=showinvone&invid=21 81&he... 11/09/2011

Point-cf-Care diagnoslic Tests Direct from Manufacturers

View Cart

1 Set of KOVA-Trol | & il Urinalysis Control Combo

1 Set of KOVA-Trol | & Il Urlnalysis
Control Combo
HYC-87329-1/HYC-B7130-1 COMBO
1 vial @ach high/low (15mL)

Hycor Urinalysis Control Set - (KOVA-Trol 1
- constituents in high abnormal range, &
KOVA-Trol Il - constituents in low abrormal
range} KOWVA-Tral 15 a stzble human urine
control for complete quality control of
physicel, chemical and microscopic
examination of uring specimens. Al
constituents are stable for seven days at
2-8°C and 30 days - 20°C after
reconstitution. KGVA-Trol Is available in
three levels to monitor the entire decisicn
ranges for urine skrip chemistries. Values
are assigned for visual and instrument
reading on all major systems. (This item
must ba re-consitituted with distilled
water) REFRIGERATED ITEM! PLEASE
SELECT 2MD DAY AIR SHIPPING. THIS
1TEM MUST BE RECONSTITUTED WITH
DISTILLED WATER.

449,95

More info
Product lnsert

The KOVA® system for standardized urinalysis provides the assurance of qualily
results and personnel safety for urinalysis in both laboratory and peint-of-care

environments. KOVA urinalysis products from HYCOR are designed to minimize
exposure to biohazardous samples and to ensure samples are properly collected
and handled for chemical tests using urine dipstick chemistry, confirmatory and

pregnancy tests and microscopic examination of cells and particles. The KOVA®
sysfem flags potential inaccuracies and ensures reliable, reproducible results.

The KOVA® system includes everything the lab needs to standardize critical
steps from sample collection to centrifugation, decanting and resuspension of
sediment, slide preparation and reporting resulits.

BENEFITS

« Essential disposable components and quality control materials to ensure
high-quality results and personnel safety

« Convenient disposable microscope slides with optional counting grid
« Multi-level dipstick controls in convenient iyophilized and liquid formats

«» Multi-leve! serum protein controls for refractometry

Page 1 of 4




KOVA-Trol™

Human Urinalysis Controis

{NTENDED USE

AVAILABILITY

KOVA-Tral s a freeze-dried proparation of human urine, 113 Intended (or use In the
clinlcal laboralory es & wina cenirol for quelilalive procedurss used n physiochemical
and chemical detorminatlons and for microscopic sedimenl anslyses. KOVA-Trol [s

WOVA-Trol Is ayaiiable In three differenl levels, providing tha laboratory & means of
contmeling reproducibifily and acouracy over a range af dlinically signiftcant valyes.

designed for but nol Umiled to use with the KOVA® Sysiem for Slandacdizad

MATERIALS PROVIDED

Urlnalysis,

1. KOVA-Tr, a ireeze-dred preparalion of humen urina,

Far in viiro dlagnostc usa, As les sheel for oh homtcat and t
2. say value sheat for physical, chomleal al lcroscopic constituents.
HISTORY 4
3. Dally control shest.
The axaminztion of urine for diagnosilc purposss probably represents the oidast of o
laboratory proceduros used In cEnical medicine foday. It gansrally conslsls of the 4. Direclions for use,
diagnosiz and managemant of renal or brnery tract disease end lha delection of B qrer o ;
melabolic or systemic diseases nol directly ralated to he kidney.! Physlcal tests for Elﬁgg:: E&ovA?‘r‘rlg? Fackaging
spedfic gravily, pH, esmolality and color ehservation for the most part rneloasura ranal - - -
function, Among lhe mwest Important metabolles or systemle cenditlons readily BT KOVATFo! | High Abnommal Yhout AbnosTea! Uroby Valuz A e 4z 150
delscled by chemical moans are prolelnurla, glycosuria, kelonuria, and iha presence ol High nepen Vikio Assigie #
of the pigments urobiinogen, biirubin, hemoalobin and the porphying. Many of the 87325 KOVA-Trol | Migh Abnormal Wilivont Agrnommal Uratdinegen Velee Assignmal 4 x 60
chemical lesls have been simpfified by e intreduction of simple lechniques In which )
mg;nt a|h1ps and tablels ara used, Parallsling the development of charr:jlcal lesisvms 01328 KOVA-Trol | High Abnormial Wiiha: Abaommal Uibidnages Vekuz Assignanen 10 S0
evelopmonl of medical microscopy. The Kantificatlon of calis and casls in tha 1 KOVA-Trol | High Abnorinal With Uroblinogen Velua Asslgment Ay 16w
urine sediments [ most important. Stalning techniques were davelopsd Lo agsist the e g nogen s e
exap‘dnerzwim e Kentification of farmed elemsnts and artifacts found In wring g7a32 KOVA-Trad | High Abnormig Yath Urebllinagen Valus Assignensnt 4 x B0
s@:mgm. 87333 HOVA:Tro} | Hiah Abnermal With Urob3inogen Valua Assignment 10 x €m
PESCRIPTION .
— - 87430 KOVA-Tre! H Low Abnarrral 4% 15wl
KOVA<Trl is prepared from normal human urdne b which Is added predetermined :
amoun ts of chemicals, stabllized Twman mtd cells anlga oganic particles lo iyl B7128 HOVATrlD Low Aunoima 10w eoml
leukocylas. KOVA-Trol eervas as a contm!l for physical, chemical and micraseople a7 KOVA-Tro! It Nedrial with hoa Ax15m
lests routinely petformed in urinalysis. » AeTret ,%,;‘Marﬁ * !
KOVATrol contains 0.008% gentamivin 63 & prepervative. et 4 ﬁozg Vi E W@f?:;gh%a Axetm
STABILITY AND STORAGE L U K i hea - 1036w
. & stn % A4 fDWRECTICNS FOR USE WiTH REAGENT STRIFS
Un-reconsiduted KOVA-Trol is stable uniil ihe expiratipn de'e stated on the label whon'? iz —— : -
slored between 2° and 8°C. Following reconsilfition, ‘Keep thalauid KONATRol; 1, Compare the lol nurber given on (he valua shesl enclosed in the package with
stoppared ard refigerated. When KOVA-Trol Is froperly feconstifiiied and slofed of tha lot number on the boille of KOVA-Tral; they should match,
*8'C, tha conslituents are slabls from the dals of recunsiilon for a maxlmum of
seven (7) days, Tho useful lile may bs axlefidedzip 10 ona month by slerng 2. Remova the seal end rubber stopper from tha KOVA-Trol batila,
recansil KQVA. g L ali -20° *C. .
stituted KOVA-Trol In singla-use 7iml- aliquots frozen et -207to -40°C 3. Usglrg 2 graduated cyllnder of olher svitabla meana, edd a volume of defonizod
IMPORTANT: Soma constituenls ara lsblle and will degrada if shaken roughly or or distiled water {wilh pH betwsen 6 and 7} equal to the voluma stated an tha
exposad to olr, light or room temperalure for exoessive amounts of ime. Following freaze-dried KOVA-Trol hollle l2bsl,
trtui 4 A % i j
{‘ﬁg"g’;‘ sar?mgi::e p the KOVA-Trol stappersd and wwhiigeraied except when aliquating 4. |mmediately repiace lhe rubber slepper in Ihe KOVA-Trol batfla and genlly rotale
the botl'e iatermitlently unld aB o} the materlal has dissolved (approxlmataly 15
«  Use KOVA-TIol | - High Abnormal, or KOVA-Trol )| - Low Abnarmel - 85 a negalive minutes). On each of he six days [gllowing recanstitidion of HOVA-Trol |,
GG control and KOVATro! Bl - Normal - with hCO ae a posilive hCG conlo, KOVA-TFred (| and KOVA-Trol 1), remove the KOVA-Tral from 2°-8°C glorege and
. gantly rotele the bollte Lo mix the conlents well.
If you desira to freaza Lha cantrod, we resommend hs following: ’
_ 5. Remova g lest allquot and promptly refum tha remalning KOVA-Trol lo 2%8°C
+ Frozen afquats ave been valideled for sirip festing and heG testing only.  Other storgge. Altow tha Test eliquol fo reach room temperalure prior to testing.
lo51 usage should ha conlirmad by the laboratory. )
6. Using the slandardized urnalysle procedure below, lesl the aliquot within one

Prepare & minlmum of 7 mL aliquos from freshly reconatitiled KOVA-Trol,

hour and discard the sempla.

Do only ona freezefihow cycie and discard after use, Allow the asliquol 'o comw fo
roomt temperature naturally; do not use a warming blnck. Keep the praduct oul of

‘STANDARDIZED URINALYSIS PROGEDURE

diract light during the: thawlng process.
Maka sure the afiguots have an alrtight seal and ara maintalned al -20°C lo -40°C.

Test he aliquois within one hour afier rcom temperatra {s echlevad and discard
the sample,

Use a minimum of 7m! aliquols to ensurs toial saluratlon ol the reegent pads.

‘nfau| nltay no'a amoiphous debrs when using frozen samples for microscoplc
analysls,

PRECAUTIONS

Alt lwman serum saurce matetial vsed In thls product was tested {or the presence of
antibody spacific lo human immunodeficiensy vius (HIV-4, HIV-2), as well as for
hepalitls i3 suiere anfigen (HBsAg) and hapatils & (HCV) and lound Lo ba negalive.

SPECIMEN COLLECTION

1. For the besl chemiral end microscopls resulls, analyze a clean, voided, lrech, first
moming urine speciman,

2. Due to the Increesed concontration of urine constifuents, the flisl morning
spechmen Is most useful Constituenls such 23 casls may be belter obsarved under
5 microscopo in lhe coneentraled, lirs! moming spacimen.

3. A random spegimen {colfiected from &n ambulalory patient who has eaten two (o
threa bouss earian) Is mora sullabla (of the dateclion of reducing sugars.

. Disposable plastic specimen cups or disppsable plastic contalners with fide are
suitable for sempls collaclion, KOVA Cups are providsd In the KO-LEC-PACF fur
this purpose.

flecause no tast mefhod cen offer cohiplete assumnoa thal HV, HBsAg, HCV or olher
Inloctious agenis ara absent, il Is racommanded thal humen semm-based producls ba
tandled with the same pracaulions usad Tor petient specimens.

i) &n_@k S0 Ja ) N
£ 000, a5 possibln, Bocessing
eterioralion of the sadimen! or a chango in

the chemlcal and physical composition. i Lhis is nel possible, ra'ngerata the
specimen betwean 2° and 8°C." Do not freeze,




PHYSICAL TESTS
1, Appéarance! Record the color and turbidity.

2. Specific Gravily: Measuro and record the specific grevily using a lemperalure
companealed relraclometer, hydromeler ot urinometar.

3. Osmolality: Measue and record the osmelality using an ostmomater.

NOTE: When the wina specimen appears furbld,” perform the reflrectometer
measurement on & clear drop of uring oblalned following centniugation bsfora
dacanling tha supematand urine,

CHEMICAL TEST

1, Mi: the KOVA-Trol of uring specimen o be lested thoroughly lo resuspand any
sedimanl,

2. Transfer the sample to a tes! tubs and Isbel the tubs for ldentification,

3. Uslng reagant lest slips perform chemical lesing esccording to the manufacturess
Instructions,

4. Regord the msulis,
CENTRIFUGATION AND MICROSCOPIC EXAMINATION

1. Trensfer a lhoroughly mixed afiquot of KOVA-Trol ar uring specimon la a KOVA
Tube, filing it lo the 12 graduatien,

2. Cenfrifuge Iha KOWA Tubes {each conteining 12mi of urina apecimen or KOVA-
Trol} al 2 relative centiffugal force (ref) of 400 for five minules; approximately
1500 revolutions per minuta (rpm) wilh a &-lach radius rotor, Formula used:

R = radius of rotor In Inches
rof = 28.30 (RN1 ) = revoluons per ninute

The roleting radius Is the distance measured from the rolor
axfs fo the Up of the liguld insfda the fubes al the greafest
harizoral gistance fram the rotor axis

%- Pl ey
5 deﬂ Rodus Rolaling Radiug
Angle Rolora l Horizontal Rolors

‘3. Remove lhe KOVA Tubes from fe cenlrifuge belng careful not o disturh or
disicidga the sediment.

4,  Insert a KOVA Petler Into tha KOVA Tube. Push the KOVA Peller t&me bottom ?

of the KOVA Tubs uniit It seals firmly (af the 1m} graduatk)nl

5. Decant snd discard 11mi from the KOVA Tuba.whilg the Koyﬁ Petlar Iock
B position In the KOVA Tuse, This will retain:iml of tiine ved] nj ol the bpti tom ¥
of lha KOVA Tube. Threugh the use of MP{OVA De@nlln% DKMD tubes can
be decanted stmulieneously. To release 1he AT be%; squeeza lhe top of
the rack while ptéling the fube slralghi up, @

8. Wihdraw the KOVA Patller from the KQVA Tuba.
Add one drop of KOVA Staln* (o the 1m of urine sediment.

Usirg {he KOVA Feller, gantly resuspand the sediment ond elein urtl a
homogeneous mixiure is obiained,

8. Withdraw a small somple of the urine sediment staln mixivre by squeezing the
bulb of tha KOVA Pallar.

10, Tranalar (he sadiment mikiure o 1ha KOVA Slda by placing ons drop b the
comer of e well. The chamber will [T by capillary action,

11. Remove any excess speciman ramalning o \he open recessed area by
touching the opsn edge with absorbent materia),

12, Plage the KOVA Slide on 8 miefoscepic stage under ha objeclive lens,

13, Scoan he stide chamber under kw power magailication (10X ayopiace/ 10X
objecliva) o enrmerale casls. Enumerate all olher formad slemeants under high
powar magnificalion (10X syepiecel40X objective).’

Dislributed by: CLIAwaived . com™
San Diegg, CA 82121

te! 856-481-5031

toll free 885-882-7739
www.cllawalved .com

EXPECTED RANGE

Tha expacied ranges have boen eslablished from (nterlaborslory dalg using a
representalive lot of manufacluress' reagent slips or reagenl loklels, i3ue lo variaton
(hat €an occur frem diferent materals and technigues In differert taboretores, we
recommand Ihat esch laboralary eslablish s oam ranges lor gaod quality conlel.

MATERIALS NOT PROVIDED

Materlzla not provided include delonlzed or distifad water for reconstiision, routine
laboratory aquipmant, KOVA Cups, KOVA Tubes, KOVA Caps, KOVA Pellers, KOVA
Shides and KOVA Slain.

LIMITATIUNS ]

1 KOVA ‘I‘ral Is nol mlxed woll prisr 1o ysa, udne sedimant may cettle and
mh;msmplc readings may be elfecled.

2. The organic paricles addad 1o the KOVA-Trol to elmulale The size of kukoeytes do
nol have the gama elalnlng characterislics as naturally occurring white biood ceils,

3. Centemination of e sample may oceur from strip reagent bleading. Yo prevent (hfs
use a maximum of five reagent stips far each 12w afiquot of up 10 two slrips when
tesling smafer volumes,

TROUBLESHOOTING

I discrepancies arsa from the expecled ranges on the Iol spacific insed, we
racommand the Rilewinge

» Rafar to the manufacturer's directions for reagent ships and ailernative tests.
= Enswe thel the reagant stips have not bacoma discolored by expusure lo air,

+ Ensura godd saturalion of the pads with the KOVA-Trol {dip 2-3 seconds): then blat
ihe slrip on 8 paper towe! to prevent run-oltfblasding of the reagents from ped to
pad.

» if the values ramain boyond the expectsd rangs, Iry a different container of slips
and I possible, & different lol number of skrips.

« 1l tha discrepancy Is In an Instrrment-genaratad value, clean the Insltumenl and
check Iis calfbralion, If the diecrepancy I3 stif ohserved, check the paremeler
wisually.

= IF a discrepancy iises In.the specliic gravity reading on tha reagent slrips, uge Who
refractomeler ‘o cge:h{ iha KOVA control, There k5 a roage provided o the
refr?glomaler

(5}.2% R
Toll fs%Mms call (300) 382-2527,

V"‘l Henry. 3B, (Ed.}; Tudd-Sanm—Dav‘Idsohn Clinleal Dlagnosis and Managenernt by

1L sboratory Methods. 16ih Edition, Vol. 1. W.B. Saunders Co.. Philadglphia, 1879,

2, Waller, J M., and Greens, J.A., Jr.; Exarninglion of tha Urne, New York, Meredith
Publishing Co., 1966.

3. Hebar, M.H.. A Primer of Microscople Urnalysis. Hycer Blomedieal inc., 1091,

4, Sternheimer, R., and Malsin, B.: Clinical recogniticn of pyelonephritis wilh a naw
staln for urinary sediments, Am J. Med, 11:312, 10581,

3. Slegia, M.D.; Urinoscopy - First the micrascops, Lab, Mad, 12: 787-784, 1881,

Tha preducts referancad harein are covered by ene aor mors of ths fellowing U.S,
palent numbers:

RE33 826 4,563,332 4,997,415 4,997,206 5,120,402
KOVA and KO-LEC-PAG are rapletered trademark of Hyoor Biomedical Inc., Garden
Grove, CA, USA,
KOVA-Trol is a trademark of Hycor Biomed!cal Inc., Garden Grove, CA, USA.

HYCOR
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Dipper™ Urine Dipstick Control

Quantimetrix:

Corpoi

PRODUGCT CATEGORIES:
@ LIPOPRINT™

» URINALYGIS
CONTROLS

# GENERAL CHEMISTRY
CONTROLS

& WHOLE BLOOD
CONTROLS

# BPECIAL CHEMISTRY
CONTYROLE

4 ELECTROFHORESIS
SYBTEMS

# DIAGNOSBTIC ASSAYS

# cUSTOM CONTROLS
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Dipper Urine Dipstick Control
Dropper Urine Dipstick Control

» Dropper Plus Point-of-Care Urine Dipstick Contral
s Dip&Spin Urine Dipstick/Microscopics Cantrol

e QuanTscopics Urine Microscopics Control

Order a FREE Urinalysis Chart or Poster - Click Here

Dipper™

Urine Dipstick Control

@ UDC Quality Control Log
Dipper Flyer

+ Simulates patient testing
+ Liquid, made with real human urine
« 18 month unopened and 3 month (or 20 dips) open vial stability when stored at 2-8 C*

This is the one that started it all. We craft Dipper Urine Dipstick Control to monitor the
performance of visual and instrumental readings of urine dipsticks by immersing the dipstick
into the control - the same way you test your patient samples. We include values for all dipstick
analytes plus micrealbumin and creatinine; and qualitative results for hCG early pregnancy
detection test methods. Dipper Urine Dipstick Control is designed for use with most urinalysis
reagent strips. It can also be used for confirmatory tests and refractometry. Dip it, read it,

done.
*Refer to the package insert of currently available fots for specific analyte and stabifity claims

CATALOG NO. PRODUCT SIZE
1440-01 Dipper Urine Dipstick Control Set 6x15 mL
1442-61 Dipper Urine Dipstick Control, Level 2 6x15 mL

http:Ilwww.4qc.comlproductslurinalysis/dipper.html
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Quanfimetrix
Corporafion

AN

™

Dipper

Urine Dipstick Control

» Simulates patient testing

* Liquid, made with real human urine

» 18 month unopened and 3 month (or 20 dips) open vial
stability when stored at 2-8 C*

Analytes*
Bilirubin Creatinine hCG Leukocyles Nitrite Protein Urobilinogen
Blood Glucose Ketones Microalbumin pH Specific Gravity

*Refer to the package insert of currently available lots for specific analyvte aud siability claims

This is the one that started it all. We craft Dipper Urine Dipstick Control to [
monitor the performance of visual and instrumental readings of urine dipsticks
by immersing the dipstick into the control — the same way you test your
patient samples. We include values for all dipstick analytes plus microalbumin
and creatinine; and qualitative results for hCG early pregnancy detection test |
methods. Dipper Urine Dipstick Control is designed for use with most }
urinalysis reagent strips. It can also be used for confirmatory tests and :
refractometry. Dip it, read it, done.

ORDERING INFORMATION:
1440-01 2 Level Set......... 6x15mL
1442-61 Level2............... 6x15mL

For More Information: phone +1.310.536.0006 email info@4qc.com web www.dge.com
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Dropper

Urine Dipstick Control

* Easy-to-use, dropper bottles
e Liquid, made with real human urine
¢ 18 month unopened and open vial stability when stored at 2-8 C*

Analytes®
Bilirubin Creatinine hCG Leukocytes Nitrite Protein Urobilinogen
Blood Glucose Ketones Microalbumin pH Specific Gravity

*Refer to the package insert of cirvently available luis for specific analyte and stability claims

Take convenience to a whole new level. We craft Dropper Urine Dipstick Control to monitor the
performance of visual and instrumental readings of urine dipsticks by dropping the control directly onto the
dipstick with an easy-to-use, dropper bottle for outrageously simple dispensing and maximum use. We
include values for all dipstick analytes plus microalbumin and creatinine; and qualitative results for hCG

early pregnancy detection test methods.
Dropper Urine Dipstick Control is
designed for use with most reagent strips.
It can also be used for confirmatory tests
and refractometry. No hassle, no waste, no
problem.

ORDER!NG INFORMATION:
1440-02 2 Level Set.......... 4 x 25 mLL

For More Information: phone +1.310.536.0006 email info@4qc.com web www.4qc.com
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Audit® MicroDROP" Urine Dipstick Control

For In Vitro Diagnostic Use Only.

©Audit® MicroControls™, Inc., Las Vegas, NV 89102

Cat. No. K065M-4
Contents 4 x 25mL (Multi-Level)

Lot No. Level1-06168
Level 2 - 06169

Expires 03/21/2011

INTENDED USE

Audit® MicroDAOFP™ Urine Dipstick Control is a bi-level reference
control which may contain human source materials forlilied to target
levels with compounds that produce lhe desired reaction when lesled
by the methods indicated. Itis inlended to simulate human patient
urine samples for the purpose ot moniloring the precision of lhe
Multistix®, Chemstrip®, and vChem" urinalysis reagent sirips, the
iChem™ 100 and Clintek Status® urine chemisiry analyzers, as well as
lor confirmatory lests such as Acelest® and Clinitest®,

SUMMARY AND PRINCIPLE

Good laboratory practices require lhal slable reference malerials be
used to verify the accuracy and “precision ol testing methods and
techniques. Audit® MicroDAROP™ Urine Dipstick Control may be used
as one would use human urine o obtain the stated urine dipstick
values.

WARNINGS AND PRECAUTIONS

Because this producl may contain human urine, il should be handled
as lhough capable of transmilting infectious diseases. Components
used in the preparalion of lhis material were tesled by Uniled Stales
Food and Drug Adminislration {FDA) approved methods and lound to
be negative for antibodies to HIV and HCV and nonreaglive lor
HBSAg. Because no test melhod can offer complele assurance thal
HIV, hepalitis B virus, and hepatitis C virus or olher infeclious agenls
are absenl, this material should be handled as though capable of
transmilting infeclious diseases. This product may also contain other
human scurce malerial for which there is no approved tesl. The FDA
recommends such samples be handled al the Centers for Disease
GControl's Biosalety Level 2.

Audit® MicroDROP™ Urine Dipstick Control is intended solely for in
vitro diagnostic use for the purpose described on the labeling. Audit®
MicroConlrols™, Inc. shalt nol be liable for any unclaimed damages
arising from any other usage.

STORAGE AND STABILITY

When used to monitor the precision of urinalysls reagent strips, Audit®
MicroDROP™ Urine Dipstick Conlrol is slored at 2-8°C and will remain
stable in the dropper bottle at 2-8°C unlil the expiralion date. Afler
opening, the contents should be used according to the manufaciurer's
instruclions and are stable al room lemperature for 30 days. If you
choose nol to keep the product at rcom temperature then immediately
return the dropper bottle fo 2-8°C. Leaving lhe boltle uncapped, or
prolonging its time at room temperature, will void this stability claim.
Make sure the contents of the boltle are well mixed before use.

Mulistin® Acstes®, Clindlzse and Siaius® ara regisiarad rademarks of Siemers Heshhears

ChamsTip & a ragh
Audit™ MicroConlrols, Inc. » 3540 West Sahara Avenue, 086 - Las Vegas, NV 69102 + (B66)

PROCEDURE

Follow the manufaciurer's inslruclions provided lor urinalysis reagent
strips. Verily that the lot number on the botlle matches lhe assay
sheet. To avoid evaporalion, do not leave the boltle uncapped. Q.C.
requirements should be performed in conformance wilh local, slate
and/or federal regulations or accredilalion requirements. Conlrols
should be run:

1. daily, in conjunclion with patient samples.
2. asrecommended by the manufacturer.
4. as required by fhe relevant regulatory agency.

Materials provided
+ Audit® MicroDROP™ Urine Dipstick Control, Bi-Level, 4 x 25mL

EXPECTED VALUES

The expecled ranges for visual readings for each level, based on
interlaboratory data eslablished by comparing the dipslick reaction Ihat
occurs wilh the conlrols to the color comparison ¢har with mulliple lots
of each manufacturers’ dipsticks or reagent tablels, is provided below.

INSTRUCTIONS FOR USE

1. The Audi® MicroDROF" Urine Dipstick Control should be slored
at 2-8°C. Do not shake. Do not mix mechanically.

2. Remove lhe controls from the refrigerator and allow to come to
room tamperature (20-25°G) at least 15 minutes, depending on
the remaining volums. Mix gently by inverston lo assure complete
mixing of the contents.

3. Remove cap and Invert boltle. While holding the dipstick, gently
squeeze the dropper bollle, and touch the lip of the boltle to the
dipstick, thoroughly saturating each pad. Turn dipstick on its side
\o drain excess conlrol material onlo an absorbent material.

2. Read lhe urine dipslick in accordance with the manufacturer's
inslruclion manual.

3. After sampling, wipa off dropper lip, replace cap and relurn lo
2-8°C when not in use.

LIMITATIONS OF THE PROCEDURE

Some analyles may take fonger to develop than the indicated times.
Bilirubin and urobilinogen may not show characterislic colors on some
slrips. Make sure Ihat the vial is brought to room temperalure before
tesling. If the liquid in the vial becomes frozen, discard and use
anolher vial, as the resuits will not be valid.

ORDERING INFORMATION

of Anche Diagrosics. iCrem™ |5 2 regisieded radamack of IS rdernabonal, inc.
2652-8348 » www.auditmicro.com  Manulactured in the U.5.A. by Aallo Scienlilic, Ltd IN50095




Preduct Product
Number Descriplion

Product
Packaging

KOB5M-4  Audit® MicroDROP™ Urine Dipslick Control 4x25mL

Slemens Multlstix® Urlnalysls Reagent Strips

Level T (Lot # 06168) Level 2 (Lot #06169)
Glucose Negative 100 — 2000 mg/dL
Bilirubln Negative Small (+) —Large (+++)
Ketones Negative 5 (Ir) - 180 {Large)
Specilic Gravily 1.010 - >1.030 1.000 —1.015
Blood Negative Smali {+) — Large (+++)
PH 5—-65 75-285
Prolein Negative 30 {+) - >300 (+++) ma/dL
Urabilinogen 0.2 mg/dL 1 -8 mg/dL
Nitrite Negative Positive
Loukocyles Negative Trace —Large (++14)

Irls vChem™ 10 G Urinalysls Reaqent Stifps

Level 1 (Lot ¥ 06168} Level 2 (Lol #06163)
Urgbilinggen Negative 1->8 mg/dL
Glucose Negative 50 - »>1000 mg/ol.
Keatonas Negative Small (+) — Large (+++)}
Bilirubin Negative Small {(+) — Large (+++)
Protein Negative 30 - >500 mg/dL
Nilrite Negative Positive
Leukeocytes Negative 25 — 500 LeukfuL
Blood Negalive Small {(+) —Large (+++)
PH 5-6.5 7-9
Specilic Gravily 1.010-1.035 1.000-1.015

Roche Chemstrip® Urinalysls Reagent Strips

Level 1 (Lol # 05168} Level 2 (Lol # 06169)
pH 5-6.5 7-9
Levkacytes Negative Trace — (++)
Nitrite Negative Pasitive
Protain Negative 30 (+} - >500 (+++}
Glucose Negative 50 - »>1000 mg/dlL
Kelones Negative Small (+) — Large (+++)
Urobilinogen Negative 1—12 mg/idL
Bilirubin Negalive Small (+) — Large {+++)
Blood Negative 50 (4) - =250 {+++) Eryful
Specific Gravity 1.010 —1.030 1.000 — 1.015

Level 1 (Lol ¥ 05168) Level 2 (Lol #06169)
Acetest Negalive Posilive
Clinitesl Negative Va-1%
Total Protein Negative Positive
{sullosalicylic acid)

Clinltek Status® Analyzer

Level 1 (Lot # 06168) Level 2 (Lol #06169)
pH 55—65 8-9
Leukocyles Negative Trace — Large (+++}
Nitrite Negative Positive
Protein Negalive 250 - 350 mg/dL
Glucose MNegative 250 — 500 mg/dL
Ketones Negalive >160 mg/mL
Blood Negative Small (+) — Large {++4)
Speciflic Gravity 1.020 - »1.030 1.010 - 1.020
Bilirubin Negative Small (+) — Large {+++)
Urobilinogen 0.2 mg/sL 1 -8 ma/dL

Slemens Urlsllx®

Level 1 (Lol # 06168) Level 2 (Lol #06169)
Glucoss Negative 100 — 2000 mg/dL
Protein Negalive 30 - >300 mg/dL

[ Lovel I {Lot#06168} |  Level 2 (Lol # 06169)
[ hcG Negative Positive

Mutisied Azetes, Cintest and Stanis® are registared rademas of Semens Hedlihcire Diagrtsis Chemsin® i & regisiered rademark of Roche Diagrosics. iGhem™  a regisiared rademark of (VS intemasional. Irc.

Audit™ MicroCenlrols, Inc. « 3540 West Sahara Avenue, #086 - Las Vegas, NV BI102 - (BE6) 252-8348 « www audiimicro.com

Manufactured in the U.S.A by Aalto Scienlific, Ltd

INS0095




