Expected values, measuring ranges, analytical sensitivity:

Performance nrmaww s
Method comparison data of 703 samples are provided below:

Expected i . . Analytical
Parameter valtig Unit Measuring range sensitivity
pmol/l neg., 8.5, 17, 50, 100
BIL neg. mg/dl neg., 05,1,3,6 Mww\w_o.q
arb neg., (+), +, ++, +++ 9
HmolA | norm., 35, 70, 140, 200
mg/dl norm., 2,4, 8, 12
UBG norm. 1-1.5 mg/dl
norm., +, ++, +++, ++++
arb.
mmol/l | neg., 0.5, 1.5, 5, 15
KET neg. - mg/dl | neg., 5, 15, 50,150 3-10 mo/dl
trace
s neg., (+), +, ++, +++
| afl neg., 0.2,0.4, 1
mgy/dl i neg., 20, 40, 100
ASC n.a. i 5-15 mg/dl
H arb. neg., +, ++, +++
H mmolA norm., 1.7, 2.8, 8, 28, 56
mg/dl norm., 30, 50, 150, 500,
1000
GLU norm. 25 - 40 mg/di
nomm., (+), +, ++, +++,
i +4++
arb.
i neg. - an neg.,0.15,0.3, 1,5
r:
PRO ace mg/dl | neg., 15, 30, 100, 500 10- 20 mg/di
arb. neg., (+), +, ++, +++
H mmolA | 0.9,4.4,8.8,17.7,26.5
CREA ' n.a. n.a.
mg/d! 10, 50, 100, 200, 300
Ery/ul neg., 5-10, 50, 300
BLD neg. ~ S Ery/pl
i arb. neg., +, ++, +++
pH phs5-8 :5,55,6,65,7,75,8,85,9 n.a.
| | 0.05-0.1
NIT neg. arb. neg., pos. mg/di
: mg/ | 10,30, 80, 150, 500
mALB ' norm. =30 mg/l
arb. norm., +, ++, +++, ++++
| neg. Lewul | neg., 25,75, 500
LEU i 10 - 20 Leujul
arb. neg., +, ++, +++
mg/ =3.4,35-33.8, 233.9
mmol
ACR | norm. ma/g | <30,31-299, =300 n-a
arb. norm., +, ++
mg/ <56.7, >56.7, =113, =340
mmol
PCR norm. mg/g | <500, >500, 1000, =3000 A
arb. norm., +
Each lab y should i i the sferability of the expected values to

its own patient population and if necessary determine its own reference ranges.

Parameter | Sensitivity (%] | Specificity [%] mmn_”mhnﬂm : S:MMHMM e | N | v
BIL 97 67 73 95 99 a4
UBG 84 % 92 99 96 77
KET 81 96 93 100 95 82
ASC 92 99 98 100 99 92
GLU 96 98 97 98 99 91
PRO 87 94 92 100 94 87
CREA n.a. n.a. n.a. 98 n.a. n.a.
BLD 82 84 83 100 84 82
pH n.a. na. n.a. 82 n.a. n.a.
NIT 84 93 93 100 98 58
mALB 93 83 90 93 82 94
LEU 85 84 85 100 85 84
ACR 93 83 90 99 84 92
PCR 56 98 83 84 80 94

*Negative Predictive Value
**Positive Predictive Value

Repeatibility

Repeatibility was determined by measuring two levels (normal, abnormal) of
control solution 20 times. The negative and positive values were correctly iden-
tified 100 % of time for all the parameters.

Reproducibility

Reproducibility was determined by measuring two levels (normal, abnormal)
of control solution over 20 days. The negative and positive values were
correctly identified 100 % of time for all the parameters.

9 Warnings:

* Keep strips away from heat and direct sunlight.

* Do not reuse test strips.

Store the test strips in original packages until used. Strips in each vial should
not be mixed.

Diagnoses and therapies can not be derived from one single test result only,
instead they should be based on all available medical diagnoses.

Inform your 77 Elektronika service representative and your local competent
authority about any serious incidents which may occur when using this
product.

\(mkuu Biological risk

Handle all specimens and used test strips as if they were contaminated infectious
agents. When the assay procedure is completed, dispose of specimens and strips
carefully. Follow the relevant local instructions.

+ Always follow the general working instruction of the laboratories.

+ The test strips do not contain toxic materials
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O3 IEH M, p AHATMTHYECKAA TYBCTBMTENbHOCTD. QyHKUMOHANbHBIE Xs._ uUCTHI
JlasHbic CPaBHCHNA MCTOROB JU1% 703 06Pa3I0B NPE/ICTABMCHHI HILKC:
‘Oxunaensre n Anamurieckas
Tapamerp Eppnons | Viamepsiessiit iuanason
BHaucHMA | 1yBCTBUTENIbHOCTH] [IvamocThieckas
T 1 TMapametp YyscTautensHocTs [ - CriewwdmuHocTs o Pacumperitan On3* [%] nn3* (%]
MkMOnR/n | oTp., 8.5,17, 50, 100 %] ) TouHCTS [%] COMNacoBaHHOCTb [%]
B — Mr/pn | o1p,05,1,3,6 03-07
mr/mn BIL 97 67 73 95 99 41
OTHOC.  OTp., (+), +, ++, +++
i UBG 84 94 92 99 96 77
MKMOTIB/T | HOPM., 35, 70, 140, 200 KET a1 % ) 100 95 82
Mr/mn HOPM,, 2,4, 8,12
UBG WopE b 1- L5 s/ ASC 92 99 98 100 99 92
OTHOC. HOPM., +, ++, +4+, ++++ GLU 96 98 97 98 99 91
| PRO 87 9 92 100 94 87
MMonk/n ¢ 07p.,0.5,15,5, 15 CREA A v na o8 — —
s O O B B 3-10 Mr/n BLD 82 84 83 100 84 82
<
OTHOC. | OTp, (4), +, +4, +++ pH n.a. na n.a. 82 na na
t H NIT 84 93 93 100 98 58
H /| orp,0.2,04,1
i ALB
4 { i | otp. 20,40, 100 m 93 83 90 93 82 94
ASC | mn. 5-15 Mr/pn LEU 85 84 85 100 85 84
i | omnoc. | otp. 4 44, bir ACR 93 83 90 99 84 92
i PCR 56 98 83 84 80 94
Mmonw/n | uopM. 17,2.8,8, 28, 56 *OTpuLaTeNbHOE IPOTHOCTHYECKOE SHAYCHNUE
i Mr/an | HopM, 30, 50, 150, 500, “*ITonOXHUTENLHOE IPOTHOCTHYECKOE SHAYEHUE
i 1000
GLU Hopm. 25- 40 mr/an Togropsemocrs
i OTHOC. | HODM, (+), +, ++, +++, ++++ II p TyTem p HBYX YPOBHG# (HOpMa/bHOTO,
| ] MaTO/IOTMYECKAT0) KOHTPOMLHOTO PACTROPA 20 pas. OTPUIATENHHHIE # MONOKHTCTHHHE
] Guiny 11p: 5 100 % crytracB L1 Beex napaseTpos.
i I ot1p., 0.15,0.3,1,5 BocmpousBogumocts
i .t Bo i (
PRO TP me/un | otp., 15,30, 100, 500 10 - 20 mr/an P P A e L on
| ocnem TIATOIOTHHYECKOTr0) KOKTPONBHOTO PAcTBOpa B Tedenue 20 fHeit. OTpUUATENEHbIE K
H i OTHOC. : OTp., (+), +, ++, +4+ Hble [ p B 100 % cryuaes as Bcex
| svonb/i | 0.9,44,8.8,17.7,26.5 AMETpOS.
CREA H HJL. f L. Tpenynpexnenns:
¢ Mr/on 10, 50, 100, 200, 300 « Jlepxure NOMOCKM BRAIM OT MCTONHMKOB TelIa ¥ TPAMBIX COMHCYHBIX JTyuCH.
Ip/MKn | o1p., 5-10, 50, 300 . He ncnonbayire nosTOpHO Tecr-monockx.
BLD . orp. - + ~ 5 Dp/mKn « XpaHitTe TecT-IOMOCKH B OpUT iy RO MOMeHTa i Tonockx B
i OTHOC. | OTp., +, ++, +++ Kaxgom Pnaxone e cnegyer cMemupars.
plI 5,5.5,6,6.5,7,7.5,8,8.5,9 wa. « [inar€osst 1 MCTONBI MEYCHHUA HE MOTYT GhITh OMPCHCMCHEN TONBKO M3 OfIHOTO PesymbTaTa
+ TeCTa, BMECTO 3TOTO OHM JO/DKHEI OCHOBHIBATBCA Ha BCeX MMEIOMMXCA MeTMLMHCKHX
0,05 -
NIT oTp. OTHOC. | OTP., [IONOK. 9201 AUaTHOsAYX.
i mr/an = Coobmute mpeRcTanuTeNIo CepBMCIIOl 611 77 El ika 1t MecTiBIM
i P P! ek
:oMr/n 10, 30, 80, 150, 500 Opranas 060 BCeX CePhCIHBIX MHUMICHTAX, KOTOPEIC MOTYT NPOM3OATH MpY MCTIONMBb30BAHMM
mALB Hopm. <30 su/n aToro npogykTa.
OTHOC. | HOPA 4, +4, 44, 414+ a¥
G Buonormueckit puck
1 {lefix/mn | otp., 25,75, 500 ) Obpauraiirecs co Bcemy o6p n Tak, Kax ccnp 6ot
LEU i oTp. 10 - 20 Jleitk/Mxn B »
S P————— onu Grum sapaxentl wHekimonHBMI areaTamu, Tlocne sancpmieHus MpoICaYpht anammsa
: TwaTenLIo ¥ #Te 06pasum M nonocku. CMefyiTe COOTBETCTBYIONIMM MECTILIM
i ML o34,35.33.8, 2339 MHCTpYKUMAM.
MmO « Beerga cobnoaitre o6use paGosme uncrpykuuu naboparopmii.
ACR HOPM. | <30, 31-299, 2300 HA, « TeCT-TIONOCKM He COJEpXKAT TOKCHUHBIX MaTepanoB.
TNureparypa:
i | Hopat, 4,4+ (1] Brunzel, Nancy A.: Fundamentals of Urine and Body Fluid Analysis-E-Book.
H | <56.7,>56.7, 2113, 2340 Elsevier Health Sciences, 2016, ISBN: 9780323374798
i | (2] Kouri, Timo, et al.: ,European urinalysis guidelines.” Scandinavian journal
PCR HopM. HA of clinical and laboratory investigation 60.sup231 (2000): 1-96.

<500, >500, 21000, 23000

UTHOC. | HOpM., +

Each laboratory should investigate the transferability of the expected values to
its own patient population and if necessary determine its own reference ranges.

(3] Mundt, Lillian A.: Graff's Textbook of Routine Urinalysis and Body Fluids.
LIPPINCOTT WILLIAMS & WILKINS, 2011 ISBN: 978-1582558752

[4] Roberts, James R. ,Urine dipstick testing: cverything you need to know.”
Emergency Medicine News 296 (2007): 24-27.

[5] Simerville, Jeff A., William C. Maxted, and John J. Pahira. »Urinalysis: a
comprehensive review.” American family physician 71.6 (2005): 1153-1162.

(6] Strasinger, Susan King, and Marjorie Schaub Di Lorenzo.: Urinalysis and
body fluids. FA Davis, 2014.
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