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DIRUI

PykoBOoICTBO M0 HCIOJIHL30BAHUIO PeareHTHbIX Mojocok cepuu DIRUI H
¢upmsbir DIRUI Industrial nis anamusza moun
O0mue nonoxeHust

OT0 PYKOBOJACTBO I/IH(bOpMI/IpyeT 0 METOoJax, IpUHOHUIIaX peaKuHﬁ U BOIIpOCax, Tpe6y}0umx 0co00ro BHHUMAaHHSI pu
HCIIOB30BaHUN peareHTHHIX nojocok DIRUI H.
Pearenrnsie nomocku DIRUI H BBIITYCKAIOTCA IJI1 KAYCCTBEHHOT'O U IMOJYKOJINYCCTBEHHO aHaJIn3a MOYHU U SABJIAIOTCA pEarcHTOM
JUIsL AMATHOCTHKY iN Vitr0. DTH MOJI0CKH MpeaHa3HAYEHbI TOJIBKO TS MPO(ECCHOHATBHOTO UCIIOIB30BAHHM.
PC3yJ'IbTaTI>I Ha IOJIOCKaX MOYXXHO CUHUTBIBATH KaK BU3YaJIbHO, TaK U C IOMOILBIO HpI/I60pa.
Ilepen ucnonp30BaHNEM MOJIOCOK CPABHUTE 3THUKETKY HA KAPTOHHOM yHMaKOBKE C ATUKETKOW Ha JIHe (uiakoHa. Ha HUX TOIKHBI
OBITh yKa3aHBI TAPAMETPHI CIICLI(PUYHBIX TECTOB.
Cnez[yeT BHHUMATEJIbHO NPOYUTATh PYKOBOJACTBO I10JIB30BATE/IA NEPE] NCIIOJIb30BaAaHUEM PEAr€HTHBIX ITOJIOCOK.
B Ta6m/1ue YKa3aHbl THII IIOJIOCOK U OPEALCIIACMBIC KOMITOHCHTEI.

Tun nonocok OmnpenenseMplii KOMIIOHEHT
DIRUI H11 VYpobunuHoren. bunupyoun. Keronsl (ateroykcycHas kuciora). Kposs. benok. HUTpuThI.
Jleiikonutsl. ['moko3a. Y nenpHbli Bec. pH. AckopOuHOBas KHCIOTa
DIRUI H10 VYpobunuHoren. bunupyoun. Keronsl (ateroykcycHas kuciora). Kposs. benok. HUTpuThI.
Jleitkouutsl. 'moko3a. Y nenbHelii Bec. pH
DIRUI H8 VYpobunuHoren. bunmpy6us. Ketons (aneroykcycHas kucnora). Kposs. benok. Hurputsr.
I'moko3a. pH

Coop u noaAroToBKa 0dpasua
CobepuTe CBEXYH0 MOYYy B YHCTYIO M CyXyl0 mocyny. Mody He meHTpudyruposarb. [lepexn mpoBeneHueM TecTa oOpaser
TIIaTeNnsHO Hepemenraiire. TecTupoBaHne MOUHM CleyeT IIPOBECTH B TeUeHHE daca mocie cbopa. Bee obpasipsl HeoOXoaumo
0TOMpATh M XPAaHUTh B CAHUTAPHBIX yCIOBHUSIX.
Ipumeuanue: He wucnonp3yiiTe BOMy B KayeCTBE OTPHIATCIBHOTO KOHTpoJs. He mobaBnsiiTe KOHCEpBAaHTOB, OHH HE
HPEeOTBPATAT paciaza KeTOHOB, OWIMPYOHUHa WM ypoOmiInHOreHa. [Ipn JnTebHOM XpaHEeHHH pe3yNbTaThl TecTa Ha TIIOKO03Y,
pH, HUTPUTHI ¥ KPOBB MOT'YT U3MEHHTHCS B Pe3yJIbTaTe BTOPUYHON OaKTepHalnbHOM KOHTaMHHALUK 00pasia.
MeToanKka BU3yaJILHOT0 CYHTHIBAHHUS pe3y/IbTaTa
1. Ilorpy3ute peareHTHY0 00J1aCTh MOJOCKH B 00pa3el] MOYH Ha 2-3 CeKyHIbI.
2. [IpoBenure peOpPOM MOJIOCKH IO KPAKO cOCyaa, YTOOBI yAaIUTh H30BITOK MOYH.
3. Jlepa HOJIOCKY TOPH30HTAaIbHO, CPAaBHUTE pE3yJIbTAaT TecTa Ha IOJIOCKE C I[BETOBOM AMAarpaMMOH Ha 3THKETKE IEHana.
3anumuTe pe3ynbTat. I MOIyKOIMYEeCTBEHHOTO ONPEAENICHUS Pe3yabTaT PETUCTPUPYIOT COTTAcHO BPEMEHH, YKa3aHHOMY Ha
[[BETOBOU jauarpamme. J[jisi KayecTBEHHOro pe3yibTara IOJIOCKY CIEAyeT aHAJIM3HPOBAaTh B MHTEpBaje OoT 1 10 2 MUH. IIOCie
norpyxenus. Ecmu  pesynbrar OyneT IIOJOXHTENBHBIM, CJIEAYyeT IOBTOPUTH HCCIEJOBAaHHE MOYH JUIS  IOJTYYCHHUS
MOTYKOJIMYECTBEHHOTO Pe3yibTaTa, U CPaBHATH Pe3yJbTaT TeCTa C I[BETOBOW JUAarpaMMOi B yKa3aHHOE Ha JuarpaMme Bpems.
3nHaueHus pH u Genmka MOXKHO perHCTpHpOBaTh B 000K MOMEHT B TedueHHe 60 ceKyH[ mociie morpykeHus. M3MeHenne msera
nocine 2 MAHYT BBIAEPKKH HE IMEET JUarHOCTUYECKOTO 3HAYCHHS.
MeToaMKAa HHCTPYMEHTAJILHOI0 CYUUTBLIBAHMS pe3yJbTaTa
CrenyiiTe yka3aHUSIM, JaHHBIM B COOTBETCTBYIOIIEM ONMCAHIH METOAUKH PAOOTHI aHATM3aTOPA MOYH.
XpaHnenue
ITonocku JOMKHBI XPaHUTHCS B OPUTHHAIBHOM ynmakoBKe. Hukornma He MCMOJB3yHTE MONOCKU C UCTEKIIMM CPOKOM TOIHOCTH.
Kaxxnas mosocka ynotpebinsiercst ogHokpaTHO. He BbIOpachiBaiiTe BIAromorioTHTENb W3 MeHana. He BhIHMMaliTe MoJoCKH U3
TNIeHasIa, eclIi OHHM He MCIOJb3YIoTCs cpady. [locne u3BnedeHus MoJI0COK Ul aHanu3a CleyeT HEMEIJICHHO U IUIOTHO 3aKPbITh
neHain. [lonocku xpaHsaT B cyxoMm Mecte mpu Temmeparype ot +2°C go +30°C. He xpaHuTe MOJOCKH B XOJOIMJIbHUKE U HE
MOJBEepraiTe MX JACHCTBUIO MPSMOTO COJNHEYHOTro cBeTa. He mpukacaiitech k peareHTHoW oOmactu momocku. 3AIIUTA OT
BJIATHU, CBETA W TEIUIA SBJIAETCSA CYIIECTBEHHOM MEPOIl IIPOTMB WM3MEHEHUS PEAKLIMOHHOM
CIIOCOBHOCTHU PEATEHTOB. Pa3pynieHne peareHTOB BBI3BIBaeT 00ECIBEUHBAHHUE WM ITOTEMHEHHE PEareHTHOH 00JacTh
MONOCKH. Ecnmu 3TO HpOMCXOAWT, WIIM €CNM pPe3yNbTaThl TEeCTa BBI3BIBAIOT COMHEHHE WM IPOTHBOPEYAT OXXUAAEMBIM
pe3yabTaTam, cleyeT IPOBEPHTh CPOK TOAHOCTH MOJOCOK 1 YOSTUTHCS B TOM, UTO OH €€ He MPOIIEN, a TAKXKe IPOTECTHPOBATH
MOJIOCKH TIPH TOMOIIM KOHTPOJBHBIX PAaCTBOPOB. Y THIM3ALHIO P00 MOYM M MCIIOJIH30BAaHHBIX PEAreHTHBIX MOJIOCOK CIEAyeT
BBINIOJIHATH B COOTBETCTBUH C IIPAaBUJIAMH, YCTAHOBJIEHHBIMH 3aKOHOAATENECTBOM P® y1st GHOIOrHYECKUX OTXOIOB.
OrpanuyeHue npouexyp
Kak n s Bcex nabOpaTOpHBIX MpOLEAYp, TOYHBIA JWAarHO3 U TepareBTHUECKHE PEKOMEHIAIMU HE JOJDKHBI OCHOBBIBATHCS
TOJBKO HAa OJJHOM Pe3yNIbTaTe MIH METOJE.
IIpuHUUNBI peakuuii

I'noko3a: ®DepMeHT TITIOKO300KCHIa3a KaTaIM3UPyeT OKHCIEHHE TIIOKO3Bl aTMOC(EPHBIM KHCIOPOAOM, HUYTO
MPUBOAUT K 00pPa30BaHUIO TIIIOKYPOHOBOH KHCIIOTHI M Mepekucu Bojgopona. 1o neficTBreM mepokcHaa3bl MEepeKuch BOAOPOAA
BBIICIISICT aKTUBHBIH KHCIOPOA. DTOT KUCIOPOJ] OKUCIISIET HOAU/ KNS, YTO IIPHUBOJUT K N3MEHEHHUIO OKPACKH.

Bumpyonn: B3anmMonelicTBie cBs3aHHOrO OMIMpYyOMHA M COJIM AMXJIOpOEH30/Ia JHMA30HHS B CHIBHOKHUCIION cpene
IPUBOJUT K 00pa30BaHUIO a30KPACHUTEIIS.

Keronbl: Hutpompyccun HaTpus B ILIEJIOYHOIM Cpefe pearupyer ¢ auneTOYKCYCHOM KHCIOTOW ¢ oOpa3oBaHUEM
(hHOIIETOBOI OKPACKH PAacTBOPA.

Vaenbuslii Bec:  Onexkrpoant (M*X) B Moue B (opme coiM peardpyeT ¢ MOJTMMETHIBHHUIOBBIM 3(DHPOM U
ManenHoBoii kucnoroit (-COOH), koTopbIe SBISAIOTCS CIA00KUCIBIMI HOHOOOMEHHHKaMH. B peaknnu oOpasyeTcst BOJOPOIHEIH
noH [H*], koTopslii pearupyer ¢ pH-HHIMKATOPOM U MEHSET €ro OKpPackKy.

KpoBb: Tecrt ocHOBaH Ha CHOCOOHOCTH T'eMOIVIOOMHA KaTaJH3MPOBATh OKUCICHHE OKPAIICHHOTO HWHAMKATOpa
CTaOUIIM3HPOBAHHBIM OPTAHUYECKUM THAPOIIEPOKCUIOM.

pH: Meton ocHoBaH Ha ucnosb3oBaHuu pH-uHIUKATOPOB.
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Benok: Tect ocHOBBIBaeTcs Ha NPHHIMIE «OeNKOBOM OMMOKM HHAWMKaTopa». AHHOH crnenuduueckoro pH-
UHJMKATOpa B3aMMOJEHCTBYET C KATHOHOM OENKOBOM MOJIEKYJIbI, BBI3bIBAs JABHEHITYI0 HOHU3ALUIO HHINKATOPA U H3MEHEHNE

OKpAaCKH.
YpoOounuHoren: YpoOWIMHOTEH NPH B3aUMOICHCTBHU C IHA30HHEM B CHJIBHOKHCIONH cpelne oOpa3yeT pO30BBIC
A30KPACHTEIH.
Hutpursr: Hutputel Moum u apoMaTH4YecKHMd aMUHOCYIb(aHWIAMHI IHA30THPYIOTCS C 00pa3oBaHHEM

JIMa30COCANHCHUS, KOTOPOE pearupyer ¢ TeTparuapooeH3o(h)XxuHonuH-3-(heHoIoM, YTO IPUBOAUT K H3MCHEHHIO OKPACKH.

JlefikouuTsl: MeTon OCHOBaH Ha ()epMEHTAaTUBHON PEaKINH, KaTAIN3UPyeMOH JIEHKOIUTApHOI dcTepas3oif, KoTopas
KaTaIu3UpyeT THAPOIN3 MHPPOTaAMHHOKHICIOTO 3(hHpa ¢ BEICBOOOXKICHHEM 3-THAPOKCH-S-(Genmmmuppona. [Tuppoi pearupyer ¢
JH1a30HUEM, 00pa3ysl MPOIYKThI IypITypHOTO IBETA.

AckopOuHOBasi KHCJI0Ta: ACKOpOMHOBas KHCIOTa COBMECTHO C 1,2-AMIMIOPOKCHANKEHAMU B IIEJIOYHBIX YCIOBHUSX
BOCCTAaHABJIMBACT royiyboi 2,6-muxinopunno-denomnst B 6ecuserrsiii N-(p-denon)-2,6-quxnopo-P-aMuHOPEHOI.

3ameuaHus

Inoko3a: Tecr mpennasHadeH st onpeneneHust D-TIIIOKO3BI M IpakTHUECKH HE pearupyeT Ha JApyrHe caxapa.
AcKopOHMHOBas KHCIIOTa B KOHIeHTpanu# 10 0,28 MMONB/II W/MJN alleTOyKCYCHasi KHCJIOTa B KOHIEHTparmu 1o 1,1 MMos/i He
BIMSIOT Ha TecT. Majoe KOJIMYeCTBO TJIOKO3BI, B HOpPME BEIIEIIEMOE MOYKaMM, OOBIYHO HAXOJHUTCS HIDKE YPOBHS
YyBCTBUTEJILHOCTH PEareHTHOW 00JIACTH TECT-TIOJIOCKH.

Buaupy6oun: B HOopme OnmnupyOHH B MOue HENb3sl BBIIBHTH JakKe€ O4YEHb TYBCTBHTENBHBIMH MeToaamu. Ecmu tect
JaeT TONOXHUTEIbHBIN pe3ynbTaT, TO, KaK IMPaBMIIO, 3TO yKa3blBaeT Ha MAaTOJOTHIO U TpedyeT HanbHEHIIed NpOBEpKH.
JI0>XHOMIONIOKUTETBHBIA Pe3yabTaT MOXKET ObITh MOTYUYEH B IPoOax MOUYH OONBHBIX, IPUHUMAIOIINX JIeKap CTBEHHBIE TIPENaparThl,
KOTOPBIC OKPAIIMBAIOT MOYY B KPacCHBIi LiBeT (Hanpumep, GeHasonupuanua). JI0)KHOOTpULATENbHBIH PE3yIbTaT MOXKET BHI3BATD
BBICOKAs KOHILICHTPAIUS aCKOPOUHOBOM KUCIOTHI (cBbiiIe SO0 MI/i) WM JJTUTEIBHOE XpaHeHUE 00pa3iia MOYH Ha CBETY.

Ketonbr: PearentHas 061acTb HONOCKH pearupyeT ¢ alleTOYKCYCHOM KHCIIOTOH B Moye. PeareHT He B3auMOJelHCTByeT
C alleTOHOM WM B-TUAPOMACISHON KuCIoTOi. OOpa3ubl HOPMAIBHOW MOYM OOBIYHO IAIOT OTPULATENBHBIC Pe3yNbTaThl MIPU
TECTHPOBAaHUH Ha KETOHBI. JIOXKHOIOJIOKHTEIBHBIE PE3yJIbTaThl MOTYT IPOSIBUTHCS IIPH aHAJIM3€ CHIBHO IHIMEHTHPOBAHHOI
MOYH, WIIX MOYH, COAEpKaIIeil 60IbIIoe KOIMIECTBO METab0INTOB Ipenapara «JleBogomay.

YaeabHblii Bec: PearcHTHas monocka MO3BOJISET U3MEPATh yAEHbHBIH Bec oOpasmoB moum ot 1.000 mo 1.030.
Cpennsist omubka MeXIy pe3ynbTaTaMH, MOJYYSHHBIMH IPH TECTUPOBAHHMU IIOJIOCKOH H TIPH OHpeAeNeHHH Ko3(hGHIUeHTa
npenomieHus: coctasisieT Bcero 0.005. UroOwr momydnTh Ooniee TOUHBIN pe3yibTaT, MOKHO n00aBuTh 0.005 K 3HAUEHHAM,
MONy4YeHHBIM B oOpaszmax moun ¢ pH >6.5. Ilpubop mis aHanmm3a MOYM MOXKET aBTOMATHYECKH JeaTh ITU IIONPABKU IIPH
aHanm3e Mojocok. HenoHHbIE KOMIIOHEHTHI B MOYE, TaKHe KakK IJIF0K03a WM PEeHTTeHOKOHTPACTHBIC BEIIECTBA, HE BIHSAIOT Ha
pe3ynpTaT TecTa. 3aHIKEHHE Pe3yJbTaTOB TECTa MOXKET HAaONIOJAaThCs B IIEJNOYHOM MM CHIBHO 3a0ydepeHHOi Moue.
3aBBIICHHBIE PE3yIbTaThl MOTYT OBITH ITOJIYYEHEI B IPUCYTCTBHN YMEPEHHOT0 KosmyecTBa Oenka (1.75 1/m).

KpoBb: VY manmeHTOB MOXET HaOIIOJAaThCA «CIEAOBas» peakius. B KakIoM HMHAWBHIYaIbHOM Ciydae TpeOyercs

KIIMHUYECKOE 3aKiroucHue. [1osBIeHe 3eNeHbIX IATEH (Leble SPUTPOIMTHI) MM 3€IEHOT0 [[BeTa (TeMOTrJI00MH/MIOTIO0NH) Ha
peareHTHOH YacTH MOJOCKH B TedeHHe 60 CeKyHI yKa3plBaeT Ha HEOOXOOMMOCTh NAbHEHIICH THarHOCTUYECKOW HMPOBEPKH.
KpoBp uacto oOHapyxkuBaeTcs B MOYe MEHCTPYHPYIOIIMX JKCHIIMH. 3HaueHHE reMorioOmHa B mHTepBane 150 - 620 Mxr/a
HIpUONU3UTEIFHO COOTBETCTBYET KOMMIECTBY 5-15 KICTOK/MKII IETBIX SPUTPOLUTOB.
PearenTHas momnocka 4pe3BbYaliHO YyBCTBHTENBbHA K I€MOIVIOOMHY W MOXET OBITh HCIIONB30BaHA B KAueCTBE JOIMOJHEHUS K
MHKPOCKOIIMYECKOMY HCCleJoBaHUI0. [l0NOCKM B OJMHAKOBOW CTENEHM YYBCTBHTENIBHBI KaK K TeMOITIOOMHY, Tak U K
MuorIoOnHy. [lOHWIKEHHas peakiysi 30HbI Ha KPOBb MOXKET HaONIOAAThCs B MOYe C OONBIIMM 3HAYeHHEM YJeJIbHOTro Beca.
3aBBIICHUE PE3YJIBTATOB MM JIO)KHOIOJIOKHTEIbHBIE PEAaKIMU HaOJMIONAIOTCS NP WHQEKIUSIX MOYEBBIBOASAIINX MyTei
(MHKpOOHas TIepoKcHIa3a); B MPUCYTCTBUU aCKOPOWHOBOW KHUCIOTHI B KOHIIEHTPANWH BhImIe 5,0 MMOJB/T U OCTATKOB CHIIBHBIX
OKHCIISFOIIUX CPEJICTB, TAKUX KaK THIIOXJIOPHUT, HA CTEHKaX MOCY/IBL.

pH: OGnacte ompenenennss pH o0brdHO HaxomuTcs B nuamazoHe 5.0-8.5 mpum BusyamsHOM U 5.0-9.0 mpm
MHCTPYMEHTAIEHOM TECTHPOBAHHH.

Benok: PearentHast o6nacth Mojocku Gojiee YyBCTBHUTENbHA K albOYMUHY, YeM K TII00Y/INHAM, FeMOTTIO0nHY, OenKy
benc-/xoHca u MykompoTenHy. [109TOMy OTpHIATENbHBIN pe3ylbTaT TecTa HEe O3HA4aeT, YTO BhIIICHAa3BaHHBIC OCIKH
oTcyTcTBYIOT B Moue. OObIYHO OeloK He OOHApy)KMBaeTcsi B MOYE C MOMOIIBIO CTaHIAPTHBIX METOJOB, XOTs HeOoJblIoe
KOJIMYECTBO Oeylka B HOpPME BBIIEISIETCS MOYKaMH. Pe3ynbTaT cuMTaeTcsl MOJIOKHUTEIBHBIM, KOT/Ia IIBET MOJOCKH TeMHee, YeM
MeTKa Ha guarpamme. JIOXKHOIOJOXHUTENbHBIE PEe3yIbTaThl MOTYT OBITH IIOJMYYeHBl B CHIBHO 3a0y()epeHHBIX IIEeTOYHBIX
obpasmax Moun. OOpasmbl MOYH, 3aTrpA3HEHHBIE COCANHEHHSMH UYETBEPTHYHOTO aMMOHHS M OYHCTHUTEISIMH, COAEPIKAIINMHU
XJIOPTEKCHJIMH, TAKKe MOTYT ITOKa3aTh JIOXKHOIIOJIOXKUTENbHbIE Pe3yIIbTATHI.

Ypooununoren: PeareHTHbIE TIOJOCKH MOTYT OOHAPYKUTh YPOOMIMHOTEH B MOYE B KOHICHTPAIMAX 110 3 UMOJB/I
(npubnuzntensHo 0.2 enununbl Dpiuxa/mnn). Konnentpanust 33 umomnb/a sBISETCS KPUTHYECKHM 3HaYeHHEM (aMEpHUKaHCKUH
CTaHIapT), OTpakas IepexoJ OT HOPMAJIBHOTO COCTOSIHMS K IaTOJOTHH, YTO TpeOyeT  JaJIbHEHIIero HCCIeJOBaHUs.
OTpHLaTenbHBIE XKe Pe3yJIbTaThl He SBISIOTCS OKOHYATEIbHBIMH JUIS 3aKII0YEHHsT 00 OTCYTCTBUH yPOOWIMHOTEHA B MOYE.

Hutputei: I'paMorpunatensHbie GakTepud B MOYE MPEBPALIAOT HUTPATHl, B HOPME BBIACISACMBIMH MOYKAMH, B
HUTPUTHL. PeareHTHast moylocka M30MpaTeNbHO YyBCTBUTENBHA K HUTPUTAM M HE pearupyeT ¢ JPYTHMH BEIIECTBAMH B MOYe.
Po3oBble maTHA MM Kpast Ha MOJIOCKE HE CIIeAyeT PaccMaTpHBaTh Kak IOJOXKHTENBHBIA Pe3yibTaT, HO Pa3BUTHE OJHOPOJHOM
PO30BO¥ OKpacKH JII0OOH CTENEeHH HHTEHCHBHOCTH JODKHO OBITH 3aCUHTAHO B Ka4eCTBE ITOJIOXKUTEIBHOTO pe3ynbrara. CTeneHb
Pa3BHUTHS OKPACKH W YHCIO OaKTepHil He HAXOMATCS B MPSIMOH 3aBUCHMOCTH. OTpUIATENBHEBIH pe3yabTaT He 03Ha9aeT TOTo, ITO
OaxTepuu OTCYTCTBYIOT. JIOXKHOOTpHLATEIbHBIH Pe3yJbTaT MOXKET OBITh B CIHEAYIOIMX ciaydasx: (1) ecnum moda He COIEpIKUT
MHKPOOPIaHU3MOB, MPEBPAILAIOIINX HUTPAThl B HUTPHUTHL, (2) ecau Moda He 3aJep>KUBAETCSI B MOYEBOM ITy3bIPE 1OCTATOYHO
nonro (Oojiee YeThIpeX 4acoB), HEOOXOAMMBIX ISl MpPEBpAlICHHs HHUTpaTa B HUTPUT, (3) €CIM HUTPAThl OTCYTCTBYIOT B
OpOAYKTax ITUTaHUA. Bricokuii y}le)’lebIﬁ BEC MOYM TaKXE€ MOXET IMOHU3UTL YYBCTBUTCIBHOCTH TECTaA. Coaep)KaHMe
acCKOpOMHOBOI KUCTIOTHI B MOU€E B KOHIICHTPAIINN MeHee 2.8 MMOJB/I He BIMSET HA Pe3yJbTaT TeCTa.

Jleifikonutnr: TecroBast 00JIaCTh MOJIOCKH pearupyer C 3CTepa3oil rpaHyaoruToB. OOpasisl HOPMaIbHOW MOYH
OOBIYHO JAIOT OTPHUIATENBHBIA PEe3yNIbTaT, a MOJOKUTENIbHBIE Pe3yabTaThl (OJHH WIH Oolee +) UMEIOT KIMHUIECKOe 3HAUCHHE.
WuanuBnayansHo HaOIfoaeMble CIEIOBBIE PE3YIbTAaThl MOTYT HMETh HESICHOE KIMHUIECKOe 3HaYEHHE, OMHAKO TIOBTOPSIONIHECS
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CJICIIOBBIC PE3yJbTaThl YKa3bIBAIOT Ha IATOJNOTHIO. [10JOKUTENbHBIE Pe3yNbTaThl Y XKEHIIUH MOTYT OBITh CIlydailHBIMH H3-3a
3arpsi3HeHUs1 oOpasia BhIACICHUAMH M3 Biaranuiua. [[OBbIICHHbIE KOHLEHTpAlMu rioko3sl (160 MMOb/T) WM BBICOKHUIt
YIENbHBIN BeC MOT'YT OBITh IPUYMHOM 3aHMKEHHBIX PE3yJIbTaTOB TECTA.

AckopOuHoBasi kucjoTa: [Ipy MOMOIIM MOJIOCKH MOXXHO OOHApyXHTh aCKOPOMHOBYIO KHCIIOTY B Moue. bmaromaps
OIIPEICTICHUIO €€ YPOBHSI, MOXKHO TOYHO Y3HATh yPOBEHb aCKOPOMHOBOW KHCIOTHI B OPraHU3ME M OLICHUTh CTENCHb €€ BIMSAHUSA
Ha OMpEeJeICHUE YPOBHEH TIUIFOKO3bI, OMIMpyOHHa, KpOBH M HUTpaToB. Hannume okucnureneil B oOpasmax Moun (TakuxX Kak
HepMaHraHaT KaJis WM THITOXJIOPHT) IIOHMKAET TyBCTBUTEILHOCTh TECTA.

YyBcTBUTEJIbHOCTH M TECTOBBIN IHANA30H peareHTHHIX noJjocok cepun DIRUI H

Jwnanazon Jwnanazon
Kommnonent UyBCTBUTENLHOCTh
HHCTPYMEHTAIFHOT'O TECTa BH3yaJIbHOTO TECTa

I'moko3a  (MMOJIB/JT) Jo2.8-55 Otp. - 55
Benox (r/m) J00.15-0.3 Otp. - 3.0 OTp. - 20.0
KeTtoHbl (MMOJIB/1T) J005-10 Otp.-7.8 OTp. - 16.0
KpoBb (x11/MK1T) Jo5-15 Otp.- 200
Bunupy6us (UMoJIb/m) Jo3.3-86 Otp.- 100
Hurtputsl (UMOITB/IT) Jo 13 - 22 Ortp.- [onox.
JleiikouuTsl (ki/pun) Jo5-15 Otp.- 500
YpoOunuHOreH (UMOIIB/1) Jo03.3-16 33-131
AckopbuH. K-Ta  (MMOJIB/TT) J00.3-0.6 0-5.0
pH - 5.0-9.0 50-85
V nenpHbIN BEC - 1.005 - 1.030 1.000 - 1.030

Crnenundpuyeckue 0CO0EHHOCTH TeCTa
Crnenudunueckne ocoOEHHOCTH TecTa 0a3UpYIOTCs HA JaHHBIX KIMHUYECKUX M aHAINTHUSCKUX HCCIIeNOBaHUi. B KiMHHYecKknx
o0pasnax 4YyBCTBHUTEIBHOCTH TECTa 3aBHCHT OT HECKOJBKHX (DaKTOPOB: HM3MEHYMBOCTH ILIBETOBOCIIPUSTHS, HAJIWYUS WIN
OTCYTCTBHSI MHTHOMTOPHBEIX (haKTOPOB, OOBIYHO OOHApYKMBaeMBIX B MO4e, yIeJIbHOTro Beca, pH M ycioBuil ocBemleHUs mpu
BU3YaJIbHOM CUMTBIBAaHUHM pe3yibTaTa. Kaabplil OKpalIeHHBIH OJOK MM MHCTPYMEHTalbHbIC JaHHBIC INPECTABIAIOT COOOM
Iuana3oH 3HaueHHi. M3-3a ocoOeHHOCTEH 00pasia U pa3sHOTO IBETOBOCHPUATHA, 00pa3Ibl ¢ KOHIEHTPAel aHAIU3UPYEeMOTO
COCJIMHEHHSI, MOMAJAM0IINe MKy HOMHHAIBHBIMH YPOBHSIMH, MOTYT HHTEPIIPETUPOBATHCS KAaK Pe3ysbTaThl 0oJee BBHICOKOTO
wiM GoJiee HU3KOTO YpOBHs. Pe3ynbTarThl BBIIIE BTOPOrO YPOBHS B TECTaX Ha OEJIOK, INIIOKO3Y, KETOHBI U YPOOWIMHOTEH, KaK
NPaBHIO, COBIANAIOT C HCTHHHOH KOHIEHTpamuedl. TOYHOro COOTBETCTBUSI MEXKAY BU3yaIbHBIMH M HHCTPYMEHTAIBEHBIMU
pe3yabTaTaMH JAOCTHYb HEBO3MOXKHO H3-33 PassIMYMid MEXIYy BOCIPUSTHEM YEIOBEYECKOTO IJa3a M ONTHYECKOH CHCTEMOM
AQHAINTHYECKUX IPUOOPOB.
CocTaB peareHTHbBIX 30H (pacyeT Ha MOMCHT HaHECCHHUS)

Benok: 0.1% (8/B) TerpabpomdeHnononsrit cunuii; 97.4% (B/B) 6ydep; 2.5% (B/B) Hepearupyromume HHrPETUCHTEL.

KpoBb: 26.0% (8/B) qumsonponmiabenson guruapomnepokcun; 1.5% (8/B) terpamermnbensuaus; 35.3% (B/B) Oydep;
37.2% (B/B) HepearupyroInue HHIPEIHEHTHI.

Tmoko3a: 1.7% (B/B) rmoko3o0kcuaasa (MukpobHas, 123 E); 0.2% (8/B) mepokcumasa (u3 xpena, 203 ME.); 0.1%
(8/B) moaun kanust; 71.8% (B/B) Oydep; 26.2% (B/B) Hepearupyronye HHrpeaueHTHL.

Keronsnr: 5.7% (8/B) HuTponpyccun Hatpus; 29.9% (B/B) Hepearupyroue nHrpeaueHTsl; 64.4% (8/B) 0ydep.

Jleiikonutnr: 4.3% (B/B) MUPPONTaMHHOKHCIOTHBIH 3dup; 0.4% (B/B) conb nuasonus; 92.6% (B/B) 6ydep; 2.7% (8/B)
Hepearupyole HHrPeJUEHTHI.

Hutpursr:  1.3% (8/B) p-apcanmno -N-(1-HadTon)-stunennuamun; 0.9% (B/B) TerparuapoxuHonus; 89.6% (B/B)
oydep; 8.2% (B/B) Hepearnpyromye HHrPEeAUCHTEL.

Ynenabnbnii Bec: 4.8% (B/B) 6pomriMonoBeli cuHmit; 90.2% (B/B) MOMH(METHIBHHHIOBBIH 3()Mp KOMaJeHHOBBIH
arruapun); 5.0% (B/B) THIPOKCHI HATPHS.

pH: 3.3% (B/B) OpoMkpe3onoBblit 3eneHblit; 55.0% (B/B) OpomrtumMonoBblid cunuii; 41.7% (B/B) Hepearupyroriue

WHIPEUEHTBIL.

Bumpyoun: 0.6% (8/B) 2,4-muxnopOeH3zamuHa qua3oHus coiib; 57.3% (B/B) Oydep; 42.1% (B/B) Hepearupyroriue
WHIPEUEHTBIL.

Ypooununoren: 0.2% (B/B) conp mpouHoro roixyboro B (Fast Blue B); 98.0% (8/B) Gydep; 1.8% (8/B)

HepearupyroIe HHrPeJHEHTHI.
AckopOuHOBasi KHCJI0TA:
HepearupyroIe HHrPeJHEHTHI.

0.8% (B/B) tuapar 2,6-muxnopuHnodpenonsta; 40.7% (B/B) Oydep; 58.5% (B/B)

DiRkcUI
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HNHCcTpyKIUs 0 NPUMEHEHUI0 MOJI0COK INATHOCTHYECKUX JIJIsl AHAJIN3a MOYH
aJas anaau3atopa H-800
(Dirui Industrial Co., Ltd.)

Beenenune

B MHCTPYKLMH OIMCBHIBAIOTCS METOJbI, IPUHIMIIEI PEaKUUil ¥ Ba)KHbIC 3aMEYaHMsS IT0 VMICIOJHb30BAHUIO AMATHOCTHYECKUX IOJOCOK JUIS
aHanu3a Mo Jis ananuzaropa H-800.

JlnarHocTu4ecKkue MoJOCKHU Ul aHajauM3a Movu Juisi aHanuszatopa H-800 mcnonb3yiores juis BbIABIEHHS 3a00JIeBaHMII MoYek, quabdera u
CBSI3aHHBIX C HUM HOBPEXKJCHUH MOYEK, Cephe3HbIX HHPEKINH, HapyIIeHNiT pabOTHI IEUYEHH U HKETYHOTO ITy3bIPS.

OrmpenieneHre  ypoBHS MHKPOATEOYMIHA HMMEeT OONBIIYI0 3HAYMMOCTH IS MOCTPAHCIUIAHTALMOHHOTO MOHHTOPHHTA IOCIE MEPEecajku MOUeK,
JuddepeHmanyl IIOMEpPYJISPHBIX U KaHAJIBLEBBIX IOBPEKICHUH NOYEK M CBA3aHHBIX ¢ JUabeToM MOBpexaeHWil nouek. KomuuecTBo
9KCKPETUPYEMOro anb0yMHHA OTpaXkaeT CTENeHb M3MEHEHMs TJIOMEPYJISIPHOIM MPOHMIAEMOCTH, B KIMHUKE TECT Ha MHKPOAIbOYMHHYPHIO
HCTIONB3YETCs KaK HHIUKATOP MOBPEXKICHNS KITyOOUKOB.

Crenuduyeckue IMarHOCTUYECKUE TOJOCKH Julsi aHainu3atopa H-800 obecrieunBaroT Ka4eCTBEHHbBIE U MOMYKOJIHYECTBCHHBIC PE3YJIbTAThl U
HpeIHA3HAYCHBI TOJIBKO U MPO(ECCHOHAIBHOTO UCIIONB30BaHHU iN Vitro.

Pe3ynbTaThl MOTYT CUHMTHIBATBCS KaK BH3YaJIbHO, TaK M HHCTpyMEHTaubHO. I monmydeHus Oojee IDOCTOBEPHBIX pE3yJbTaToOB Hepen
HCIIONIB30BAHHUEM TI0JIOCOK HEOOXOAUMO BHUMATEIIBHO O3HAKOMHUTBCS C JIAHHON MHCTPYKLHUEH.

B npeiaraemoii Tabiuie ykasaHbl THIIBI TIpeyIaraeMbIx Uit aHanmu3aropa Mour H-800 muarHOCTHYECKHX MOJIOCOK M TECTHPYEMBIX apaMeTPOB.

TTonocku Tectupyembie apameTpbl
H10-800 Vpobumunoren, bunupyoun, Kerousr (Aneroykcycrast kuciora), Kposs, Benok, Hurputst, Jleiikormrst, ['moko3a,
Y nenbHbii Bec, PH.
H11-800 Vpobununoren, bunupyoun, Kerowsr (Anieroykcycrast kuciiora), Kposb, benok, Hurputst, Jeiikormrsl, [oko3sa,
Y nenpHbIi Bec, PH, AckopOHHOBAsI KHCIIOTA.
Vpobunmnoren, bunupy6un, Keronst (AueroykeycHast kucnora), Kposs, benok, Hutputst, Jletikormrsl, ['roko3a,
H11-800MA N
Y nenbHbId Bec, PH, MUKpoans0yMuH.
Vpobumnoren, bunupyoun, Kerowsr (Anieroykcycrast kuciora), Kposs, Benok, Hurputst, Jlefikormrst, [moko3sa,
H12-800MA N
Y nenpHbIH Bec, PH, AckopOrHOBast KHCII0Ta, MUKPOATb0yMUH.

Coop 1 noAroToBKa 0dpasua

Cobepure CBeXYIO MOUy B CyXYIO YHCTYIO eMKocTb. He nentpudyruposars obpasew. I[lepen TectupoBaHneM TIIATENBHO NepeMeltiaiite oopasetl.
Moua momkHa OBITH NMPOAHATM3UPOBaHA B TeueHHE 2 YacoB mociie coopa. COOp M XpaHeHHe o0pasla JOKHO TMPOBOIUTHECS C COONIOICHIEM
CaHUTAPHBIX HOPM.

ITpumeuanue: Herb3s NCIONBb30BaTh BO/y B Ka4eCTBE OTPULIATENIEHOIO KOHTPOIIs. KOHCepBaHTbI He MPEIOTBPALAIOT pacia ] KeTOHOB, OnimpyouHa
W ypoOmmHoreHa. Poct Gakrepuii mpy JUTMTEIBHOM XPaHSHHN MOYH MOXKET IPHUBOAUTD K JIOKHBIM pe3yJbTaTaM MU TECTUPOBAHUH Ha ITIOKO3Y,
pH, HUTPUTHI U KPOBB.

TexHnKa BH3yaTbHOT0 CYNTHIBAHMS

1. locranbTe U3 TyOBI IIOJIOCKY ¥ HEMEJICHHO 3aKPOHTE €€ BHOBB.

2. [lomHOCTBIO TIOTPY3UTE PearcHTHRIE 00IACTH MOIOCKH B 00pa3ell MOYHM U OBICTPO IOCTAHBTE €.

3. TIposeayTe peOPOM HONOCKH MO KPato eMKOCTH JUIsl YAaJIeHUs H30BITKA MOYH.

4. Jlepra 10JI0CKy TOPHU30HTAJIBHO, CPABHUTE PE3yJIbTAaThl C IIBETOBOI AHarpaMMOl Ha STUKETKE TyObl. 3alMIINTe OMyYeHHBIH pe3yapTaT. Js
TIOJTy4YEHHs TTOJIyKOJIMYECTBEHHOTO pe3yJibTaTa ero Hajlo CUMTHIBATh B YKa3aHHOE Ha Auarpamme Bpems. Pesyibratbl PH u Genka MOryT OBITH
cuuTaHbl B J100oe Bpems B mpenenax 60 cekyHA mocnie norpyeHus 30H B oOpaser; Mouu. [l KaueCTBEHHBIX PE3YJIbTAaTOB MOJOCKY CIeLyeT
cuuTaTh B TeueHwe 1-2 MMHYT mociie morpyxeHus. Ecnm HaOmomaeTcsl MONOXKHMTENBHBIA pe3ysibTaT, HOBTOPHUTE TECTUPOBAHHE M CUMTaiTe
pe3yJIbTaT TOYHO B yKa3aHHOE Ha IarpamMmme Bpemsi. I3MeHeHue 1BeTa 1ocie 2 MUHYT BBIICPKKH HE UMEET MarHOCTHYECKOM 3HAYNMOCTH.
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Texnuka HHCTPYMEHTAJIBHOI'0 CYUTHIBAHUS
Cnez[y HTe YKa3aHusM, JaHHBIM B PYKOBOACTBE IJIS [10JIb30BATEIIA.

XpaHeHue

Tlonocku JOIDKHBI XpaHUTHCS B OPUTMHANIBHOM yrnakoBke. He ucnonb3yiite nojgocku rnociie OKOH4aHusl Cpoka xpaHeHus. Kaxnas nonocka Moxer
HCIIOJIB30BaTECS TONBKO OJHOKpaTHO. He BhIOpachIBaiiTe BIAaromoriaoTHTeNb U3 yHakoBKU. I10OCKH crefyeT MCIOoIb30BaTh HEMEMICHHO HOCIe
u3BnedeHns u3 TyObl. [locie M3BneueHus MOMOCKM HEMEMIEHHO TIIATENBHO 3aKkpoite TyOy. [1010CKy MOMKHBI XPaHUTHCS B CYyXOM MeECTe IpU
temneparype 2°C ~ 30°C. He XpaHuTE MOJOCKU B XOJOMMIBHUKE M 00EperaiTe oT BO3IEHCTBUS NPAMOrO COJHEYHOro ceeTa. He mpukacaiitech K
peareHTHBIM 00JIaCTSM IOJIOCOK. 3allliTa OT BJarH, CBETa U HarpeBa 0COOEHHO BayKHA JUISL COXPAHEHUS PEaKTUBHOCTH IOJIOCOK. [ToBpekneHue
peareHTHBIX 00JIacTel MOXKET PUBOUTD K 00SCIIBEUMBAHHUIO HITH IOTEMHEHHIO paboUeii 30HbI MOIOCKH. ECH 3T0 Mpon301LLII0, WK Pe3yIbTaThl
TecTa BbI3bIBAIOT COMHEHME, WIM OHU HE COIVIACYIOTCS C KIMHUYECKOH KapTHHOM, NPOBEPhTE CPOK XPAHEHMS IOJIOCOK U IPOBEAUTE
TECTUPOBAHUE KOHTPOIBHBIMU PACTBOPAMH. Y THJIU3ALMS HCIOIb30BAHHBIX MOJIOCOK JOIDKHA IPOBOJUTHCSA COMIACHO HaluoHanbHBIM IpaBHiIaM
perysuu paboThl ¢ OMOJIOTHYECKIM MaTepUAIOM.
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OrpaHu4eHus: NpoueIypbl
Tak ke, kak ¥ mpu pabore ¢ APYrHMH Ja0OPAaTOPHBIMH METOIAMH, IHATHOCTHKA M TEPAICBTUYECKOE 3aKIOUCHHE HE JOJDKHO
6a3upOBaTHCS TOJBKO HA PE3yJIbTaTaX OAHOTO aHAJIM3a WM METOJA.

IIpuHumun peakuuii

I'moko3a:  ®depMeHT IIIOKO300KCHa3a KaTAIN3UPYET OKUCICHUE TIIFOKO3bI, YTO IIPUBOJUT K 00Pa30BAHHIO IIIFOKYPOHOBOH KHCIIOTHI U
nepekucu Bopopoza. Ilox meiicTBueM mepokcHaassl MEPEKHCh BOJOPOAA BBIAEISACT aKTUBHBIA KHCIOPOXA. DTOT KHCIOPOJ OKHCISET
TeTpaMeTHIIOEH3UANH, YTO IPUBOIUT K U3MEHEHHIO OKPACKH.

Buanpyoun: BsaumopelictBue cBs3aHHOTO OmimpyOMHAa M COMHM JUXJIOpOEH307a AWA30HUS B CHIBHOKHCIOH cpele HPHBOAWUT K
00pa30BaHUIO a30KPACUTEILS.

Keronbl: Hurpomnpyccun HaTpus B LIETOYHOU cpefie pearupyeT ¢ aleTOyKCYCHOM KHUCIOTOH ¢ oOpazoBaHHEM (HOJIETOBOW OKpacKu
pacTBopa.

Vaenbuplii Bec: Dnexrponut (M*X") B Moue B opMe coNM pearupyer ¢ MOJTUMETHIBHHIIOBEIM 5(GHPOM U MaJeMHOBOH KHCIOTOH
(-COOH), koTopble ABJMIOTCS CAGOKUCIBLIME HOHHOOOMEHHUKaMuU. B peakiuu o6pasyetcs Bogopoansii non [H'], kotopsiii pearupyer ¢
pH-uHIUKATOPOM M MEHSET €T0 OKPACKY.

KpoBb: Tect ocHOBaH Ha CIIOCOOHOCTH TeMOTNIOOMHA KaTaIH3HPOBATh OKHCICHUE OKPAIMIEHHOTO WHAMKATOpa CTAOMIM3MPOBAHHBIM
OpPTraHMYECKHM TUAPONEPOKCUIOM.

pH: Merox ocHOBaH Ha HCHOIB30BaHUU PH-MHINKATOPOB.

Benok: Tect oCHOBBIBaeTcs Ha TPUHIOHIE «OCIKOBOH OMMOKM WHAMKATOpa». AHHOH cnemuduueckoro pH-uHAMKaTopa
B3aMMO/JICHCTBYET C KATHOHOM OCIIKOBOH MOJIEKYJIbI, BBI3bIBAs JAJIbHEHIYI0 HOHU3ALUIO HHIMKATOPA U U3MEHEHUE OKPACKH.

YpooununoreHn: YpoOUIMHOTEH NPU B3aUMOJICHCTBHH C JHA30HHUEM B CHIIBHOKHUCIIOHN cpesie 00pa3yeT po30BbIe a30KpaCUTEIH.

Hutpursl: HuTpursl MOYM M apOMaTHUECKHI aMUHOCYIbGAaHUIAMU AUA30TUPYIOTCA € 0Opa3oBaHMEM [UA30COCAMHEHHS, KOTOPOEe
pearupyer ¢ rerparuapo6enso(h)xuHonun-3-PpeHoIoM, YTO MPUBOJUT K H3MEHEHHUIO OKPACKH.

JleiikouuTsl: MeTox ocHOBaH Ha ()EPMEHTATHBHOIN peakUWH, KaTaIW3UPYeMOU JEHKOLMTApHOW 3CTepaszoil, KOTopas KaTalH3HpyeT
THIPOJIN3 MHUPPOIAMUHOKHCIIOrO 3(GHpa ¢ BEICBOOOXKACHHEM 3-THIPOKCH-5-henunnuppona. ITuppon pearupyer ¢ anazoHueM, o0pasys
MPOJYKTEHI IIypIlypHOrO LIBETA.

Muxkpoansoymun TecT OCHOBBIBaeTCS Ha IPUHIMIE «OENKOBOW OMIMOKH» CyIb(GOH(TAIEHNHOBOIO KPacUTENss, KOTOPBIH HMeeT
BBICOKYIO YyBCTBUTEIHFHOCTh K MUKPOAIbOYMUHY .

AckopOnHOBasi KHCJI0Ta: ACKOPOMHOBAsI KHCJIOTa COBMECTHO € 1,2-IMTHIpPOKCHANKEHAMH B INEJIOYHBIX YCIOBHUSIX BOCCTaHABIIMBAET
roxy6oii 2,6-nuxnopunno-denomnsrt B 6ecusetusiit N-(p-denon)-2,6-guxmopo-P-amunodenos.

3ameuanus

Benok u mMukpoanb6ymuu: TecroBas o0nacTh MHKPOATbOYMHHAa MOXET TOYHO M C BBICOKOH YYyBCTBUTEIBHOCTBIO OIPEIENATH
anpOymuH. Pesynprar 15 Mr/an yka3piBaeT Ha KIMHHYECKYI0 anbOymuHypuio. Ha pe3ynpTaTsl TecTa HE BIHSET MPUCYTCTBHE APYTHX
OCIIKOB B KOHIICHTPALIMU KaK MUHUMYM B 9 pa3 BhIIIIEC MX HOPMAIHHOTO YPOBHS SKCKPEI[HH.

TecroBas obnacte Oenka HecrmenU(UYHA K KAKOMY-TO OIPEIEICHHOMY O€Ky, MPHCYTCTBHE JIOOBIX OCIKOB MPUBOAUT K Pa3BUTHIO
peakuunu. TecT MeHee 4yBCTBUTEJICH K MyKOIIPOTEHHAM U TII00yITHHAM, KOTOPBIE OOBIYHO OMPEAEISIFOTCS pu ypoBHe 0T 60 Mr/u u Beime.
BusyalibHO pa3jinuuMoe IPUCYTCTBHE KPOBU B Move (>5 Mr/mi) MOXeT IMPUBOAUTH K JIOXKHBIM TIOJIOKHUTEILHBIM PE3YIIbTaTaM.

I'moko3a: Tect npegHasHa4yeH Ul ONpeJeIeH s TII0KO3bl U NPAaKTHYECKH He pearupyer Ha Apyrue caxapa. ['J1loko3a B KOHLIEHTpaLUH
2,2 Mmmoub/i B pasBefieHHON Moue, cozepkaineit 0,28 MMouib/il aCKOPOMHOBOM KHUCIIOTHI HPUBOAUT K M3MEHEHUIO OKPACKH, KOTOPYIO
MOXXHO HHTEPIPETHPOBATh KaK IOJIOKHUTENbHBIN pe3ynpraT. AcKopOuWHOBas kuciota B KoHuenrpauuu 10 0,28 mmons/n u/umu
ALETOYKCYCHAsl KMCIOTa B KOHIEHTpauuu 10 1,0 MMOMB/1 HE BIUSAIOT Ha TECT. Majioe KOJMYECTBO IVIIOKO3bI, B HOPME BBIAGISEMOC
MOYKaMHU, OOBIYHO HAXOAUTCS HIDKE YPOBHS UyBCTBUTEIBHOCTH PEareHTHON 00J1aCTH TECT-TIOIOCKH.

Bumnpy6un: B HOpMe OninnpyOHH B MOYe HEllb3sl BEISIBUTH JJa)Ke OU€Hb YyBCTBUTEIBHBIMH MEeTOAaMuU. ECIii TeCT 1aeT MOoJI0KUTENbHBIN
pe3yibTaT, TO, KaKk MPaBMIIO, 9TO YKA3bIBAaeT Ha NMATOJIOTHIO U TpeOyeT fanbHeHIIell IpoBepKy. JIOKHOIIOIOKUTEIBHBII pe3yIbTaT MOXKET
OBbITh MONy4YeH B Mpobax MOYM OOJBHBIX, MPUHUMAIOIINX JICKAPCTBECHHBIC Mperapathl, KOTOPbIE OKPALIMBAIOT MOYY B KPAaCHBIH LBET
(manpumep, benazonupuanHa). JIOKHBIH OTPHLATEIBHBINA PE3YJIbTAT MOXKET BBI3BATH BBICOKAs KOHIICHTPAIUS aCKOPOHHOBOW KHCIIOTBI
(cBbie 500 Mr/i) WM AJIUTEIBHOE XpaHEHHE 00pa3iia MOYH Ha CBETY.

Ketonsnl: PearenTHas 00J1acTh IOJOCKH pearupyer ¢ aeTOyKCyCHOM KHMCJIOTOH B Moue. PeareHT He B3aUMO/EHCTBYET C alleTOHOM MU
B-ruapomacnsaHo# kucHoTOH. OOpa3mbl HOPMAIBHOH MOYH OOBIYHO AAIOT OTPHLATEIbHBIC PE3YNbTAaThl MIPH TECTUPOBAHUH HAa KETOHBHI.
JloKHBIE TIONIOKUTENbHBIE PE3YJIbTATHl MOTYT HPOSBUTHCS IPU AHANM3€ CHIBHO NMUTMEHTUPOBAHHONW MOYHM, MM MOYH, COAEp}KalIeH
60JIbIIIOE KOJIMYECTBO METAOOIUTOB Ipenapata «Jlesogona».

YnaeanHblii Bec: JlmarHoctTHuecKas IMOJIOCKa MO3BOJIIET U3MEPSTh yAenbHbIN Bec 00pa3noB moun oT 1,000 no 1,030. Cpenuss ommodka
MEXJy pe3yJbTaTaMH, IOy YCHHBIMH IIPU TECTHPOBAHUH ITOJIOCKOI U IIPH OnpeieeHuH K03 UIHCHTA IPETOMIICHH ST, COCTABIISET BCETO
0,005. YtoOrr moyunts Oosiee TOYHBINH pe3ynbTaT, MOKHO N00aBuTh 0,005 k 3HadeHUsIM, MOJTYYEHHBIM B oOpasumax mouu ¢ pH>6,5.
IMpuGop 1St aHATKM3a MOYH MOXET aBTOMATHUYECKH JIeJIaTh 3TH MONPABKH MPH aHaIH3e MO0JI0COK. HEeHOHHBIC KOMITOHCHTHI B MOYE, TAKHE
KaK IJII0K03a HJIM PEHTTCHOKOHTPACTHBIC BELIECTBA, HE BIMAIOT Ha PE3yJIbTaT TeCTa. 3aHWKEHHUE PEe3yJIbTaTOB TECTa MOXET HAOIIOIaThCS
B CWIBHO 3a0y(epeHHO 1en09HOoi MoYe. 3aBhIICHHBIC PE3YJIbTaThl MOTYT OBITh MOJYYEHBI B MIPUCYTCTBUH YMEPEHHOTO KOJIHYECTBA
6enxka (1,0-1,75 r/n).

KpoBb: VY nauneHTOB MOXET HAONIONAThCA «CIENOBas» peakius. B KaxaoM HHAMBUIYAJIILHOM Cllydae TpeOyeTcs KIMHHYECKOe
3akiroyeHue. [10sIBJICHHE 3€IeHbIX MATeH (IIeble APUTPOLMUTHI) WM 3€JICHOro 1BeTa (IeMOrioOHH/MUOTIOONH) Ha PearcHTHOM YacTH
HOJIOCKH B TeueHne 60 cekyH[| yka3piBaeT Ha HEOOXOJMMOCTD JlalbHeiilieil anarHoctuueckoi nposepku. KpoBb uacto oOHapyXuBaeTcs B
MOYe MEHCTPYHUPYIOIIHMX KEHIIKUH. 3HaueHue reMoriioonHa B uurepsane 150 - 620 Mkr/ia npuGIH3UTEIBHO COOTBETCTBYET KOJIHYECTBY
5-15 KJIeTOK/MKII LIeIBIX 3PUTPOLIUTOB.

JlnarHoctuyeckasi I0JOCKa YpEe3BbIYAWHO YyBCTBHUTEIbHA K I'eMOITIOOMHY M MOXXET OBITH HCIOJB30BaHA B KAueCTBE JOMOJIHEHUS K
MHKPOCKOIIMYECKOMY HCCIIeIOBaHMIO. [IOHMKEHHAs peakuusi 30HBI Ha KPOBb MOXKET HaOIIOAaThcs B Moue C OOJBLIMM 3HAYECHHEM
yzAenbHoro Beca. [1oJIocky B OIMHAKOBOW CTENIEHU 4yBCTBUTEIBHBI KaK K 'eMOIJIO0MHY, TaK U K MUOTJIOOMHY. 3aBBIIIEHHE Pe3yIbTaTOB
WM JIOKHBIE ITIOJIOXKUTENBHBIE PEaKUUM MOTYT HaOJIONAThCS HPH HAJIWYUM OCTATKOB CHIIBHBIX OKHCISIFOLIMX CPEICTB, TAKUX Kak
THIOXJIOPUT, Ha CTEHKaX MOCYyAbl M HMH(EKUMSX MOYEBBIBOMILIMX MyTedl (MUKpoOHas mepokcupaasa). IIpucyTcTBuE acKOpOHHOBOM
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KHCIIOTBI B KOHIIEHTpAIMH Hibke 5,0 MMOJIB/JT HE BIUSIET HA PE3yJIbTATHI TECTA.

pH: Oo0nacte ompenenenuss pH o0praHO Haxomutcss B amamazoHe 5,0-8,5 mpu BuzyanmsHom u 5,0-9,0 mpu HHCTpyMEHTaIbHOM
TECTHPOBAHUHU.

YpoouianHoreH: J{MarHOCTHYECKHE IOJOCKH MOTYT OOHApYKHUTh YPOOWIMHOTCH B MOYe B KOHLEHTpAUHMAX A0 3 MKMOJbB/I
(mpubnusurensuo 0,2 emunuubsl Opnuxal/mn). HopmanbHas KOHUEHTpauus ypoOuinuHoreHa B moue — 3-16 Mxmounb/n. Pesyibrar
33 MKMOUIB/IT SBJISETCS KPUTHYESCKUM 3HAYCHHEM, OTPpaXkasi epexo OT HOPMAJIBHOIO COCTOSHHSA K MATOJIOTHH, YTO TPeOyeT JalbHeHIero
uccnenoBanusa. OTpUIATEIbHBIC XKE PE3YJIbTAThI HE ABISAIOTCS OKOHYATEJILHBIMY JUIS 3aKIIOUSHHUSI 00 OTCYTCTBUM YPOOMIMHOIE€HA B MOYE.

Hutpurbl: I'pamoTpuiatenbHble OaKTEpUH B MOYE NPEBPALIAIOT HUTPATHI (IIOCTYIAIOIINE C MUIICH) B HUTPUTHI. PeareHTHas Mmojocka
n30MpaTeNbHO YyBCTBUTEIbHA K HUTPUTaM M HE peardpyeT ¢ APYTMMH BellecTBaMU B Moue. PO30BBIC MATHA WM Kpas Ha MOJOCKE He
CIIeZyeT pacCMaTpUBATh KaK MOJOXKUTEIBHBIA Pe3ysbTaT, HO pa3BUTHE OAHOPOIHON PO30BOH OKpACKHU JIIOOOH CTENEHN MHTEHCHBHOCTH
JIOJDKHO OBITH 3aCYUTAHO B KAYECTBE MOJIOKUTENBHOTO pe3ynbrara. CTeneHb pa3BUTHA OKPACKHU U UMCIIO OaKTepHi HE HAXOIATCS B IPIMON
3aBucUMOCTH. OTPUIIATENIFHBIA Pe3yIbTaT He 03Ha4YaeT TOro, YTO OAaKTepUH OTCYTCTBYIOT. JIOXKHBIH OTpHLATENBHBIH PE3yIbTAT MOXKET
OBITh B CICAYIOLIMX Cly4asx: 1) eciii MOYa HE COACPKUT MHKPOOPTaHHU3MOB, HNPEBPALIAOIIMX HUTPAThl B HUTPUTHI; 2) €CIIM MOYa He
3a/IepP)KUBAETCS B MOYEBOM ITy3bIpE IOCTATOYHO 10Jro (6ojiee 4eThIpex 4acoB), HEOOXOAMMBIX AJIs MPEBPALCHHUS HUTPATOB B HUTPUTHL;
3) eciii HUTPATHI OTCYTCTBYIOT B IPOAYKTaX MHUTAHHUS. BBICOKHI yIeIbHBINA BEC MOYH TAK)KE MOKET OHH3UTH YyBCTBHTEILHOCTH TECTA.
CojeprkaHue acKOpOMHOBOM KHCIIOTHI B MOYE B KOHLICHTPALUK MeHee 2,8 MMOJIB/J He BIIUSIET HAa Pe3yJIbTaT TeCTa.

JleiikonmuTnl: TecToBas 00JAaCTh TOJOCKH pEarupyer ¢ 3CTepa3oil rpanynonutoB. OOpas3ibl HOPMAIbHOH MOYH OOBIYHO JAIOT
OTpHLATEIbHBIA PEe3ybTaT, a MOJOKUTEIbHBIC Pe3ynbTaThl (OAMH WK 6ojee «+») MMEIOT KIMHHYeCKoe 3HaveHue. MHAMBUAYaTbHO
HaOII0JaeMbIe CIICIOBBIE PE3yJIbTaThl MOTYT UMETh HESICHOE KIMHHYECKOE 3HAueHHEe, OJHAKO MOBTOPSIOLIMECS CIICIOBBIC Pe3yJIbTaThl
YKa3bIBAIOT Ha MATOJIOTHIO. [10JI0KUTENIbHBIC PE3YJIBTATHI Y )KECHIIUH MOTYT OBITh CIyYaifHBIMH U3-32a 3arpsi3HCHUS 00pa3iia BbIICICHUSIMA
u3 Braranumia. [IoBsIIeHHbIe KOHIEHTpauuu ritoko3sl (160 MMOJIb/1) Wit BBICOKHH YAETbHBINA BEC MOTYT OBITh IIPHYMHON 3aHIKESHHBIX
pe3yJIbTaTOB TECTA.

AcxopOnHoBasi kucjoTa: [Ipy moMomM MONTOCKH MOXXHO OOHAPYKHTh aCKOPOMHOBYIO KHCIOTY B Mode. biaromapst onpenenenuio ee
YPOBHSI, MOXKHO TOYHO y3HATh YPOBEHb aCKOPOMHOBOM KHCJIOTHI B OPraHM3Me U OLCHHUTH CTEICHb €€ BINSHUS Ha OIpEeICHNue YPOBHEH
TIIIOKO3bI, OMMpyOuHa, KpoBH W HUTpaToB. Hanmu4ue okuciaureneid B oOpasnax Mour (TakMX Kak HepMaHraHaT Kajlus WIH CHIOXJIOPHT)
MOHIKAET TyBCTBUTEIBHOCTD TECTA.

Cneunduyeckue 0COGEHHOCTH TeCTa

Cnenuduueckne 0COOCHHOCTH TecTa 0a3UPYIOTCS HA JAHHBIX KIMHUYECKUX U aHAJIMTHYECKUX MCCIeloBaHMi. B kinHu4eckux obpasiax
YyBCTBHUTEJIBHOCTD TECTA 3aBHCUT OT HECKOJBKUX (aKTOPOB: U3MEHYMBOCTH LIBETOBOCIIPUSTHS, HAIMYHS MK OTCYTCTBHS MHTMOUTOPHBIX
(akTOpOB, OOBIYHO OOHApPYKMBAEMBIX B MO4Ye, YAETBHOro Beca, pH u ycIoBUil OCBEMIEHUs MPU BH3YaJIbHOM CUHTHIBAHUH PE3yJbTaTa.
Kaxnplit okpalieHHbIi 010K I MHCTPYyMEHTAIbHbIE JaHHbIC IPEICTABIAIOT COOOH nuana3oH 3HaueHui. 3-3a ocobennocTelt oOpasua u
Pa3HOTO IIBETOBOCIIPUATHS, 00pa3lbl ¢ KOHLIEHTPALMEH aHATM3UPYEMOT0 COeIMHEHUs], ITONAAal0IINe MEeX/y HOMUHAIbHBIMU YPOBHIMH,
MOTYT HHTEPIIPETUPOBATHCS KaK PE3yNbTaThl 00Jiee BBICOKOTO MM 00JIee HU3KOTO YPOBHI. Pe3ynbTaThl BbIlIe BTOPOTO YPOBHS B TECTaX Ha
0eJIoK, TII0KO3y, KETOHBl M ypOOHMIMHOTEH, KaK NPaBUIIO, COBMAJAIOT C MCTHHHOW KOHLEHTpauueid. TOYHOro COOTBETCTBUS MEXKAY
BU3YaJbHBIMU U HHCTPYMEHTAIBHBIMH Pe3yJIbTaTaMU JOCTHYb HEBO3MOXKHO HM3-3a Pa3lInUUil MEXIy BOCIIPHATHEM YEJIOBEYECKOTO I1a3a U
ONTUYECKON CHCTEMOW aHAIUTHYECKUX MPHOOPOB.

"IyBCTBI(lTe.]'I])HOCTL M TeCTOBBIN INANIA30H THATHOCTHYECKHX MOJIOCOK

KOMIOHEHT Uy BCTBUTEIbHOCT JlnarnasoH HHCTPYMEHTAIBHOTO Jluana3oH BU3yaJbHOTO
TecTa TecTa

['mroko3a (Mmosb/) Jo28-5,6 Ortp. - 56
benok (r/) J00,2-0,3 Otp.-3,0 Otp. — 20,0
Mukpoasis0ymus (r/1) Jo 0,08-0,15 Otp.-0,15 Otp.-0,15
Keronsl (aueroykcycHas KHUCIIOTA) 0 0,5-1,0 Otp.-7,8 Otp. - 16,0
(MMob/i1)
KpoBb (ki1/MK) Jo5-15 OTp. - 200
bunupy6us (MKMob/1) Jo 8,6-17 Otp. - 103
Hurpurst (MKMOIIB/ 1) Jo 13- 22 O1p. - ITonox.
JletikouuTsl (Ki1/MKI1) Jo5-15 Otp. - 500
YpobunrHoreHn (MKMOJIb/1) Jo34-17 34-135
Ackop6uH. K-Ta (MMOJIB/IT) J005-0,6 0-57
pH — 50-90 50-85
V nenbHbIN BeC —— 1,005 - 1,030 1,000 - 1,030

CocTaB peareHTHBIX 30H (pacdyeT HAa MOMEHT IPOU3BOACTBA)
Beaok: 0,1% (B/B) Terpabpomdenonossii cunnii; 97,4% (8/8) Oydep; 2,5% (B/B) Hepearupyoe HHTPUAUCHTHI.

KpoBb: 26,0% (8/B) mumsonpomnmnbenson muruaponepokcun; 1,5% (8/B) terpamernnbensuaun; 35,3% (B/B) Oydep; 37,2% (8/B)
HEepearupyoIlne HHIPHIUCHTHI.

Imokoza: 1,7% (8/B) rmoko3zookcumasza (mukpoGuas, 123 E); 0,2% (8/B) mnepokcumasa (u3 xpena, 203 ME.); 0,1% (8/B)
terpamerunoensuany; 71,8% (8/B) Gydep; 26,2% (B/B) HepearnpyoIIne HHIPHIHCHTHI.

Keronn: 5,7% (8/B) Hurponpyccun Harpusi; 29,9% (8/B) Hepearupyrouiue uHrpuaneHTsl; 64,4% (8/B) 6ydep.

Jleiikouutnl: 4,3% (B/B) nupponamuHokucioTHbIH 3¢Qup; 0,4% (B/B) conb nuazonus; 92,6% (8/B) Oydep; 2,7% (B/B) Hepearupymoiue
UHTPUIUEHTHL.

Hurtpursl: 1,3% (8/8) p-apcanmno-N-(1-wadron)-stunenauamun; 0,9% (B/B) terparuapoxunoiut; 89,6% (s/B) Oydep; 8,2% (8/B)
Hepearnpyolie HHIPHIANCHTHI.

Yneabnsrii Bec:  4,8% (B/8) 6pomrumonossiit cunuii; 90,2% (B/B) mosin(MeTHIBUHIIOBBIN 3GHp KOoManeHHOBbIH aHruapun); 5,0% (8/B)
THAPOKCHU]] HATPHSL.

pH: 3,3% (8/B) MeTunoBsIil kpacHslit; 55,0% (B/B) 6pomMTuMOINIOBSIil cuHuiA; 41,7% (B/B) Hepearupyolie HHIPUAUCHTHI.

Bbuaupy6un: 0,6% (8/B) 2,4-nuxnopOeH3aMuna qua3onust conb; 57,3% (/) O6ydep; 42,1% (B/B) Hepearupyrolye HHIPUAUCHTHI.
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Ypoouauunoren: 0,2% (8/8) cons npounoro roayooro B (Fast Blue B); 98,0% (8/B) 6ydep; 1,8% (B/B) HepearupyoIiine HHIPHIHUCHTHI.
Muxpoanaboymun: 2,2% (8/B) cynbhon dranenn; 96,0% (8/B) Oydep; 1,8% (B/B) Hepearupyromuine HHIPUANCHTEL.

AcxopounnoBasi kuciaora: 0,8% (8/B) rumpar 2,6-muxnopdenon umumodenon; 40,7% (8/B) Oydep; 58,5% (B/B) Hepearupyromme
HHTPUAUCHTHL.

OO0uue BOIPOCHI N0 ONpeeIeHHI0 MUKPOAIb0OyMHIHA

1. [IprumHEI oTIpeeNeHNs] YPOBHI MUKPOaIb0yMuHa.

OrnpenesieHne MUKpOAIbOyMHUHA HMEET 3HaYCHHE U1 paHHEi AMarHOCTUKU HEKOTOPBIX 3a00JICBaHUM.

1) IlpakTHyeckoe 3HAYEHHE Ul MALMEHTOB C BBICOKHM JABJICHHEM KPOBH. CKOPOCTh BBIJCICHHS MHKPOAIbOyMHHA y OOJBHBIX C
THIEpTeH3HeH OOBIYHO BBIIIE, YeM Y 3H0POBBHIX Jrofeil. IToBbIlICHHE YPOBHS MHKPOAIbOYMHHA SIBISCTCS BaKHBIM HPOTHOCTHYCCKUM
HapaMeTpoOM KapAHOBACKYJISIPHOH OOJIE3HH.

2) Mukpoanb0yMHH MOXET MPeICKa3aTh pa3BUTHE AHA0CTHUECKON He(POIaTHH 1 IIOMOYb B €€ paHHeM 00HapyeHHH. [I0CKONIbKY Haln4ne
MHUKPOAILOYMHHYPHH SBISETCS PAHHAM IIPU3HAKOM THa0eTHYeCKOi He(ponaTHH ee CBOEBPEMEHHOE BBISBICHHUE YPE3BbIYAITHO BaXKHO IS
HaLMEHTOB ¢ IMa0eTOM ISl 3aIUThl (YHKLIUH HOYCK.

3) AHanu3 Ha MHKPOAIBOYMHH SBISICTCS 1y BCTBUTEIIBHBIM HHAUKATOPOM JUISl THAGETHYESCKOTO MOPAKCHHS KAMIUIPHBIX COCY/I0B.

2. Knuamaeckoe 3Ha4€HNE MOTOKUTENIBHOTO Pe3yIbTaTa Ha MEUKPOATbOyMHUH.

1) Ecitit mostocka MOKa3bIBaeT MOJNOXKUTEIBHBIN PE3yIbTaT Ha MHKPOAIb0YMHUH, TO HEOOX0ANMO MOBTOPHO TECTHPOBATH 00pa3ell MOYH B
TeUYeHHe HECKOJNbKUX IHeH. Ecmu MukpoanpOyMuH ObL1 OOHAapy»eH Cily4ailHO, TO 9TO MOXKET OBITh CBS3aHO C (DU3UOIOTMYECKON
MpOTEeNHypHel, BEI3BAHHOH, HAPHMeEP, ANCTOH, GU3HIECKIMH YIPAKHEHUSIMH HIIH CTPECCOM.

2) Ecii  TOJOKUTENBHBINH Pe3ysbTaT Ha MHKPOAJIbO0YMHH MOCIEAOBATEIbHO BOCIPOU3BOAMTCS, HIM OJHOBPEMEHHO MPOSIBISIOTCS
MOJIOKUTEIIbHBIE PE3yJIbTaThl Ha KPOBb U MUKPOAILOYMUH, WM TIOJIOKUTENIBHBIE Pe3yJIbTaThl HA TIII0KO3y U MUKPOaIb0yMUH, TO CIeIyeT
MIPOBEPHUTH PE3yNbTAT METOJOM HMMYHOTYPOUANMETPHN.

WHcTpyKIHMS MO MPUMEHEHHIO KUIKOCTH MPOMBIBOYHO# (KOHIIEHTPAT)
(Dirui Industrial Co., Ltd.)

BbuieliTe KOHIIEHTPHPOBAHHYIO NPOMBIBOYHYIO JKUAKOCTh M3 (makoHa B 10-TMTPOBBIM NPOMBIBOYHBIA KOHTEHHEp, IOCTaBISIEMBIH B
KOMIUTEKTe ¢ mpudopoMm. OTOIOCHHUTE YNMAaKOBKY KOHIIEHTpaTa AWCTHIUTUPOBAHHOH BOIOH M BBUICHTE €€ B NPOMBIBOYHBIA KOHTEHHE.
Hosemure o0beM mucThiutHpoBaHHOM Bomod 1m0 10 n (o ormerkn Ha KoHTeiiHepe). THIATENBHO CMEIIANTE COAEPKHMOE Mepej
UCIIOJIb30BaHHEM.

Kaxxnas ymakoBka mpOMBIBOYHOM KUAKOCTH paccuntana Ha 2800 aHATN30B PH HENPEPHIBHOM TECTHPOBAHHH.

Cocras: Hatpus runoxmnopur, BoJa JUCTHIUINPOBAHHAS.

HMHcTpyKIMs M0 NPHMeHEHHIO KUIKOCTH NPOMBIBOYHOIH 1151 peppakToMeTpa u TypOuanmerpa 1is YB
(Dirui Industrial Co., Ltd.)

KuaxocTs mpuMeHsieTcst A IPOMBIBKH pedpakToMeTpa U Typouaumerpa. JKuaKocTs rotoBa K yHoTpeOIeHHIO, pa3BeieHNs He TpedyeTcs.
Cocras: ®opmasuH, BoJja AUCTHIUIUPOBAHHAS, MOUYEBHHA, HATPHS XJIOPH/, KPEaTHHUH, KU XJIOPUJ.

HNHCcTpyKIMA M0 NPHMEHEHHIO )KMIKOCTH KAJIHOPOBOYHOM 115 pedpakTOMeTpa
(Dirui Industrial Co., Ltd.)

Kuakocts mpuMeHsieTcs st KamuOpoBku pedpakromerpa. CooTBeTcTByeT yaensHoMy Becy (YB) moun 1,040.
CocraB: MoueBHHa, HATPUS XJIOPHA, KPEATHHHH, KaJIus XJIOPHA, BOAA JUCTHIUIMPOBAHHAS.

MHcTpyKuust M0 NPUMeHEHHIO KUAKOCTH KanuopoBounoii (400NTU) aus typouanmerpa
(Dirui Industrial Co., Ltd.)

XKunxocts mpumensiercs st kKamuoposku Typouaumerpa. Coorsercryer 400 exunuiiam (NTU) mo myTHOCTH.
CocraB: ®opmasuH, Boja AUCTHIIIMPOBAHHAS.
HWHCcTpyKIHS M0 NPUMEHEHNIO KUAKOCTH KOHTPOJILHOI 17151 peppakToMeTpa
(Dirui Industrial Co., Ltd.)

KunkocTs mpuMeHsieTcs U KOHTPOIIS Moka3zaHuil pedpakromerpa. Yposens 1 coorsercryer YB 1,003-1,007; Vposens 2: 1,026-1,034;
Yposens 3: 1,046-1,054.
Cocras: MoueBHHa, HATPHUS XJIOPH, KPEATHHHH, KaJIMsI XIOPHI, BOAA AUCTHINPOBAHHASL.

HUHCeTpyKIMs M0 NPUMEHEHHIO KUJAKOCTH KOHTPOJIbHOI 1J151 TypOuIuMeTpa
(Dirui Industrial Co., Ltd.)

JKunkocTs mpuMeHseTCs A1l KOHTPOJIS TIOKa3aHui TypOuanMeTpa. YpoBeHb 1 COOTBETCTBYET MPO3pavHoil Moue; YPOBEHS 2 - ClIerka MyTHOM.
Cocras: ®opmasuH, BoJja AUCTHILIUPOBAHHAS.

HNHCcTpyKIHsA N0 NPHUMEHEHHIO KMIKOCTH KOHTPOJIBHOM 115 H3MepeHUsI IBETHOCTH Ha aHaau3aTope moun H-800
(Dirui Industrial Co., Ltd.)

IIpumensieTcst A1 KOHTPOISI HOKa3aHHH IBeTa MOYH. VICTIONB3yI0TCS KOHTPOIH KPAaCHOTO, 3€JICHOTO M CHHETO IBETA.
Coctas. KoHTpons kpacHOTo: AMapaHT, BoJa AUCTHIUIUPOBAHHAS.

KoHTtpois 3eneHoro: AMapanT, OpHILIHaHTOBBII CHHHMN, BOJa IUCTHIUIMPOBAHHAS.

Konrtpons cunero: bpuminanToBeli CUHUM, BOJA TUCTUIUIMPOBAHHAS.
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H-Cr Series

Reagent Strips For Urinalysis User's Guide

Rev:12/2018

Product N Reagent Strips For Urinalysis
Specification: 100strips/bottle, 50 strips/bottle,25 strips/bottle

Products Type Test Item
H 1 3 CI’ Urobilinogen, Bilirubin, Ketone (acetoacetic acid), Creatinine,Blood, Protein, Microalbumin,
- Nitrite, Leukocytes, Glucose, Specific Gravity, pH and Ascorbic Acid
Urobilinogen, Bilirubin, Ketone (acetoacetic acid), Creatinine,Blood, Protein, Microalbumin,
H 1 2-Cr Nitrite, Leukocytes, Glucose, Specific Gravity, pH
H 2_Cr Microalbumin and Creatinine

The detection of albumin possesses a significance for a variety of diseases in early
detection.

(1) Value for hypertension. Hypertensive patients’ urinary albumin excretion rate is
significantly higher than normal urine, elevated urinary albumin is an important
indicator of cardiovascular disease progression.

(2) Micro-albumin can predict the development and early diagnosis of diabetic
nephropathy. The earliest clinical signal of diabetic nephropathy is the presence of
micro-proteinuria,therefore, measurement of miroalbumin will help patients with
diabetes to take measures in advance to protect renal function.

(3) Microalbumin detection is sensitive indicator of diabetic microvascular disease.

Products Type Applicable Instruments
H13-Cr DIRUI H -50/100/300/500 Urine Analyzer
H12-Cr DIRUI H -50/100/300/500 Urine Analyzer
H2-Cr DIRUI H -50/100/300/500 Urine Analyzer

Sample Requirement

Collect fresh urine in a clean and dry container. Don't centrifuge the urine. Mix the
sample well before taking the test. The urine test must be taken within an hour. All
sample must always be taken and kept under sanitary conditions.

Note: The preservatives will not prevent the deterioration of ketones, bilirubin or
urobilinogen. The growth of bacteria in the long-term storage sample may affect the
test results of glucose, pH, nitrite and blood.

[Test Method]

Room temperature for test: (25+5)C

Visual Reading

1.Immerse the reagent area of the strip in the urine specimen and remove quickly.

2.Run the edge of the strip against the rim of the container to remove the excess urine.
3.Hold the strip horizontally and compare the result on the strip with the colour chart on the
bottle label . Make note of the result. For a semi-quantitative result, read the result
according to the time specified on the colour chart. For a qualitative results, the strip should
be read between 1-2 minutes after dipping. If a positive result is obtained, repeat the test
and compare with the colour chart at the time specified. Colour changes beyond 2 minutes
are of no diagnostic value.

7

Instrumental Testing
Follow the directions given in appropriate instrument-operating manual.

[Storage Condition and Validity]

Storage Condition: The strips must be stored in dry place at the temperature
between 2°C-30°C. Avoid direct sunlight. As to protect the activity of the reagent,
must eliminate the humidity, sunlight and heat from the ambience environment.
Validity: Stored in dry place and avoid sunlight, with the temperature between
2°C-30°C, the sealed validity is 2 years; After opened seal, cover the tap closely,
stored in dry, avoid sunlight with the temperature between 2°C-30°C, the validity is
1 month.

Reaction Principles

Glucose: The glucose oxidized by glucose oxidase catalyzes the formation of
glucuronic acid and peroxide hydrogen. Peroxide hydrogen releases neo-ecotypes
oxide [O] under the function of peroxidase. [O] oxidizes iodide potassium , which
makes the colour changes.

Bilirubin:The direct bilirubin and dichlorobenzene diazonium produce azo dyes in
a strongly acid medium.

DIELjI@ DIRUI INDUSTRIAL CO.,LTD.
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Ketone: The acetoacetate and sodium nitroprusside cause reaction in alkaline
medium, which produces violet colour.

Specific Gravity: Electrolyte (M" X" ) in the form of salt in urine reacts with
poly methyl vinyl ether and maleic acid(-COOH),which are weak acid ionic
exchanger. The reaction produces hydrogenous ionogen, which reacts with pH
indicator that causes the colour change.

Blood: Hemoglobin acts as peroxidase. It can cause peroxidase release
neo-ecotypes oxide(O). (O) oxidizes the indicator and make the colour change
subsequently.

pH: The method of pH indicator is applied.

Protein: This is based on the protein-error-of-indicator principle. Anion in the
specific pH indicator attracted by cation on protein molecule makes the indicator
further ionized, which changes its colour.

Urobilinogen: Urobilinogen and diazonium produce pink azo dyes under the
function of strong acid medium.

Nitrite: Nitrite in the urine and aromatic amino sulphanilamide are diazotized to
form a diazonium compound. The diazonium compound reacting with tetrahydro
benzo(h) quinolin 3-phenol causes the colour change.

Leukocytes: Granulocyte leukocytes in urine contains esterases that catalyze
the hydrolysis of the pyrrole amino acid ester to liberate 3-hydroxy 5-pheny
pyrrole. This pyrrole reacting with diazonium forms a purple colour.
Microalbumin: sulfone phthalein dye have high sensitivity to microalbumin by
the method of protein error.

Ascorbic Acid: Ascorbic acid, with 1,2-dihydroxy alkenes, under the alkaline
condition, deoxidizes the blue 2,6-dichloroindophenolate into

colourless N-(p-pheno)-2,6- dichloro-P-amine phenol.

Creatinine:ceratinine and 3,5-dinitro-benzoic acid react in strong alkaline
condition,and generate colored complex.

Result Explanation

Glucose

The test is for specificity of glucose. There is no false positive result occurred in
reagent strip, caused by any substance in urine. When the ascorbic acid
concentration=2.8mmol/L or acetoacetic acid concentration=1.0mmol/L, the sample
of glucose concentration is 3~7mmol/L may occur false negative result.

Bilirubin

Normally, even the most sensitive method can't detect bilirubin in urine. It is
abnormal to have little bilirubin in urine, which requires further inspection. Medicines
that dyes urine red and anything that shows red itself in an acid medium e.g.,
phenazopyridine may affect the test result. High concentration of the ascorbic acid
may cause false negative result.

Ketone

The reagent strip reacts with acetoacetic acid and acetone in urine. It doesn't do
with B -hydro butyric acid. Normal urine specimens usually conduct negative results
in the test. False positive results may occur in highly

pigmented urine or those containing a large amount of levodopa metabolites.
Specific Gravity

The reagent strip for Specific Gravity allows the urine specimens specific gravity
between 1.000 and 1.030.In general, the mean error between the results of the strip
test and those from the refractive index method is only 0.005. To make it more
accurate, 0.005 may be added to readings from urines with pH equal or greater than
6.5.Urine reading instrument can automatically make these adjustments in
strip-readings. The urine nonionic constituents such as glucose or radiopaque dye
won't make any changes in the test. Highly buffered alkaline urines may cause the
low readings comparing with the other methods. Elevated specific gravity readings
may occur in the presence of moderate quantities of protein(1.75g/L).

Blood

'Trace' reaction may vary among the patients. Clinical judgments are required for
individual cases. The presence of green spots (intact erythrocytes) or green color (
haemoglobin/myoglobin) on the reagent area within 60 seconds indicates for further
diagnostic check. Blood is often found in the urine of the menstruating females.
Haemoglobin 150 1 g/L-620 u g/L is approximately equivalent to 5-15 cells/ u L intact
erythrocytes.The reagent strip is highly sensitive to haemolobin and thus can be
used as a supplementary to the microscopic examination. The sensitivity of the strip
might be reduced in urine with a large amount of specific gravity. The strips are
equally sensitive to myglobin as to haemoglobin. Certain oxidizing contaminants,
such as hypochlorite, may lead to false positive results. Microbial peroxidase
associated with urinary tract infection may also produce a false positive
result.Ascorbic acid less than 5.0mmol/L in urine may not influence the result of the
test.

pH

The strip tests for pH values are generally in the range of 5.0-8.5 visually and
5.0-9.0 instrumentally.

Protein and microalbumin

Adult normal urinary albumin concentration is less than 20mg / L. The results within
20 ~ 200mg / L indicate clinical micro-albuminuria; the results greater than 200mg /
L indicate clinical proteinuria. When albumin excretion rate within 30 ~ 300mg/24
hours, it is shown as the precursor of micro-albuminuria. Urinary albumin excretion
may be increased due to a temporary exercise, urinary tract infection, acute febrile
illness.

The Microalbumin test can accurately and specifically determine albumin. A strip
result of 15 mg/dL is indicative of clinical albuminuria. The test is not affected by
other proteins at concentrations at least nine times greater than the excretion rate
considered to be abnormal.

Albumin reagent strip is used for testing urinary volume albumin, and reagent strip
has low sensitivity to mucinogen and globulin that it can be tested when more than
60mg/dL. Visible haematuria (=5mg/dL) may also occur false positive result.

EMERGO EUROPE Prinsessegracht 20
c € E 2514 AP The Hague The Netherlands



The following possibilities occurs when micro albumin emerges in urine:

(1) Occasional urinary micro-albumin may symbolize physiological proteinuria, such
as functional proteinuria, or orthostatic proteinuria caused by diet, exercise, mental
stress

(2) The clinical significance is very important if the consecutive urine microalbumin,
or micro-albumin and glucose, or micro-albumin and blood emerge in urine at the
same time.

The Protein test pad is not specific for a particular protein, and proteins other than
albumin can cause a positive response. The test is less sensitive to mucoproteins
and globulins, which are generally detected at levels of 60 mg/dL or higher.

A visibly bloody urine (=5 mg/dL) may cause falsely elevated results.
Urobilinogen

The reagent strips can detect urobilinogen in low amount as 3 v mol/L
(approximately 0.2 Ehrlich unit/dL) in urine. A result of 33 1 mol/L in urine indicate
the critical value, representing the transition from normal to abnormal, which
requires further check on patients and specimens. The negative results are not final
to determine the absence of urobilinogen.

Nitrite

Gram-negative bacteria in urine converts nitrate( derived from foods)into nitrite.The
reagent strip is essential to nitrite and won't react with the other substances in
urine. Pink spots or edges on the strip should not be interpreted as positive result,
but any degrees of uniform pink color development should be taken as positive
result. The degrees of colour development the numbers of bacteria are not in direct
proportion. The negative result doesn't mean the existence of bacteria in a large
amount. Negative result may occur (1) when urine doesn't contain organism that
caused the conversion from nitrate to nitrite. (2)when urine has not remained in the
bladder long enough(four hours up)to let the nitrate covert into nitrite.(3) the nitrate
in the foods is absent. Large High volume of specific gravity in urine may reduce the
sensitivity of the test. 2.8mmol/L ascorbic acid or less won't interfere the test result.
Leukocytes

Test area react with esterase in leucocytes (granulocytic leukocytes). Normal urine
specimens generally yield negative result; positive results (+ or greater) are clinically
significant. Individually observed 'Trace' results may be of questionable clinical
significance; however 'Trace' results observed repeatedly may be clinically
significant. 'Positive' results may occasionally be found with random specimens from
females due to contamination of the specimen by vaginal discharge. Elevated
glucose concentrations (160mmol/L) or high specific gravity may cause decreased
test results.

Ascorbic Acid

The test area can detect the ascorbic acid in urine. Through the ascorbic acid
detection, we will know the level of ascorbic acid in the body and the effect degree
that the ascorbic acid bring to the test on glucose, bilirubin, blood and nitrite. It will
reduce the sensitivity when the oxidant (such as potassium permanganate,
hypochlorite ) in the urine.

Creatinine

Normal adult urinary creatinine concentration: 0.6 ~ 2.0g/24 hours (strip test result:
4.4 ~17.7mmol / L). Random urine creatinine test results vary widely, which may be
in the range of from 0.9mmol / L to 26.5mmol / L. High level happens to
concentrated urine and morning urine (strip test results may be higher than
17.7mmol / L). Due to xcessive drinking and other polyuria to dilute urine, which will
lead to a typical low concentration of urine (test results < 50mg / dL) Visible
haematuria (= 50mg / dL) or cimetidine may cause creatinine false test results
elevated.

Aulbumin—creatinine Ratio

Adult normal urine albumin level is less than 30mg albumin / g creatinine (3.4mg
albumin / mmol creatinine), sample rate result is in the range of 30 ~ 300mg / g (3.4
~ 33.9mg/mmol) can be defined as microalbuminuria, and proteinuria when >
300mg / g (> 33.9mg/mmol)

Result Table
Conventional uints and international units available

Print or Display Result
Test ltem Abb. - - - -
Conventional Unit International Unit
. . 10 mg/L 80 mg/L 10 mg/L 80 mg/L
Microalbumin MA
30 mg/L 150 mg/L 30 mg/L 150 mg/L
10 mg/dL 200 mg/dL 0.9 mmol/L 17.7mmol/L
Creatinine Cr 50 mg/dL 300mg/dL 4.4 mmol/L 26.5 mmol/L
100mg/dL 8.8 mmol/L
. <30 mg/g (Normal) <3.4 mg/mmol(Normal)
Aulbumin-
creatinine Ratio| A:C 30-300mg/g (Abnormal) 3.4-33.9 mg/mmol(Abnormal)
>300mg/g (Highly abnormal) |>33.9 mg/mmol(Highly abnormal

Remark: The shaded parts are abnormal results.

Test Method Limits

Like all the other laboratory tests, definitive diagnostic or therapeutic decisions
should not be made or based on any single result or method.

Specific performance characteristics are based on clinical and analytical studies. In
clinical sample , the sensitivity depends upon several factors; the variability of colour
perception, the presence or absence of inhibitory factors typically found in urine,
specific gravity, pH, and the lighting conditions when the product is read visually.
Each colour block or instrumental display value represents a range of values.
Because of sample and reading variability, sample with analyte concentrations that
fall between nominal levels may give results at either level. Results at levels greater
than the second positive level for the Protein, Glucose, Ketone, and Urobilinogen
tests will usually be within one level of the true concentration. Exact agreement
between visual results and instrumental results might not be found because of the
inherent differences between the perception of the human eye and the optical
system of the instruments.
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Points For Attention

1.In vitro diagnosis for professional only.

2. Reagent strips must be stored in original cylinder; do not take out strips except
use them immediately; removing the desiccant is forbidden; tighten the cap
immediately after take out strips;

3. The expired should not be used; Please make sure whether the strip is over the
validity, and test it by quality control if the deterioration of strips occurs, which leads
color shallower or deeper, or any question occurs with the unexpected results.

4. Water can not be used as negative control.

5. One time use only for each strip.

6. Please read the instruction carefully before the use.

7. Please refer to the lab biological treatment of harmful materials to dispose the
waste strips.

8. Do not place them in refrigerator, however they should be stored in dry
circumstance; avoid direct sunlight; do not touch the reactive area of strip; ambient
moisture, light and heat must be prevented in order to protect the reactivity of the
strips.

Test Range and Sensitivity of H-Cr Series Strips

Item Sensitivity | Instrumental Test Range‘ Visual Test Range
Glucose(mmol/L) 2.8-5.6 Neg.-56
Protein(g/L) 0.15-0.3 Neg.-3.0 Neg. -20.0
Microalbumin(mg/L) 30-80 10-150 10-150
Ketone(acetoacetic acid)
- - Neg.-16
(mmol/L) 0.5-1.0 Neg.-7.8 g
Blood (Ery/ 1 L) 5-15 Neg.- 200
Bilirubin ( 1 mol/L) 8.6-17 Neg-103
Nitrite( L mol/L) 1322 Neg- Pos.
Leukocytes (leuko/ It L) 5-15 Neg.- 500
Urobilinogen ( 1 mol/L) 34.17 3.4-135
Ascorbic acid(mmol/L) 0.6-1.4 0-5.7
Creatinine(mmol/L) — 0.9-26.5
PH — 5.0-9.0 [ 5.0-8.5
Specific Gravity — 1.005-1.030 ‘ 1.000-1.030

REACTIVE INGREDIENTS

sulfone phthalein 2.2%wiw
Microalbumin buffer . 96.0%w/w
nonreactive ingredients 1.8%wiw
tetrabromphenol blue 0.1% w/w
Protein buffer 97.4% wiw
nonreactive ingredients 2.5% wiw
diisopropylbenzene dihydro peroxide 26.0% wiw
tetramethylbenzidine 1.5% wiw
Blood buffer 35.3% wiw
nonreactive ingredients 37.2 %wiw
glucose oxidase (microbial.123U) 1.7% wiw
Gl peroxidase(horseradish. 203U) 0.2 % wiw
ucose otassium iodide 0.1% wiw
uffer 71.8% wiw
nonreactive ingredients 26.2% wiw
sodium nitroprusside 5.7% wiw
Ketone nonreactive ingredients 29.9% wiw
buffer 64.4% wiw
pyrrole amino acid ester 4.3% wiw
Leukocytes diazonium salt 0.4% wiw
buffer 92.6% wiw
nonreactive ingredients 2.7% wiw
p-arsanilicacid-N-(1-Naphthol)
-ethylenediamine (l)ng’\m,”
o tetrahydroquinoline 80 63/ WiW
Nitrite buffer 8.0% (iv/w
nonreactive ingredients e
X . bromthymol blue 4.8%w/w
Specific Gravity poly(methyl vinyl ether co
maK-:lc anhydride) 90.2%w/w
sodium hydroxide 5.0% wiw
bromcresol green 3.3% wiw
bromthymol blue 55.0% wiw
pH nonreactive ingredients 41.7% wiw
2,4-dichloroaniline diazonium salt 0.6%w/w
T buffer 57.3%wiw
Bilirubin nonreactive ingredients 42.1%wiw
lgasflfB blue 0.2%w/w
- uffer 98.0%w/w
Urobilinogen nonreactive ingredients 1 .8%\?\//w
2,6-dichloroindophenolate hydrate 0.8%w/w
Ascorbic acid buffer . 40.7%w/w
nonreactive ingredients 58.5%w/w
L. 3,5-dinitro-benzoicaid 4.8%w/w
Creatinine buffer 85.2%w/w
nonreactive ingredients 10 %w/w

Notes on symbols and marks
o Batch code E Use by
Single use

In Vitro Diagnostic Use

Manufactured by Store at

B E®g

c E These test strips conform to the

Please read package insert directive 98/79/EC(IVD-directive)

Catalogue number

m Authorised Representative

wll DIRUI Industrial Co.,Ltd.
95 Yunhe Street,New & High Tech.
Development Zone
Changchun, Jilin 130012 P.R.China

Tel :+86(431)85100409
Fax:+86(431)85172581
E-mail:dirui@dirui.com.cn
Http://www.dirui.com.cn




Cepumsa H-Cr

PYKOBOACTBO NM0/1b30BaTeNA PeareHTHbIX TECT-NOJIOCOK ANA
aHannsa mouu

Pea: 12/2018

HanmeHoBaHMe: peareHTHble TECT-NOIOCKM ANA aHa/IM3a MOYM
dacoeka: 100 nosocok/dnakoH, 50 nonocok/dpnakoH, 25

NoN0CoK/dpnakoH
Twun TecT-NnoN0COK AHannTbl
H13-Cr ypobunnHoreH, 6unmpy6buH,

KETOHbI, KpeaTUHWUH, KPOBb,
6en0K, MMKPOaNbbyMuH,
HUTPUTbI, TENKOLMUTI,
rNOKO3a, yaenbHbIl Bec, pH u
ackopbuHOBasA KMcoTa

H12-Cr ypobununHoreH, bunnpybuH,
KETOHbI, KpeaTUHWUH, KPOBb,
6en10K, MUKPOabbymuH,
HUTPUTbI, TENKOLMUTI,
r10K03a, YAeNbHbIN Bec, pH,
ackopbuHOBasA KMCoTa

H2-Cr MMKPOANbBYMUH U
KpeaTVHWUH

Onpeaenexve anbbymnHa MeeT 3HaYeHue AN paHHeln
ONarHOCTUKM Pas3/iMyHbix 3a60/1eBaHNA.

(1) 3HayeHue ana runepToHUK. MoKasaTesb 3KCKpeLun
anbbymMMHa C MOYOW Y NaLMEHTOB C apTepMasibHOMN rMNepToHMeEN
3HaAUYUTE/IbHO Bbllle, YeM B HOPMAJ/IbHOW HOpMasbHas moue,
ypoBeHb anbbymMnHa B Moue ABAAETCA BaXKHbIM

noKasaTenem nNporpeccMpoBaHnsa cepaeyHo-CoCyanCTbIX
3aboneBaHuii.

(2) MMKpPOaNbbyMMH MOXKET OTpaXkaTb pa3BuTMe M obecneumBaTb
paHHIO ANArHOCTUKY anabetudeckoi HedpponaTumn. Cambim
PaHHUM KAUHUYECKMM CUHAPOMOM AnabeTnyeckoit HedponaTum
AB/IAETCA Ha/IMUME MUKPOMPOTEUHYPUN, MOSTOMY M3MEpPEHMe
MUpPOaNbbyMMHa NOMOXKET NaLuMeHTam ¢ guabeTom 3apaHee
NPUHATL Mepbl ANA 3aLWUTbI NOYeYHON GYHKUUK.

(3) O6HapyKkeHUe MUKpoanbbyMnHa ABNAETCA YyBCTBUTEIbHbIM
WHAMKATOPOM AMabeTMyeckoro MMKpoCocyamncToro 3abonesaHums.

Tun TecT-noNo0CcoK MprUMeHMUMble MHCTPYMEHTbI

H13-Cr AHanuzatopbl moumn DIRUI H-
50/100/300/500

H12-Cr AHanusartopbl moumn DIRUI H-
50/100/300/500

H2-Cr AHanusartopbl moumn DIRUI H-
50/100/300/500

TpeboBaHuAa K 0bpasyam

Cobepute obpasew, MOUM B YUCTbI CyXOi KOHTelHep. He
ueHTpubyrupyiTe obpased. Nepes Hayanom aHanusa cnegyet
TWaTeNbHO nepemellaTb 06pasubl. AHaNN3 JOMKEH BbITb
nposeAeH B Te4eHue Yaca. Bce 06pasupl Heo6x0aMMo oT6UpaTh 1
XPaHUTb € cob0AeHNEM CaHUTaPHBIX MPaBU U HOPM.
MpumeyaHue: KoHcepBaHTbI He NPeAOTBPaLLAtOT pacnasa
KETOHOB, BunnpybuHa n ypobunmHoreHa. Mpu gaMtenbHoOm
XpaHeHun BaKkTepranbHaa KOHTaMUHaUMA obpasua MoxeT
NOBAWATL Ha Pe3y/bTaTbl aHANN3a [OKO3bI, PH, HUTPUTOB U
KpOBMU.

[MeTtog aHanusa)

AHanus cnegyeT NpoBOAUTb MPU KOMHATHOW TemnepaType
(25£5)°C

BusyanbHoe onpegeneHue:

1. NorpysuTe peaKLMOHHYIO 30HY TeCT-NOIOCKM B 06paseL, moum u
HeMeaNEHHO U3BNEKUTE BbICTPbIM ABUNKEHUEM.

2. MposeauTe pebpom TecT-No0CKM Mo Kpato cocyaa, YTobbl
YAaNUTb U3BbITOK MOUM.
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3. [lep:ka NONOCKY rOpU30HTaNbHO, CPaBHUTE pe3ynbTaT TecTa Ha
NONOCKE C LBETHOM LWKA/ION Ha 3TUKETKe NeHana. 3anuunte
pe3ynbTat. Mpn NOAYKOAMYECTBEHHOM ONpeaeIeHUN pesyabTaT
PEerncTpupyroT COracHO BPEMEHM, YKa3aHHOMY Ha LLBETHOWM
wKane. Mpu KayecTBEHHOM OnpeseneHnn NoNOCKy cneayet
aHaNM3npoBaTb B TeueHne 1-2 MUHYT nocne norpyxeHus. Ecam
pe3ynbTaT KayeCTBEHHOTO UCCNeL0BaHNA OKasanca
NONOMXKUTENbHBIM, CNeflyeT MOBTOPUTb aHANU3 B PeXUME
NONYKOZIMYECTBEHHOTO ONpeaeneHusa U CpaBHUTb pe3y/bTaT TecTa
C LBETHOM LWKA/0M B COOTBETCTBUM C YKa3aHHbIM HA HEWN
BpemeHeMm. M3MeHeHUWe ugeTa nocsie 2 MUHYT BbIAEPKKMN He
MMeeT AMArHOCTUYECKOrO 3HAYEHUA.

WHcTpymeHTanbHOe onpeaeneHue:

CnepyiiTe yKasaHuUAM, AaHHbIM B PYKOBOACTBE MO 3KCMN/IyaTauum
COOTBETCTBYIOLEN MOAENN aHaU3aATOPa.

[YcnoBua xpaHeHuA u cpoK rogHocTu]

Ycnosua xpaHeHuA: TecT-NoNI0CKMN AOKHbI XPAHUTLCA NPU
TemnepaTtype 2-30°C B CyXom 3alLMLLEHHOM OT NonagaHua
NPAMbIX CONHEYHbIX 1y4er U BO34ENCTBMA XMMUYECKMX PEareHToB
mecTe.

Cpok rogHocTu: 8 HEBCKPbITbIX TECT-MOI0COK, XPAHALLMXCA NPU
TemnepaTtype 2-30°C B cyxom, 3alMLLIEHHOM OT NonazaHus
NPAMbIX CONTHEYHbIX y4eli MecTe, CPOK FOAHOCTU cocTaBaaeT 2
roaa; Mocne BCKPbITUA TECT-NOIOCKU NPUTOAHbI AR
MCMNONb30BaHNA B TedeHMe 1 mecAua Npu yCA0BUN XPAaHEHUSA B
NJIOTHO 3aKPbITOM YNaKOBKE B CYXOM, 3aLMLLEHHOM OT NoNagaHus
NPAMbIX CONHEYHbIX Ny4yer mecTe, Npu Temnepatype 2-30°C.
[MpuHUMN onpegenenunsn]

FnoKo3a: [NMoKo3a OKUCAAETCA IIOKO300KCUAa30M ¢
06pasoBaHUEM [/1IIOKYPOHOBOW KUCNOTbI M MepPOKCMAa BOAOPOAA.
MNepoKkcna Bogopona nog AeNCTBMEM NEPOKCMAA3bl reHepupyeT
aKkTMBHble dpopmbl Kucnopoga (ADK). AOK okucnaeT Kanua noaua,
YTO NPUBOSUT K USMEHEHWNIO OKPACKM.

Buanpy6uH: B cubHOKKUCIOM cpeae NpAmMon 6unnpybuH u
anxnopdeHnNanMasoHnin pearnpytoT c obpasosaHvem
asoKkpacuTtens.

KeToHbI: ALEeTOYyKCYyCHaA KUCN0Ta U HAaTpMA HUTpONpyccua, B
LLLeIOYHOM cpese pearvpytoT ¢ 06pa3oBaHNeEM COeaUHEHUS,
OKpalleHHOro B $pN0NeTOBbLIN LBET.

YpaenbHblit Bec: Inektponunt (M*X') B moye B popme conum
BCTYNaeT B PEAKLMIO C NOIMMETUNBUHNAOBLIM 3GUPOM U
OCTaTKOM ManenHoBol KucnoTbl (-COOH), KoTopble aBaaloTCA
€NaboKUCAbIMM MOHOOOMEHHMKaMU. PeaKkuma NpoTeKaeT ¢
obpasoBaHMeM MOHOB Bogopoaa [H*], KoTopble pearnpytoT ¢ pH-
UHOMKATOPOM U U3MEHAIOT €ro OKPACKY.

KpoBb: FemMornobuH BbiCTynaeT B Ka4ecTse NepoKcnaassl 1
KaTanusupyet o6pasoBaHme akTUBHbIX Gopm Kucnopoaa (ADK).
ADK OKMCAAOT UHAMKATOP, YTO, B CBOIO OYepesb, NPUBOAMUT K
N3MEHEHMIO OKPaCKK.

pH: MeToa ocHOBaH Ha MCNONbL30BaHMKU pH-MHAMKATOpPA.

Benok: AHan13 OCHOBaH Ha NpuHLMNe «6eNKoBOM OWNBKM
WMHAMKaTopa». AHMOH cneumduyeckoro pH-MHaMKaTOpa
B3aMMOZeNCcTBYET C KATMOHOM 6ENKOBOI MOIEKY b, BbI3blBas
OaNbHENLY0 MOHM3ALMIO MHAMKATOPA M U3MEHEHUE OKPACKM.
YpobunuHoreH: B cnuibHOKUCIONM cpeae ypobuanHOreH m
[OMa3oHMIA 06pasyeT a3oKkpacuTenn po3oBoro LBeTa.



HuTputbl: HUTPUTBI MOYM M apOMaTUUECKUI
aMUHOCyNbGaHUNAMUA ANA30TUPYIOTCA C 06pa3oBaHUeM
[MasocoeguMHEHNn, KOTopoe pearnpyet ¢
TeTparnapobeHso(h)xmHoNnH-3-dpeHoNoM. ITO NPUBOAUT K
06pa3oBaHMI0 a30KpaACUTENA KPACHOTO LBETa.

JlelAKoumTbI: rPaHy/IoLMUTbI MOUYM COAEPIKAT 3CTepassl,
KaTanusupytoLme ruapoans NnMppoiaMmMHoKucaoro adpupa c
BbICBOBOXKAEHUEM 3-TMAPOKCU-5-beHnnnuppona. Nuppon
pearupyeT ¢ AMa3zoHnem, 0bpasysa asoKkpacuTesib NyprnypHOro
uBeTa.

MuKpoanbbymuH: AHaIM3 OCHOBAH Ha NPUHLMNE «6eNKoBOM
OLMBKN MHAMKaTOpa»: cynbPpoHdTaNenHOBbIN KpacuTenb
NPOABAAET BbICOKYH YYBCTBUTENBHOCTb K MUKPOANbOYMUHY.
AckopbuHoBas Kucnota: ACKOp6MHOBasA KMCOTA COBMECTHO C
1,2-AMrMAPOKCMANKEHAMMU B LLLENOYHbIX YCOBUAX
BOCCTaHaB/IMBaET ronyboii 2,6-anxnopmHaodpeHonsT B
6ecuBeTHbIl N-(p-deHon)-2,6-amxnopo-P-ammHodeHon.
KpeaTuHuH: KpeaTuHWUH n 3,5-guHUTpobeH30N B
CU/IbHOLLLEIOYHOM cpefie 06pa3ytoT OKpalleHHoe CoeMHEHMe.
Kanbumii: Mpu B3anmoaencTBnm KanbLmsa u o-
Kpe3ondTanenHKomnaeKcoHa obpasyeTcas KOMMAEKC, UMEL Uit
buroneToByto OKPACcKy. MHTEHCUBHOCTb OKPACKK
NPOMNOpLMOHaNbHaA KOHLEHTPaLMW KanbLuua.

[O6bacHeHue pe3ynbTaToB]

Fnokosa

TecT cneunduyeH anA roKosbl. He cylwecTByeT BOSMOXKHOCTH
Nosy4eHUA NIOXKHOMONOXKMTENbHOIO Pe3ybTaTta, BbI3BaHHOIO
coAeprkaHuem gpyrux sewwects B moye. CoaepaHue
aCKOP6UHOBOM KMCNOTbI B KOHLEHTPALMM 22.8 MMOAbL/N UK
aLETOYKCYCHOM KMCIOTbI B KOHUEHTpaumm 1.0 MMo/ib/n MoxeT
NPMBECTU K NONYYEHUIO IOXKHOOTPULATENIbHBIX PE3YbTAaTOB ANA
06pasLoB C coaepsKaHMEM IH0KO3bl 3~7 MMOAb/ .

Bunanpy6uH

B Hopme 6MAnpybUH B MOYe HEBO3MOKHO BbISIBUTH flaXKe CaMblM
YyBCTBUTE/IbHbIM MeTOAO0M. Eciv TecT AaeT NONOKUTENbHbIN
pesynbTaT, TpebyeTcs fanbHellwan nposepka. JlekapcTBeHHble
npenapaTbl, OKPALIMBAOLLME MOYY B KPACHbIN LIBET UK
MMetoLMe KpPacHYO OKPacKy B KMCNoOM cpepe (Hanpumep,
beHasonupmnanH), MOryT NOBAUATb Ha Pe3yNbTaTbl TecTa. Boicokas
KOHLLEHTPALLMA aCKOPOUHOBOM MOXKET CTaTb MPUYMHOM NONYYEHUA
NIOXKHOOTPULLATE/IbHbIX Pe3ynbTaToB.

KeToHbI

PeaKuMOHHasA 30Ha TECT-NONOCKK pearmpyeT C aLLeTOYKCYCHOM
KWUCNOTOM MOUU. PeareHT He B3aMMOENCTBYET C aLLeTOHOM U -
rMapoKcmbyTMpaTom. B Hopme 06pasLbl Mouu gatoT
oTpuuaTe/bHble pe3y/ibTaTbl TECTOB HA KETOHbI.
J10XHOMONOXKUTE/IbHbIE Pe3y/IbTaTbl MOTYT ObITb CIeACTBUEM
BbICOKOW CTeNeHN NUIMEHTUPOBAHHOCTM MOYU N COAEPMKAHMA
60/1bWOro KonnyecTsa metTabonnToB nNpenapata «/lesogona».
YpaenbHblii Bec

TecT-nonocKa N03BoAAET U3MePATb YAeNbHbIN BeC 06pa3LoB
Mouu B gnanasoHe 1.000-1.030. OwunbKa cpegHero mexay
pesynbTaTamu, NoAyYeHHbIMW NPU MOMOLLYM TECT-MOIOCOK U NpU
onpeaeneHnn KoapduumneHta npenomnenuns coctasnaet 0.005.
[ns NOBbILWEHWA TOYHOCTU aHaNN3a, 3HAYEHUE OLINBKM cpegHero
MOKeT bbITb ,06aBIEHO K 3HAUYEHWIO pe3y/ibTaTa B Cayyae, ecam
pH obpasua moun 26,5. AHanM3aTOPbl MOYM MOTYT aBTOMATUYECKM
KOpPPEKTMPOBaTb pe3ynbTaTbl. HEMOHHbIE KOMMOHEHTbI MOYM,
TaKue Kak r/1l0K03a UAN PeHTFeHOKOHTPACTHbIe NpenaparThbl, He
B/MAIOT Ha pe3yabTaT TecTa. [na cuabHO 3abydepeHHon
LLEeIOYHOM MOYM MOTYT HabatoaaTbea bonee HU3KUE B CPAaBHEHUMU
C APYrMMM MeToZamMu pe3ynbTaTbl. B npucyTcTBuUN ymepeHHoro
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Konudectsa 6enka (1,75 r/n) moryT 6biTb NOyYeHbl 3aBbllleHHbIe
pe3ynbTaThbl.

Kposb

Y naumeHTOB MOXeET HabtoaaTbea «cnefoBas» peakums. B
KaXA0M UHAMBUAYANbHOM Cy4ae TpebyeTca KIMHUYecKoe
3aKntoyeHue. MoasneHne 3e/eHblx NATEH (MHTaKTHble
3PUTPOLMTBI) AU 3eNeHOM OKpPacku (remornobuH/muornobuH) Ha
PEaKLMOHHOW 30He TeCT-NO/I0CKMN B TeyeHue 60 CekyHS, yKasbiBaeT
Ha HeobXoAMMOCTb AanbHelLWel AMarHOCTUYECKOM NpoBepKu. B
MOUYE YKEHLLMH 4acTo 06HAPYKMBAETCA MEHCTPYaIbHas KPOBb.
FemornobuH B KoHueHTpauun 150 mkr/a - 620 mkr/n
NPUBAN3NUTENbHO SKBUBAJIEHTEH COAEPXKaHUIO 5-15 KNeTOK/MKN
WHTAKTHbIX 3PUTPOLUTOB. TECT-NONOCKN MMEIOT BbICOKYHO
YYBCTBMTE/IBHOCTb K FeMOT/I06UHY M MOTYT BbITb MCNONb30BaHbI B
KayecTBe JOMOSIHEHUA K MUKPOCKONUYECKOMY UCCNELOBAHMIO.
YyBCTBUTENBHOCTb TECT-MOJIOCOK MOMKET CHUMKATBLCA AN 06pa3LoB
C BbICOKMM yAeNbHbIM BeCOM. M0I0CKM B OANHAKOBOW CTENEHN
YYBCTBUTE/IbHbI K FeMOr/106MHY 1 MUOTrN06uHY. HekoTopble
oKuCAUTEeNW (Hanpumep, TMNOXI0PUT) MOTYT BbI3BATb
NOXHOMONOXNUTENbHbIE pe3yabTaTbl. MUMKPO6HbIe nepoKkcnaassl,
accoumMmpoBaHHble ¢ MHGEKLMAMM MOYEBLIBOAALIMX NYTEN, TaKKe
MOTYT CTaTb NPUYMHOMN OKHOMONOKUTENBbHBIX PE3Y/IbTATOB.
BUTamMWHbI B MOYe MOTYT HE BAUATb Ha pe3yabTaTbl aHaM3a.

pH

TecT-nonocKkM npeaHasHayveHbl A1A BU3yasibHOTo onpeaeneHuns
3HayeHunA pH B gnanasoHe 5.0-8.5 n B ananasoHe 5.0-9.0 ana
WHCTPYMEHTANbHOTO OnpeaeneHus.

benok u mukpoanb6ymuH

KoHueHTpaumsa anbbymmHa B moye y B3POC/blX B HOpme
cocrasnset <20 mr/n. PesynbtaT 8 20-200 Mr/n CBUAETENLCTBYET O
Ha/IMYUN MUKPOaNbbymmnHa. PesynbTat >200 mr/a roBopuT o
KAMHWYeCcKoW anbbymmnHypun. BoiegeHune anbbymmHa co
cKopocTbio 30-300 Mr/CYyTKM CAYXKUT NpeaynperKaatowmm
WHOMKATOPOM COCTOSIHUA MUKPOANbBYMUHYPUU. ANbBYMUHYPUA
MOKET BO3HUKHYTb B pe3y/ibTaTe 3aHATUIA CNOPTOM, MHPEKLNIA
MOYeBbIBOAALLMX MyTEN, OCTPOMN $a3bl BOCNANEHMUA.
TecT-nonocku, npefHa3HayYeHHble Aaa onpeaeneHus
MWKPOaNbbyMMHA, UMEIOT BbICOKYHO YyBCTBUTENbHOCTb. MX
YYBCTBMTE/IBHOCTb K ApYrm H6eskam B 9 pas HUMKe NO CPaBHEHUIO
C MUKPOaNbbyMnHOM. TecT MeHee YyBCTBUTENEH K
MYKOMpOTEeNHaM M robyanHam, KoTopble 06bIYHO
06Hapy»KMBaloTCA B KOHUEHTpauuax 60 mr/an v sbiwe. Eciv B
06pasLe MoUM COAEPHKUTCA BUAMMARA KPOBb (25 mr/an), ato
MOMKET NPUBECTM K IOKHO 3aBbILUIEHHOMY Pe3ynbTaTy.
ObHapyKeHNe MUKPOaNbbyMUH B MOYE MOXKET FOBOPUTL O
CnepyroLWmx CUTYaLmax:

(1) MHorpa npucyTcTBME MUKPOAbBYMUHA MOXKET BbITh
cneacteMeM GyHKUMOHANbHOM anbbyMUHYPUKN MK NOCTYpPanbHOMN
NPOTENHYPUK, BbI3BaHHON dM3MONOrMYecKkon anbbymnHypuen
(npu cobntoaeHNN AUETBI, 3aHATUAX CMOPTOM, NCUXOOTMYECKOM
cTpecce v ap.).

(2) NpomonxkuTensHo Habnoaatoweecs 0bHapyReHne
MMKPOaNbbyMNHA, MUKPOanbbyMUHa U FOKO3bl UK
MMKPOaNbbyMMHA U KPOBM B MOYE MMEET BbICOKOE KIMHUYECKOoe
3HayeHue.

YpobunuHoreH

TecT-noNoCKM NO3BONAOT BbIABUTb YPOOUANHOIEH MOYK B
Konnuectse oT 3 MKMob/n (NnpubansutencHo, 0.2 eanHuy,
dpnuxa/pn). Pesynbtat B 33 MKMOAb/N ABAAETCA KPUTUHECKUM
3HaYeHNeM MeXAy HOPMOW W NaToNorMen U roBOPUT O
HeobXxoAMMOCTUN NpoBeaeHUA JanbHelwero obcnefoBaHus.
OTpuLaTeNbHbIM pe3ynbTaT TecTa He ABNAETCA OKOHYaTe/IbHbIM



OCHOBaHWEM AN 3aKoYeHUA 06 OTCYTCTBMU YPObUAMHOreHa B
Move.

Hutputol

IpamoTpuuaTenbHble 6akTeEpMM B Moye npeobpasyroT HUTPATbI
(nonyyeHHble U3 NULLM) B HATPUTBI. TECT-NOOCKN YyBCTBUTE/bHbI
K HATPUTAM U He PearmpyoT ¢ APYrMMu BeL,ecTBamu,
NPUCYTCTBYIOLWMMMN B MOYe. Hannumne po3oBbix NATEH WU Kpaes
Ha peaKLMOHHOM 30He TeCT-NMONIOCKK He cneayet
WUHTEPNPETMPOBATb KaK NOMOKUTE/IbHbIN pPe3ynbTaT, 04HaKO
Ha/sn4Yne oAHOPOLHOW PO30BOM OKPACKM NtoboW cTeneHmn
WHTEHCUBHOCTU CNeAyeT PacLeHMBaTb Kak NOOXKUTENbHbIN
pe3ynbTaTt. CTeneHb pa3BUTUA OKPACKM U YMCNO BaKkTepuii He
HaxoAATCA B NPAMOM 3aBUCMMOCTU. OTpULATENbHbIV Pe3ynbTaT He
03HayaeT Toro, YTo HaKTepunn oTCYTCTBYHOT. JIOKHOOTPUL,ATENbHbBIN
pe3ynbTaT MOXKET 6bITb B CNeayloLmx cayyasx: 1) ecam B moye
OTCYTCTBYIOT MUKPOOPraHW3Mbl, NpespaLLatoLLne HATPaTbl B
HUTPUTBI; 2) €CIN MOYa He 3a4ePKUBAETCA B MOYEBOM MNy3bipe
[,0CTaTOYHO A0ro (bonee YeTbipex Yacos), HEOBXOANMbIX ANA
npespaLLeHna HUTPATOB B HUTPUTLI; 3) €CAIN HUTPATbl OTCYTCTBYIOT
B MPOAYKTaX NUTaHUA. BbICOKMI yAeNbHbIN BEC MOYM TaKKe
MOMET CHU3UTb YYBCTBUTENBHOCTL TecTa. CoaeprkaHue
aCKOPBUHOBOM KMCNOTbI B KOHLEHTPaLUMUK 2,8 MMOAb/N He
BAMAET HA pe3y/bTaT TecTa.

NeiiKkouuTbl

PeaKLMOHHasA 30Ha TECT-NONOCKM pearmpyeT c acTepasomn
rpaHynoumnToB. B Hopme 06pasLpl MOYM AAKOT OTPULATENbHBIN
pe3ynbTaT; NONOKUTENbHBIN PE3YNbTaT («+» UK Bbile) UMeeT
KAMHMYECKoe 3HauYeHne. B uHAnBUAYaNbHbIX CAyYasx cnepoBoe
coAepiKaHNe MOXKEeT UMETb HEOAHO3HAYHOE K/IMHUYecKoe
3HaYyeHue, 04HAKO NOBTOPAIOLMECA Pe3yNbTaTbl COAEPKAHMA
CNefoBbIX KOIMYECTB YKa3blBAKOT Ha MNATO/IOTUIO.
JI)KHONONOMXKMUTENIbHbIE PEe3YNbTaTbl Y XEHLMH MOTYT BbiTb
BbI3BaHbl 3arpsasHem o6pasL,a BAarauWHbIMK BblAENEHUAMM.
MoBblWeHHaA KOHLEHTpauua roko3bl (160 mmonb/n), a Takke
BbICOKMI yAe/bHbIN BEC MOTYT 6bITb NPUYMHOM 3aHUMKEHHbIX
pe3ynbTaToB TecTa.

AcKkop6uHOBas Kucnora

TecT-noNOCKM NO3BONAIOT OOHAPYKMUTb aCKOPOUHOBYIO KUCNOTY B
moye. OnpeaeneHne KOHLEHTPaLMM acKoOpbMHOBOWM KUCNOTbI
Nno3BOAAET CyauTb 06 ypOBHE ee cofepkaHuaA B opraHmMame u
OLEHMBATb CTENEHb €& BAUAHUA Ha aHaIU3 [1I0KO3b,
6MAnpybUHa, KPOBM M HUTPATOB. MPUCYTCTBUE OKMCAUTENEMN
(Hanpumep, Kanua nepmaHraHaTa, rMNOXnopuTa) B 0bpasLax
MOYM CHUIKAET YyBCTBUTE/IbHOCTb TECTA.

KpeatuHuH

B HOpme y B3pOC/bIX tofei KpeaTUHUH BbIBOAMTCA C MOYOM B
Konuyectse 0.6 -2.0 r/cyT (4TO NPUMEPHO COOTBETCTBYET
pesynbTaty 4.4-17.7 MMOAb/A, NONYYEHHOMY C MOMOLLLbIO TECT-
nonocku). CogepkaHne KpeaTMHMHA B 0bpasLe MoXKeT
KonebaTbea B npeaenax ot 0.9 mmosb/n 4o 26.5 mmonb/n.
KoHueHTpaums B 06pasuax Moun, cobpaHHbIX B yTpeHHEe Bpems
06b14HO 60s1ee BbicOKas (>17.7 MMOb/N Npu aHanmse ¢
NMOMOLLbIO TECT-NO0CKK). KOHLEHTPaLUMA aHaNU3NPYEeMbIX
KOMMNOHEHTOB MOYET CHUXKaTbCA BCNeAcTBUe pa3basieHusa npm
npveme 60/1bWOro KOAMYECTBa BOAbI UM APYrMX BELLecTB, 3TO
NPUBOAUT K 3aHWKEHHbIM pe3ynbTaTaM aHaan3a Mouu
(pesynbTatbl Tecta <50 mr/an). Buaumas rematypus (25 mr/an) n
npvem npenapata «LuMeTMaAMH» MOMKET NPUBECTU K NOSYUYEHUIO
NI0XKHOMO/IOXKUTENIbHbIX Pe3YNbTaTOoB.

CooTHouweHne AnbbymuH-KpeatuHuH

CooTHowWeHWe anbbyMUH-KPeaTUHUH B MOYe B3POC/bIX Ntoael
cocrasnseT meHee 30 mr anbbymuHa / r kpeatuHuHa (3.4 mr
anbbymuHa / Mmonb KpeaTnHuHa). CootHoweHune 30-300 mr/r
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(3.4-33.9 mr/mmonb) CBMAETENLCTBYET O MUKPOANbBYMUHYPUK.
CooTHoweHue 6onee 300 mr/r (>33.9 mr/mmonb)
CBMAETeNbCTBYET 06 anbbyMUHypuUK.

Tabnuua pesynbratos
[ns nposeaeHMs aHasM3a MOXET MCMNO/b30BATbCA PYTUHHAA UK
MeXAyHapoaHasa CMCTEMA eAUHUL, USMEPEHUSA.

AHanut A6 | OTob6paxkeHWe 1 neyatb pesynbrarta
p PyTuHHan MexayHapoaHas
cuctema cuctema eguHuL,
eanHUL, nsmepeHms
n3mepeHua
Mukpoansbymmn | MA | 10 80 10 mr/n 80 mr/n
H mr/ | mr/n
n
30 150 30 mr/n 150
mr/ | mr/n mr/n
n
KpeatuHuH Cr 10 200 0.9 17.7
mr/ | mr/a | mmonb/ | mmonb/
n n n n
50 300 4.4 26.5
mr/ | mr/a | mmonb/ | mmonb/
n n n n
100 8.8
mr/ MMOb/
n n
CooTHowWweHne A:C | <30 mr/r <3.4 mr/mmonsb
anbbyMuH- (Hopma) (Hopma)
KpeaTUHWH 30-300 mr/r 3.4-33.9 mr/mmonb
(noBbiweH) (noBsbiweH)
>300 mr/r >33.9 mr/monb
(BbICOK) (BbICOK)

MpumeyaHue: BblgeneHHble 061acTu coaepraT HdbopmaLmio o
pesy/ibTaTax, BbIXOAALMX 3a Npeae/bl HOPMbI.

OrpaHu4yeHua metoaa

KaK 1 ans Bcex nabopaTopHbIX NpoLeayp, TOYHbIM ANarHo3 u
TepaneBTMYECKME PEKOMEHAALUM HE MOTYT BbITb OCHOBAHbI Ha
pesy/ibTaTax O4HOro Tecta UM MeToaa.

AHanM3 MOYM C MOMOLLLbIO PEAreHTHbIX TeCT-NOI0COK
NPUMeHAEeTCA ANA LONONHEHUA KAMHUYECKOW KapTUHbI COCTOAHUA
naumeHTa. na 06pa3LoB MoYM YyBCTBUTEIbHOCTb 3aBUCUT OT
cnepyrowmx GakTopoB: BapMabenbHOCTU OKPACKU, YaeNbHbIW Bec,
pH, ycnosus ocBeweHmA 1 aAp. BusyanbHoe n MHCTpyMeHTanbHOe
onpegeneHve NoKasbIBaloOT AMaNa3oH 3HayeHuin. Bcneacrene
BO3MOHbIX PAa3HOUTEHWU CyLLECTBYET OTKJIOHEHWE 3HaYeHuA
pe3y/ibTaTa aHann3a oT peasbHOW BeIMUYMHbI KOHUEHTPALMK
aHanuTa. MNpu NnposeaeHMUM aHann3a Ha 6eNoK, rNIOKO3Y, KETOHbI U
YPOBUAMHOTEH OTKAOHEHME NONOKUTENBHOTO 3HAYEHUSA BbilLe
BTOPOrO MOJIOXKUTENbHOTO YPOBHSA A0/IXKHO BbITb B Npeaenax «+».
Bcneactaue pasnunumnii BOCNPUATUA MEXAY FNa3oM Ye0BeKa U
ONTUYECKOI CUCTEMOW aHaNN3aTopa, Pe3yAbTaTbl BU3YaNbHOTO U
WHCTPYMEHTAIbHOTO OnpeseneHna MoryT COBnaaaTb He
NONIHOCTbIO.

Bonpocbl, Tpebylouwme BHUMaHUA

1. UcknoumnTenbHo gna guarHoCTUKM in vitro.

2. TecT-noNIOCKMN [OMKHbI XPAHUTBCA B OPUTMHANBHOM YNAaKOBKe,
He M3BNeKalTe TECT-NONOCKUN U3 YNIAaKOBKWU eC/IN He NaaHupyeTe Ux
Hemepn/IeHHOe UCnonb3oBaHue. He yaanante ocywmTtenb us
ynakoBKu. CnesyeT NAOTHO 3aKpbiBaTb YNAaKOBKY HEMeA1eHHO
nocse U3Bae4YeHUs TeCT-NONOCOK.

3. He cnepyeT ncnonb3oBaTb TECT-MONOCKN C UCTEKLLMM CPOKOM
rogHocTu. MorKanyincTa, ya0CTOBEPLTECH, YTO CPOK FOAHOCTU TECT-



NOJIOCKM He UCTEK U NPOBEAMUTE KOHTPO/IbHOE U3MEPEHUE, eCU
CYLWECTBYIOT OCHOBaHMA NpeAnoaratb, YTo TECT-MOJIOCKK
HenpuUroZHbl 418 NPUMEHEHUA (Hanpyumep, NPOU30oLWI0
N3MeHeHWe OKPACKN UV BO3HUKAW Apyrue BOMPOChI, Bbi3BaHHbIE
HEeOoKNAAHHbIMKU pe3ynbTaTamu).

4. He cneayet Mcnonb3oBaTb BOAyY B Ka4yecTBe OTPULLATE/IbHOMO
KOHTPOAIS.

5. MoNocKku NpesHa3HayYeHbl 418 04HOPA30BOrO UCMONb30BAHUA.
6. MoxkanyicTa, nepes UCNONb30BaHMEM TECT-NONOCOK
BHMMAaTE/IbHO 03HAKOMbTECH C PYKOBOACTBOM MO/b30BaTEN .

7. CnepyeT yTUAM3UPOBATb MCNOb30BaHHbIE TECT-MOIOCKU KaK
6MONOrMYECKM OMACHbI MaTepuan B COOTBETCTBMM C Npasuaamm,
NPUHATLIMK B NabopaTopuu.

8. He cnesyet xpaHUTb TECT-NOIOCKU B XONOAUAbHUKe. TecT-
MOOCKMN AO/IXKHbI XPaHUTLCA B CYXOM, 3aLUMLLEHHOM OT
nonagaHua NPAMbIX CONHEYHbIX y4eit mecTe. He npuKacaiiTechb K
peaKUMOHHOM 30He TeCT-MO/I0COK. [N 3aLMnTbl PeaKLMOHHOM
30HbI TECT-NOJIOCOK CeayeT usberaTb BO34EWCTBMA Baru, cBeta u
HarpeBaHus.

[nanasoH onpeaeneHns U YyBCTBUTENbHOCTb TECT-NONOCOK H-Cr

AHanut YysctBuTENbH | [nanasoH [Onana3oH
oCTb WMHCTPYMEHTaNb | BU3yasbH
HOro oro
onpegeneHua onpegene
HUA
InoKo3a 2,8-5.6 OTpunu,.-56
(Mmmonb/n)
benok (r/n) 0,15-0,3 Otpuu.-3.0 OTtpuu,.-
20.0
Mukpoansby | 30-80 10-150 10-150
MWH (mr/n)
KeToHbl 0.5-1,0 OTpuy,.-7.8 OTpuu,.-16
(Mmmonb/n)
Kposb 5-15 OT1pwny,.-200
(kn/mKn)
BunmpybuH 8,6-17 Otpunu.-103
(mKkmonb/n)
Hutputbl 13-22 OTpunu,.-MonoxuT.
(MmKMonb/n)
NelikouunTbl 5-15 OTpuu,.-500
(kn/mKn)
Ypobunuror | 3.4-17 3.4-135
eH
(MmKMonb/n)
AckopbuHos | 0.6-1,4 0-5.7
an KucnoTa
(mmonb/n)
KpeaTuHuH | --—---- 0.9-26.5
(Mmmonb/n)
pH - 5.0-9.0 5.0-8.5
YaenbHbIn - 1.005-1.030 1.000-
Bec 1.030

[OcHOBHblE KOMNOHEHTDI]

MuKkpoansbymuH: 2.2% w/w cynbboHPTaNnemHoBbIN KpacuTens;
96.0% w/w 6ydep; 1.8% w/w HepeaKLMOHHbIE KOMMOHEHTbI.
benok: 0.1% w/w TeTpabpomdeHonoBbIn cuHUIA; 97.4% w/w
6ydep; 2.5% w/wW HepeaKLMOHHbIE KOMMOHEHTbI.
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KpoBb: 26.0% w/w auunsonponuabeHsona AMrnaponepokcna;
1.5% w/w TeTpameTnnbeHsnamH; 35.3% w/w bybdep; 37.2% w/w
HepeaKLMOHHbIEe KOMMOHEHTbI.

Inoko3sa: 1.7% w/w rnoKko3ookcmaasa (MnkpobHas, 123 Ea); 0.2%
w/w nepokcugasa (13 xpeHa, 203 Ea); 0.1% w/w Kanvs noaua;
71.8% w/w 6ydep; 26.2% W/W HepeaKLMOHHbIE KOMMOHEHTbI.
KeToHbl: 5.7% w/w HaTpusa HUTponpyccug,; 29.9% w/w 6ydep;
64.4% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

NekoumTbl: 4.3% W/W NMpPPONaMUHOKUCABIN 3dup; 0.4% w/w
AnasoHueBasn conb, 92.6% w/w 6ydep, 2.7% w/w
HepeaKUMOHHbIE KOMMNOHEHTbI.

Hutputbl: 1.3% w/w p-apcaHun-N-(1-HapTon)-aTMNEHAMAMUH;
0.9% w/w TeTparnapoxmnHoivH; 89.6% w/w 6ydep; 8.2% w/w
HepeaKUNOHHbIE KOMMNOHEHTbI.

YaenbHbiit Bec: 4.8% w/w 6poMTUMON0BLINA cMHMiA; 90.2% w/w
(NONMMETUNBUHWUNOBLIN 3GUP / MaNenHOBbIV aHIMAPNA)
cononumep; 5.0% w/w HaTpusa rMapPOKCUA,

pH: 3.3% w/w MeT1NoBbIi KpacHbIi; 55.0% w/w 6poMTMON0BbIN
CUHWUIA; 41.7% W/W HepeaKLMOHHbIE KOMMNOHEHTbI.

Buanpy6uH: 0.6% w/w 2,4-aMxnopaHuavMHa AnasoHMeBas Conb;
57.3% w/w 6ydep; 32.1% w/w KodpeunH; 10.0% w/w
HepeaKLMOHHbIEe KOMMOHEHTbI.

YpobunuHoreH: 0.2% w/w npouHblit ronyboi B; 98.0% w/w
6ydep; 1.8% wW/W HepeaKLMOHHbIE KOMMOHEHTbI.
AckopburHoBas kucnota: 0.8% w/w 2,6-amnopuHgodeHonsaTa
rnapar; 40.7% w/w 6ydep; 58.5% w/w HepeaKLMOHHble
KOMMOHEHTbI.

KpeatnHuH: 4.8% w/w 3,5-auHntpoberson; 85.2% w/w 6ydep;
10% w/wW HepeaKUMOHHblE KOMMNOHEHTbI.

Kanbumit: 2.5% w/w o-kpesondranenmHkomniekcoH; 87.5% w/w
6ydep; 10% w/w HepeaKLMOHHbIE KOMMNOHEHTbI.
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H13-Cr Urinalysis Reagent Strip User’s Guide

H-800 Automatic Urine Analyzer Suited Strips

Rev: 12/2018

[Product Name]

Common Name: H13-Cr Reagent Strips for Urinalysis
Trade Name: Reagent Strips for Urinalysis
[Specification]

100 strips/bottle, 50 strips/bottle, 25 strips/bottle

[Intended Use]

H13-Cr Reagent Strips for Urinalysis is used for qualitative and semi- quantitative
test of urobilinogen, bilirubin, ketone (acetacetic acid), blood, protein, nitrite,
leukocyte, glucose, specific gravity, pH, ascorbic acid, microalbumin, and
creatinine in urine.

This product is used for in vitro diagnosis by professionals.

[Testing Principle]

Glucose: The glucose oxidized by glucose oxidase catalyzes the formation of
glucuronic acid and peroxide hydrogen. Peroxide hydrogen releases neo-ecotypes
oxide [O] under the function of peroxidase. [O] oxidizes iodide potassium, which
makes the color changes.

Bilirubin: The direct bilirubin and dichlorobenzene diazonium produce azo dyes in
a strongly acid medium.

Ketone: The acetacetic acid and sodium nitroprusside cause reaction in alkaline
medium, which produces violet compound.

Specific Gravity: Electrolyte (M+X-) in the form of salt in urine reacts with poly
methyl vinyl ether and maleic acid (-COOH),which are weak acid ionic exchanger.
The reaction produces hydrogenous ionogen, which reacts with pH indicator that
causes the color change.

Blood: Hemoglobin acts as peroxidase. It can cause peroxidase release
neo-ecotypes oxide (O). (O) oxidizes the indicator and make the color change
subsequently.

pH: The method of pH indicator is applied.

Protein: This is based on the protein-error-of-indicator principle. Anion in the
specific pH indicator attracted by cation on protein molecule makes the indicator
further ionized, which changes its color.

Urobilinogen: Urobilinogen and diazonium produce red violet dyes under the
function of strong acid medium.

Nitrite: Nitrite in the urine and aromatic amino sulphanilamide are diazotized to
form a diazonium compound. The diazonium compound reacting with tetrahydro
benzo(h) quinolin 3-phenol causes the red azo dye.

Leukocyte: Granulocyte leukocytes in urine contains esterases that catalyze the
hydrolysis of the pyrrole amino acid ester to liberate 3-hydroxy 5-pheny pyrrole.
This pyrrole reacting with diazonium forms a purple azo dye.

Microalbumin: Sulfone phthalein dye have high sensitivity to microalbumin by
the method of protein error.

Ascorbic Acid: Ascorbic acid, with 1,2-dihydroxy alkenes, under the alkaline
condition, deoxidizes the blue 2,6-dichloroindophenolate into colorless
N-(p-phenol)-2,6- dichloro-P-amine phenol.

Creatinine: Creatinine and 3,5-dinitro-benzoic acid react in strong alkaline
condition, and generate colored compound.

[Main Ingredients]

Leukocyte: 4.3% w/w pyrrole amino acid ester; 0.4% w/w diazonium salt; 92.6%
w/w buffer; 2.7% w/w nonreactive ingredients.

Nitrite:1.3% w/w p-arsanilicacid-N-(1-Naphthol)-ethylenediamine; 0.9%w/w
tetrahydroquinoline; 89.6% w/w buffer; 8.2% w/w nonreactive ingredients.
Protein: 0.1% w/w tetrabromphenol blue; 97.4% w/w buffer; 2.5% w/w nonreactive
ingredients.

Blood: 26.0% w/w diisopropylbenzene dihydro peroxide; 1.5% wiw
tetramethylbenzidine; 35.3% w/w buffer; 37.2 %w/w nonreactive ingredients.
Urobilinogen: 0.2%w/w fast B blue; 98.0%w/w buffer; 1.8%w/w nonreactive
ingredients.

Bilirubin: 0.6%w/w 2,4-dichloroaniline diazonium salt; 57.3%w/w buffer;
42.1%w/w nonreactive ingredients.

pH: 3.3% w/w methyl red; 55.0% w/w bromthymol blue; 41.7% w/w

nonreactive ingredients.

Specific Gravity: 4.8%w/w bromthymol blue; 90.2%w/w poly(methyl vinyl ether
co. maleic anhydride).

Glucose: 1.7% w/w glucose oxidase (microbial.123U); 0.2 % w/w
peroxidase(horseradish. 203U); 0.1% w/w tetramethyl benzidine; 71.8% w/w buffer;
26.2% w/w nonreactive ingredients.

Ketone: 5.7% w/w sodium nitroprusside; 29.9% w/w buffer; 64.4% w/w
nonreactive ingredients.

Microalbumin: 2.2%w/w sulfone phthalein dye; 96.0%w/w buffer; 1.8%w/w
nonreactive ingredients.

Ascorbic Acid: 0.8%w/w 2,6-dichloroindophenolate hydrate; 40.7%w/w buffer;
58.5%w/w nonreactive ingredients.

Creatinine: 4.8%w/w 3,5-dinitro-benzoicaid; 85.2%w/w buffer; 10 %w/w
nonreactive ingredients.

[Storage Conditions and Shelf Life]

Storage Condition: The strips must be stored in dry place at the temperature
between 2°C~30°C, and do not keep in the refrigerator; Avoid direct sunlight and do
not touch the reaction area of the strip; As to protect the activity of the reagent, must
eliminate the humidity, sunlight and heat from the ambience environment.

Shelf Life: Stored in dry place and avoid sunlight, with the temperature between
2°C~30°C, the sealed shelf Life is 2 years; After opened, cover the tap closely,
stored in dry, avoid sunlight with the temperature between 2°C~30°C, the shelf Life
is 1 month.

[Applicable Instrument]
DIRUI H-800 Automatic Urine Analyzer

[Sample Requirements]

Collect fresh urine in a clean and dry container. Don't centrifuge the urine. Mix the
sample well before the test. The urine test must be taken within two hours All
samples must always be taken and kept under sanitary conditions.

Note: The preservatives will not prevent the deterioration of ketones, bilirubin or
urobilinogen. The growth of bacteria in the long-term storage sample may affect the
test results of glucose, pH, nitrite and blood.

[Test Method]

Visual Reading:

Room temperature for test:(25+5)'C

1. Immerse the reagent area of the strip in urine sample and take it out quickly and
immediately.

2. Run the edge of the strip against the rim of the container to remove the excess
urine.

3. Hold the strip up horizontally and compare the result on the strip with the color
chart on the bottle label closely. Make a note of the result. For a semi-quantitative
result, take the result according to the time specified on the color chart. For a
qualitative result, the strip should be read within 1-2 minutes after dipping. If a
positive result is obtained, repeat the test and compare with the color chart at the
time specified. Color changes beyond 2 minutes are of no diagnostic value.

AN

| |

Instrumental Testing:
Follow the directions given in appropriate instrument-operating manual.

[Result Explanation]

Glucose

The test is for specificity of glucose. There is no false positive result occurred in
reagent strip, caused by any other substance in urine. When the ascorbic acid
concentration=2.8mmol/L or acetoacetic acid concentration=1.0mmol/L, the
sample of glucose concentration is 3~7mmol/L may occur false negative result.
Bilirubin

Normally, even the most sensitive method can't detect bilirubin in urine. It is
abnormal to have little bilirubin in urine, which requires further inspection.
Medicines that dyes urine red and anything that shows red itself in an acid
medium e.g., phenazopyridine may affect the test result. High concentration of
the ascorbic acid may cause false negative result.

Ketone

The reagent strip acetone reacts with acetoacetic acid of urine. It doesn't do with
B-hydro butyric acid. Normal urine sample usually shows negative results in the
test. False positive results may occur in highly pigmented urine or those
containing a large amount of levodopa metabolites.

Specific Gravity

The reagent strip for Specific Gravity allows the urine sample specific gravity
between 1.000 and 1.030. In general, the mean error between the results of the
strip test and those from the refractive index method is only 0.005. To make it
more accurate, 0.005 may be added to readings from urines with pH equal or
greater than 6.5. Urine reading instrument can automatically make these
adjustments in strip-readings. The urine nonionic constituents such as glucose or
radiopaque dye won't make any changes in the test. Highly buffered alkaline
urines may cause the low readings comparing with the other methods. Elevated
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specific gravity readings may occur in the presence of moderate quantities of
protein(1g/L-1.75g/L).

Blood

‘Trace' reaction may vary among the patients. Clinical judgments are required for
individual cases. The presence of green spots (intact erythrocytes) or green color
(haemoglobin/myoglobin) on the reagent area within 60 seconds indicates for further
diagnostic check. Blood is often found in the urine of the menstruating females.
Haemoglobin 150ug/L-620ug/L is approximately equivalent to 5-15 cells/uL intact
erythrocytes. The reagent strip is highly sensitive to haemolobin and thus can be
used as a supplementary to the microscopic examination. The sensitivity of the strip
might be reduced in urine with a large amount of specific gravity. The strips are
equally sensitive to myglobin as to haemoglobin. Certain oxidizing contaminants,
such as hypochlorite, may lead to false positive results. Microbial peroxidase
associated with urinary tract infection may also produce a false positive result.
Vitamine in urine may not influence the result of the test.

pH

The strip tests for pH values are generally in the range of 5.0-8.5 visually and
5.0-9.0 instrumentally.

Urobilinogen

The reagent strips can detect urobilinogen in low amount as 3umol/L (approximately
0.2 Ehrlich unit/dL) in urine. A result of 33umol/L in urine indicate the critical value,
representing the transition from normal to abnormal, which requires further check on
patients and samples. The negative results are not final to determine the absence of
urobilinogen.

Nitrite

Gram-negative bacteria in urine converts nitrate( derived from foods)into nitrite. The

reagent strip is essential to nitrite and won't react with the other substances in urine.

Pink spots or edges on the strip should not be interpreted as positive result, but any
degrees of uniform pink color development should be taken as

itive result. The degrees of color development the numbers of bacteria are not in
direct proportion. The negative result doesn't mean the existence of bacteria in a
large amount. Negative result may occur (1) when urine doesn't contain organism
that caused the conversion from nitrate to nitrite. (2)when urine has not remained in
the bladder long enough(four hours up)to let the nitrate covert into nitrite. (3) the
nitrate in the foods is absent. Large High volume of specific gravity in urine may
reduce the sensitivity of the test. 1.4mmol/L ascorbic acid or less won't interfere the
result.

Leukocyte

Test area reacts with esterase in leucocytes (granulocytic leukocytes). Normal urine
sample generally yield negative result; positive results (+ or greater) are clinically
significant. Individually observed 'Trace' results may be of questionable clinical
significance; however 'Trace' results observed repeatedly may be clinically
significant. 'Positive' results may occasionally be found with random sample from
females due to contamination of the sample by vaginal discharge. Elevated glucose
concentrations (160mmol/L) or high specific gravity may cause decreased test
results.

Ascorbic Acid

The test area can detect the ascorbic acid in urine. Through the ascorbic acid
detection, we will know the level of ascorbic acid in the body and the effect degree
that the ascorbic acid bring to the test on glucose, bilirubin, blood and nitrite. It will
reduce the sensitivity when the oxidant (such as potassium permanganate,
hypochlorite )present in the urine.

Protein and Microalbumin

Albumin concentration in normal adult urine is less than 20 mg/L. A result of 20-200
mg/L indicates clinical microalbumin. A result of higher than 200 mg/L indicates
clinical albuminuria. A albumin discharge rate of 30-300 mg/24 hour indicates a
warning of urine microalbumin symptom. A albumin discharge rate of higher than
300 mg/24 hour indicates a warning of urine albumin symptom. Urine albumin
discharge may be elevated by temporary sport, urinary tract infection or acute fever
disease.

Microalbumin strip is intended for detecting urine microalbumin, and is sensitive to
microalbumin. Its sensitivity for other protein is 9 times lower than microalbumin.
The test is less sensitive to mucoproteins and globulins, which are generally
detected at levels of 60 mg/dL or higher. A visibly bloody urine (=5 mg/dL) may
cause falsely elevated results.

Microalbumin in urine may lead to:

(1)Occasionally presented urine microalbumin may be functional albuminuria or
postural proteinuria caused by physiological albuminuria, such as diet, sport,
mental stress, etc.

(2)Continuously presented urine microalbumin, microalbumin and glucose, or
microalbumin and blood are with great clinical significance.

Creatinine

Normal urine creatinine concentration of adult is 0.6-2.0g/24h (about 4.4-17.6
mmol/L by test strip). High deviation exists on the test results of random urine
sample creatinine, with the range from 0.9mmol/L to 26.5mmol/L. concentrated and
morning urine have higher level of creatinine (maybe more than 17.7mmol/L tested
by test strip). The concentration of the component required to test can be diluted
due to over-ingestion of water or other substance, will result in typical low
concentration urine (the tested result <50mg/dL). Visible hematuria(=5mg/dL) or
Cimitidine may result in creatinine testing result spurious rising.
Albumin-Creatinine Ratio

Urine albumin content of adult is less than 30 mg albumin/g creatinine (3.4
albumin/mmol creatinine). A ratio of 30-300mg/g (3.4-33.9mg/mmol) indicates
microalbuminuria. A ratio of more than 300mg/g (>33.9mg/mmol) indicates
albuminuria.

Result Table
Routine system of units and international system of units can be selected in urine
analyzer test.
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Print or Display Result
Test It Ab. Routine Syst: f
estiiem outine ,yS em o International System of Units
Units
Microalbumin MA 10 mg/L 80 mg/L 10 mg/L 80 mg/L
30 mg/L | 150 mg/L 30 mg/L 150 mg/L
10 mg/dL | 200 mg/dL| 0.9 mmol/L 17.7 mmol/L
Creatinine Cr 50 mg/dL | 300 mg/dL| 4.4 mmol/L 26.5 mmol/L
100 mg/dL 8.8 mmol/L
<30 mg/g(normal) < 3.4 mg/mmol(normal)
30-300
Albumin-Creatinine 3.4-33.9 mg/mmol(abnormal)
Ratio A:C mg/g(abnormal)
=300 mg/g(highly >33.9 mg/mmol(highly
abnormal) abnormal)

Remark: shaded area indicates abnormal result.

[Limitation of Test Method]

Like all lab tests, diagnosis result and therapeutic schedule can not be made
according to any single diagnosis method.

Reagent strips’ application is based on clinical analysis. In clinical sample, the
sensitivity depends upon several factors: the variability of color perception, specific
gravity, pH, and the lighting conditions change when the product is read visually.
Each colour block or instrumental display value represents a range of values.
Because of sample and reading variability, sample with analyte concentrations that
fall between nominal levels may give results at either level. Results at levels
greater than the second positive level for the Protein, Glucose, Ketone, and
Urobilinogen tests will usually be within one level of the true concentration. Exact
agreement between visual results and instrumental results might not be found
because of the inherent differences between the perception of the human eye and
the optical system of the instruments.

[Performance Index]
Test Range and Sensitivity of H13-Cr Series Strips

Item Sensitivity Instrument Test Visual Test Range
Range
Glucose(mmoliL) 2.8-5.6 Neg.-56
Protein(g/L) 0.15-0.3 Neg.-3.0 Neg.-20.0
Microalbumi /L) 30-80 10-150 10-150
Ketone (Acetacetic
Acid)zmmollL) 0.5-1.0 Neg.-7.8 Neg.-16
Blood(Ery/uL) 5-15 Neg.-200
Bilirubin(umol/L) 8.6-17 Neg.-103
Nitrite(umol/L) 13-22 Neg.-Pos.
Leukocyte(LeukofuL) 5-15 Neg.-500
Urobilinogen(umol/L) 3.4-17 3.4-135
Ascorbic Acid(mmol/L) 0.6-1.4 0-5.7
Creatinine(mmol/L) — 0.9-26.5
pH — 5.0-9.0 \ 5.0-8.5
Specific Gravity — 1.005-1.030 [ 1.000-1.030

[Points for Attention]

1.In vitro diagnosis for professional only.

2.Reagent strips must be stored in original bottle, do not take out strips except use
them immediately, removing the desiccant is forbidden, tighten the cap
immediately after taking out strips.

3.The expired should not be used, please make sure whether the strip is over the
validity, and test it by quality control if the deterioration of strips occurs, which leads
color shallower or deeper, or any question occurs with the unexpected results.

4 Water can not be used as negative control.

5.0ne time use only for each strip.

6.Please read the Guide carefully before use.

7.Please refer to the lab biological treatment of harmful materials to dispose the
waste strips.

8.Do not place them in refrigerator, however they should be stored in dry
circumstance, avoid direct sunlight, do not touch the reactive area of strip, ambient
moisture, light and heat must be prevented in order to protect the reactivity of the
strips.

Notes on symbols and marks

Batch code E Expiry Date
@ Single use In Vitro Diagnostic Use
u Manufactured by H Store at

c € These test strips conform to the

[:E] Please read package insert directive 98/79/EC(IVD-directive)

E Authorised Representative

Catalogue number

Tel :+86(431)85100409
Fax:+86(431)85172581
E-mail:dirui@dirui.com.cn
Http://www.dirui.com.cn



NHCTPYKLMA K peareHTHbIM TeCT-N0JIoCKam ana ypmHaHanusa H13-Cr

TecT-noNOCKM ANA aBTOMATUYECKOro aHamnsatopa moum H-800

[HaumeHoBaHue npoayKra]

Obuiee HaMMeHoBaHMWe: peareHTHble TeCT-NONOCKK ANA
ypuHaHanusa H13-Cr

ToproBoe HaMMeHOBAHMeE: TECT-NOIOCKM ANA YPUHOAHANN3A
[Cneundukaums]

100 wT/yn, 50 wTt/yn, 25 wt/yn

[HasHaueHue]

PeareHTHble TecT-Noa0CKM ANA ypuHoHanu3a H14-Ca
npegHasHayeHbl ANA NPOBEAEHUA KAYeCTBEHHOTO UK
NONIYKOZIMYECTBEHHOIO aHaIM3a coaepKaHua ypobunmHoreHa,
6unmpyburHa, KETOHOB, KPOBU, HenKa, HUTPUTOB, TIEMKOLMTOB,
rNIOKO3bl, YAeNbHOro Beca, pH, ackopbuHOBOM KMCNOTbI,
MWKPOanbbyMmnHa, KpeaTUHUHA B MoYe.

[aHHbI NpoayKT NpeaHasHayveH Ana npodeccMoHanbHOro
NCMONb30BaHNA B NabopaTopusx.

[MpuHUMN onpepenenusn]

FnoKo3a: MNtoK03a OKMCAAETCA [I0KO300KCUAA30M C
06pa3oBaHNEM [/IIOKYPOHOBOW KUCNOTbI M NepPOKCUAA BOAOPOAA.
Mepokcua Bofopoaa noa AeCTBUEM NePOKCUAA3bl reHepupyeT
aKTuBHble dopmbl Kucnopoga (AGK). AOK okucnseT Kanus noama,
YTO NPUBOAMT K U3MEHEHMIO OKPACKM.

Buanpy6uH: B cuNbHOKMCNOM cpeae NpAmMon BunnpybuH un
onxnopdeHnnanasoHunii pearnpytoT ¢ ob6pasoBaHnem
asokpacuTens.

KeToHbI: ALLeTOyKCyCHaa KMCA0Ta U HaTpUA HUTponpyccug, B
LLEeNOYHOM cpese pearmpytoT c obpaszoBaHMeM coeaNHEHUS,
OKpaleHHoro B $p10NeToBbIN LBET.

YpaenbHbit Bec: Inektpoaut (M*X') B moye B dopme conm
BCTYNaeT B PEAKLMUIO C NOIMMETUNBUHNAOBLIM 3GUPOM U
OCTaTKOM MasieMHoBoWM KnucaoTbl (-COOH), KoTopble aBnaoTCA
cNaboKUCAbIMY MOHOOOMEHHMKaMU. Peakuma NpoTeKaeT ¢
obpasoBaHMeM MOHOB Bogopoaa [H*], KoTopble pearnpytoT ¢ pH-
UHOMKATOPOM U U3MEHAIOT €ro OKPACKY.

KpoBb: emMornobuH BbICTynaeT B Ka4ecTBe NEPOKCUAA3bI U
KaTanmsunpyeT ob6pasoBaHme akTUBHbIX Gopm Kucnopoga (AGK).
ADK OKMCAAOT UHAMKATOP, YTO, B CBOIO O4epesb, NPUBOAMUT K
N3MEHEHMIO OKPACKK.

pH: MeToa ocHOBaH Ha MCNONbL30BaHMKU pH-MHAMKATOpPA.
Benok: AHann3 OCHOBaH Ha NpuHUMNe «6enKkoBoi oWnbKK
WMHAMKaTopa». AHMOH cneumdpuyeckoro pH-mMHaMKaTOpa
B3aMMOZeMNCcTBYET C KATMOHOM 6ENKOBOI MOIEKYbI, BbI3blBas
OaNbHENLLY0 MOHM3ALMIO MHAMKATOPA U U3MEHEHUE OKPACKM.
YpobunuHoreH: B cnibHOKUCIONM cpese ypobuanHOreH m
OMa30HMI 06pa3yeT a3oKkpacuTenn po3oBoro LBeTa.

HUTpUTBI: HUTPUTLI MOYM M apOMaTUYECKUIA
aMUHocynbdaHUNAMUA, ANA30TUPYIOTCA C 06pa3oBaHUeM
[OMa30coeanHEHNnA, KOTOPOe pearnpyer ¢
TeTparnapobeHso(h)xMHoAMH-3-peHonom. ITO NPUBOAUT K
06pa3oBaHMIO a30KPaACUTENA KPACHOTO LBETa.

JIeAKoumTbI: rpaHyIoLMTbI MOYM COLEePIKaT 3cTepassl,
KaTanusunpyowme rmaponns NMpposammHokucaoro apmpa c
BbICBOBOXKAEHNEM 3-TMAPOKCU-5-beHnnnuppona. NMuppon
pearupyeT ¢ AMa3zoHnem, 0b6pasysa asoKkpacuTesb NyprnypHOro
ugeTa.

MuKpoanb6ymuH: AHanM3 OCHOBaH Ha NpuHLUMNe «6enkosom
OWNBKN NHANKATOpa»: cynboHTaNEUHOBDIV KpacuTenb
NPOABAAET BbICOKYIO YYBCTBUTENBHOCTb K MUKPOANbOYMUHY.
AckopbuHoBas Kucnora: ACKOp6MHOBasA KMCOTA COBMECTHO C
1,2-AMrMapOKCHMaNKEHaMM B LLENOYHBIX YCIOBUAX
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BOCCTaHaB/IMBaET rony6oli 2,6-anxnopmHaodpeHoNsT B
6ecuBeTHbIl N-(p-deHon)-2,6-auxnopo-P-ammHodeHon.
KpeaTuHuH: KpeaTuHUH 1 3,5-auHnUTpobeH30 B
CU/IbHOLLLEIOYHOM cpefie 06pa3ytoT OKpalleHHoe CoeaMHEHMe.
[OcHOBHbIE KOMNOHEHTbI]

NekounTbl: 4.3% wW/W NMPPONAMUHOKMCABIN 3dup; 0.4% w/w
AvasoHueBas conb, 92.6% w/w 6ydep, 2.7% w/w
HepeaKLMOHHbIE KOMMOHEHTbI.

Hutputbl: 1.3% w/w p-apcaHmn-N-(1-HadpTon)-3TMNEHAMAMUH;
0.9% w/w TeTparngpoxuHonvH; 89.6% w/w bydep; 8.2% w/w
HepeaKLMOHHbIE KOMMOHEHTbI.

Benok: 0.1% w/w TeTpabpomdeHonosblit cMHuit; 97.4% w/w
6ydep; 2.5% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

Kposb: 26.0% w/w anunsonponuabeHsona ANrnaponepokcna;
1.5% w/w TeTpameTtnnbeHsnamH; 35.3% w/w bybdep; 37.2% w/w
HepeaKLMOHHbIe KOMMOHEHTbI.

YpobunuHoreH: 0.2% w/w npouHbiit ronyboi B; 98.0% w/w
6ydep; 1.8% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

BunnpybuH: 0.6% w/w 2,4-auxnopaHuanHa AMa3oHNEBas COMb;
57.3% w/w 6ydep; 32.1% w/w KodeunH; 10.0% w/w
HepeaKLMOHHbIEe KOMMOHEHTbI.

pH: 3.3% w/w MeT1NoBbII KpacHbIi; 55.0% w/wW 6pOoMTUMON0BbI
CUHWUA; 41.7% W/W HepeaKLMOHHbIE KOMMNOHEHTbI.

YaenbHbii Bec: 4.8% w/w 6poMTUMON0BbIN cMHKiK; 90.2% w/w
(nonnmeTnnBuHMNOBLIN 3dMP / ManenHoBbIN aHIMAPUA)
cononumep; 5.0% w/w HaTpusa rMAPOKCUA,

Fnokosa: 1.7% w/w rntoko3ooKkcunaasa (Mmkpo6Has, 123 Eg); 0.2%
w/w nepokcuaasa (13 xpeHa, 203 Ea); 0.1% w/w Kanua noama;
71.8% w/w 6ydep; 26.2% W/W HepeaKLMOHHbIE KOMMOHEHTbI.
KeToHbl: 5.7% w/w HaTpusa HuTponpyccug,; 29.9% w/w 6ydep;
64.4% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

MukpoansbymuH: 2.2% w/w cynbboHbTaNneMHoBbIN KpacuTtenb;
96.0% w/w 6ydep; 1.8% w/W HepeaKLMOHHbIE KOMMNOHEHTbI.
AckopbuHoBas kucnota: 0.8% w/w 2,6-aunopuHaodeHonaTa
ruapart; 40.7% w/w 6ydep; 58.5% w/w HepeaKLMOHHbIe
KOMMOHEHTbI.

KpeaTnHuH: 4.8% w/w 3,5-anHutpobenson; 85.2% w/w 6ydep;
10% w/w HepeaKUMOHHbIE KOMMNOHEHTbI.

[YcnoBusa xpaHeHusa u cpoK rogHocTu]

Ycnosua xpaHeHUs: TecT-NoN0CKM JOMKHbI XPaHUTbCA Npu
TemnepaTtype 2-30°C B cyXom 3alLMLLEHHOM OT NonajaHua
NPAMbIX CONHEYHbIX Iy4er U BO34ENCTBUA XMMUYECKUX PeareHToB
mecTe.

Cpok rogHocTu: 1A HEBCKPbITbIX TECT-MNONOCOK, XPAHALLMXCA NPU
TemnepaTtype 2-30°C B cyxom, 3alMLLEHHOM OT NonasaHus
NPAMbIX CONTHEYHbIX Iy4eli MecTe, CPOK FOAHOCTU cocTaBaaeT 2
roaa; Mocne BCKPbITUA TECT-NONIOCKU NPUTOAHbI ANA
MCMNONb30BaHNA B TedeHMe 1 mecAua npu yCAoBUN XPaHEHUA B
NAIOTHO 3aKPbITOW YNaKOBKE B CYXOM, 3aLUMLLEHHOM OT NOMNafaHuUA
NPAMBbIX CO/THEYHbIX Iy4elt mecTe, npu TemnepaTtype 2-30°C.
[Moaxoaawee o6opyaosaHue]

ABTOMaTM4YecKmuit aHanm3satop mouun DIRUI H-800

[Tpe6boBaHua K obpasuyam]

CobepuTte 0bpasew, MOYM B YMUCTbIN CyXOl KOHTelHep. He
ueHTpuoyrnpyiite obpased. Mepes Havyanom aHanu3a cneayet
TWaTeNbHO NepemeLlatb 06pasupbl. AHaNM3 AONKEH ObITb
nposeaeH B TeuyeHue 2 Yacos. Bce 0b6pasubl HE0H6X0AMMO
oTbMpaTh U XpaHUTb C COBNOAEHMEM CAHUTAPHBIX NPABUA U
HOpM.



MpumeyaHue: KoHcepBaHTbI He NPeOTBPALLAIOT pacnaja
KETOHOB, BunnpybuHa n ypobunmHoreHa. Mpu gaMtenbHOm
XpaHeHWW baKkTepuanbHas KOHTaMWHaLWA 0bpasLa MOXKeT
NOB/IMATbL Ha Pe3y/IbTaTbl aHaAM3a IMoKo3bl, pH, HUTPUTOB U
KpoBM.

[MeTtopg aHanuza)

AHanus cnesyet NpoBOAUTL NMPU KOMHATHOM TemnepaType
(25+5)°C

Bu3yanbHoe onpeaeneHue:

1. MNorpy3uTe peakLMOHHYIO0 30HY TECT-NONOCKMU B 06paseL, Moun u
HemeA/IEHHO U3BNEKUTE BbICTPLIM ABUKEHWUEM.

2. NpoBeauTe pebpom TECT-NOIOCKM NO Kpatko cocyAa, YTobbl
YAANUTb U36bITOK MOUM.

3. [lepKa NONOCKY rOPU30HTaNbHO, CPAaBHUTE pPe3y/bTaT TecTa Ha
NOJIOCKE C LiBETHOM LWKaN0MN Ha 3TUKEeTKe neHana. 3anuwurte
pesynbTart. [Ipy NoNAYKONNYECTBEHHOM OnpeaeneHnumn pesybTaT
PEerucTpupytoT COrnacHoO BPEMeHU, YKasaHHOMY Ha LiBETHOW
WwKane. Mpu KayecTBEHHOM OnNpeaeneHnU NoaoCKy ceayer
aHanM3MpoBaTh B TeYeHWe 1-2 MUHYT nocsie norpyxeHus. Ecam
pe3synbTaT KauecTBEeHHOro UCCAef0BaHWA OKasancs
NONOKUTENbHBIM, CNlelyeT NOBTOPUTb aHANN3 B PeXMUME
NOlYKONMYECTBEHHOTO ONPeAeIeHUA U CPAaBHUTL pe3ynbTaT TecTa
C LiBETHOM LUKaNol B COOTBETCTBMM C YKa3aHHbIM Ha Hel
BpemeHeM. M3meHeHWe LBeTa Nocne 2 MUHYT BbIAEPIKKU He
MMeeT AMarHOCTUYECKOro 3HaUYeHUs.

MHCTpymeHTanbHOE onpeaeneHue:

CnepyiiTe yKasaHuAM, AaHHbIM B PYKOBOACTBE MO 3KCNyaTaLmm
COOTBETCTBYIOLLEW MOAENM aHan3aTopa.

[O6bAcHeHue pe3ynbTaToB]

[nokosa

TecT cneunduryeH ana rnoKosbl. He cylwecTsyeT BO3MOXKHOCTH
NOSy4YeHUA SI0XKHOMO/IOKNTENBHOTO pe3yibTaTa, BbI3BaHHOIO
cofepaHuem Apyrux Bewects B Moye. CogepraHune
aCKOPBUHOBOM KMCNOTbI B KOHLEHTPaLUMUM 22.8 MMOb/N UAn
aLETOYKCYCHOM KMCNOTbI B KOHLEHTPaLMK 21.0 MMOAb/N MOXKeT
NPUBECTU K MOYYEHUIO NOXKHOOTPULATENbHbIX PE3YNbTATOB AN
06pasLoB C cofepikaHUem roKosbl 3~7 MMonb/N.

BununpybuH

B Hopme 6MAnpy6bUH B MOYe HEBO3MOKHO BbISIBUTH aXKe CaMbiM
YYBCTBUTENbHBIM METOA0M. EciM TecT faeT NonoXKuUTenbHbIN
pesynbTaT, TpebyeTca AanbHelwan NPoBepKa. JIeKapCcTBEHHbIE
npenapaTbl, OKPaLIMBAIOLLME MOYY B KPACHbIW LBeT Uan
MMmetoLLMe KPacHYo OKpacKy B KUCON cpeae (Hanpumep,
$beHasonMpuUamrH), MOryT NOBAUATL HA Pe3y/IbTaTbl TecTa. Boicokas
KOHLEHTpaLuA acCKopObUHOBOW MOKET CTaTb MPUUYUHOW NOAYYEHUA
JIOKHOOTPULATE/NbHBIX PE3Y/IbTATOB.

KeToHbI:

PeaKuWOHHaA 30Ha TECT-NONOCKM pearnpyeT ¢ aLeToyKCyCHOM
KMCNOTOM MoYM. PeareHT He B3auMoAeNCTBYET C aLeTOHOM U B-
rMapokcmbytTnpaTom. B Hopme obpasubl moun gatot
OTpULLATe/IbHbIE Pe3y/IbTaTbl TECTOB HA KETOHbI.
J103XHOMONI0XKUTENbHbIE Pe3y/bTaTbl MOTYT BbITb CieAcTBMEM
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BbICOKOW CTeNneHN NUIMEHTUPOBAHHOCTM MOYU MU COAEPMKAHMA
60/1bWOro KonnyecTsa metTabonnToB npenapara «/lesogona».
YpaenbHbll BeC

TecT-noNocKa N03BOAAET U3MEPATb YAeNbHbI BeC 06pa3LoB
Mouu B gnanasoHe 1.000-1.030. OwmnbKa cpegHero mexay
pesy/nbTaTamu, Noy4eHHbIMU NMPU MOMOLLLM TECT-NONOCOK U NpU
onpegeneHumn koadpduumeHTta npenomnermns coctasnaet 0.005.
[nA noBbllWeHNA TOYHOCTU aHaM3a, 3HaYeHWe OLWKBKKN cpesHero
MOXKeT 6bITb ,06aBNEHO K 3HAYEHWIO pe3y/ibTaTa B Cayyae, ecam
pH ob6pasua mouun 26,5. AHanM3aTopPbl MOYM MOTYT aBTOMATUYECKM
KOPPEeKTMPOBaTb pe3ybTaTbl. HEMOHHbIE KOMMNOHEHTbI MOYMU,
TaKue Kak rNoKo3a UK PEHTIEHOKOHTPACTHbIe Npenapartsbl, He
BAMAIOT Ha pe3y/bTaT TecTa. [na cuabHO 3abydepeHHom
LLEeNIOYHOM MOYMN MOTYT HabntoaaTbea bonee HU3KUE B CPAaBHEHUMU
C APYrMMU METO4aMM pe3ybTaTbl. B NpUcyTCTBUN yMEPEHHOTO
Konudectsa 6enka (1 r/a—7.5 r/n) moryT 6bITb NOAYYEHbI
3aBbllLEHHbIE Pe3yabTaTbl.

KpoBb: Y nauneHToB MOXKeT Habntofatbca «cnefosas» peakums. B
KaXK40M UHAMBUAYANbHOM Cayyae TpebyeTca KNMHUYecKoe
3aK/toyeHue. NosaBneHne 3eneHbIX NATEH (MHTAKTHble
3PUTPOLMTBI) AW 3€1EHOIN OKPACKM (remornobuH/mnmornobuH) Ha
pPeaKLMOHHOM 30He TECT-NOJIOCKU B TeyeHue 60 CeKyHp, yKa3biBaeT
Ha HeobXoAMMOCTb AanbHelWel AMarHOCTUYECKOW NpoBepKu. B
MOYE KEHLLMH YacTO OBHAPYKMBAETCA MEHCTPYa/ibHaA KPOBb.
FemornobuH B KoHueHTpauun 150 mkr/n - 620 MKr/n
NPUBAN3UTENBHO SKBUBANIEHTEH COAEPKAHMIO 5-15 KNEeTOK/MKA
WMHTAKTHbIX 3PUTPOLUTOB. TECT-NONOCKN MMEIOT BbICOKYHO
YYBCTBMTE/IbHOCTb K FeMOT/I06MHY M MOTYT BbITb MCNONb30BaHbI B
KayecTBe JOMONHEHUA K MUKPOCKONMUYECKOMY UCCef0BaHMIO.
YyBCTBUTENLHOCTb TECT-NOJIOCOK MOXET CHUMKATHLCA ANA 06pa3uoB
C BbICOKMM yZe/ibHbIM BECOM. MONOCKM B OAMHAKOBOW CTENEHMU
YYBCTBMTE/IbHbI K FeMOrn06uHy u MMornobuHy. Hekotopble
oKuCAUTEeNU (Hanpumep, TMNOXI0PUT) MOTYT BbI3BaTb
NOXKHONONOXKNUTENbHbIE pe3ynbTaTbl. MUMKPOGHbIe NepoKcnaassl,
accoumMmpoBaHHble ¢ MHOEKUMAMM MOYEBLIBOAALMX NYTEN, TaKKe
MOTYT CTaTb NPUYNHOM NIOKHONONOKUTENBHbLIX PE3YNbTATOB.
BUTamMWHbI B MOYE MOTYT HE BAUATb Ha pe3yabTaTbl aHaM3a.

pH

TecT-NoNOCKM NpegHa3HavyeHbl AN BU3yasbHOro onpeaeneHus
3HayeHua pH B ananasoHe 5.0-8.5 n B gnanasoHe 5.0-9.0 ana
WHCTPYMEHTA/IbHOTO onpeaeneHus.

YpobunmHoreH

TecT-NnoN0CKM NO3BONAIOT BbIABUTL YPOOUAMHOTEH MOYM B
Konnyectse oT 3 MKMoAb/n (NpubansutensHo, 0.2 eanHuy,
pnuxa/on). B Hopme coaepikaHue ypobuimHoreHa B moue
cocTtaBaseT 3 MKMOoAb/A — 16 mKmonb/n. PesynbTat B 33
MKMO/1b//1 ABNAETCA KPUTUHECKMM 3HAUYEHMEM MEK Yy HOPMOM 1
naTonorMen n roBOPUT 0 HEOHXOAMMOCTU NPOBEAEHUA
AanbHenwero obcnegosaHma. OTpULATENbHbIW pe3yabTaT TecTa
He ABNAETCA OKOHYaTENbHbIM OCHOBAaHWEM A/1f 3aK/04eHUsA 06
OTCYTCTBUM YPOBUAMHOrEeHa B MOYe.

Hutputbl

lpamoTpuuaTenbHble 6akTEPUM B MoYe NpeobpasyroT HATPATbI
(nonyyeHHble U3 NULLKM) B HATPUTbI. TECT-NONOCKN YYBCTBUTENbHbI
K HATPMUTaM U HE PearmpyoT C APYrMMu BeL,ecTBamu,
NPUCYTCTBYIOLWMMM B MoYe. Hannume po3oBbix NATEH WU Kpaes
Ha PeaKLMOHHOW 30He TECT-NOJIOCKM He cneayeT
WMHTEPNPETMPOBATL KaK NOMOXKUTENbHbIN Pe3ynbTaT, 04HAKO
Ha/MymMe o4HOPOAHOM PO30BOM OKPACKK N06OI cTeMNeHu
WMHTEHCUBHOCTU CAeAyeT PacLeHMBaTb KaK MOOXKUTEbHbIN
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pe3ynbTaTt. CTeneHb pa3BUTUA OKPACKM U YUCNO BaKkTepuit He
HaxoAATCA B NPAMOM 3aBUCMMOCTU. OTpULATENbHbIN pe3ynbTaT He
0O3HayaeT Toro, YTo HaKTepun oTCYTCTBYHOT. JIOKHOOTPUL,ATENbHbBIN
pes3ynbTaT MOXKeT 6bITb B Cneaytowmx cayyasx: 1) ecam B moye
OTCYTCTBYIOT MMKPOOPraHW3Mbl, NpespaLLatolme HATpaTbl B
HUTPUTDLI; 2) €CIM MOYA He 3a4,ePKUBAETCA B MOYEBOM MNy3bipe
[,0CTaTOYHO 40170 (bosiee YeTblpex Yacos), HEOBXOANUMbIX ANA
npeBpaLLeHUs HATPATOB B HUTPUTLI; 3) €C/IM HUTPaTbl OTCYTCTBYIOT
B MPOAYKTaX NUTaHWUA. BbICOKMI yaeNbHbIN BEC MOYM TaKKe
MOMET CHU3UTb YYBCTBUTENLHOCTL TecTa. CoaeprKaHue
ACKOPBUHOBOWM KMCNOTbI B KOHLEHTpauuu <1.4 mmonb/n He
BAMAET Ha pe3y/bTaT TecTa.

NelikounTsl

PeaKuMOHHanA 30Ha TECT-NONOCKM pearnpyeT c 3cTepasomn
rpaHynoumnToB. B Hopme 06pasLpbl MOYM AAKOT OTPULATENbHBIN
pesy/bTaT; NONOXKUTENbHBIN Pe3ynbTaT («+» UK Bbile) UMeeT
KAMHMYECKoe 3HauyeHune. B uHanBUAYyanbHbIX Caydanx cneposoe
coepiKaHNe MOXKEeT UMETb HEOLHO3HAYHOE K/IMHUYeCcKoe
3HaYeHue, 0HAKO NOBTOPAIOLIMECA Pe3yNbTaTbl COAEPKAHUA
CNepoBbiX KOIMYECTB YKa3blBAOT Ha MNaToIOTUIO.
JI0XKHONONOXKUTENIbHbIE PE3YNbTaTbl Y KEHLMH MOTYT BbITb
BbI3BaHbl 3arpasHem o6pasLa BAaraauWHbIMK BblAENEHUAMM.
MoBbIWEeHHAA KOHLEHTpauua rioko3bl (160 mmonb/n), a Takke
BbICOKWI yAeNbHbIN BEC MOTYT BbITb NPUYMHOM 3aHUMKEHHDBIX
pe3y/nbTaToB TecTa.

AcKopbuHoBas KMcnoTa

TecT-noN0CKM NO3BONAIOT OBHAPYKMUTL AaCKOPOUHOBYIO KUCIOTY B
moye. OnpeaeneHne KOHLEHTpaL MM ackopbMHOBOW KUCNOTbI
no3BoAAeT cyanTb 06 YpOBHE ee cofeprKaHuaA B opraHmMame u
OLEHMBATb CTeNeHb €€ BANAHUA Ha aHaU3 [1I0KO3bI,
6MnnpyburHa, KPOBM U HUTPATOB. MPUCYTCTBUE OKUCAUTENEN
(Hanpumep, Kanua nepmaHraHaTa, rMnoxaopuTa) B obpasuax
MOYM CHUIKAET YyBCTBUTE/IbHOCTb TECTA.

Benok u mmkpoanbbymuH

KoHueHTpauua anbbymmHa B Mode B Hopme cocTasaseT <20 mr/n.
PesynbTat B 20-200 Mr/n CBUAETENLCTBYET O HAINUYUK
MUKpoanibbymuHa. Pesyabtat >200 Mr/n roBOPUT O KIMHUYECKOM
anbbymuHypun. BoisegeHne anbbymnHa co ckopoctbto 30-300
MF/CYTKM CAYKUT NPeaynpexaatonm MHANKAaTOPOM COCTOAHMA
MUKPOaibbyMUHYPUK, @ CKOPOCTb >300 Mr/cyTKMU — COCTOAHUA
anbbyMuHypun. AnbbYMUHYPUA MOKET BO3HUKHYTb B pe3y/ibTaTe
3aHATUIN CNOPTOM, MHPEKLMIN MOYEBbIBOAALLMX MYTEN, OCTPOM
dasbl BOCNaneHus.

TecT-noNOCKK, NpeaHa3HaYeHHble ANA onpeaeneHns
MMKPOaNbbyMMHa, UMEIOT BbICOKYHO YyBCTBUTENbHOCTb. MX
YYBCTBMTE/IbHOCTb K ApYrum Besikam B 9 pa3 HUKe NO CPaBHEHUIO
C MUKPOabbyMmuHOM. TEeCT MeHee YyBCTBUTENEH K
MYKOMpOTENHAM U rNobynHam, KOTopble 06bIYHO
06HapYKMBAIOTCA B KOHLEHTpauuax 60 mr/an u ebiwe. Ecin B
o0bpasue MouM COAEPIKUTCA BUAMMAR KPOBb (25 mr/an), aTo
MOMET NPUBECTM K NIOMKHO 3aBbILUEHHOMY Pe3ynbTaTy.
O6HapyXeHne MUKPoanbbyMUH B MOYE MOXKET rOBOPUTb O
cnepyroLWwmnx CUTyaLmax:

(1) UHoraa npucyTcTBME MUKPOabbymMMHA MOXKET bbITb
cnepctamem GyHKLMOHANbHOM anbbyMUHYpUK UK NOCTYpanbHOM
NPOTENHYPUMU, BbI3BAHHOWN GU3MONOTUYECKOW aNbbyMmUHYypuUel
(npu cobntogeHUN AneTbl, 3aHATUAX CNOPTOM, NCUXOOTMYECKOM
cTpecce v ap.).

(2) NpomonxkutensHo Habawaaoweecs obHapyKeHne
MUKpPOanbbyMUHa, MUKPOanbbyMUHa U THOKO3bl UK
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MMKPOaNbbyMMHA U KPOBM B MOYE MMEET BbICOKOE KAMHUYECKoe
3HayeHue.

KpeaTuHuH

B HOpme y B3pOC/bIX NtoAei KpeaTUHUH BbIBOAMTCA C MOYOM B
Konunuectse 0.6 -2.0 r/cyT (4TO NPMMeEpPHO COOTBETCTBYET
pesynbTaty 4.4-17.7 MMOAb/A, NOYYEHHOMY C MOMOLLLbIO TECT-
nonocku). CogepKaHune KpeaTMHMHA B 0bpasue MoXKeT
KonebaTtbes B npeaenax ot 0.9 mmonb/n Ao 26.5 mmonb/n.
KoHueHTpaums B 06pasuax Moun, cobpaHHbIX B yTpeHHee Bpems
06b14HO 60s1ee BbicOKas (>17.7 MMOIb/N Npy aHanmse ¢
NMOMOLLbIO TECT-NONO0CKK). KOHLEHTPaLMA aHaNU3NPYEeMbIX
KOMMNOHEHTOB MOXET CHUXaTbCA BCneacTBUe pa3basneHusa npu
npveme 60/1bWOro KONMYECTBA BOAbI UM APYrMX BELLECTB, 3TO
NPUBOAMUT K 3aHUKEHHbIM pe3y/ibTaTaM aHaM3a MoYn
(pesynbTatel Tecta <50 mr/an). Buaumas rematypus (25 mr/an) n
npuem npenapata «LluMeTMANH» MOKET NPUBECTU K NONYYEHUIO
NIOXKHOMONOXUTEbHbIX PE3Yy/IbTaToB.

CooTHoweHne AnbbyMnH-KpeaTUHUH

CooTHoWweHWe anbbyMUH-KPEaTUHUH B MOYe B3POC/bIX Ntogen
cocrasnseT meHee 30 mr anbbymuHa / r kpeatuHuHa (3.4 mr
anbbymmHa / Mmonb KpeatnHuHa). CootHoweHune 30-300 mr/r
(3.4-33.9 Mr/mMmob) CBMAETENLCTBYET O MUKPOATLOYMUHYPUN.
CooTHoweHue 6onee 300 mr/r (>33.9 mr/mmonsb)
CBMAETENbCTBYET 06 anbbyMUHYpuUK.

Tabnuua pesynbratos

[Ona npoBeneHMA aHann3a MOXKET UCNONb30BATLCA PYTUHHAA UK
MeXAyHapoaHan cucTema eguHULL U3MepPeHuns.

AHanut A6 | OTob6pakeHWe 1 neyatb pesynbrarta
p PyTuHHaA MexayHapogHas
cuctema cuctema eguHuL,
eanHUL, nsmepeHms
n3mepeHun
Mukpoansbymn | MA | 10 80 10 mr/n 80 mr/n
H mr/ | mr/n
n
30 150 30 mr/n 150
mr/ | mr/n mr/n
n
KpeaTuHuH Cr 10 200 0.9 17.7
mr/ | mr/a | mmonb/ | mmonb/
n n n n
50 300 4.4 26.5
mr/ | mr/a | mmonb/ | mmonb/
n n n n
100 8.8
mr/ MMOb/
n n
CooTHowWweHue A:C | <30 mr/r <3.4 mr/mmonsb
anbbyMuH- (Hopma) (Hopma)
KpeaTUHWUH 30-300 mr/r 3.4-33.9 mr/mmonb
(noBbiweH) (noBbiweH)
>300 mr/r >33.9 mr/monb
(BbICOK) (BbICOK)

MpumeyaHue: BblgeneHHble 061acTu coaeprkaT nHGopmaLmio o
pesy/ibTaTax, BbIXOAALMX 3a Npeae/bl HOPMbI.

[OrpaHnyeHus merogal

Kak 1 ans Bcex N1abopaTopHbIX NpoLeayp, TOUHbIN AMarHos u
TepanesTMYECKME PEKOMEHAALMMN HE MOTYT BbITb OCHOBaHbI Ha
pesynbTaTax 04HOro TecTa UM metoaa.

AHaNN3 MOUM C MOMOLLbIO PeareHTHbIX TECT-NOI0COK
NPUMEHSAETCA ANA AOMNONHEHUA KAMHUYECKOW KapTUHbI COCTOAHMA
nauueHTa. [1ns 06pasL08 MOYM YyBCTBUTENLHOCTb 3aBUCUT OT
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cnepyrownx GakTopoB: BapMabenbHOCTU OKPACKU, yaeNbHbIW Bec,
pH, ycnosus ocBeweHma 1 ap. BusyanbHoe n MHCTpymeHTanbHOe
onpegeneHve NoKasblBalOT AMaNa3oH 3HavyeHui. Bcneacrene
BO3MOHbIX PAa3HOUTEHWUI CyLLECTBYET OTK/IOHEHWE 3HaYeHuA
pe3y/ibTaTa aHann3a oT peanbHOWN BeIMUYMHbI KOHLEHTPALMK
aHanuTa. MNpu NnposeaeHMUM aHann3a Ha 6enoK, rNIOKO3Y, KETOHbI U
YPOBUAMHOTEH OTKOHEHME NONIOKUTENBHOTO 3HAYEHUSA BbilLe
BTOPOTO MOJIOXKUTE/IbHOFO YPOBHSA A0/XKHO ObITb B Npeaenax «+».
Bcneactaue pasnunumnii BOCNPUATUA MEXKAY FNa3oM YesoBeKa U
ONTMYECKOI CUCTEMOW aHaNN3aTopa, Pe3ybTaTbl BU3YaNbHOTO U
WHCTPYMEHTa/IbHOTO onpeseneHna MoryT COBMaaaTb He
NOJIHOCTbIO.

[MHAeKc npon3BoaUTENbHOCTU NPOAYKTA]

[unanasoH onpeaeneHuns n 4yBCTBUTENbHOCTb TECT-NOJIOCOK ANA
aHanusaTopos mouu cepumn H13-Cr

AHanut YyscTteute | [manasoH Onana3oH
nb WHCTPYMEHTaNbH | BU3yanbHOT
HOCTb oro o
onpegeneHua onpepeneH
ns
lnoKo3a 2.8-5.6 OT1punu,.-56
(Mmmonb/n)
Benok (r/n) 0.15.-0.3 OTpuu,.-3.0 OTpuu,.-
20.0
MuKpoanbby 0.03-0.08 OTtpmu,.-0.15 OTpumy,.-
MuH 1 (r/n) 0.15
KeToHblI 0.5-1.0 OTtpuny,.-7.8 OTpuy,.-16
(mmonb/n)
Kposb 5-15 OT1puu,.-200
(kn/mKn)
BunnpybuH 8.6-17 OTtpuu,.-103
(MmKMonb/n)
HuTpuTbI 13-22 OTtpuu,.-Monox.
(mKkmonb/n)
NenkoumnTbl 5-15 OTtpuu,.-500
(kn/mKn)
Ypobunuuore | 3.4-17 3.4-135
H (MKMmob/n)
AckopbuHosa | 0.6-1.4 0-5.7
A KMcnoTa
(mmonb/n)
KpeatuHuH - 0.9-26.5
(Mmmonb/n)
pH - 5.0-9.0 5.0-8.5
YaenvHblli Bec | - 1.005-1.030 1.000-

1.030

[Bonpocbl, Tpebylowme BHMMaHUA]

1. ICKNOUNTENbHO ANA [MarHOCTUKY in vitro.

2. TecT-NoNOCKM AOMKHbI XPAHUTLCA B OPUTMHANBLHOM yNaKoBke,
He U3B/IeKaliTe TECT-MOIOCKMN 13 YNIAKOBKU EC/IN He NNaHUpPYyeTe UX
Hemea/IeHHOe UCMnoNb3oBaHue. He yaanaiTe ocylwumTenb 13
ynakoBku. CnesyeT NA0THO 3aKPbIBaTb YNaKOBKY HEMEANeHHO
nocsne U3BneYeHWs TeCT-NONOCOK.

3. He cnesyeT cnosib30BaTh TECT-MOMOCKM C UCTEKLLIMM CPOKOM
rogHocTu. MNoxanyicTa, y0CTOBepbTECh, YTO CPOK FOAHOCTU TECT-
NOJIOCKM He UCTEK U NPOBEAUTE KOHTPOIbHOE M3MepPeHUe, ecnu
CYLLECTBYIOT OCHOBAHMWA NPeANoaaraTb, YTO TECT-NOOCKM
HenpuroaHbl ANA NPUMEHeHUA (Hanpumep, NPOMU3oLW0
M3MEHEHWE OKPACKM UM BOZHWK/M ApYrue BONPOCHI, BbI3BaHHbIE
HEeOoXWAAHHbIMU pe3y/bTaTamu).
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4. He cnepyeT UCNONb30BaTb BOAY B KaYecTBe OTPULATE/IbHOMO
KOHTpONSA.

5. Monocku npegHasHavyeHbl 419 04HOPA30BOrO UCMO/Ib30BaHMA.
6. Moskanyiicta, nepes UCNONb30BaHMEM TECT-NOIOCOK
BHMMaTE/IbHO 03HAKOMbTECH C PYKOBOACTBOM M0/Ib30BaTENS.

7. CnepyeT yTUAN3NPOBATL MCNOb30BAHHbIE TECT-NOIOCKM KaK
61010rMYECKM OMACHbIA MaTepuan B COOTBETCTBUM C NPaBUIaMM,
NPUHATBIMU B lIabopaTopuu.

8. He cneayet XpaHUTb TECT-NOMIOCKMN B XON0AMNbHUKE. TecT-
NONIOCKM A0/KHbI XPAHUTBCA B CYXOM, 3aLMLLEHHOM OT
nonagaHuna NPAMbIX COTHEYHbIX lydYeit mecTe. He npuKacanTecs K
peaKLMOHHOM 30He TECT-NONOCOK. [NA 3alWmTbl PeaKLMOHHOM
30Hbl TECT-MONOCOK cnefyeTt usberatb BO34ENCTBUA BNAru, CBeTa u
HarpeBaHuA.

I'IpwmeanMa O CMMBO1aX U 3HaKax

LOT Homep naptum Mcnonb3osaTb A0
/1A 0LHOPA30BOro
@ A ARoPp ApTUKyn
MCNO/1Ib30BaHMWA
TonbKko ana

MNpounssoautens L
OWArHOCTUKM in vitro

[:E Moskanyicra, /ﬂr

03HaKOMbTECh C
MHCTPYKUNENn

Ycnosua XpaHeHUA

[aHHble TecT-
NOI0CKM
AT c E COOTBETCTBYIOT
YNO/IHOMOYEHHbIN Onpektuse 98/79/EC
npeacTaBuTeNb MepguunHcKkne
cpeacTsa
OMarHOCTUKM in vitro
(IvDD)
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H14-Ca Urinalysis Reagent Strip User’s Guide

H-800 Automatic Urine Analyzer Suited Strips

[Product Name]

Common Name: H14-Ca Urinalysis Reagent Strips
Trade Name: Urinalysis Reagent Strips
[Specification]

100 strips/bottle, 50 strips/bottle, 25 strips/bottle

[Intended Use]

H14-Ca Urinalysis Reagent Strips is used for qualitative and semi-quantitative
test of urobilinogen, bilirubin, ketone (acetacetic acid), blood, protein, nitrite,
leukocyte, glucose, specific gravity, pH, ascorbic acid, microalbumin, creatinine
and Cain urine.

This product is used for in vitro diagnosis by professionals.

[Testing Principle]

Glucose: The glucose oxidized by glucose oxidase catalyzes the formation of
glucuronic acid and peroxide hydrogen. Peroxide hydrogen releases neo-ecotypes
oxide [O] under the function of peroxidase. [O] oxidizes iodide potassium, which
makes the color changes.

Bilirubin: The direct bilirubin and dichlorobenzene diazonium produce azo dyes in
a strongly acid medium.

Ketone: The acetacetic acid and sodium nitroprusside cause reaction in alkaline
medium, which produces violet compound.

Specific Gravity: Electrolyte (M+X-) in the form of salt in urine reacts with poly
methyl vinyl ether and maleic acid (-COOH),which are weak acid ionic exchanger.
The reaction produces hydrogenous ionogen, which reacts with pH indicator that
causes the color change.

Blood: Hemoglobin acts as peroxidase. It can cause peroxidase release
neo-ecotypes oxide (O). (O) oxidizes the indicator and make the color change
subsequently.

pH: The method of pH indicator is applied.

Protein: This is based on the protein-error-of-indicator principle. Anion in the
specific pH indicator attracted by cation on protein molecule makes the indicator
further ionized, which changes its color.

Urobilinogen: Urobilinogen and diazonium produce red violet dyes under the
function of strong acid medium.

Nitrite: Nitrite in the urine and aromatic amino sulphanilamide are diazotized to
form a diazonium compound. The diazonium compound reacting with tetrahydro
benzo(h) quinolin 3-phenol causes the red azo dye.

Leukocyte: Granulocyte leukocytes in urine contains esterases that catalyze the
hydrolysis of the pyrrole amino acid ester to liberate 3-hydroxy 5-pheny pyrrole.
This pyrrole reacting with diazonium forms a purple azo dye.

Microalbumin: Sulfone phthalein dye have high sensitivity to microalbumin by
the method of protein error.

Ascorbic Acid: Ascorbic acid, with 1,2-dihydroxy alkenes, under the alkaline
condition, deoxidizes the blue 2,6-dichloroindophenolate into colorless
N-(p-phenol)-2,6- dichloro-P-amine phenol.

Creatinine: Creatinine and 3,5-dinitro-benzoic acid react in strong alkaline
condition, and generate colored compound.

Ca: Ca reacts with o-cresolphthalein complexone produce purple red, the color
shade is proportional to Ca concentration.

[Main Ingredient]

Leukocyte: 4.3% w/w pyrrole amino acid ester; 0.4% w/w diazonium salt; 92.6%
w/w buffer; 2.7% w/w nonreactive ingredients.

Nitrite:1.3% w/w p-arsanilicacid-N-(1-Naphthol)-ethylenediamine; 0.9%w/w
tetrahydroquinoline; 89.6% w/w buffer; 8.2% w/w nonreactive ingredients.
Protein: 0.1% w/w tetrabromphenol blue; 97.4% w/w buffer; 2.5% w/w nonreactive
ingredients.

Blood: 26.0% w/w diisopropylbenzene dihydro peroxide; 1.5% w/w
tetramethylbenzidine; 35.3% w/w buffer; 37.2 %w/w nonreactive ingredients.
Urobilinogen: 0.2%w/w fast B blue; 98.0%w/w buffer; 1.8%w/w nonreactive
ingredients.

Bilirubin: 0.6%w/w 2,4-dichloroaniline diazonium salt; 57.3%w/w buffer;
42.1%w/w nonreactive ingredients.

pH: 3.3% w/w methyl red; 55.0% w/w bromthymol blue; 41.7% w/w

nonreactive ingredients.

Specific Gravity: 4.8%w/w bromthymol blue; 95.2%w/w poly(methyl vinyl ether
co. maleic anhydride).

Glucose: 1.7% w/w glucose oxidase (microbial.123U); 0.2 % w/w
peroxidase(horseradish. 203U); 0.1% w/w tetramethyl benzidine; 71.8% w/w buffer;
26.2% w/w nonreactive ingredients.

Ketone: 5.7% w/w sodium nitroprusside; 29.9% w/w buffer; 64.4% w/w
nonreactive ingredients.

Microalbumin: 2.2%w/w sulfone phthalein dye; 96.0%w/w buffer; 1.8%w/w
nonreactive ingredients.

Ascorbic Acid: 0.8%w/w 2,6-dichloroindophenolate hydrate; 40.7%w/w buffer;
58.5%w/w nonreactive ingredients.

Creatinine: 4.8%w/w 3,5-dinitro-benzoicaid; 85.2%w/w buffer; 10 %w/w
nonreactive ingredients.

Ca: 2.5%w/w o-cresolphthalein complexon; 87.5%w/w buffer; 10 %w/w nonreactive

I:IEI_’I® DIRUI INDUSTRIAL CO.,LTD.
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[Storage Condition and Validity]

Storage Condition: The strips must be stored in dry place at the temperature
between 2°C-30°C. Avoid direct sunlight. As to protect the activity of the reagent,
must eliminate the humidity, sunlight and heat from the ambience environment.
Validity: Stored in dry place and avoid sunlight, with the temperature between
2°C-30°C, the sealed validity is 2 years; After opened seal, cover the tap closely,
stored in dry, avoid sunlight with the temperature between 2°C-30°C, the validity is
1 month.

[Applicable Instrument]
DIRUI H-800 Automatic Urine Analyzer

[“ ,.' Rr:quil ‘]

Collect fresh urine in a clean and dry container. Don't centrifuge the urine. Mix the
sample well before the test. The urine test must be taken within two hour. All
samples must always be taken and kept under sanitary conditions.

Note: The preservatives will not prevent the deterioration of ketones, bilirubin or
urobilinogen. The growth of bacteria in the long-term storage sample may affect the
test results of glucose, pH, nitrite and blood.

[Test Method]

Room temperature for test:(25+5) ‘C

Visual Reading:

1. Immerse the reagent area of the strip in urine sample and take it out quickly and
immediately.

2. Run the edge of the strip against the rim of the container to remove the excess
urine.

3. Hold the strip up horizontally and compare the result on the strip with the color
chart on the bottle label closely. Make note of the result. For a semi-quantitative
result, take the result according to the time specified on the color chart. For a
qualitative result, the strip should be read within 1-2 minute after dipping. If a
positive result is obtained, repeat the test and compare with the color chart at the
time specified. Color changes beyond 2 minutes are of no diagnostic value.

7
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Instrumental Testing:
Follow the directions given in appropriate instrument-operating manual.

[Result Explanation]

Glucose

The test is for specificity of glucose. There is no false positive result occurred in
reagent strip, caused by any other substance in urine. When the ascorbic acid
concentration=2.8mmol/L or acetoacetic acid concentration=1.0mmol/L, the
sample of glucose concentration is 3~7mmol/L may occur false negative result.
Bilirubin

Normally, even the most sensitive method can't detect bilirubin in urine. It is
abnormal to have little bilirubin in urine, which requires further inspection.
Medicines that dyes urine red and anything that shows red itself in an acid
medium e.g., phenazopyridine may affect the test result. High concentration of
the ascorbic acid may cause false negative result.

Ketone

The reagent strip acetone reacts with acetoacetic acid of urine. It doesn't do with
B-hydro butyric acid. Normal urine sample usually shows negative results in the
test. False positive results may occur in highly pigmented urine or those
containing a large amount of levodopa metabolites.

Specific Gravity

The reagent strip for Specific Gravity allows the urine sample specific gravity
between 1.000 and 1.030. In general, the mean error between the results of the
strip test and those from the refractive index method is only 0.005. To make it
more accurate, 0.005 may be added to readings from urines with pH equal or
greater than 6.5. Urine reading instrument can automatically make these
adjustments in strip-readings. The urine nonionic constituents such as glucose or
radiopaque dye won't make any changes in the test. Highly buffered alkaline
urines may cause the low readings comparing with the other methods. Elevated
specific gravity readings may occur in the presence of moderate quantities of
protein(1g/L-7.5g/L).

EMERGO EUROPE Prinsessegracht 20
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Blood

'Trace' reaction may vary among the patients. Clinical judgments are required for
individual cases. The presence of green spots (intact erythrocytes) or green color
(haemoglobin/myoglobin) on the reagent area within 60 seconds indicates for further
diagnostic check. Blood is often found in the urine of the menstruating females.
Haemoglobin 150ug/L-620ug/L is approximately equivalent to 5-15 cells/pL intact
erythrocytes. The reagent strip is highly sensitive to haemolobin and thus can be
used as a supplementary to the microscopic examination. The sensitivity of the strip
might be reduced in urine with a large amount of specific gravity. The strips are
equally sensitive to myglobin as to haemoglobin. Certain oxidizing contaminants,
such as hypochlorite, may lead to false positive results. Microbial peroxidase
associated with urinary tract infection may also produce a false positive result.
Vitamine in urine may not influence the result of the test.

pH

The strip tests for pH values are generally in the range of 5.0-8.5 visually and
5.0-9.0 instrumentally.

Urobilinogen

The reagent strips can detect urobilinogen in low amount as 3umol/L (approximately
0.2 Ehrlich unit/dL) in urine. A result of 33umol/L in urine indicate the critical value,
representing the transition from normal to abnormal, which requires further check on
patients and samples. The negative results are not final to determine the absence of
urobilinogen.

Nitrite

Gram-negative bacteria in urine converts nitrate( derived from foods)into nitrite. The

reagent strip is essential to nitrite and won't react with the other substances in urine.

Pink spots or edges on the strip should not be interpreted as positive result, but any
degrees of uniform pink color development should be taken as positive result. The
degrees of color development the numbers of bacteria are not in direct proportion.
The negative result doesn't mean the existence of bacteria in a large amount.
Negative result may occur (1) when urine doesn't contain organism that caused the
conversion from nitrate to nitrite. (2)when urine has not remained in the bladder long
enough(four hours up)to let the nitrate covert into nitrite. (3) the nitrate in the foods
is absent. Large High volume of specific gravity in urine may reduce the sensitivity of
the test. 1.4mmol/L ascorbic acid or less won't interfere the result.

Leukocyte

Test area react with esterase in leucocytes (granulocytic leukocytes). Normal urine
sample generally yield negative result; positive results (+ or greater) are clinically
significant. Individually observed 'Trace' results may be of questionable clinical
significance; however 'Trace' results observed repeatedly may be clinically
significant. 'Positive' results may occasionally be found with random sample from
females due to contamination of the sample by vaginal discharge. Elevated glucose
concentrations (160mmol/L) or high specific gravity may cause decreased test
results.

Ascorbic Acid

The test area can detect the ascorbic acid in urine. Through the ascorbic acid
detection, we will know the level of ascorbic acid in the body and the effect degree
that the ascorbic acid bring to the test on glucose, bilirubin, blood and nitrite. It will
reduce the sensitivity when the oxidant (such as potassium permanganate,
hypochlorite )present in the urine.

Protein and Microalbumin

Albumin concentration in normal adult urine is less than 20 mg/L. A result of 20-200
mg/L indicates clinical microalbumin. A result of higher than 200 mg/L indicates
clinical albuminuria. A albumin discharge rate of 30-300 mg/24 hour indicates a
warning of urine microalbumin symptom. A albumin discharge rate of higher than
300 mg/24 hour indicates a warning of urine albumin symptom. Urine albumin
discharge may be elevated by temporary sport, urinary tract infection or acute fever
disease.

Microalbumin strip is intended for detecting urine microalbumin, and is sensitive to
microalbumin. Its sensitivity for other protein is 9 times lower than microalbumin.
The test is less sensitive to mucoproteins and globulins, which are generally
detected at levels of 60 mg/dL or higher. A visibly bloody urine (=5 mg/dL) may
cause falsely elevated results.

Microalbumin in urine may lead to:

(1)Occasionally presented urine microalbumin may be functional albuminuria or
postural proteinuria caused by physiological albuminuria, such as diet, sport, mental
stress, etc.

(2)Continuously presented urine microalbumin, microalbumin and glucose, or
microalbumin and blood are with great clinical significance.

Creatinine

Normal urine creatinine concentration of adult is 0.6-2.0g/24h (about 4.4-17.7
mmol/L by test strip). High deviation exists on the test results of random urine
sample creatinine, with the range from 0.9mmol/L to 26.5mmol/L. concentrated and
morning urine have higher level of creatinine (maybe more than 17.7mmol/L tested
by test strip). The concentration of the component required to test can be diluted
due to over-ingestion of water or other substance, will result in typical low
concentration urine (the tested result <50mg/dL). Visible hematuria(=5mg/dL) or
Cimitidine may result in creatinine testing result spurious rising.
Albumin-Creatinine Ratio

Urine albumin content of adult is less than 30 mg albumin/g creatinine (3.4
albumin/mmol creatinine). A ratio of 30-300mg/g (3.4-33.9mg/mmol) indicates
microalbuminuria. A ratio of more than 300mg/g (>33.9mg/mmol) indicates
albuminuria.

Result Table
Routine system of units and international system of units can be selected in urine
analyzer test.

® wll DIRUI Industrial Co.,Ltd.
95 Yunhe Street,New & High Tech.
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Print or Display Result
Test It Ab. Routine Syst f
estiem outine ‘ys em o International System of Units
Units
Microalbumin MA 10 mg/L 80 mg/L 10 mg/L 80 mg/L
30mg/L | 150 mg/L 30 mg/L 150 mg/L
10 mg/dL | 200 mg/dL| 0.9 mmol/L 17.7 mmol/L
Creatinine Cr 50 mg/dL | 300 mg/dL| 4.4 mmol/L | 26.5 mmol/L
100 mg/dL 8.8 mmol/L
<30 mg/g(normal) <3.4 mg/mmol(normal)
) . 30-300
Albumin-Creatinine 3.4-33.9 mg/mmol(abnormal)
Ratio A:C mg/g(abnormal)
=300 mg/g(highly >33.9 mg/mmol(highly
abnormal) abnormal)

Remark: shaded area indicates abnormal result.
Ca:A great deal of Mg(more than 10mmol/L) will seduce urine Ca rising.

[Limitation of Test Method]

Like all lab tests, diagnosis result and therapeutic schedule can not be made
according to any single diagnosis method.

Reagent strips’ application is based on clinical analysis. In clinical sample, the
sensitivity depends upon several factors: the variability of color perception, specific
gravity, pH, and the lighting conditions change when the product is read visually.
Each colour block or instrumental display value represents a range of values.
Because of sample and reading variability, sample with analyte concentrations that
fall between nominal levels may give results at either level. Results at levels greater
than the second positive level for the Protein, Glucose, Ketone, and Urobilinogen
tests will usually be within one level of the true concentration. Exact agreement
between visual results and instrumental results might not be found because of the
inherent differences between the perception of the human eye and the optical
system of the instruments.

[Performance Index]
Test Range and Sensitivity of H14-Ca Series Strips

Item Sensitivity Instrument Test Visual Test Range
Range
Glucose(mmol/L) 2.8-5.6 Neg.-56
Protein(g/L) 0.15-0.3 Neg.-3.0 Neg.-20.0
Microalbumi /L) 30-80 10-150 10-150
Ketone (Acetacetic 0.5-1.0 Neg.-7.8 Neg.-16
Acid)(mmoliL)
Blood(Ery/ulL) 5-15 Neg.-200
Bilirubin(umol/L) 8.6-17 Neg.-103
Nitrite(umol/L) 13-22 Neg.-Pos.
Leukocyte(Leuko/uL) 5-15 Neg.-500
Urobilinogen(umol/L) 3.4-17 3.4-135
Ascorbic Acid(mmol/L) 0.6-1.4 0-5.7
Creatinine(mmol/L) — 0.9-26.5
Ca(mmol/L) 2.0-2.5 1.0-10
pH — 5.0-9.0 | 5.0-8.5
Specific Gravity — 1.005-1.030 ‘ 1.000-1.030

[Points for Attention]

1.In vitro diagnosis for professional only.

2. Reagent strips must be stored in original bottle, do not take out strips except use
them immediately, removing the desiccant is forbidden, tighten the cap immediately
after taking out strips.

3.The expired should not be used, please make sure whether the strip is over the
validity, and test it by quality control if the deterioration of strips occurs, which leads
color shallower or deeper, or any question occurs with the unexpected results.

4 Water can not be used as negative control.

5.0ne time use only for each strip.

6.Please read the Guide carefully before use.

7.Please refer to the lab biological treatment of harmful materials to dispose the
waste strips.

8.Do not place them in refrigerator, however they should be stored in dry
circumstance, avoid direct sunlight, do not touch the reactive area of strip, ambient
moisture, light and heat must be prevented in order to protect the reactivity of the
strips.

Notes on symbols and marks
o Batch code E Expiry Date

Single use In Vitro Diagnostic Use

Manufactured by Jﬁ Store at

c € These test strips conform to the
directive 98/79/EC(IVD-directive)

B E®g

Please read package insert
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Catalogue number

Tel :+86(431)85100409
Fax:+86(431)85172581
E-mail:dirui@dirui.com.cn
Http://www.dirui.com.cn



NUHCTPYKLUMA K peareHTHbIM TeCT-NoJIoCKam ana ypmHaHanusa H14-Ca

TecT-noNOCKM ANA aBTOMATUYECKOro aHamnsatopa moum H-800

[HaumeHoBaHue npoayKra]

Obuiee HaMMeHoBaHMWe: peareHTHble TeCT-NONOCKK ANA
ypuHaHanmsa H14-Ca

ToproBoe HaMMeHOBAHMeE: TECT-NOIOCKM AR YPUHOAHANN3A
[Cneundukaums]

100 wT/yn, 50 wTt/yn, 25 wt/yn

[HasHaueHue]

PeareHTHble TecT-Noa0CKM ANA ypuHoHanu3a H14-Ca
npegHasHayeHbl ANA NPOBEAEHUA KAYeCTBEHHOTO UK
NONIYKOZIMYECTBEHHOIO aHaIM3a coaepKaHua ypobunmHoreHa,
6unmpyburHa, KETOHOB, KPOBU, HenKa, HUTPUTOB, TIEMKOLMTOB,
rNIOKO3bl, YAeNbHOro Beca, pH, ackopbuHOBOI KMCNOTbI,
MWKPOaNnbbyMmnHa, KpeaTUHUHA, KasbLna B MoYe.

[aHHbIM NpoAyKT NnpeaHasHayveH Ana npodeccMoHanbHOro
MCMONb30BaHNA B NabopaTopusx.

[MpuHUMN onpepenenusn]

FnoKo3a: MNtoK03a OKMCAAETCA [IOKO300KCUAA30M C
06pa3oBaHNEM [/IIOKYPOHOBOW KUCNOTbI M NepPOKCUAA BOAOPOAA.
Mepokcua Bogopoaa nNoa AeCTBUEM NepoKCnAa3bl reHepupyeT
aKTuBHble dopmbl Kucnopoga (AGK). AOK okucnaeT Kanus noama,
YTO NPUBOAMT K U3MEHEHUIO OKPACKM.

Buanpy6uH: B cMNbHOKKUCIOM cpeae NpAMoW BUnnpybuH un
onxnopdeHnnanasoHunii pearnpytoT ¢ ob6pasosaHnem
asokpacutens.

KeToHbI: ALLeTOyKCyCHaa KMCA0Ta U HaTpUA HUTponpyccug, B
LLEeNI0OYHOM cpese pearmpytoT c obpaszoBaHMeM coeaNHEHUS,
OKpalleHHOro B $pN0oNeToBbIN LBET.

YpaenbHbit Bec: dnektpoaut (M*X') B moye B dopme conm
BCTYNaeT B PEAKLMUIO C NOIMMETUNBUHNAOBLIM 3GUPOM U
OCTaTKOM MasieMHoBoWM KnucaoTbl (-COOH), KoTopble aBnaoTCA
cnNaboKUCbIMU MOHOOOMEHHMKaMU. Peakuma NpoTeKaeT ¢
obpasoBaHMeM MOHOB Bogopoaa [H*], KoTopble pearnpytoT ¢ pH-
UHOMKATOPOM U U3MEHAIOT €ro OKPACKY.

KpoBb: [emMornobuH BbICTynaeT B Ka4ecTBe NepoKcUAassl U
KaTanmsunpyeT obpasoBaHme akTUBHbIX Gopm Knucnopoga (AGK).
ADK OKMCNAOT UHAMKATOP, YTO, B CBOIO 0Yepesb, MPUBOAMUT K
N3MEHEHMIO OKPACKK.

pH: MeToa, ocHOBaH Ha MCNONABL30BaHMKU pH-MHAMKATOpPA.
Benok: AHann3 OCHOBaH Ha NpUHLUMNe «6enKkoBoi OWKOKK
WMHOMKaTopa». AHMOH cneumouyeckoro pH-MHaMKaTOpa
B3aMMOZeNCcTBYEeT C KATMOHOM 6ENKOBOI MOIEKY/bI, BbI3biBas
OaNbHENLLY0 MOHM3ALMIO MHAMKATOPA M U3SMEHEHUE OKPACKM.
YpobunuHoreH: B cnibHOKUCIONM cpese ypoOUaMHOreH m
OMa30HMI 0bpasyeT a3oKkpacuTenn po3oBoro LBeTa.

HUTPpUTbI: HUTPUTLI MOYM M apOMaTHYECKMI
aMUHocynbdaHUNaMUA AMa30TUPYIOTCA C 06pasoBaHUeM
[OMa30coeanHEeHNnA, KOTOPOe pearnpyer ¢
TeTparnapobeHso(h)xMHonMH-3-peHonom. ITo NPUBOAUT K
06pa3oBaHMIO a30KpaACUTENA KPACHOTO LBETa.

JIeAKoumTbI: rpaHy/IoLMTbI MOYM COAEPIKaT 3CcTepassl,
KaTanusunpyoLwme ruaponns NMpposammHokncnoro apmpa c
BbICBOBOXKAEHNEM 3-TMAPOKCU-5-beHnnnuppona. NMuppon
pearupyeT ¢ AMa3zoHnem, 0bpasysa asoKkpacuTesib NyprnypHOro
ugerta.

MuKpoanb6yMmuH: AHanM3 OCHOBaH Ha NpuHUMNe «6enkosom
OWNBKN MHANKATOpa»: cynbGoHTaNEUHOBLIV KpacuTenb
NPOABAAET BbICOKYIO YYBCTBUTENLHOCTb K MUKPOANbOYMUHY.
AckopbuHoBas Kucnora: ACKOp6MHOBasA KMCOTA COBMECTHO C
1,2-AMUrMapOKCHMANKEHAMU B LLLEIOYHBIX YCOBUAX
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BOCCTaHaB/IMBaET ronyboii 2,6-anxnopmHaodpeHonsT B
6ecuBeTHbIl N-(p-deHon)-2,6-auxnopo-P-ammHodeHon.
KpeaTuHuH: KpeaTuHUH 1 3,5-4MHnUTpob6eH30 B
CU/IbHOLLLEIOYHOM cpefie 06pa3ytoT OKpalleHHoe CoeaMHEHMe.
Kanbuwmii: Mpu B3aumoaencTBUmN KanbLmsa U o-
Kpe3ondTanenHKomnieKkcoHa obpasyeTca KOMMNAEKC, UMEHLL M
droneToByto OKpacKy. MHTEHCUBHOCTb OKPaCKu
NPONOPLMOHANbHA KOHLLEHTPALUKN KanbLmA.

[OcHOBHbIE KOMNOHEHTDI]

NeiikouuTsl: 4.3% w/w npposammHoKkucablii adup; 0.4% w/w
AnasoHueBas conb, 92.6% w/w 6ydep, 2.7% w/w
HepeakUMOHHbIE KOMMOHEHTbI.

Hutputbl: 1.3% w/w p-apcaHmn-N-(1-HapTon)-3TMNEHAMAMUH;
0.9% w/w TeTparnapoxmHoauH; 89.6% w/w bydep; 8.2% w/w
HepeaKUMOHHbIE KOMMOHEHTbI.

Benok: 0.1% w/w TeTpabpomdeHon0BbIN CUHUIA; 97.4% w/w
6ydep; 2.5% w/wW HepeaKLMOHHbIE KOMMOHEHTbI.

Kposb: 26.0% w/w auunsonponuabeHsona Aurnaponepokcna;
1.5% w/w TeTpametTnunbeHsnamH; 35.3% w/w bydep; 37.2% w/w
HepeaKUMOHHbIE KOMMOHEHTbI.

YpobunuroreH: 0.2% w/w npouyHbiit rony6oii B; 98.0% w/w
6ydep; 1.8% w/w HepeaKLMOHHbIE KOMMOHEHTbI.

BunnpybuH: 0.6% w/w 2,4-auxnopaHuanHa AMa3oHNEBas CONb;
57.3% w/w 6ydep; 32.1% w/w KodpeunH; 10.0% w/w
HepeakUMOHHbIE KOMMOHEHTbI.

pH: 3.3% wW/W MeT1N0BbIN KpacHbIit; 55.0% w/w 6poMTMON0BbIN
CUHUIA; 41.7% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

YaenbHbil Bec: 4.8% w/w 6poMTUMON0BbIN cMHKit; 90.2% w/w
(nonumeTnNBUHUAOBLIN 3bUpP / MaNenHoBbIN aHrMapua)
cononumep; 5.0% w/w HaTpuUsa ruapoKcua,.

Inokosa: 1.7% w/w rnoKko3ookcmaasa (MnkpobHas, 123 Ea); 0.2%
w/w nepokcugasa (13 xpeHa, 203 Ea); 0.1% w/w Kanus noaua;
71.8% w/w 6ydep; 26.2% W/W HepeaKLMOHHbIE KOMMOHEHTbI.
KeToHbl: 5.7% w/w HaTpua HuTponpyccua,; 29.9% w/w bydep;
64.4% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

MuKpoanbbymuH: 2.2% w/w cynbdoHbTaNnenHOBbIN Kpacutenb;
96.0% w/w 6ydep; 1.8% w/W HepeaKLMOHHbIe KOMMOHEHTbI.
AckopbuHoBas Kucnota: 0.8% w/w 2,6-aunopnHaodeHonaTa
rmapar; 40.7% w/w 6ydep; 58.5% w/w HepeaKLMOHHble
KOMMOHEHTbI.

KpeatnHuH: 4.8% w/w 3,5-anHntpobeHson; 85.2% w/w 6ydep;
10% w/W HepeaKUMOHHbIe KOMMNOHEHTbI.

Kanbumin: 2.5% w/w o-Kpe3ondTanenHKoMmnneKcoH; 87.5% w/w
6ydep; 10% w/w HepeaKLMOHHbIE KOMMNOHEHTbI.

[YcnoBua xpaHeHuA 1 cpoK rogHocTu]

Ycnosua xpaHeHuA: TecT-NoNI0CKMN AOKHbI XPAHUTLCA NPU
TemnepaTtype 2-30°C B cyXxom 3alLMLLEHHOM OT NONaAaHUA
NPAMbIX CONTHEYHbIX Iy4el U BO34ENCTBMA XMMUYECKMX PEAreHTOB
mecTe.

Cpok rogHocTu: s HEBCKPbITbIX TECT-MOMOCOK, XPAHALLMXCA NPK
TemnepaTtype 2-30°C B cyXxom, 3aLMLLIEHHOM OT NonasaHus
NPAMbIX CONHEYHbIX y4elt MecTe, CPOK ro4HOCTU cocTaBaseT 2
roaa; Mocne BCKPbITUA TECT-NONIOCKN NPUFOAHbI AN1A
MCMNONb30BaHNA B TeyeHMe 1 mecAua nNpu yCA0BUMN XPaHEHUA B
NAIOTHO 3aKPbITOW YNaKOBKE B CYXOM, 3aLMLEHHOM OT NonagaHusa
NPAMbIX CONHEYHbIX Ny4yel mecTe, npu TemnepaTtype 2-30°C.
[Moaxoasawee o6opyaosaHue]

ABTOMaTM4YecKmMii aHanm3satop moum DIRUI H-800

[Tpe6boBaHusa K obpasuyam]



CobepuTte 0bpasew, MOYM B YMUCTbIN CyXOl KOHTelHep. He
ueHTpuoyrnpyiite obpaseu. Mepes Havanom aHanM3a cneayert
TWaTebHO Nepemellatb 06pasubl. AHaNM3 AO0NKEH ObITb
npoBseseH B TeyeHue 2 Yacos. Bce obpasupl HeobxoaMmo
oTbMpaTh U XpaHUTb C COBNOAEHMEM CAHUTAPHbIX NPABUA U
HOPM.

MpumeyaHue: KoHcepBaHTbl He NpeAOTBpaLLAtOT pacnaja
KeTOHOB, BunnpybuHa n ypobunmHoreHa. Mpu gavtenbHom
XpaHeHun BaKkTepuanbHaa KOHTaMUHaLMA obpasua MoxKeT
NoBAUATbL Ha pPe3ynbTaTbl aHaNAM3a rNOKO3bl, pH, HUTPUTOB K
KpPOBMU.

[MeTtog aHanusa)

AHanu3 cnefyet NpoBOAMTb NPU KOMHATHOM TemnepaTtype
(25%5)°C

Bu3yanbHoe onpeneneHue:

1. Morpy3nTte peaKkLMOHHYO 30HY TECT-NMONOCKK B 06paseL, Moum u
HeMeANEeHHO U3BAEKUTE BbICTPbIM ABUNKEHUEM.

2. MNpoBeaunTe pebpom TecT-NnoAOCKM No Kpato cocyaa, YTobbl
yAaNUTb U3ObITOK MOUM.

3. [lep:ka NONOCKY rOPU3OHTaNbHO, CPAaBHUTE pe3y/bTaT TecTa Ha
NMONIOCKE C LiBETHOM LIKa/IoM Ha 3TUKeTKe neHana. 3anuwuTe
pe3synbTart. [Mpn nonyKonnyecTBEHHOM onpeaeneHun pesynbtaT
PEerncTpupyroT COrIacHO BPEMEHM, YKa3aHHOMY Ha LLBETHOM
wKane. Mpu KayecTBEHHOM ONpeAeseHn NONOCKY caeayeT
AHaNM3MPOBaTh B TeueHue 1-2 MMHYT nocne norpy»exHus. Ecam
pe3ynbTaT Ka4ecTBEHHOr0 UCC/1ef0BaHNA OKasanca
NONOKUTENbHBIM, CiIefyeT NOBTOPUTb aHAIN3 B peXUME
NOIYKONIMYECTBEHHOTO ONpeAesieHUA U CPaBHUTL pe3y/bTaT TecTa
C LLBETHOM LIKa/NI0 B COOTBETCTBUM C YKa3aHHbIM Ha Hel
BpemeHem. M3meHeHue LBeTa nocse 2 MUHYT BblAEPXKKN He
MMeeT AMarHOCTUYECKOro 3HaYeHumA.

MHCTpymeHTanbHOe onpeaeneHue:

CnepyiiTe yKasaHuAM, AaHHbIM B PYKOBOACTBE NO 3KCnyaTaumm
COOTBETCTBYIOLLEW MOAENM aHaIM3aTopa.

[O6bacHeHue pe3ynbTaToB]

Inioko3sa

Tect cneunduryeH ana rnoKossl. He cylwectByeT BO3MOXKHOCTH
NONY4YEeHUA SI0XKHOMONOKNTENBHOTO pe3yibTaTa, BbI3BaHHOIO
cofepkaHuem Apyrux sewects B moye. CogepaHue
aCKOpOMHOBOW KUCNOTbI B KOHLEHTPaLuW 22.8 MMob/n unm
aLEeTOYKCYCHOM KMCNOTbI B KOHLEHTpauuu 21.0 mMmonb/n moxkeT
NPUBECTU K MONYYEHUIO NOXKHOOTPULATENbHLIX PE3YNbTAaTOB ANA
06pasLoB C cofepikaHUeMm r1oKo3bl 3~7 MMoNb/N.

BunvpybuH

B Hopme 6UAMPYBUH B MOYE HEBO3MOIKHO BbIABUTb AaXKe CamMblM
YYBCTBUTE/IbHBIM METOA0M. ECin TecT faeT NonoXKuTeNbHbIN
pesynbTaT, TpebyeTca AanbHelwan NpoBepKa. JlekapcTBeHHble
npenapaTbl, OKPaLWMBAIOLLME MOYY B KPACHbIN LBET UK
MMELOLLME KPACHYIO OKPacKy B KUC/IOM cpeae (Hanpumep,
deHasonnpuanH), MOryT NOBAUATL Ha pe3y/bTaTbl TecTa. Bbicokas
KOHLLeHTpaLMA ackopbMHOBOM MOKET CTaTb MPUYMHOW NOSyYeHUA
JIOHOOTPULATE/IbHBIX PE3y/IbTaToOB.

KeToHblI:
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PeaKuMOHHasA 30Ha TECT-NONOCKK pearmpyeT C aLeTOYKCYCHOM
KMCNOTOM MOYM. PeareHT He B3auMOAeNCTBYET C aLeTOHOM U B-
r’MapoKcMbyTMpaTom. B Hopme 06pasLbl Mouu gatoT
oTpULAaTeNbHblE Pe3yNbTaTbl TECTOB HA KETOHbI.
JI0XKHOMONOKUTEIbHbIE Pe3ybTaTbl MOTYT BbITb CNeaCcTBUEM
BbICOKOW CTeNeHN NUIMEHTUPOBAHHOCTM MOYU U COAEPMKAHNA
60/1bLLIOr0 KoIMYecTBa MeTabonToB Npenapata «/lesogona.
YaenbHbil BeC

TecT-nonocKa N03BoAAET U3MePATb YAeNbHbIN BeC 06pa3LoB
Mouu B ananasoHe 1.000-1.030. OwunbKa cpegHero mexay
pesynbTaTamu, NoNy4eHHbIMU NPU MOMOLLYM TECT-NMOIOCOK U NpU
onpegeneHum koadpduumeHta npenomnexmns coctasnaet 0.005.
[nA noBbilWeHnA TOYHOCTU aHaM3a, 3HAaUYeHWe OLWKBKKN cpesHero
MOMKeT bbITb ,06aBNEHO K 3HAUYEHWIO pe3y/ibTaTa B Cayyae, ecam
pH obpasua moun 26,5. AHanM3aTOPbl MOYM MOTYT aBTOMATUYECKM
KOPPEKTMPOBaTb pe3ybTaTbl. HEMOHHbIE KOMMOHEHTbI MOYU,
TaKMe Kak [Nt0K03a WY PEeHTIeHOKOHTPACTHble Npenapartsbl, He
BAMAIOT Ha pe3yabTaT TecTa. A cuabHO 3abydepeHHom
LLLEeNI0YHOM MOYM MOTYT HabatoaaTbea bonee HU3KUE B CPAaBHEHUMU
C APYrMMK MeTogamu pe3ynbTaTbl. B npucyTcTBUN ymepeHHoro
Konudectsa 6enka (1 r/a—7.5 r/n) moryT 6bITb NOAYYEHbI
3aBbllIEHHble pe3ynbTaThbl.

KpoBb: Y NauneHToB MOXKeT Habntoaatbca «cnefosas» peakums. B
KaX40M UHAMBUAYANbHOM Cayyae TpebyeTca KNMHUYecKoe
3akntoueHune. NonsaeHue 3e/1eHbIX NATEH (MHTaKTHble
3PUTPOLUTDI) UK 3e1eHOMN OKpacKkK (remornobumH/mmnornobuH) Ha
pPeaKLMOHHOW 30He TeCT-N0/I0CKMN B TedeHue 60 cekyH, yKasbiBaeT
Ha HeobXoAMMOCTb AanbHelLWel AMarHOCTUYECKOW NpoBepKu. B
MOYE KEHLLMH YaCcTO OBHAPYKMBAETCA MEHCTPYa/ibHas KPOBb.
FemornobuH B KoHueHTpauun 150 mkr/n - 620 MKr/n
NPUBAN3NUTENBHO SKBUBANIEHTEH COAEPKAHMIO 5-15 KNeTOK/MKA
WHTAKTHbIX 3PUTPOLUTOB. TECT-NONOCKN MMEIOT BbICOKYHO
YYBCTBMTE/IBHOCTb K FeMOT/I06UHY M MOTYT BbITb MCNONb30BaHbI B
KayecTBe AOMOMHEHUA K MUKPOCKONUYECKOMY UCCef0BaHMIO.
YyBCTBUTENBHOCTb TECT-NOIOCOK MOKET CHUMKATbCA ANA 06pa3uos
C BbICOKMM yZe/ibHbIM BECOM. MONOCKM B OAMHAKOBOW CTENEHMU
YYBCTBMTE/IbHbI K reMorn1061Hy u mmornobuHy. Hekotopble
OoKUCAUTENW (Hanpumep, TMNOXI0PUT) MOTYT BbI3BATb
NOXKHONONOXKUTENbHbIE pe3yabTaTbl. MUMKPOGHbIe NepoKcnAaassl,
accoummpoBaHHble ¢ UHGEKLUMAMM MOYEBLIBOAALLMX NYTEN, TaKKe
MOTYT CTaTb NPUYNHOM SIOKHOMNONOKUTENBHbBIX PE3YNbTATOB.
BUTamMuHbI B MOYe MOTYT He BAUATb Ha pe3yabTaTbl aHaM3a.

pH

TecT-noNoCKM NpegHasHavyeHbl AN BU3yasbHOro onpeaeneHus
3HayeHuA pH B gnanasoHe 5.0-8.5 n B gnanasoHe 5.0-9.0 gna
WHCTPYMEHTA/IbHOTO onpeseneHus.

YpobunmHorex

TecT-noN0CKM NO3BONAIOT BbIABUTL YPOOUANHOIEH MOYM B
Konnyectse oT 3 MKMob/n (NpubansutencHo, 0.2 eanHuy,
dpnuxa/pn). B Hopme cogepKaHue ypobuanHoreHa B moye
cocTaBnseT 3 MKMoAb/n — 16 MKmonb/A. PesyabTat B 33
MKMOJIb//1 ABNAETCA KPUTUHECKUM 3HAUEHUEM MEXAY HOPMO U1
naTonorMen n roBOPUT 0 HEOBXOAMMOCTH NPOBEeAEHUSA
AanbHenwero obcneposaHma. OTpuLaTeNbHbIN pe3yabTaT TecTa
He ABNAETCA OKOHYaTe/IbHbIM OCHOBAaHMEM AN 3aK/104YeHUa 06
OTCYTCTBUM YPOBUANHOTEHA B MOYe.

Hutputbl

TpamoTpuuaTenbHble 6akTepUmM B moye NpeobpasyroT HUTPATbI
(nonyyeHHble U3 NULLKM) B HATPUTBI. TECT-NONIOCKU YYBCTBUTENbHbI
K HUTPUTaM U He pearmpyroT C APYrMMn BelecTBamu,
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NPUCYTCTBYIOLMMM B MoYe. Hannune po3oBbix NATEH WU KpaeB
Ha peaKkLMOHHOM 30He TeCT-NONIOCKK He cneayet
WHTEPNPETMPOBATb KaK NOMOMNUTE/IbHbIN Pe3ynbTaT, 04HaKO
Ha/IMyMe O4HOPOAHOM PO30BOW OKPACKM 06O CTEMeHM
WMHTEHCUBHOCTU CNeayeT PacLeHMBaATb KaK MNOOXKUTENbHbIN
pe3ynbTaT. CTeneHb pa3BUTUA OKPACKM U YUCNO BaKkTepuit He
HaxoAATCA B NPAMOM 3aBUCMMOCTU. OTpULATENbHbIN Pe3ynbTaT He
O3HayaeT Toro, YTo HaKTepuUn oTCYTCTBYHOT. JIOKHOOTPUL,ATENbHbBIN
pes3ynbTaT MOXKeT 6bITb B Cnefytowumx cayyasx: 1) ecam B move
OTCYTCTBYIOT MMKPOOPraHW3Mbl, NpespaLLatolme HATpaTbl B
HUTPUTDI; 2) €CIM MOYA He 3a4,ePKUBAETCA B MOYEBOM MNy3bipe
[,0CTaTOYHO 40170 (bosee YeTblpex 4acos), HEOBXOAUMbIX ANA
npeBpaLLeHns HUTPATOB B HUTPUTLI; 3) €C/IM HUTPaTbl OTCYTCTBYIOT
B MPOAYKTaX NUTaHWUA. BbICOKMIN yaeNbHbIN BEC MOYM TaKKe
MOMET CHU3UTb YYBCTBUTENLHOCTL TecTa. CoaepraHue
aCKOP6UHOBOM KMCNOTbI B KOHLEHTpauuu <1.4 mmons/n He
BAMAET Ha pe3y/bTaT TecTa.

NelikounTsl

PeaKLMOHHanA 30Ha TECT-NONOCKM pearnpyeT c 3cTepasomn
rpaHynoumnToB. B Hopme 06pasLpbl MOYM AAKOT OTPULATENbHDIN
pe3y/nbTaT; NONOXKUTENbHBIN Pe3yNbTaT («+» UK Bbile) UMeeT
KAMHUYECKoe 3HauyeHune. B uHanBuAayanbHbix Cayyasx cneposoe
coAepKaHNEe MOMXKET UMETb HEOAHO3HAYHOE K/IMHUYEeCcKoe
3HaYeHue, 0 HAKO NOBTOPAIOLIMECA Pe3yNbTaTbl COAEPKAHUA
CNepoBbIX KOIMYECTB YKa3blBAOT Ha MNaToIOTUIO.
JI0XKHONONOXKUTENIbHbIE PE3YNbTaTbl Y KEHLMH MOTYT BbITb
BbI3BaHbl 3arpsasHem o6pasLa BAaraauWHbIMK BblAENEHUAMM.
MoBbIWeHHaA KOHLEeHTpauua roko3bl (160 mmonb/n), a Takke
BbICOKWI yAeNbHbIN BEC MOTYT BbITb NPUYMHOM 3aHUKEHHDBIX
pe3y/nbTaToB TecTa.

AcKopbuHoBas KMcNoTa

TecT-noN0CKM NO3BONAIOT OBHAPYKMUTL AaCKOPOUHOBYIO KUCIOTY B
moye. OnpeaeneHne KOHLEHTPaLMM acCKoOpOMHOBOW KUCNOTbI
no3BoAseT cyauTb 06 ypOBHE ee cofepKaHuaA B opraHmM3me u
OLEHMBaATb CTeNeHb €€ BANAHUA Ha aHa/IM3 [1OKO3bI,
6MnnpyburHa, KPOBU U HUTPATOB. MPUCYTCTBUE OKUCAUTENEN
(Hanpumep, Kanua nepmaHraHaTa, rMnoxaopuTa) B obpasuax
MOYM CHUIKAET YyBCTBUTE/IbHOCTb TECTA.

Benok 1 MMKpoanbbymmuH

KoHueHTpauua anbbymmHa B Mmode B Hopme cocTasaseT <20 mr/n.
PesynbTat B 20-200 Mr/n CBUAETENLCTBYET O HAINUYUK
MUKpoaibbymuHa. Pesyabtat >200 Mr/n roBOPUT O KIMHUYECKOM
anbbymunHypumn. BoiBegeHne anbbymuHa co ckopoctbio 30-300
MF/CYTKM CAYKUT NPeaynpexaatonm MHANKAaTOPOM COCTOAHMA
MUKPOaNbByMUHYpPUK, @ cKopocTb >300 Mr/CyTKM — COCTOAHUA
anbbyMuHypun. AnbbYMUHYPUA MOXKET BO3HUKHYTb B pesy/sibTaTe
3aHATUIN CNOPTOM, MHPEKLMIN MOUYEBbIBOAALLMX MYTEN, OCTPOM
dasbl BOCnaneHwus.

TecT-noNoCKK, NpeaHa3HayYeHHble ANA onpeaeneHnn
MUKPOanbbyMUHa, UMEIOT BbICOKYIO YyBCTBUTEIbHOCTb. MX
YYBCTBMTE/IbHOCTb K ApYyrum Besikam B 9 pas HUKe NO CPaBHEHUIO
C MUKPOanbbyMmuHOM. TECT MeHee YyBCTBUTENEH K
MYKOMpOTENHAM U rNobynHam, KoTopble 06bIYHO
06HapYKMBAIOTCA B KOHLeHTpauuax 60 mr/an u ebiwe. Ecin B
obpasue MouM CoOAEPIKUTCA BUAMMAsR KPOBb (25 mr/an), aTo
MOMET NPUBECTU K NOMKHO 3aBbILUEHHOMY Pe3ynbTaTy.
Ob6HapyXeHne MUKPoasibbyMUH B MOYE MOXKET rOBOPUTb O
cnepyroLwmnx CUTyaLmax:

(1) UHoraa npucyTcTBME MUKPOaNbbymMMHA MOXKET BbITb
cnepctamem GyHKLMOHANbHOM anbbyMUHYpUK UK NOCTYpPanbHOM
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NPOTENHYPUMU, BbI3BAHHON GU3MONOTUYECKOW abbyMmUHYypUel
(npun cobnoaeHnn ameTobl, 3aHATUAX CMOPTOM, MCUXONOTUYECKOM
cTpecce v ap.).

(2) NpomonxkutensHo Habagaoweecs obHapyKeHne
MWKPOaNbbyMmnHa, MUKPOanbbymuHa 1 roKo3bl Uam
MMKPOaNbbyMMHA U KPOBM B MOYE UMEET BbICOKOE KMHUYECKoe
3HayeHue.

KpeaTuHuH

B HOpme y B3pOC/bIX Ntofel KpeaTUHUH BbIBOAMUTCA C MOYOM B
Konuuectse 0.6 -2.0 r/cyT (4TO NPMMeEpPHO COOTBETCTBYET
pesynbTaty 4.4-17.7 MMOAb/A, NONYYEHHOMY C MOMOLLLbIO TECT-
nonocku). CogepkaHune KpeaTMHMHA B 0bpasue MoXKeT
KonebaTbecs B npeaenax ot 0.9 mmonb/n Ao 26.5 mmonb/A.
KoHueHTpaums B 06pasuax Moun, cobpaHHbIX B yTpeHHEe Bpems
06b14HO 60s1ee BbicoKas (>17.7 MMOb/N Npy aHanmse ¢
NMOMOLLbIO TECT-NONO0CKK). KOHLEHTPaLUMA aHaNU3NPYEeMbIX
KOMMNOHEHTOB MOXET CHUXaTbCA BCneacTBue pazbasieHusa npm
npveme 60/1bWOro KONMYECTBa BOAbI UM APYrMX BELLECTB, 3TO
NPUBOAMUT K 3aHUKEHHbIM pe3y/ibTaTaM aHan3a MoYn
(pesynbTatel Tecta <50 mr/an). Buavmas rematypus (25 mr/an) n
npvem npenaparta «LlumeTMamnH» MOKET NPUBECTU K NOSYUYEHUIO
NIOXKHOMOIOXKUTENIbHbIX PE3YNbTaTOB.

CooTHoweHne AnbbyMnH-KpeaTUHUH

CooTHoWeHWe anbbyMUH-KPEaTUHNH B MOYe B3POC/bIX Nt0ael
cocrasnseT meHee 30 mr anbbymuHa / r kpeatuHuHa (3.4 mr
anbbymnHa / Mmonb KpeatnHuHa). CootHoweHune 30-300 mr/r
(3.4-33.9 Mr/mMmob) CBMAETENLCTBYET O MUKPOA/LOYMUHYPUN.
CooTHoweHue 6onee 300 mr/r (>33.9 mr/mmonb)
CBMAETENbCTBYET 06 aNbbyMUHYpUM.

Kanbuwni

BbICOKMI1 ypOBeHb cogepaHusa marHma (>10 mmosb/n) moxeTt
NPMBECTU K NOBbILLEHWIO KOHLLEHTPALUK KabLMA B MOYe.
Tabnuua pesynbratoB

[Ona npoBeseHMA aHann3a MOXKET UCMNONb30BATLCA PYTUHHAA UK
MeXAyHapoaHan cucTema eguHULL U3MepPeHuns.

AHanut A6 | OTob6pakeHWe 1 neyatb pesynbrarta
p PyTuHHaA MexayHapogHasn
cuctema cuctema eguHuL,
eanHUL, nsmepeHms
n3mepeHua
Mukpoansbymmn | MA | 10 80 10 mr/n 80 mr/n
H mr/ | mr/n
n
30 150 30 mr/n 150
mr/ | mr/n mr/n
n
KpeatuHuH Cr 10 200 0.9 17.7
mr/ | mr/a | mmonb/ | mmonb/
n n n n
50 300 4.4 26.5
mr/ | mr/a | mmonb/ | mmonb/
n n n n
100 8.8
mr/ MMOb/
n n
CooTHowWweHue A:C | <30 mr/r <3.4 mr/mmonsb
anbbyMuH- (Hopma) (Hopma)
KpeaTUHUH 30-300 mr/r 3.4-33.9 mr/mmonb
(noBbiweH) (noBsbiweH)
>300 mr/r >33.9 mr/monb
(BbICOK) (BbICOK)
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MpumeyaHue: BblgeneHHble 061acTu coaeprkaT HGopmaLmio o
pesy/ibTaTax, BbIXOAALMX 3a Npese/bl HOPMbI.

Ca: Bbicokoe cogepaHue Mg (6onee 100 mmol/l) moskeT
3aBblWaTh NOKasaHuA Ca

[OrpaHnyeHuna metoaal

Kak 1 ans Bcex N1abopaTopHbIX NpoLeayp, TOUHbIN AMarHos 1
TepanesTMYECKME PEKOMEHAALMMN HE MOTYT BbITb OCHOBaHbI Ha
pesynbTaTax 04HOro TecTa UM metoaa.

AHaNM3 MOYM C NMOMOLLIO PeareHTHbIX TECT-NOIOCOK
NPUMEHAETCA AN1A AOMNOJHEHUA KAMHUYECKON KapTUHbI COCTOAHMA
nauueHTa. [ns 06pasL08 MOYM YyBCTBUTENLHOCTb 3aBUCUT OT
cneayowmx GakTopos: BaprmabesibHOCTY OKPACKK, YAe/bHbIN Bec,
pH, ycnosusa ocseleHuna 1 ap. BusyanbHoe M MHCTpyMeHTanbHoe
onpefeneHne NoKasblBaloOT AMana3oH 3HayeHnin. BcneacTteme
BO3MOXHbIX Pa3HOUYTEHMIA CYLLECTBYET OTKNOHEHME 3HaUYeHMA
pesynbTaTa aHann3a OT PeanbHOM BeIMYMHbI KOHLLEHTPaLMK
aHanuTa. Mpun npoBeaeHNN aHaM3a Ha 6e10K, FNOKO3Y, KETOHbI 1
YPOBUANHOTEH OTKIOHEHWE NONOXKUTENBHOTO 3HAYEHMWSA Bbille
BTOPOTO NONOXKUTENBHOTO YPOBHA A0/XKHO 6bITb B Npeaenax «+».
Bcneacteune pasiMumnii BOCNPUATUA MEXAY r1a30M Yenoseka u
ONTUYECKOM CUCTEMOM aHaNM3aTopa, Pe3ynbTaTbl BU3YyaNbHOrO U
MHCTPYMEHTA/IbHOIO OnpeAeneHns MoryT cosnagath He
NONHOCTbIO.

[MHAeKkc nponsBoaUTENbHOCTU NPOAYKTA]

[vanasoH onpeaeneHnsa n YyBCTBUTENbHOCTb TECT-MOJIOCOK A5
aHanmsaTopos moun cepumn H14-Ca

AHanut Yyscteute | [manasoH Onana3oH
b WHCTPYMEHTaNbH | BU3yanbHOT
HOCTb oro o
onpegeneHus onpepeneH
ns
lnoko3a 2.8-5.6 OTtpuu,.-56
(Mmmonb/n)
benok (r/n) 0.15.-0.3 Otpuu.-3.0 OTtpuu,.-
20.0
MuKpoanbby 0.03-0.08 OTtpmu,.-0.15 OTpumy,.-
MuH 1 (r/n) 0.15
KeToHbl 0.5-1.0 OTtpuy,.-7.8 OTpuu,.-16
(Mmmonb/n)
KpoBb 5-15 OT1pwnu,.-200
(kn/mKn)
BunmpybuH 8.6-17 OTpunu.-103
(mKkmonb/n)
Hutputbl 13-22 OTtpuu,.-Monox.
(MmKMonb/n)
NelikouunTbl 5-15 OTpuu,.-500
(kn/mKn)
Ypobunurore | 3.4-17 3.4-135
H (MKmonb/n)
AckopbuHosa | 0.6-1.4 0-5.7
A KMCnoTa
(mmonb/n)
KpeaTuHuH - 0.9-26.5
(mmonb/n)
Kanbumi 2.0-2.5 1.0-10
(Mmmonb/n)
pH - 5.0-9.0 5.0-8.5
YaenvHblli Bec | - 1.005-1.030 1.000-

1.030

[Bonpocbl, Tpebylowme BHUMaHuUsA]
1. UcKkNounTeNbHO 4NN AMArHOCTMKM in vitro.
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2. TecT-NONOCKM AOMKHbI XPaHUTBLCA B OPUTMHANBbHON YNaKoBKe,
He M3B/IeKaiiTe TECT-MOJIOCKM U3 YNIAKOBKU €CNUN He NaaHupyeTe ux
Hemea/IeHHOE UCMOoNb30BaHWe. He yaanaiTe ocylwuntenb 13
ynakoBKu. CneflyeT NA0THO 3aKpbIBaTb YNAaKOBKY HEMeANEHHO
nocsae U3BneYeHus TecT-noN0COK.

3. He cnesyeT ©cnosib3oBaTb TECT-NMOMOCKM C UCTEKLLIMM CPOKOM
rogHocTu. MNoxanyicra, yA0CTOBepbTECh, YTO CPOK FOAHOCTU TECT-
MOJIOCKUN He UCTEK U NPOBeAUTE KOHTPOIbHOE U3MEPEHUE, eCU
CYLLECTBYIOT OCHOBaHMWA NPeAnoaaraTb, YTO TECT-MOIOCKM
HenpuroaHsl ANA NpUMeHeHun (Hanpumep, NPOMU3oLLI0
W3MEHEHWE OKPACKMN UM BO3HWK/IM Apyrue BOMpPOChI, BbI3BaHHbIe
HEeOoXMAAHHbLIMU pe3ybTaTamu).

4. He cnepyeT Ucnonb3oBaTh BOAY B KA4YECTBE OTPUL,ATENIBHOTO
KOHTpPOA.

5. Monocku npegHasHayeHbl A8 O4HOPA30BOro UCMOJb30BaHMUA.
6. MorkanyiicTa, Nnepes, UCNoNb30BaHUEM TECT-NONOCOK
BHMMaTE/NIbHO 03HAKOMbTECH C PYKOBOACTBOM MO/b30BATENA.

7. CneplyeT yTUAM3NPOBATb UCMO/Ib30BaHHbIE TECT-MOMOCKU Kak
61010TMYECKM ONACHBIV MaTepuan B COOTBETCTBMM C NpaBUIamiu,
NPUHATBIMK B IabopaTopuu.

8. He cnepyeT xpaHUTb TECT-NONOCKM B XON0AUNbHUKE. TecT-
NOIOCKU LOMKHbBI XPAaHWUTLCA B CYXOM, 3aLUMLLEHHOM OT
nonazaHua NPAMbIX COMHEYHbIX yyelt mecTe. He npukacaiTech K
peaKLMOHHOM 30He TeCT-N0A0COK. [1A 3alnTbl PEaKLMOHHOW
30HbI TECT-NOJIOCOK Cneayet usberatb BO3AENCTBUA BAaru, CBeTa u
HarpesaHus.

anME‘-IaHMFI O CMMBO1aX U 3HaKax

LoT | Homep naptum Mcnonb3osatb Ao

-
J1A 04HOPa30BOro
@ wmmer
MNCNonb30BaHNA

TonbKko ana
OMarHOCTUKM in vitro

MNpounssoautens

[:E Moskanyicra, /ﬂr

03HaKOMbTECh C
MHCTPYKUNENn

Ycnosua XpaHeHUA

[aHHble TecT-
NOI0CKM
AT c E COOTBETCTBYIOT
YNO/IHOMOYEHHbIN Onpektuse 98/79/EC
npeacTaBuTeNb MepguunHcKkne
cpeacTsa
OMarHOCTUKM in vitro
(IvDD)
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H-Ca Series Urinalysis Reagent Strip User’s Guide

Rev: 04/2019

[Product Name]

Common Name: H-Ca Series Urinalysis Reagent Strips
Trade Name: Urinalysis Reagent Strips
[Specification]

100 strips/bottle, 50 strips/bottle, 25 strips/bottle

[Intended Use]

H-Ca Series Urinalysis Reagent Strips(including H12-Ca,H13-Ca,H14-Ca Urinalysis
Reagent Strips) are used for qualitative and semi-quantitative test of urobilinogen,
bilirubin, ketone (acetacetic acid), blood, protein, nitrite, leukocyte, glucose, specific
gravity, pH, ascorbic acid, microalbumin, creatinine and Ca in urine.

This product is used for in vitro diagnosis by professionals.

[Testing Principle]

Glucose: The glucose oxidized by glucose oxidase catalyzes the formation of
glucuronic acid and peroxide hydrogen. Peroxide hydrogen releases neo-ecotypes
oxide [O] under the function of peroxidase. [O] oxidizes iodide potassium, which
makes the color changes.

Bilirubin: The direct bilirubin and dichlorobenzene diazonium produce azo dyes in
a strongly acid medium.

Ketone: The acetacetic acid and sodium nitroprusside cause reaction in alkaline
medium, which produces violet compound.

Specific Gravity: Electrolyte (M+X-) in the form of salt in urine reacts with poly
methyl vinyl ether and maleic acid (-COOH),which are weak acid ionic exchanger.
The reaction produces hydrogenous ionogen, which reacts with pH indicator that
causes the color change.

Blood: Hemoglobin acts as peroxidase. It can cause peroxidase release
neo-ecotypes oxide (O). (O) oxidizes the indicator and make the color change
subsequently.

pH: The method of pH indicator is applied.

Protein: This is based on the protein-error-of-indicator principle. Anion in the
specific pH indicator attracted by cation on protein molecule makes the indicator
further ionized, which changes its color.

Urobilinogen: Urobilinogen and diazonium produce red violet dyes under the
function of strong acid medium.

Nitrite: Nitrite in the urine and aromatic amino sulphanilamide are diazotized to
form a diazonium compound. The diazonium compound reacting with tetrahydro
benzo(h) quinolin 3-phenol causes the red azo dye.

Leukocyte: Granulocyte leukocytes in urine contains esterases that catalyze the
hydrolysis of the pyrrole amino acid ester to liberate 3-hydroxy 5-pheny pyrrole.
This pyrrole reacting with diazonium forms a purple azo dye.

Microalbumin: Sulfone phthalein dye have high sensitivity to microalbumin by
the method of protein error.

Ascorbic Acid: Ascorbic acid, with 1,2-dihydroxy alkenes, under the alkaline
condition, deoxidizes the blue 2,6-dichloroindophenolate into colorless
N-(p-phenol)-2,6- dichloro-P-amine phenol.

Creatinine: Creatinine and 3,5-dinitro-benzoic acid react in strong alkaline
condition, and generate colored compound.

Ca: Ca reacts with o-cresolphthalein complexone produce purple red, the color
shade is proportional to Ca concentration.

[Main Ingredient]

Leukocyte: 4.3% w/w pyrrole amino acid ester; 0.4% w/w diazonium salt; 92.6%
w/w buffer; 2.7% w/w nonreactive ingredients.

Nitrite:1.3% w/w p-arsanilicacid-N-(1-Naphthol)-ethylenediamine; 0.9%w/w
tetrahydroquinoline; 89.6% w/w buffer; 8.2% w/w nonreactive ingredients.
Protein: 0.1% w/w tetrabromphenol blue; 97.4% w/w buffer; 2.5% w/w nonreactive
ingredients.

Blood: 26.0% w/w diisopropylbenzene dihydro peroxide; 1.5% w/w
tetramethylbenzidine; 35.3% w/w buffer; 37.2 %w/w nonreactive ingredients.
Urobilinogen: 0.2%w/w fast B blue; 98.0%w/w buffer; 1.8%w/w nonreactive
ingredients.

Bilirubin: 0.6%w/w 2,4-dichloroaniline diazonium salt; 57.3%w/w buffer;

42 .1%w/w nonreactive ingredients.

pH: 3.3% w/w bromcresol green; 55.0% w/w bromthymol blue; 41.7% w/w
nonreactive ingredients.

Specific Gravity: 4.8%w/w bromthymol blue; 90.2%w/w poly(methyl vinyl
ether-alt-maleic anhydride), 5%w/w sodium hydroxide.

Glucose: 1.7% w/w glucose oxidase (microbial.123U); 0.2 % w/w
peroxidase(horseradish. 203U); 0.1% w/w potassium iodide; 71.8% w/w buffer;
26.2% w/w nonreactive ingredients.

Ketone: 5.7% w/w sodium nitroprusside; 29.9% w/w buffer; 64.4% w/w
nonreactive ingredients.

Microalbumin: 2.2%w/w sulfone phthalein dye; 96.0%w/w buffer; 1.8%w/w
nonreactive ingredients.

Ascorbic Acid: 0.8%w/w 2,6-dichloroindophenolate hydrate; 40.7%w/w buffer;
58.5%w/w nonreactive ingredients.

Creatinine: 4.8%w/w 3,5-dinitro-benzoicaid; 85.2%w/w buffer; 10 %w/w
nonreactive ingredients.

Ca: 2.5%w/w o-cresolphthalein complexon; 87.5%w/w buffer; 10 %w/w nonreactive
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[Storage Condition and Validity]

Storage Condition: The strips must be stored at the temperature between
2°C-30°C. As to protect the activity of the reagent, must eliminate the humidity,
sunlight and chemical reagent.
Validity: Stored in dry place and avoid sunlight, with the temperature between
2°C-30°C, the sealed validity is 2 years; After opened seal, cover the tap closely,
stored in dry, avoid sunlight with the temperature between 2°C-30°C, the validity is

1 month.

[Applicable Instrument]
DIRUI H-100/300/500 Urine Analyzer

[Sample Requirement]
Collect fresh urine in a clean and dry container. Don't centrifuge the urine. Mix the
sample well before the test. The urine test must be taken within two hour. All
samples must always be taken and kept under sanitary conditions.

Note: The preservatives will not prevent the deterioration of ketones, bilirubin or
urobilinogen. The growth of bacteria in the long-term storage sample may affect the
test results of glucose, pH, nitrite and blood.

[Test Method]

Room temperature for test:(25+5)'C

Visual Reading:
1. Immerse the reagent area of the strip in urine sample and take it out quickly and
immediately.
2. Run the edge of the strip against the rim of the container to remove the excess

urine.

3. Hold the strip up horizontally and compare the result on the strip with the color
chart on the bottle label closely. Make note of the result. For a semi-quantitative
result, take the result according to the time specified on the color chart. The pH and
Protein can be read at any time within 60 seconds after dipping. For a qualitative
result, the strip should be read within 1-2 minute after dipping. If a positive result is
obtained, repeat the test and compare with the color chart at the time specified.
Color changes beyond 2 minutes are of no diagnostic value.
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Instrumental Testing:
Follow the directions given in appropriate instrument-operating manual.

[Result Explanation]
Glucose

The test is for specificity of glucose. There is no false positive result occurred in
reagent strip, caused by any other substance in urine. When the ascorbic acid
concentration=2.8mmol/L or acetoacetic acid concentration=1.0mmol/L, the
sample of glucose concentration is 3~7mmol/L may occur false negative result.

Bilirubin

Normally, even the most sensitive method can't detect bilirubin in urine. It is
abnormal to have little bilirubin in urine, which requires further inspection.
Medicines that dyes urine red and anything that shows red itself in an acid
medium e.g., phenazopyridine may affect the test result. High concentration of
the ascorbic acid may cause false negative result.

Ketone

The reagent strip acetone reacts with acetoacetic acid of urine. It doesn't do with
B-hydro butyric acid. Normal urine sample usually shows negative results in the
test. False positive results may occur in highly pigmented urine or those
containing a large amount of levodopa metabolites.

Specific Gravity
The reagent strip for Specific Gravity allows the urine sample specific gravity
between 1.000 and 1.030. In general, the mean error between the results of the
strip test and those from the refractive index method is only 0.005. To make it
more accurate, 0.005 may be added to readings from urines with pH equal or
greater than 6.5. Urine reading instrument can automatically make these
adjustments in strip-readings. The urine nonionic constituents such as glucose or
radiopaque dye won't make any changes in the test. Highly buffered alkaline
urines may cause the low readings comparing with the other methods. Elevated
specific gravity readings may occur in the presence of moderate quantities of
protein(1g/L-7.5g/L).
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Blood

'Trace' reaction may vary among the patients. Clinical judgments are required for
individual cases. The presence of green spots (intact erythrocytes) or green color
(haemoglobin/myoglobin) on the reagent area within 60 seconds indicates for further
diagnostic check. Blood is often found in the urine of the menstruating females.
Haemoglobin 150ug/L-620ug/L is approximately equivalent to 5-15 cells/uL intact
erythrocytes. The reagent strip is highly sensitive to haemolobin and thus can be
used as a supplementary to the microscopic examination. The sensitivity of the strip
might be reduced in urine with a large amount of specific gravity. The strips are
equally sensitive to myglobin as to haemoglobin. Certain oxidizing contaminants,
such as hypochlorite, may lead to false positive results. Microbial peroxidase
associated with urinary tract infection may also produce a false positive result.
Vitamine in urine may not influence the result of the test.

pH

The strip tests for pH values are generally in the range of 5.0-8.5 visually and
5.0-9.0 instrumentally.

Urobilinogen

The reagent strips can detect urobilinogen in low amount as 3umol/L (approximately
0.2 Ehrlich unit/dL) in urine. A result of 33umol/L in urine indicate the critical value,
representing the transition from normal to abnormal, which requires further check on
patients and samples. The negative results are not final to determine the absence of
urobilinogen.

Nitrite

Gram-negative bacteria in urine converts nitrate( derived from foods)into nitrite. The

reagent strip is essential to nitrite and won't react with the other substances in urine.

Pink spots or edges on the strip should not be interpreted as positive result, but any
degrees of uniform pink color development should be taken as positive result. The
degrees of color development the numbers of bacteria are not in direct proportion.
The negative result doesn't mean the existence of bacteria in a large amount.
Negative result may occur (1) when urine doesn't contain organism that caused the
conversion from nitrate to nitrite. (2)when urine has not remained in the bladder long
enough(four hours up)to let the nitrate covert into nitrite. (3) the nitrate in the foods
is absent. Large High volume of specific gravity in urine may reduce the sensitivity of
the test. 1.4mmol/L ascorbic acid or less won't interfere the result.

Leukocyte

Test area react with esterase in leucocytes (granulocytic leukocytes). Normal urine
sample generally yield negative result; positive results (+ or greater) are clinically
significant. Individually observed 'Trace' results may be of questionable clinical
significance; however 'Trace' results observed repeatedly may be clinically
significant. 'Positive' results may occasionally be found with random sample from
females due to contamination of the sample by vaginal discharge. Elevated glucose
concentrations (160mmol/L) or high specific gravity may cause decreased test
results.

Ascorbic Acid

The test area can detect the ascorbic acid in urine. Through the ascorbic acid
detection, we will know the level of ascorbic acid in the body and the effect degree
that the ascorbic acid bring to the test on glucose, bilirubin, blood and nitrite. It will
reduce the sensitivity when the oxidant (such as potassium permanganate,
hypochlorite )present in the urine.

Protein and Microalbumin

Albumin concentration in normal adult urine is less than 20 mg/L. A result of 20-200
mg/L indicates clinical microalbumin. A result of higher than 200 mg/L indicates
clinical albuminuria. A albumin discharge rate of 30-300 mg/24 hour indicates a
warning of urine microalbumin symptom. A albumin discharge rate of higher than
300 mg/24 hour indicates a warning of urine albumin symptom. Urine albumin
discharge may be elevated by temporary sport, urinary tract infection or acute fever
disease.

Microalbumin strip is intended for detecting urine microalbumin, and is sensitive to
microalbumin. Its sensitivity for other protein is 9 times lower than microalbumin.
The test is less sensitive to mucoproteins and globulins, which are generally
detected at levels of 60 mg/dL or higher. A visibly bloody urine (=5 mg/dL) may
cause falsely elevated results.

Microalbumin in urine may lead to:

(1)Occasionally presented urine microalbumin may be functional albuminuria or
postural proteinuria caused by physiological albuminuria, such as diet, sport, mental
stress, etc.

(2)Continuously presented urine microalbumin, microalbumin and glucose, or
microalbumin and blood are with great clinical significance.

Creatinine

Normal urine creatinine concentration of adult is 0.6-2.0g/24h (about 4.4-17.6
mmol/L by test strip). High deviation exists on the test results of random urine
sample creatinine, with the range from 0.9mmol/L to 26.5mmol/L. concentrated and
morning urine have higher level of creatinine (maybe more than 17.7mmol/L tested
by test strip). The concentration of the component required to test can be diluted
due to over-ingestion of water or other substance, will result in typical low
concentration urine (the tested result <50mg/dL). Visible hematuria(=5mg/dL) or
Cimitidine may result in creatinine testing result spurious rising.
Albumin-Creatinine Ratio

Urine albumin content of adult is less than 30 mg albumin/g creatinine (3.4
albumin/mmol creatinine). A ratio of 30-300mg/g (3.4-33.9mg/mmol) indicates
microalbuminuria. A ratio of more than 300mg/g (>33.9mg/mmol) indicates
albuminuria.

Result Table
Routine system of units and international system of units can be selected in urine
analyzer test.
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Print or Display Result
Test Item Ab. Routine System of . X
; International System of Units
Units
Microalbumin MA 10 mg/L 80 mg/L 10 mg/L 80 mg/L
30 mg/L | 150 mg/L 30 mg/L 150 mg/L
10 mg/dL | 200 mg/dL| 0.9 mmol/L 17.7 mmol/L
Creatinine Cr 50 mg/dL | 300 mg/dL| 4.4 mmol/L 26.5 mmol/L
100 mg/dL 8.8 mmol/L
<30 mg/g(normal) <3.4 mg/mmol(normal)
Albumin-Creatinine Sy 3.4-33.9 mg/mmol(abnormal)
Ratio A:C mg/g(abnormal)
>300 mg/g(highly >33.9 mg/mmol(highly
abnormal) abnormal)

Remark: shaded area indicates abnormal result.
Ca:A great deal of Mg(more than 10mmol/L) will seduce urine Ca rising.

[Limitation of Test Method]

Like all lab tests, diagnosis result and therapeutic schedule can not be made
according to any single diagnosis method.

Reagent strips’ application is based on clinical analysis. In clinical sample, the
sensitivity depends upon several factors: the variability of color perception, specific
gravity, pH, and the lighting conditions change when the product is read visually.
Each colour block or instrumental display value represents a range of values.
Because of sample and reading variability, sample with analyte concentrations that
fall between nominal levels may give results at either level. Results at levels greater
than the second positive level for the Protein, Glucose, Ketone, and Urobilinogen
tests will usually be within one level of the true concentration. Exact agreement
between visual results and instrumental results might not be found because of the
inherent differences between the perception of the human eye and the optical
system of the instruments.

[Performance Index]
Test Range and Sensitivity of H-Ca Series Strips

Item Sensitivity Instrument Test Visual Test Range
Range
Glucose(mmol/L) 2.8-5.6 Neg.-56
Protein(g/L) 0.15-0.3 Neg.-3.0 Neg.-20.0
Microalbumin(mg/L) 30-80 10-150 10-150
Ketone (Acetacetic
Acid)((mmollL) 0.5-1.0 Neg.-7.8 Neg.-16
Blood(Ery/uL) 5-15 Neg.-200
Bilirubin(umol/L) 8.6-17 Neg.-103
Nitrite(umol/L) 13-22 Neg.-Pos.
Leukocyte(Leuko/uL) 5-15 Neg.-500
Urobilinogen(pmol/L) 3.4-17 3.4-135
Ascorbic Acid(mmol/L) 0.6-1.4 0-5.7
Creatinine(mmol/L) 0.9-4.4 0.9-26.5
Ca(mmoliL) 2.0-2.5 1.0-10
pH 5.0-9.0 [ 5.0-8.5
Specific Gravity — 1.005-1.030 ‘ 1.000-1.030

[Points for Attention]

1.In vitro diagnosis for professional only.

2.Reagent strips must be stored in original bottle, do not take out strips except use
them immediately, removing the desiccant is forbidden, tighten the cap immediately
after taking out strips.

3.The expired should not be used, please make sure whether the strip is over the
validity, and test it by quality control if the deterioration of strips occurs, which leads
color shallower or deeper, or any question occurs with the unexpected results.

4. Water can not be used as negative control.

5.0ne time use only for each strip.

6.Please read the Guide carefully before use.

7.Please refer to the lab biological treatment of harmful materials to dispose the
waste strips.

8.Do not place them in refrigerator, however they should be stored in dry
circumstance, avoid direct sunlight, do not touch the reactive area of strip, ambient
moisture, light and heat must be prevented in order to protect the reactivity of the
strips.

Notes on symbols and marks

O Batch code E Expiry date
Single use In Vitro Diagnostic Use

Manufactured by Jﬁ Store at

c € These test strips conform to the
directive 98/79/EC(IVD-directive)
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Please read package insert

[Rep| Authorised Representative Catalogue number

wl DIRUI Industrial Co.,Ltd.
95 Yunhe Street,New & High Tech.
Development Zone
Changchun, Jilin 130012 P.R.China

Tel :+86(431)85100409
Fax:+86(431)85172581
E-mail:dirui@dirui.com.cn
Http://www.dirui.com.cn




MHCTPYKUMA K peareHTHbIM TECT-NOMI0CKaM AnA ypuHaHanmsa cepum H-Ca

[HaumeHoBaHue npoayKra]

ObLiee HaMMeHoBaHMWe: peareHTHble TeCT-NONOCKK ANA
ypuHaHanusa cepum H-Ca

ToproBoe HaMMeHOBAHMeE: TECT-NOIOCKMN ANA YPUHOAHANN3A
[Cneundukaums]

100 wT/yn, 50 wTt/yn, 25 wt/yn

[HasHaueHue]

PeareHTHble TECT-NONOCKM ANA ypuUHOHanu3a cepun H-Ca
(Bkntouan H12-Ca, H13-Ca, H14-Ca) npegHa3HayeHbl gnn
npoBeAeHMA KaYecTBEHHOTO UK NOYKOJIMYECTBEHHOro aHam3a
copepKaHua ypobunmHoreHa, bunnpyburHa, KETOHOB, KPOBMU,
6enKa, HUTPUTOB, IEMKOLMUTOB, FNIOKO3bI, YAENbHOTO Beca, pH,
ACKOPOHUHOBOM KMCNOTbI, MMKPOAbbyMMUHA, KPeaTUHWHA,
KanbLms B Mmoye.

[aHHbI NpoAyKT NpeaHasHadveH 41a npodeccMoHanbHOro
NCMNONb30BaHNA B nabopaTopusax.

[MpuHUMN onpegeneHunsn]

FnoKo3a: [N0K03a OKMCAAETCA [II0OKO300KCUAA30M C
06pa3oBaHNEM [IIOKYPOHOBOW KUCNOTbI M NepOKCUAa BOA0POAA.
Mepokcna Bogopoaa Noa AeNCTBUEM NepoKCUAasbl reHepupyeT
aKkTMBHble dpopmbl Kucnopoaa (ADK). AOK okucnaeT Kanua noaua,
YTO NPUBOAUT K UBMEHEHMIO OKPACKM.

Buanpy6uH: B cibHOKUCION cpeae NpAMO BUAnpybuH mn
anxnopdeHnnanasoHmnii pearnpytoT ¢ obpasosaHnem
asokpacutens.

KeToHbI: ALEeTOYKCYCHaA KUCN0Ta U HAaTPWA HUTpoMpyccua, B
LEeNoYHOM cpese pearMpytoT c 06pas3oBaHneM CoeaNHEHUS,
OKpalleHHOro B GpUONETOBbLIN LBET.

YaenbHbii Bec: dnekTpoaunt (M*X) B moye B popme conm
BCTYNaeT B PEAKLMIO C NOIMMETUNBUHNAOBLIM 3GUPOM U
OCTaTKOM ManenHoBol KucnoTbl (-COOH), KoTopble aBaaloTCA
CNaboKUCAbIMM MOHOOOMEHHMKaMU. Peakuma NpoTeKaeT C
obpasoBaHMem MOHOB Bogopoaa [H*], koTopble pearnpytoT ¢ pH-
MHOMKATOPOM U U3MEHAIOT €ro OKPacKYy.

KpoBb: FemMornobuH BbiCTynaeT B Ka4ecTse NepoKcnaassbl n
KaTanusupyet o6pa3oBaHme akTUBHbIX Gopm Kucnopoaa (ADK).
A®K OKMCAAIOT MHAMKATOP, YTO, B CBOIO 0Yepeab, MPUBOAMUT K
N3MEHEHWIO OKPACKK.

pH: MeToa ocHOBaH Ha MCNOAb30BaHUM pH-nHAMKATOpa.
Benok: AHann3 0CHOBaH Ha NpUHLMNE «6esKOBOM OWNGKM
WUHAMKaTopa». AHMOH cneumnduyeckoro pH-nHaMKaTOpa
B3aMMOZeNCcTBYEeT C KATMOHOM 6ENKOBOI MOJIEKY/IbI, BbI3blBas
OaNnbHENLLY0 MOHM3ALMI0 MHAMKATOPA M U3MEHEHUE OKPACKM.
YpobunmHoreH: B cunbHOKUCNON cpepe YypobunmHoreH m
[OMa3oHMiA 06pasyeT a3oKkpacuTeNn po3oBOro LiBeTa.

HuTputbl: HUTPUTBI MOYM M apOMaTUUECKU
aMUHOCYNbGaHUNAMUA, NA30TUPYIOTCA C 06pa3oBaHUeM
[Ma30CcoeANHEHUA, KOTOPOe pearnpyer ¢
TeTparnapobeHso(h)xmHoAMH-3-beHoNoM. ITO NPUBOAMUT K
06pa3oBaHMI0 a30KpaACUTENA KPACHOTO LBETa.

JlelAKoumTbI: rpaHy/IoLMTbI MOUYM COAEPIKAT 3CTepassl,
KaTanm3sunpyowme ruapoamns NMpposammHoKncaoro apumpa c
BbICBOOOXKAEHUEM 3-TMAPOKCU-5-beHnnnuppona. Nuppon
pearmpyeT ¢ AMa3oHnem, 0b6pasysa asoKkpacuTenb NyprnypHOro
ugerta.

MuKpoanbbymuH: AHaM3 OCHOBAH Ha NPUHLMNE «6eNKoBoM
OLWMBKMN MHAMKaTOpa»: cynbPpoHdTaNenHOBbIN KpacuTenb
NPOABAAET BbICOKYH YYBCTBUTENBHOCTb K MUKPOANbOYMUHY.
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AcKkop6buHOBas Kucnota: ACKOpbMHOBAA KUCI0Ta COBMECTHO C
1,2-ANrMAPOKCUANKEHAMMU B LLLE/TIOYHbIX YCNOBUAX
BOCCTaHaB/IMBaET rony6oli 2,6-anxnopmHaodpeHonsT B
6ecuBeTHbIl N-(p-deHon)-2,6-auxnopo-P-ammHodeHon.
KpeatuHuH: KpeaTuHUH 1 3,5-auHnUTpobeH30 B
CU/IbHOLLLEIOYHOM cpefie 06pa3ytoT OKpalleHHoe CoeaMHEHMe.
Kanbumii: Mpu B3aumoaencTBUmN KanbLmsa U o-
Kpe3ondTanenHKomnIeKcoHa obpasyeTca KOMMAEKC, UMEHL M
droneToByto OKpacKy. MHTEHCUBHOCTb OKpPaCKu
NPONOPLMOHANbHA KOHLLEHTPAUUKN KabLuA.

[OcHOBHbIE KOMNOHEHTDI]

NeiikouuTsl: 4.3% w/w nupponamuHokucabiii adup; 0.4% w/w
AnasoHueBsas conb, 92.6% w/w bydep, 2.7% w/w
HepeakUMOHHbIE KOMMOHEHTbI.

HuTpuTbl: 1.3% w/w p-apcaHun-N-(1-HadTon)-aTuneHanamuH;
0.9% w/w TeTparnapoxuHoanH; 89.6% w/w bydep; 8.2% w/w
HepeakUMOHHbIE KOMMOHEHTbI.

benok: 0.1% w/w TeTpabpomdeHonoBbIn cuHUIA; 97.4% w/w
6ydep; 2.5% w/wW HepeaKLMOHHbIE KOMMOHEHTbI.

KpoBb: 26.0% w/w anMusonponunbeH3ona AUrnaponepoKcua;
1.5% w/w TeTpametTunbeHsnamH; 35.3% w/w bydep; 37.2% w/w
HepeakUMOHHbIe KOMMOHEHTbI.

YpobunuroreH: 0.2% w/w npouyHbiit ronyboii B; 98.0% w/w
6ydep; 1.8% w/w HepeaKLMOHHbIE KOMMOHEHTbI.

Buanpy6buH: 0.6% w/w 2,4-auxnopaHuavMHa AnasoHUeBasn Cob;
57.3% w/w 6ydep; 32.1% w/w KodpeunH; 10.0% w/w
HepeaKkUMOHHbIE KOMMOHEHTI.

pH: 3.3% wW/W MeTUN0BbIN KpacHbIit; 55.0% w/w 6poMTMON0BbIN
CUHUIA; 41.7% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

YaenoHblit Bec: 4.8% w/w 6pOMTMMO0BbINA CUHMIA; 90.2% w/wW
(noAnmeTnNBUHMNOBLIN 3bUpP / MaNenHoBbIN aHrMapuA)
cononumep; 5.0% w/w HaTpuUsa ruapoKcua,.

Inoko3sa: 1.7% w/w raoKko3ookcmaasa (MnkpobHas, 123 Ea); 0.2%
w/w nepokcugasa (13 xpeHa, 203 Ea); 0.1% w/w Kanvsa nogua;
71.8% w/w 6ydep; 26.2% w/w HepeaKLMOHHbIE KOMMOHEHTbI.
KeToHbl: 5.7% w/w HaTpua HuTponpyccua,; 29.9% w/w 6ydep;
64.4% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

MuKpoanbbymuH: 2.2% w/w cynbdoHPTaNEMHOBBIN KpacuTens;
96.0% w/w 6ydep; 1.8% w/W HepeaKLMOHHbIe KOMMOHEHTbI.
AckopburHoBas kucnota: 0.8% w/w 2,6-amnopuHaodeHonaTa
rnapar; 40.7% w/w 6ydep; 58.5% w/w HepeaKLMOHHble
KOMMOHEHTbI.

KpeatnHuH: 4.8% w/w 3,5-auHntpobeHson; 85.2% w/w bydep;
10% w/W HepeaKUuMOHHble KOMMNOHEHTbI.

Kanbumit: 2.5% w/w o-kpesondranenmHKomnieKkcoH; 87.5% w/w
6ydep; 10% w/w HepeaKLMOHHbIE KOMMNOHEHTbI.

[YcnoBua xpaHeHuA 1 cpoK rogHocTu]

Ycnosua xpaHeHus: TecT-NoN0CKM SOMKHbI XPaHUTbCA NpuU
TemnepaTtype 2-30°C B cyXxom 3alLMLLEHHOM OT NONaAaHuA
NPAMbIX CONHEYHbIX y4ei U BO3AENCTBMA XMMUYECKUX PEAreHToB
mecTe.

Cpok rogHocTv: s HEBCKPbITbIX TECT-MON0COK, XPAHALLMXCA NPU
TemnepaTtype 2-30°C B CyXom, 3aLMLLIEHHOM OT NonasaHus
NPAMbIX CONIHEYHbIX ly4eit MecTe, CPOK ro4HOCTU cocTaBnseT 2
roaa; Mocne BCKPbITUA TECT-NOIOCKN NPUTOAHbI ANA
MCNONb30BaHNA B TeueHMe 1 mecAua Npu yCN0BUKN XPaHEHUSA B
NAIOTHO 3aKPbITOW YNaKOBKE B CYXOM, 3aLMLLEHHOM OT NonagaHusa
NPAMbIX CONTHEYHbIX y4yer mecTe, npu Temnepatype 2-30°C.



[Moaxoaawee o6opyaoBaHue]

Ananusatopsl moum DIRUI H-100/300/500

[TpeboBaHuA K o6pasuam]

CobepuTte 0bpasew, MOYM B YMUCTbIN CyXOl KOHTelHep. He
ueHTpuoyrnpyiite obpaseu. Mepes Havanom aHanu3a cneayer
TLWaTebHO Nnepemellatb 06pasubl. AHaNM3 AO0NKEH ObITb
nposeseH B TeyeHue 2 Yacos. Bce obpasubl Heo6x0aAMMO
oTbMpaTh U XPaHUTb C COBNOAEHMEM CAHUTAPHDBIX NPABUA U
HOpM.

MpumeyaHue: KoHcepBaHTbI He NPeAoTBPALLAOT pacnaga
KETOHOB, BunnupybuHa n ypobunmHoreHa. Mpu gavtenbHom
XpaHeHuu BaKkTepranbHan KOHTaMUHaLMA 0bpasua MoKeT
NOBAUATL HA Pe3yNbTaTbl aHaNM3a [tOKO3bl, pH, HUTPUTOB 1
KpoBM.

[MeTop aHanusa]

AHanu3 cnefyet NpoBOAMTb NPU KOMHATHOM TemnepaTtype
(2545)°C

BusyanbHoe onpepenexuve:

1. Morpy3nTe peaKLMOHHYO 30HY TECT-NMONOCKK B 06paseL, Moy u
HeMeANEeHHO M3BAEKUTE BbICTPLIM ABUNKEHUEM.

2. MNpoBeaunTe pebpom TecT-NoA0CKM No Kpato cocyaa, YTobbl
y4aNUTb U3OLITOK MOYM.

3. [lep:ka NONOCKY rOpU30HTaNbHO, CPaBHUTE pe3ynbTaT TecTa Ha
NMONIOCKE C LiBETHOM LIKaoM Ha 3TUKeTKe NeHana. 3anuwure
pe3ynbTat. Mpu NOAYKOAMYECTBEHHOM ONpeaeNeHnn pesyabTaT
PEerncTpUpyroT COrIacHO BPEMEHM, YKa3aHHOMY Ha LLBETHOM
wKane. Mpu KayecTBEHHOM OnpeseneHnn NoNOCKy cneayeT
aHaNM3npoBaTb B TeueHune 1-2 MUHYT nocne norpyxeHus. Ecam
pe3ynbTaT KayeCTBEHHOTO UCCNe0BaHNA OKa3anca
NONOMKUTENbHBIM, CNefyeT MOBTOPUTb aHANN3 B peXnme
NONYKONIMYECTBEHHOTO ONpeaeneHnsa U CpaBHUTb pe3y/bTaT TecTa
C LBETHOM LWKANO0M B COOTBETCTBUM C YKa3aHHbIM Ha HEWN
BpemeHeMm. M3MeHeHWe ugeTa nocie 2 MUHYT BbIAEPKKMN He
MMeeT AMArHOCTUYECKOrO 3HAYeHUA.

MHcTpymeHTanbHOE onpeaeneHune:

CnepyiiTe yKasaHuUAM, AaHHbIM B PYKOBOACTBE MO 3KCMN/IyaTauum
COOTBETCTBYIOLWEN MOAENN aHAU3ATOPA.

[O6bacHeHue pe3ynbTaToB]

[nioko3sa

TecT cneunduyeH ana roKosbl. He cywecTByeT BO3MOXKHOCTH
NoNy4YeHUA NOKHOMONOMKUTENbHOTO Pe3ybTaTa, BbI3BaHHOMO
coaepKaHnem Apyrux sewects B moye. CoaepkaHve
ACKOP6UHOBOM KMCNOTbI B KOHLEHTPALMM 22.8 MMOAb/N UK
aLETOYKCYCHOM KMC/IOTbI B KOHLEHTPaummn >1.0 MMo/ib/n MoXeT
NPUBECTUN K NOJIYYEHMIO JIOXKHOOTPULATENbHBIX PE3YbTATOB ANA
06pasLoB C coAepsKaHMEM IH0KO3bl 3~7 MMOAb/ .

BununpybuH

B Hopme 6MAnpybuH B MOYe HEBO3MOKHO BbISIBUTH flaXKe CaMblM
YYBCTBMTE/IbHbIM METOAOM. Ecam TecT faeT NonoKUTeNbHbIN
pesynbTaT, TpebyeTcs fanbHellwan nposepka. JlekapcTBeHHble
npenaparbl, OKPaLWMBalOLLME MOYY B KPACHbIW LLBET UK
MMetoLLMe KpPacHYO OKPacKy B KMCNOM cpeae (Hanpumep,
beHasonupuanH), MOryT NOBAUATb Ha Pe3yNbTaTbl TecTa. Boicokas
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KOHLLEHTpaLMA aCKOPOMHOBOMN MOKET CTaTb MPUUMHOW NONYYEHUA
NIOXKHOOTPULLATE/IbHbIX Pe3ynbTaToB.

KeToHblI:

PeaKLMOHHasA 30Ha TECT-NONOCKK pearnpyeT C aLeTOYKCYCHOM
KMCNOTOM MOYM. PeareHT He B3aMMOAeNCTBYET C aLeTOHOM U B-
rMapoKcMbyTMpaTom. B Hopme 06pasLbl Mouu gatoT
oTpuuaTe/ibHble pe3y/ibTaTbl TECTOB HA KETOHbI.
JI0XKHONONOXKUTENIbHbIE Pe3yNbTaTbl MOTYT BbITb CNeacTBYEM
BbICOKOW CTeNeHn NUIMEHTUPOBAHHOCTM MOYU U COAEPMKAHNA
60/1bLLIOro KoIM4ecTBa MeTabonToB Npenapata «/lesogona.
YaenbHbil BeC

TecT-noN0CKa NO3BONAET U3MEPATb YAe/bHbIN Bec 06pasLos
moum B granasoHe 1.000-1.030. OwwnbKa cpegHero mexay
pesynbTaTamu, NoAyYeHHbIMW NPU MOMOLLM TECT-MOIOCOK U NpU
onpegeneHum koadpduumeHTa npenomnermns coctasnaet 0.005.
[nA noBbllWeHNA TOYHOCTU aHaM3a, 3HaUYeHWe OLWMBKKU cpesHero
MOKET 6bITb f,06aBNEHO K 3HAYEHWIO Pe3ybTaTa B C/Iy4ae, eciu
pH obpasua mouun 26,5. AHann3aToOPbl MOYM MOTYT aBTOMATUUYECKU
KOPPEKTMPOBaTb pe3ynbTaTbl. HEMOHHbIE KOMMOHEHTbI MOYM,
TaKWe Kak [N0K03a UM PEeHTreHOKOHTPACTHble Npenapartsbl, He
BAMAIOT Ha pe3yabTaT TecTa. [Ana cuabHo 3abydepeHHowm
LLLe/IOYHOM MOYM MOryT HabatoaaTbes 6onee HU3KME B CPAaBHEHUMN
C ApYrMMn meTogamu pesynbTatbl. B npucyTcTtBMM ymepeHHOro
Konudectsa 6enka (1 r/a—7.5 r/n) moryT 6bITb NOAYYEHbI
3aBblLUEHHbIe pPe3ynbTaTbl.

KpoBb: Y nauneHToB MOXKeT Habntoaatbca «cnefosas» peakums. B
KaXXAoM UHANBUAYANbHOM Cyyae TpebyeTca KNMHUYeckoe
3aKtoyeHue. NosBneHne 3eneHblX NATEH (MIHTAKTHble
3PUTPOLUTDI) UK 3e1eHOMN OKpacku (remornobumH/mmnornobuH) Ha
pPeaKLMOHHOW 30He TeCT-N0/I0CKMN B TedeHue 60 cekyH/, yKa3biBaeT
Ha HeobXoAMMOCTb AanbHelWel gMarHOCTUYECKOW NpoBepKu. B
MOYe KEHLUMH 4acTo 0BHAPYXKMBAETCA MEHCTPYa/ibHaA KPOBb.
Femorno6uH B KoHueHTpauun 150 mkr/n - 620 MKr/n
NPUBAN3UTENBHO SKBUBANIEHTEH COAEPKAHMIO 5-15 KNeTOK/MKA
WHTAKTHbIX 3PUTPOLUTOB. TECT-NONOCKN MMEIOT BbICOKYHO
YYBCTBMTE/IBHOCTb K FeMOT/I06MHY M MOTYT BbITb MCNONb30BaHbI B
KayecTBe AOMONHEHUA K MMKPOCKONUYECKOMY UCCef0BaHMIO.
YyBCTBUTENBHOCTb TECT-NOJIOCOK MOKET CHUMKATBLCA AN 06pa3LoB
C BbICOKMM yAe/ibHbIM BECOM. MONOCKM B OAMHAKOBOW CTENEHMU
YYBCTBUTE/IbHbI K TeMOTr1I06MHY M MUOFN06UHY. HekoTopble
oKUCAUTEeNN (Hanpumep, TMNOXI0PUT) MOTYT BbI3BATb
NOXHOMNONOXNUTENbHbIE pe3yabTaTbl. MMKPO6HbIe nepokcnaassl,
accoumMmpoBaHHble ¢ MHGEKLMAMM MOYEBLIBOAALLMX NYTEN, TaKKe
MOTYT CTaTb NPUYNHOM SIOKHOMONOKUTENBHbLIX PE3YNbTATOB.
BUTamMuHbI B MOYe MOTYT He BAUATb Ha pe3yabTaTbl aHaM3a.

pH

TecT-noNoCcKu NpegHa3HavyeHbl AN BU3yaslbHOro onpeaeneHus
3HayeHunA pH B gnanasoHe 5.0-8.5 n B ananasoHe 5.0-9.0 ana
WMHCTPYMEHTAIbHOTO onpeaeeHus.

YpobunnHoreH

TecT-noN0CKM NO3BONAIOT BbIABUTL YPOOUAMHOTEH MOYM B
Kosimuectse oT 3 MKmosb/n (npubnnsutensHo, 0.2 eanHuy,
dpnuxa/pn). B Hopme coaepikaHue ypobuamHoreHa B moue
cocTtaBaseT 3 MKMOoAb/A — 16 mMKMmonb/n. PesyabTaT B 33
MKMO/Ib//1 ABNAETCA KPUTUHECKMM 3HAUYEHMEM MEK Yy HOPMOM U
naTosiorMen n roBOpUT 0 HEOHXOAMMOCTH NPOBEAEHUA
AanbHenwero obcnenosaHmaA. OTpULATENBHBIN pPe3yibTaT TecTa
He ABNAETCA OKOHYaTeIbHbIM OCHOBAHMEM A1 3aK/t04YeHUs 06
OTCYTCTBUM YPOBUANHOTEHA B MOYe.

Hutputbl
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IpamoTpuuaTenbHble 6akTepMM B Moye npeobpasyroT HUTPaTbI
(nonyyYeHHble U3 NULLKM) B HATPUTbI. TECT-NOOCKN YyBCTBUTENbHbI
K HATPUTAM U He PearmpytoT ¢ APYrMMu BeL,ecTBamu,
NPUCYTCTBYIOLWMMM B MoYe. Hannune po3oBbix NATEH WU Kpaes
Ha peaKkLMOHHOM 30He TeCT-NONOCKK He cneayet
WUHTEPNPETMPOBATb KaK NOMIOKUTE/IbHbIN Pe3ynbTaT, 04HaKO
Ha/sn4Yne oAHOPOLHOM PO30BOM OKPACKM NtoboW cTeneHn
WHTEHCUBHOCTU CNeAyeT PacLeHMBaTb Kak MNOIOXKUTENbHbIN
pe3ynbTaTt. CTeneHb pa3BUTUA OKPACKM U YUCNO BaKkTepuit He
HaxoAATCA B NPAMOM 3aBUCMMOCTU. OTpULATENbHbIN pe3ynbTaT He
O3HayaeT Toro, YTo HaKTepun oTCYTCTBYHOT. JIOKHOOTPUL,ATENbHbBIN
pe3y/ibTaT MOXKET 6bITb B CNeAyloLmx cayyasx: 1) ecam B moye
OTCYTCTBYHOT MUKPOOPraHW3Mbl, NpespaLLatoLLe HATPaTbl B
HUTPUTBI; 2) €CIN MOYaA He 3a4,epPKUBAETCA B MOYEBOM My3bipe
[,0CTaTOYHO 4010 (bonee YeTblpex Yacos), HEOBXOANUMbIX ANA
npespaLLeHna HATPATOB B HUTPUTLI; 3) €CAIN HUTPATbl OTCYTCTBYIOT
B MPOAYKTaX NUTaHWUA. BbICOKMI yAeNbHbIN BEC MOYM TaKKe
MOMET CHU3UTb YYBCTBUTENBHOCTL TecTa. CoaeprkaHue
ACKOP6UHOBOM KMCNOTbI B KOHLEHTpauuu <1.4 mmons/n He
BAMAET Ha pe3y/bTaT TecTa.

NelikounTsl

PeaKLMOHHasA 30Ha TECT-NONOCKK pearnpyeT ¢ acTepasomn
rpaHynoumnToB. B Hopme 06pasLpl MOYM AAKOT OTPULATENbHBIN
pes3ynbTaT; NONOXKUTENbHBIN Pe3ynbTaT («+» UK Bbile) UMeeT
KAMHMYECKOoe 3HayeHune. B uHanBuAyanbHbIx Caydasx cneposoe
coAepKaHNe MOXKET UMETb HEOAHO3HAYHOE K/IMHUYeCcKoe
3HaYyeHue, 04HAKO NOBTOPAIOLMECA Pe3yNbTaTbl COAEPKAHMA
CNefoBbIX KOIMYECTB YKa3blBAKOT Ha MATO/IOTUIO.
JI0XKHONONOXKUTENIbHbIE PE3YNbTaTbl Y KEHLMH MOTYT BbITb
BbI3BaHbl 3arpsasHem o6pasLa BAaraauWHbIMK BblAENEHUAMM.
MoBblWeHHaA KOHLEHTpauua roko3bl (160 mmonb/n), a Takke
BbICOKMI yAENbHbIN BEC MOTYT 6bITb NPUYMHOM 3aHUMKEHHbIX
pe3ynbTaToB TecTa.

AcKkopbuHoBas KMcnoTa

TecT-noN0CKM NO3BONAIOT OBHAPYKUTb aCKOPOUHOBYIO KUCIOTY B
moye. OnpeaeneHne KOHLEHTPaLMM aCKOPOMHOBOW KUCNOTbI
Nno3BONAET CyauTb 06 ypOBHE ee cofep’kaHuaA B opraHMame u
OLEHMBATb CTENeHb €& BAUAHUA Ha aHaN3 [1I0KO3bI,
6MAnpybUHa, KPOBU M HUTPATOB. MPUCYTCTBUE OKUCAUTENEN
(Hanpumep, Kanna NnepmaHraHara, runoxsopuTa) B obpasuax
MOYM CHUKAET YyBCTBUTE/IbHOCTb TECTA.

Benok 1 MMKpoanbbymuH

KoHueHTpauua anbbymmHa B Moye B Hopme cocTasaseT <20 mr/A.
PesynbTat B 20-200 Mr/n CBUAETENLCTBYET O HAINUYUK
MUKpOoanbbymuHa. Pesynbtat >200 mMr/n roBOPUT O KAMHUYECKOM
anbbymuHypumn. BoiBegeHne anbbymuHa co ckopoctbio 30-300
MT/CYTKMN CNYKUT NPeaynpesKaalolmm MHAUKATOPOM COCTOSHUA
MUKPOabbyMUHYPUK, a CKOPOCTb >300 Mr/cyTKM — COCTOAHUA
anbbyMuUHypumn. AbbYMUHYPUA MOXKET BO3HUKHYTb B pe3y/ibTaTe
3aHATUM CNOPTOM, MHOEKL NI MOYEBBIBOAALLMX NYTEN, OCTPOM
¢ba3bl BOCNaneHwms.

TecT-noNocku, NpeAHasHayveHHble ANA onpeaeneHnn
MWKPOaNbbyMMHA, UMEIOT BbICOKYHO YyBCTBUTENbHOCTb. UX
YYBCTBMTE/IBHOCTb K ApYrMm Hesikam B 9 pas HUKe NO CPaBHEHUIO
C MMKPOanbbyMUHOM. TECT MeHee YyBCTBUTENEH K
MYKOMpPOTENHAM U rNobynHam, KoTopble 06bIYHO
06Hapy»KMBalOTCA B KOHLEHTpauuax 60 mr/an u sbiwe. Eciv B
06pasLe MoYM COAEPHKUTCA BUAMMAA KPOBb (25 mMr/an), aTo
MOMET NPUBECTU K IOMKHO 3aBbILUEHHOMY Pe3ynbTaTy.
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O6HapyXeHne MUKPOoaNbbyMUH B MOYE MOXKET rOBOPUTb O
cnepyrowmx CUTyaLmax:

(1) MHoraa npucyTCcTBUE MUKPOANbbyMUHA MOKET ObITb
cneacteMeM GYHKUMOHaNbHOM anbbyMUHYPUKN MM NOCTYPanbHOM
NPOTENHYPUU, BbI3BAHHOU GU3MONOTMYECKON anbbymunHypumeit
(npw cobntopeHnn gueTbl, 3aHATUAX CNOPTOM, NCUXOIOFUYECKOM
cTpecce v ap.).

(2) NpoponkntenbHo Habaoaatoleeca obHapyKeHne
MMKPOaNbbyMMHA, MUKPOanbbymMuHa U FOKO3bl UK
MMUKpPOabbyMMHa U KPOBM B MOYE UMEET BbICOKOE K/IMHUYECKOE
3HaYeHue.

KpeaTuHuH

B HOpme y B3pOC/bIX NtofAei KpeaTUHUH BbIBOAMUTCA C MOYOM B
Konnyectse 0.6 -2.0 r/cyT (4TO NPMMEPHO COOTBETCTBYET
pesynbtaty 4.4-17.7 MMOb/N, NOAYYEHHOMY C MOMOLLbIO TECT-
nonocku). CogepaHune KpeaTMHMHA B 0bpasLe MOXKeT
KonebaTbca B npeaenax ot 0.9 mmosb/n Ao 26.5 mmonb/n.
KoHueHTpaums B 06pasuax Moun, cobpaHHbIX B yTpeHHee Bpems
06bl4HO 60nee BbicoKana (>17.7 Mmonb/n Npu aHanuse ¢
NMOMOLLbIO TECT-NONOCKK). KOHLEHTPALLMA aHaIU3NPYEMBIX
KOMMNOHEHTOB MOXET CHUXKaTbCA BCNeAcTBUE pa3basieHusa npu
npueme 60/1bLIONO KONIMYECTBA BOAbI MW APYTUX BELLECTB, 3TO
NPUBOAUT K 3aHWKEHHbIM pe3ynbTaTaM aHaan3a Mouum
(pe3ynbtaTbl Tecta <50 mr/an). Buanman rematypus (25 mr/an) n
npuem npenaparta «LIumeTMamH» MOKET NPUBECTU K MOYYEHMUIO
NIOXKHOMOOXKMUTEIbHbIX PEe3YbTaToB.

CooTHoweHue AnbbymmnH-KpeaTuHuH

CooTHoWweHWe anbbyMUH-KPEAaTUHUH B MOYe B3POC/bIX Ntoaen
coctaBnset meHee 30 Mr anbbymuHa / r KpeaTuHuHa (3.4 mr
anbbymuHa / Mmosnb KpeatnHuHa). CootHoweHwne 30-300 mr/r
(3.4-33.9 mr/mmoib) CBMAETENLCTBYET O MUKPOAbBYMUHYPUN.
CooTHoweHue 6onee 300 mr/r (>33.9 mr/mmonb)
CBMAETEeNbCTBYET 06 anbbymMUHYpUK.

Kanbumi

BbICOKMI1 ypoBEHb cogepKaHua marHus (>10 mmonb/n) moxer
NPUBECTU K NOBbILEHMIO KOHLLEHTPALMK KabLMA B MOYE.
Tabauua pesynbratos

[na npoBeaeHWa aHaNM3a MOXKET UCNO/b30BATLCA PYTUHHAA UK
MeXAyHapoaHan cucTema eguHULL U3MepeHuns.

AHanut A6 | OTob6pakeHWe n neyaTtb pesynbrata
p PyTuHHan MexayHapoaHas
cuctema cuctema eguHuL,
eanHuL, n3mepeHua
n3mepeHun
Mukpoansbymmn | MA | 10 80 10 mr/n 80 mr/n
H mr/ | mr/n
n
30 150 30 mr/n 150
mr/ | mr/n mr/n
n
KpeaTuHuH Cr 10 200 0.9 17.7
mr/ | mr/a | mmonb/ | mmonb/
n n n n
50 300 4.4 26.5
mr/ | mr/a | mmonb/ | mmonb/
n n n n
100 8.8
mr/ Mmonb/
n n
A:C | <30 mr/r <3.4 mr/mmonsb
(Hopma) (Hopma)
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CooTHowWweHne 30-300 mr/r 3.4-33.9 mr/mmonb

anbbyMuH- (nosblweH) (noBblweH)

KpeaTUHWUH >300 mr/r >33.9 mr/monb
(BbICOK) (BbICOK)

MpumeyaHue: BblaeneHHble 061acTu cogepaT nHbopmaumio o
pesynbTaTax, BbIXOAALMX 3a NpeAe/bl HOPMbI.

[OrpaHuyeHusa mertogal

Kak 1 ans Bcex N1abopaTopHbIX NpoLeayp, TOUHbIN AMarHos u
TepaneBTMYECKME PEKOMEHAALMMN He MOTYT BbITb OCHOBaHbI Ha
pesysibTaTax O4HOro Tecta UavM metoaa.

AHanM3 MOYM C MOMOLLLbIO PeareHTHbIX TeCT-NOI0COK
npuMmeHAaeTca ANA AOMNOJHEHUA KIMHUYECKOW KapTUHbI COCTOAHMNA
nauueHTa. [ns 06pasLoB8 MOYM YYBCTBUTENbHOCTb 3aBUCUT OT
cnepyowmx GakTopos: BapmabesbHOCTN OKPACKM, YAe/bHbIN Bec,
pH, ycnosusa ocseleHma n ap. BusyanbHoe n MHCTpymeHTanbHoe
onpegfeneHne NoKasbIBaloT AManasoH 3HayeHnin. BcneacTteme
BO3MOXHbIX Pa3HOYTEHUI CyLLECTBYeT OTKNOHEHWE 3HaYeHNA
pe3ysibTaTa aHann3a oOT peanbHOM BeIMYMHbI KOHLEHTPaL MK
aHanvuTa. Mpu npoBeAeHUM aHan3a Ha 6eNoK, FNIOKO3Y, KETOHbI U
YPOOUANHOTEH OTKIOHEHWE NONOXKUTENIBHOTO 3HAYEHUSA BbllLe
BTOPOTO NMONOXKUTENIBHOTO YPOBHA A0/IXKHO BbiTb B NpeAenax «+».
BcnepctBue pasnMumnin BOCNPUATAA MeXAY 11a30M Yenoseka u
ONTUYECKOIN CMCTEMOW aHaNN3aTopa, pe3ybTaTbl BU3YanbHOTO U
WMHCTPYMEHTaIbHOro onpeAeneHna MoryT coBnaatb He
NONIHOCTbIO.

[UHaekc nponsBoauTenbHOCTU NpoayKTa)

[nanasoH onpeaeneHna n 4yBCTBUTENbHOCTb TECT-NOJIOCOK ANA
aHanmsatopos moum cepun H-Ca

AHanut YyscTteute | [manasoH Onana3oH
nb WHCTPYMEHTaNbH | BU3yanbHOT
HOCTb oro o
onpegeneHua onpepeneH
ns
lnoKo3a 2.8-5.6 OT1punu,.-56
(Mmmonb/n)
Benok (r/n) 0.15.-0.3 OTpuu,.-3.0 OTpuu,.-
20.0
MuKpoanbby 0.03-0.08 OTtpmu,.-0.15 OTpumy,.-
MuH 1 (r/n) 0.15
KeToHblI 0.5-1.0 OTtpuny,.-7.8 OTpuy,.-16
(mmonb/n)
Kposb 5-15 OT1puu,.-200
(kn/mKn)
BunnpybuH 8.6-17 OTtpuu,.-103
(MmKMonb/n)
HuTpuTbI 13-22 OTtpuu,.-Monox.
(mKkmonb/n)
NenkoumnTbl 5-15 OTtpuu,.-500
(kn/mKn)
Ypobunuuore | 3.4-17 3.4-135
H (MKMmob/n)
AckopbuHosa | 0.6-1.4 0-5.7
A KMcnoTa
(mmonb/n)
KpeatuHuH 0.9-44 0.9-26.5
(Mmmonb/n)
Kanbumi 2.0-2.5 1.0-10
(mmonb/n)
pH - 5.0-9.0 5.0-8.5
YaenvHblli Bec | - 1.005-1.030 1.000-

1.030
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[Bonpocbl, Tpebylowme BHUMaHuUsA]

1. UcknoumnTenbHo gna guarHoCTMKM in vitro.

2. TecT-NoNIOCKMN [OMKHbI XPAHUTBCA B OPUTMHANBHOM YNAKOBKe,
He 13BJieKaiTe TeCT-NOMIOCKN U3 YNAKOBKM €C/IU He NaaHupyeTe ux
Hemea/IeHHOe Ucnonb3oBaHue. He yaanante ocywmrtensb us
ynakoBKu. CnefyeT NAOTHO 3aKpbiBaTb YNAaKOBKY HEMeAEHHO
nocse U3Bae4YeHUs TecT-noNOCOK.

3. He cnepyeT ncnonb3oBaTb TECT-MONOCKN C UCTEKLLMM CPOKOM
roaHocTu. Moxanyncra, ya0cToBepbTECH, YTO CPOK FOAHOCTU TECT-
NMOJIOCKM HE UCTEK U NPOBEAUTE KOHTPOIbHOE U3MEPEHUNE, eCIU
CYLLLeCTBYIOT OCHOBaHMA Npeanosaratb, YTO TECT-MONOCKMN
HenpuUroZHbl ANA NPUMeEHeHUs (Hanpumep, NPOU3oLWN0
M3MeHEeHMe OKPACKM UAKN BO3HUKIIM ApYyrMe BONpOChI, BbI3BaHHbIE
HEOXWAAHHbIMM pe3ynbTaTamu).

4. He cnepyet ncnosib3oBaTb BOAY B Ka4ecTse OTPULATENbHOIO
KOHTpONA.

5. Monocku npeagHasHayveHbl 418 04HOPA30BOro UCMOAb30BAHUA.
6. Moskanyiicta, nepes UCNOb30BAHMEM TECT-NOIOCOK
BHMMAaTE/IbHO 03HAaKOMbTECh C PyKOBOACTBOM MO/Mb30BaTENA.

7. CnenyeT yTUAN3NPOBATL MCMOb30BAHHbIE TECT-MOMIOCKM KaK
61010rMYeCcKM ONacHbIM MaTepuan B COOTBETCTBUM C NPaBUIaMMU,
NPUHATBIMK B IabopaTopuu.

8. He cnepyet XxpaHWTb TECT-NONIOCKU B XON0AUNbHUKe. TecT-
NOJIOCKM A0NXKHbI XPAaHUTbCA B CYXOM, 3aLUULLEHHOM OT
nonagaHusa NPAMbIX CONHEYHbIX iydelt mecTe. He npuKacaiTecs K
PEeaKLMOHHOW 30He TeCT-NOM0COK. [NA 3aLWnTbl peaKLMOHHOW
30Hbl TECT-MONOCOK cnesyeT usberatb BO34eNCTBUA Baru, CBeTa u
HarpeBaHwuA.

I'IpwmeanMa O CMMBO1aX U 3HaKax

LOT | Homep naptumn W Vcnonesosats go
J1A 04HOPa30BOro

@ ANIA OBHOP REF| Apmukyn
MCNONb30BaHUA

TonbKko ana

MNpounssoautens L
OWArHOCTUKM in vitro

[:E Moskanyicra, /ﬂr

03HaKOMbTECh C
MHCTPYKUNENn

Ycnosua XpaHeHUA

[aHHble TecT-
NOI0CKM
AT c E COOTBETCTBYIOT
YNO/IHOMOYEHHbIN Onpektuse 98/79/EC
npeacTaBuTeNb MepguunHcKkne
cpeacTsa
OMarHOCTUKM in vitro
(IvDD)
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FUS series Urinalysis Strip User’s Guide

FUS series Automatic Urinalysis System Suited Strips

Rev:06/2015

In order to provide reliable results, please read the user’s guide carefully before use.
[Product Name]

FUS series Urinalysis Strips

[Specification]

125 strips/bottle, 100 strips/bottle, 50 strips/bottle, 25 strips/bottle

[Intended Use]

FUS series Urinalysis Strips is used for qualitative or semi-quantitative test of
urobilinogen, bilirubin, ketone, blood, protein, nitrite, leukocyte, glucose, specific gravity,
pH, ascorbic acid, microalbumin, creatinine, Ca.

Test items for different types of products are shown below:

Products Type | Test ltem

FUS-10 urobilinogen, bilirubin, ketone, blood, protein,
Urinalysis Strips _|nitrite, leukocyte, glucose, specific gravity, pH
FUS-11 urobilinogen, bilirubin, ketone, blood, protein,

Urinalysis Strips |nitrite, leukocyte, glucose, specific gravity, pH, ascorbic acid
FUS-11MA urobilinogen, bilirubin, ketone, blood, protein, pH,

Urinalysis Strips |nitrite, leukocyte, glucose, specific gravity, microalbumin

FUS-12MA urobilinogen, bilirubin, ketone, blood, protein, nitrite,

Urinalysis Strips  |leukocyte, glucose, specific gravity, pH, microalbumin, ascorbic acid
FUS-13Cr urobilinogen, bilirubin, ketone, blood, protein, pH, specific gravity,
Urinalysis Strips  |nitrite, glucose, leukocyte, ascorbic acid, microalbumin, creatinine
FUS-14Ca urobilinogen, bilirubin, ketone, blood, protein, pH, specific gravity,
Urinalysis Strips  |nitrite, glucose, leukocyte, ascorbic acid, microalbumin, creatinine, Ca

[Testing Principle]

Glucose: The glucose oxidized by glucose oxidase catalyzes the formation of
glucuronic acid and peroxide hydrogen. Peroxide hydrogen releases neo-ecotypes
oxide [O] under the function of peroxidase. [O] oxidizes iodide potassium, which
makes the color changes.

Bilirubin: The direct bilirubin and dichlorobenzene diazonium produce azo dyes in
a strongly acid medium.

Ketone: The acetacetic acid and sodium nitroprusside cause reaction in alkaline
medium, which produces violet compound.

Specific Gravity: Electrolyte (M+X-) in the form of salt in urine reacts with poly
methyl vinyl ether and maleic acid (-COOH),which are weak acid ionic exchanger.
The reaction produces hydrogenous ionogen, which reacts with pH indicator that
causes the color change.

Blood: Hemoglobin acts as peroxidase. It can cause peroxidase release
neo-ecotypes oxide (O). (O) oxidizes the indicator and make the color change
subsequently.

pH: The method of pH indicator is applied.

Protein: This is based on the protein-error-of-indicator principle. Anion in the
specific pH indicator attracted by cation on protein molecule makes the indicator
further ionized, which changes its color.

Urobilinogen: Urobilinogen and diazonium produce red purplish dyes under the
function of strong acid medium.

Nitrite: Nitrite in the urine and aromatic amino sulphanilamide are diazotized to
form a diazonium compound. The diazonium compound reacting with tetrahydro
benzo(h) quinolin 3-phenol causes the red azo dye.

Leukocyte: Granulocyte leukocytes in urine contains esterases that catalyze the
hydrolysis of the pyrrole amino acid ester to liberate 3-hydroxy 5-pheny pyrrole.
This pyrrole reacting with diazonium forms a purple azo dye.

Microalbumin: Sulfone phthalein dye have high sensitivity to microalbumin by
the method of protein error.

Ascorbic Acid: Ascorbic acid, with 1,2-dihydroxy alkenes, under the alkaline
condition, deoxidizes the blue 2,6-dichloroindophenolate into colorless
N-(p-phenol)-2,6- dichloro-P-amine phenol.

Creatinine: Creatinine and 3,5-dinitro-benzoic acid react in strong alkaline
condition, and generate colored compound.

Ca: Ca reacts with o-cresolphthalein complexone produce purple red, the color
shade is proportional to Ca concentration.

[Main Ingredient]

Leukocyte: 4.3% w/w pyrrole amino acid ester; 0.4% w/w diazonium salt; 92.6%
w/w buffer; 2.7% w/w nonreactive ingredients.

Nitrite:1.3% w/w p-arsanilicacid-N-(1-Naphthol)-ethylenediamine; 0.9%w/w
tetrahydroquinoline; 89.6% w/w buffer; 8.2% w/w nonreactive ingredients.
Protein: 0.1% w/w tetrabromphenol blue; 97.4% w/w buffer; 2.5% w/w nonreactive
ingredients.

Blood: 26.0% w/w diisopropylbenzene dihydro peroxide; 1.5% w/w
tetramethylbenzidine; 35.3% w/w buffer; 37.2 %w/w nonreactive ingredients.
Urobilinogen: 0.2%w/w fast B blue; 98.0%w/w buffer; 1.8%w/w nonreactive
ingredients.

Bilirubin: 0.6%w/w 2,4-dichloroaniline diazonium salt; 57.3%w/w buffer;
32.1%wi/w caffeine; 10.0%w/w nonreactive ingredients.

pH: 3.3% w/w methyl red; 55.0% w/w bromthymol blue; 41.7% w/w nonreactive
ingredients.

Specific Gravity: 4.8%w/w bromthymol blue; 90.2%w/w poly(methyl vinyl ether
co. maleic anhydride); 5.0%w/w sodium hydroxide.

Glucose: 1.7% w/w glucose oxidase (microbial.123U); 0.2 % w/w
peroxidase(horseradish. 203U); 0.1% w/w potassium iodide; 71.8% w/w buffer;
26.2% w/w nonreactive ingredients.

Ketone: 5.7% w/w sodium nitroprusside; 29.9% w/w buffer; 64.4% w/w
nonreactive ingredients.

Microalbumin: 2.2%w/w sulfone phthalein dye; 96.0%w/w buffer; 1.8%w/w
nonreactive ingredients.

Ascorbic Acid: 0.8%w/w 2,6-dichloroindophenolate hydrate; 40.7%w/w buffer;
58.5%w/w nonreactive ingredients.

Creatinine: 4.8%w/w 3,5-dinitro-benzoicaid; 85.2%w/w buffer; 10 %w/w
nonreactive ingredients.

Ca: 2.5%w/w o-cresolphthalein complexon; 87.5%w/w buffer; 10 %w/w nonreactive
ingredients.

[Storage Conditions and Shelf Life]

Storage Conditions: The strips must be stored in dry place at the temperature
between 2°C-30°C, and protected from direct sunlight and chemical reagents.
Shelf Life: Stored in dry place and protected from sunlight, with the temperature
between 2°C-30°C, the sealed shelf life is 2 years; After opened, cover the tap
closely, stored in dry, protected from sunlight with the temperature between
2°C-30°C, the shelf life is 1 month.

[Applicable Instrument]
DIRUI H-800/900/1000/1100/1200+ HC-900 Urine analyzer
DIRUI FUS-2000 Urinalysis Hybrid

[Sample Requir ts]

Collect fresh urine in a clean and dry container. Don't centrifuge the urine. Mix the
sample well before the test. The urine test must be taken within two hour. All
samples must always be taken and kept under sanitary conditions.

Note: The preservatives will not prevent the deterioration of ketones, bilirubin or
urobilinogen. The growth of bacteria in the long-term storage sample may affect the
test results of glucose, pH, nitrite and blood.

[Test Methods]

Room temperature for test:(25+5)°C

Visual Reading:

1. Immerse the reagent area of the strip in urine sample and take it out quickly and
immediately.

2. Run the edge of the strip against the rim of the container to remove the excess
urine.

3. Hold the strip up horizontally and compare the result on the strip with the color
chart on the bottle label closely. Make note of the result. For a semi-quantitative
result, take the result according to the specified time on the color chart. For a
qualitative result, the strip should be read within 1-2 minute after dipping. If a
positive result is obtained, repeat the test and compare with the color chart at the
specified time. Color changes beyond 2 minutes are of no diagnostic value.

1 2 3

ON

{ |

Instrumental Reading:
Follow the directions given in appropriate instrument user manual.

[Result Explanation]

Glucose

The test is for specificity of glucose. There is no false positive result occurred in
reagent strip, caused by any other substance in urine. When the ascorbic acid
concentration=2.8mmol/L or acetoacetic acid concentration=1.0mmol/L, the
sample of glucose concentration is 3~7mmol/L may occur false negative result.
Bilirubin

Normally, even the most sensitive method can't detect bilirubin in urine. It is
abnormal to have little bilirubin in urine, which requires further inspection.
Medicines that dyes urine red and anything that shows red itself in an acid
medium e.g., phenazopyridine may affect the test result. High concentration of
the ascorbic acid may cause false negative result.

Ketone

The reagent strip acetone reacts with acetoacetic acid of urine. It doesn't do with
acetone or B-hydro butyric acid. Normal urine sample usually shows negative
results in the test. False positive results may occur in highly pigmented urine or
those containing a large amount of levodopa metabolites.

Specific Gravity

The reagent strip for Specific Gravity allows the urine sample specific gravity
between 1.000 and 1.030. In general, the mean error between the results of the
strip test and those from the refractive index method is only 0.005. To make it
more accurate, 0.005 may be added to readings from urines with pH equal or
greater than 6.5. Urine reading instrument can automatically make these
adjustments in strip-readings. The urine nonionic constituents such as glucose or
radiopaque dye won't make any changes in the test. Highly buffered alkaline
urines may cause the low readings comparing with the other methods. Elevated
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specific gravity readings may occur in the presence of moderate quantities of
protein(1g/L-7.5g/L).

Blood

‘Trace' reaction may vary among the patients. Clinical judgments are required for
individual cases. The presence of green spots (intact erythrocytes) or green color
(haemoglobin/myoglobin) on the reagent area within 60 seconds indicates for further
diagnostic check. Blood is often found in the urine of the menstruating females.
Haemoglobin 150ug/L-620ug/L is approximately equivalent to 5-15 cells/pL intact
erythrocytes. The reagent strip is highly sensitive to haemolobin and thus can be
used as a supplementary to the microscopic examination. The sensitivity of the strip
might be reduced in urine with a large amount of specific gravity. The strips are
equally sensitive to myglobin as to haemoglobin. Certain oxidizing contaminants,
such as hypochlorite, may lead to false positive results. Microbial peroxidase
associated with urinary tract infection may also produce a false positive result.
Vitamine in urine may not influence the result of the test.

pH

The strip tests for pH values are generally in the range of 5.0-8.5 visually and
5.0-9.0 instrumentally.

Urobilinogen

The reagent strips can detect urobilinogen in low amount as 3umol/L (approximately
0.2 Ehrlich unit/dL) in urine. The normal content of Urobilinogen is 3umol/L-16umol/L.
Aresult of 33umol/L in urine indicate the critical value, representing the transition
from normal to abnormal, which requires further check on patients and samples. The
negative results are not final to determine the absence of urobilinogen.

Nitrite

Gram-negative bacteria in urine converts nitrate( derived from foods)into nitrite. The

reagent strip is essential to nitrite and won't react with the other substances in urine.

Pink spots or edges on the strip should not be interpreted as positive result, but any
degrees of uniform pink color development should be taken as positive result. The
degrees of color development the numbers of bacteria are not in direct proportion.
The negative result doesn't mean the existence of bacteria in a large amount.
Negative result may occur (1) when urine doesn't contain organism that caused the
conversion from nitrate to nitrite. (2)when urine has not remained in the bladder long
enough(four hours up)to let the nitrate covert into nitrite. (3) the nitrate in the foods
is absent. Large High volume of specific gravity in urine may reduce the sensitivity of
the test. 1.4mmol/L ascorbic acid or less won't interfere the result.

Leukocyte

Test area react with esterase in leucocytes (granulocytic leukocytes). Normal urine
sample generally yield negative result; positive results (+ or greater) are clinically
significant. Individually observed 'Trace' results may be of questionable clinical
significance; however 'Trace' results observed repeatedly may be clinically
significant. 'Positive' results may occasionally be found with random sample from
females due to contamination of the sample by vaginal discharge. Elevated glucose
concentrations (160mmol/L) or high specific gravity may cause decreased test
results.

Ascorbic Acid

The test area can detect the ascorbic acid in urine. Through the ascorbic acid
detection, we will know the level of ascorbic acid in the body and the effect degree
that the ascorbic acid bring to the test on glucose, bilirubin, blood and nitrite. It will
reduce the sensitivity when the oxidant (such as potassium permanganate,
hypochlorite )present in the urine.

Protein and Microalbumin

Albumin concentration in normal adult urine is less than 20 mg/L. A result of 20-200
mg/L indicates clinical microalbumin. A result of higher than 200 mg/L indicates
clinical albuminuria. A albumin discharge rate of 30-300 mg/24 hour indicates a
warning of urine microalbumin symptom. A albumin discharge rate of higher than
300 mg/24 hour indicates a warning of urine albumin symptom. Urine albumin
discharge may be elevated by temporary sport, urinary tract infection or acute fever
disease.

Microalbumin strip is intended for detecting urine microalbumin, and is sensitive to
microalbumin. Its sensitivity for other protein is 9 times lower than microalbumin.
The test is less sensitive to mucoproteins and globulins, which are generally
detected at levels of 60 mg/dL or higher. A visibly bloody urine (=5 mg/dL) may
cause falsely elevated results.

Microalbumin in urine may lead to:

(1)Occasionally presented urine microalbumin may be functional albuminuria or
postural proteinuria caused by physiological albuminuria, such as diet, sport, mental
stress, etc.

(2)Continuously presented urine microalbumin, microalbumin and glucose, or
microalbumin and blood are with great clinical significance.

Creatinine

Normal urine creatinine concentration of adult is 0.6-2.0g/24h (about 4.4-17.7
mmol/L by test strip). High deviation exists on the test results of random urine
sample creatinine, with the range from 0.9mmol/L to 26.5mmol/L. concentrated and
morning urine have higher level of creatinine (maybe more than 17.7mmol/L tested
by test strip). The concentration of the component required to test can be diluted
due to over-ingestion of water or other substance, will result in typical low
concentration urine (the tested result <50mg/dL). Visible hematuria(=5mg/dL) or
Cimitidine may result in creatinine testing result spurious rising.
Albumin-Creatinine Ratio

Urine albumin content of adult is less than 30 mg albumin/g creatinine (3.4
albumin/mmol creatinine). A ratio of 30-300mg/g (3.4-33.9mg/mmol) indicates
microalbuminuria. A ratio of more than 300mg/g (>33.9mg/mmol) indicates
albuminuria.

Ca:A great deal of Mg(more than 10mmol/L) will seduce urine Ca rising.

Result Table
Routine system of units and international system of units can be selected in urine
analyzer test

® wl DIRUI Industrial Co.,Ltd.
95 Yunhe Street, New & High Tech.
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Print or Display Result
Test Item Ab. Routine System of . .
; International System of Units
Units
Microalbumi n MA 10 mg/L 80 mg/L 10 mg/L 80 mg/L
30 mg/L | 150 mg/L 30 mg/L 150 mg/L
10 mg/dL | 200 mg/dL | 0.9 mmol/L 17.7 mmol/L
Creatinine Cr 50 mg/dL | 300 mg/dL | 4.4 mmol/L 26.5 mmol/L
100 mg/dL 8.8 mmol/L
<30 mg/g(normal) <3.4 mg/mmol(normal)
’ - 30-300
Albumin-Creatinine 3.4-33.9 mg/mmol(abnormal)
Ratio A:C mg/g(abnormal)
>300 mg/g(highly >33.9 mg/mmol(highly
abnormal) abnormal)

Remark: shaded area indicates abnormal result.

[Limitation of Test Method]

Like all the other laboratory tests, definitive diagnosis or therapeutic decisions
should not be made or based on any single result or method.

The application of the reagent strips is based on the study of clinical analysis.
For the clinical urine samples, the sensitivity depends on the following
factors: color variability, SG, pH, lighting condition, etc. Visual reading and
instrumental reading represent a range of values. Because of urine sample
and reanding variability, there is a deviation between the value of tested
analyte and actual value. For the tests of protein, glucose, ketone and
urobilinogen, the deviation of positive value above the second positive level
should be within a “+”. Because of the inherent difference of sensitization
between eyes and optical system, visual reading and instrumental reading
might not coincide completely.

[Product Performance Index]
Test Range and Sensitivity of FUS series Urinalysis Strips

Item LOD Instrumental Test Visual Test Range
Range
Glucose(mmol/L) 5.6 Neg.-56
Protein(g/L) 0.2 Neg.-3.0 Neg.-20.0
Microalbumin1(g/L) 0.15 Neg.-0.15 Neg.-0.15
Ketone(mmol/L) 0.5 Neg.-7.8 Neg.-16
Blood(ca CELLS/uL) 10 Neg.-200
Bilirubin(umol/L) 17 Neg.-103
Nitrite(umol/L) 18 Neg.- 36
Leukocyte(ca CELLS/pL) 15 Neg.-500
Urobilinogen(umol/L) 3.4 3.4-135
Ascorbic Acid(mmol/L) 0.6 0-5.7
Creatinine(mmol/L) 0.9 0.9-26.5
Ca(mmol/L) 1.0 1.0-10
pH — 5.0-9.0 5.0-8.5
Specific Gravity — 1.005-1.030 1.000-1.030
Microalbumin2(mg/L) 10 10-150 10-150

Notes:

Microalbumin 1 is used for FUS-11MA and FUS-12MA Urinalysis Strips.
Microalbumin 2 is used for FUS-13Cr and FUS-14Ca Urinalysis Strips.
Specificity

Detect the Anti-VC Standard Solution presented in the following table
using the strips, the test results should not be negative.

Anti-VC Standard .
Item Solution Concentration VC Concentration
NIT 36 pmol/L 1.4mmol/L
GLU 14mmol/L 2.8mmol/L

[Points for Attention]

1.In vitro diagnosis for professional only.

2.Reagent strips must be stored in original bottle, do not take out strips except
use them immediately. Do not remove the desiccants, cap the bottle
immediately and tightly after taking out strips.

3.The expired should not be used, please make sure whether the strip is over
the validity, and test it by quality control if the deterioration of strips occurs,
which leads color shallower or deeper, or any question occurs with the
unexpected results.

4.Water can not be used as negative control.

5.Each strip can be used only once.

6.Please read the User’s Guide carefully before use.

7.Please dispose the used strips according to Treatment Regulations of Lab
Biohazard Materials.

8.Do not place them in refrigerator, however they should be stored in dry place
and protected from direct sunlight, do not touch the reactive area of strip,
ambient moisture, light and heat must be prevented in order to protect the
reactivity of the strips.

Notes on symbols and marks

Batch code E Use by

Single use In Vitro Diagnostic Use

Manufactured by Jﬁ Store at

c € These test strips conform to the
directive 98/79/EC(IVD-directive)

[Rep| Authorised Representative Catalogue number

=2 E®|

Please read package insert
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PYyKOBOACTBO N0O/Ib30BaTeNs TECT-NOMOCOK ANA aHANU3aTOPOB
mouum cepum FUS

TecT-NoNOCKM COBMECTMMbI C aBTOMATUYECKMMMU CUCTEMaMM
aHanmsa mouu cepun FUS

Pea: 06/2015

[na obecneyeHna HaLeXKHOCTU PE3yNbTATOB, NOXKANYNICTa,
BHMMaTE/IbHO 03HAaKOMbTECb C AaHHbIM PYKOBOACTBOM
nonb3osaTens.

[HaumeHoBaHMue npoayKra])

TecT-NONOCKM ANA aHaAn3aTopos moum cepum FUS
[Cneyndukayusa]

125 wrt/yn, 100 wt/yn, 50 wt/yn, 25 wr/yn

[HasHaueHue]

TecT-nONOCKM ANA aHaAn3aTopos moum cepum FUS
npegHasHayeHbl ANA NPOBEAEHWA KayeCTBEHHOIO UAn
NONYKONIMYECTBEHHOIO aHAIM3a CoAepKaHUA ypobunmHoreHa,
6unnpybmrHa, KETOHOB, KPOBM, OENKA, HUTPUTOB, IEMKOLMTOB,
rNOKO3bI, yAeNbHOro Beca, pH, ackopbuMHOBOM KUCNOTHI,
MWKPOanbbyMMHa, KpeaTUHMHA, Kanbuus.

Hwuke yKasaH nepeyeHb aHaIMTOB 1A Pa3HbIX TUMOB TeCT-
NOJIOCOK:

Twun TecT-noN0CoK AHanuUTbI

FUS-10 ypobununHoreH, bunnpybuH,
KEeTOHbl, KPOBb, 6esoK,
HUTPUTBI, NEMKOLUTBI,
TIIOK033, YAebHbIN Bec, pH

FUS-11 ypobunnHoreH, 6unmpy6buH,
KETOHbI, KPpoBb, 6eOK,
HUTPUTDI, IENKOLLUTBI,
rNOKO3a, yaenbHbIN Bec, pH,
acKopbUHOBaA Kncnota

FUS-11MA ypobunuHoreH, 6unmpy6buH,
KETOHbI, KpoBb, 6enoK, pH,
HUTPUTDI, IENKOLLUTBI,
rNOKO3a, yAe/bHbIN Bec,

MWKPOaNbbyMnH

FUS-12MA ypobunuHoreH, 6unmpy6buH,
KETOHbI, KPpOBb, 6e/OoK,
HUTPWUTbI, IENKOLLUTBI,
rNOKO3a, yaenbHbIN Bec, pH,
MWKPOANbBYMUH,

aCKOp6VIHOBaF| KUCNI0Ta

FUS-13Cr ypobununHoreH, 6unnpybuH,
KEeTOHbI, KPOBb, 6esok, pH,
yAEenbHbIN BEC, HUTPUTDI,
r71t0K03a, NENKOLMTBI,
ackopbMHOBan KUCNOTA,
MUKPOaNbBbYMWH, KpeaTUHWH

FUS-14Ca ypobunuHoreH, 6unmpybuH,
KETOHbI, KpoBb, 6en0oK, pH,
VOENbHbIN BEC, HUTPUTBI,
rNIH0K03a, IENKOLUMTHI,
AcKoOpHUHOBAA KNCNOTa,
MWKPOANbBYMUH, KpeaTUHUH,
Ka/bLui

[MpuHUMN onpeaenexna]

Intoko3a: [N1oKO3a OKUCNAETCA IOKO300KCMAa301 ¢
06pasoBaHMEM IIIOKYPOHOBOW KUCIOTbI U NEPOKCUAa BOAOPOAA.
Mepokcua Bogopoaa nog AeicTBMEM NEPOKCUAA3bl reHepupyeT
aKkTMBHble dopmbl Kucnopoga (APK). AOK okucnser Kanma noana,
YTO NPUBOAUT K U3MEHEHUIO OKPACKM.

BunnpybuH: B cunbHoKMcnon cpege npamon 6UnmMpybumH u
anxnopdpeHnnanasoHunit pearnpytoT ¢ obpasoBaHnem
asokpacuTens.

KeToHbl: ALLeTOYKCYCHasA KMC0Ta U HAaTPUA HUTponpyccua, B
LLLe/IOYHON cpeae pearnpyroT ¢ 06pasoBaHNEM COeAUHEHUS,
OKpalleHHOoro B pUoNeToBbIN LBET.
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YpaenbHbili Bec: Inektponut (M*X') B moue B popme conu BCTynaet
B PEAKLMIO C NONIMMETUNBUHUIOBLIM 3GUPOM U OCTaTKOM
ManenmHoBow Kucnotbl (-COOH), KoTopble ABaAlOTCA
€NaboKMCAbIMM MOHOOBMEHHMKAMU. Peakuma npoTeKaer ¢
obpasoBaHMem MoHoBs Bogopoaa [H*], KoTopble pearmpytoT ¢ pH-
MHONKATOPOM M U3MEHAIOT €ro OKPacKy.

KpoBb: FemMorno6uH BbICTYNaeT B KaUecTse NepoKcMaasbl U
KaTanusumpyeT ob6pasoBaHue aKTUBHbIX Gopm Knucnopoga (APK).
A®K 0OKMCNAIOT UHAMKATOP, YTO, B CBOIO oYepesb, MPUBOAMT K
N3MEHEHWIO OKPaCKMU.

pH: MeTopg, ocHOBaH Ha UCMOAb30BaHUW PH-MHAMKATOPA.
Benok: AHann3 ocHOBaH Ha NpUHUMNE «H6eNKoBOW OLWMOKM
UHAMKaTopa». AHMOH cneuunduyeckoro pH-MHaMKaTOpa
B3aMMOZLENCTBYET C KATMOHOM 6ENKOBOM MONEKY/IbI, BbI3bIBan
JaNbHENLLYIO MOHU3ALLMIO MHAMKATOPA U USMEHEHWNE OKPACKMU.
YpobunuHoreH: B cunbHoKMCNOM cpese ypobUuamHoreH u
[Ma30HMI 06pasyeT a30KpacuTesIn Po3oBOro LBeTa.

HUTpUTbI: HUTPUTBI MOYM M apOMATUHECKINI
amMuHocynbdaHUNammua, anasoTnpytoTcsa c obpasoBaHvem
AMa30CcoeIMHEHUSA, KOTOPOE pearnpyeT ¢
TeTparnapobeHso(h)xmHonnH-3-peHonom. ITo NPUBOANT K
06pa3oBaHMIO a30KpacUTeNA KPacHOro LiBeTa.

JlelKounTbI: FPaHYIOLMTBI MOYM COAEPIKAT 3CTEPasbl,
KaTanm3unpytowme ruaponmns NUppoammHokmncnoro adumpa c
BbICBOOOXKAEHWEM 3-TMAPOKCU-5-beHnnnmnppona. Nuppon
pearvpyeT ¢ AMa3oHnem, obpasysa asoKkpacuTeslb NyprypHOro
ugeTa.

MuKpoanbbyMunH: AHaNM3 OCHOBAH Ha NpuHLUMNe «6eNKoBoM
OLMBKM MHAMKATOpa»: cyNbGoHDTaNEeNMHOBBIN KpacuTeb
NPOAB/AET BbICOKYIO YyBCTBUTE/IbHOCTb K MUKPOAbOYMUHY.
AckopbuHoBasn KucioTa: AcKopbUHOBas KMC/0Ta COBMECTHO ¢ 1,2-
OUTUAPOKCUANIKEHAMM B LLLEIOYHBIX YC/I0BUAX BOCCTaHABNUBAET
rony6ou 2,6-anxnopuHaodeHonat B 6ecusetHblit N-(p-peHon)-
2,6-puxnopo-P-amuHodeHon.

KpeaTuHuH: KpeaTuHuH 1 3,5-anHunTpobeHson B
CUNbHOLLLENI0YHOM cpefie 0bpasytoT OKpalleHHoe CoeauHeHe.
Kanbuwmit: Mpu B3aMmoaencTsnm Kaablma m o-
Kpe3ondTanenHKoMnaeKcoHa obpasyeTca KOMNIEKC, UMEeLUi
droNeToBYO OKPACKY. MHTEHCUMBHOCTb OKPACKK
NPONOPLMOHaAbHA KOHLEHTPALUKN KanbLms.

[OcHOBHbIE KOMNOHEHTDI]

NetkouuTsl: 4.3% W/W nMpponammuHoKkucabiin apup; 0.4% w/w
AmnasoHueBas conb, 92.6% w/w bydep, 2.7% w/w
HepeaKkUMOHHbIe KOMMNOHEHTbI.

Hutputsl: 1.3% w/w p-apcaumn-N-(1-HapTon)-3TMAEHANAMUH;
0.9% w/w TeTparngpoxmHoauH; 89.6% w/w bydep; 8.2% w/w
HepeaKUMOHHbIE KOMMOHEHTI.

benok: 0.1% w/w TetpabpomdeHonosblit cuHui; 97.4% w/w
6ydep; 2.5% w/W HepeaKLMOHHbIE KOMMOHEHTbI.

Kposb: 26.0% w/w annsonponuabeHsona ANrMaponepokcus;
1.5% w/w TeTpametnnbeHsnamH; 35.3% w/w 6ydep; 37.2% w/w
HepeaKUMOHHbIe KOMMNOHEHTI.

YpobunuHoreH: 0.2% w/w npoyHbiit ronyboii B; 98.0% w/w
6ydep; 1.8% w/w HepeaKLMOHHbIE KOMMOHEHTbI.

BunnpybuH: 0.6% w/w 2,4-guxnopaHnUanHa AMa3oHneBasn Cob;
57.3% w/w bydep; 32.1% w/w KodpeunH; 10.0% w/w
HepeaKUMOHHbIE KOMMNOHEHTI.

pH: 3.3% w/W mMeTnN0BbIN KpacHbIit; 55.0% w/w 6poMTUMO10BbIN
CUHMIA; 41.7% W/W HepeaKLMOHHbIE KOMMOHEHTbI.

YaenbHbil Bec: 4.8% w/w 6poMTUMOA0BbIN CUHKIK; 90.2% w/w
(noanmeTnnBnHMNOBLIN 3dUpP / ManeMHoBbIN aHrMApUA)
cononumep; 5.0% w/w HaTpusa ruapokcua,

Inokosa: 1.7% w/w rnoKko3ookcmaasa (MmkpobHas, 123 Ea); 0.2%
w/w nepokcugasa (13 xpeHa, 203 Ea); 0.1% w/w Kanus nogua;
71.8% w/w 6ydep; 26.2% W/W HepeaKUMOHHbIE KOMMOHEHTbI.



KeToHbl: 5.7% w/w HaTpua HuTponpyccuna; 29.9% w/w 6ybdep;
64.4% W/W HEPEaKLMOHHbIE KOMMOHEHTbI.

MuKpoanbbymuH: 2.2% w/w cynbdoHPTaNnENHOBLIN KpacuTeNb;
96.0% w/w 6ydep; 1.8% w/w HepeaKLMOHHbIE KOMMOHEHTbI.
AckopbuHosas Kucnora: 0.8% w/w 2,6-amnopuHaodpeHonsta
rnapar; 40.7% w/w 6ydep; 58.5% w/w HepeaKLUMOHHble
KOMMOHEHTbI.

KpeatnHuH: 4.8% w/w 3,5-anHutpobeHson; 85.2% w/w 6ydep;
10% w/w HepeaKUMOHHbIe KOMMNOHEHTbI.

Kanbumit: 2.5% w/w o-KpesondranenHKomMmniekcoH; 87.5% w/w
6ydep; 10% w/w HepeaKLMOHHbIE KOMMNOHEHTbI.

[YcnoBua xpaHeHuUA 1 cpoK rogHocTu]

Ycnosua xpaHeHuA: TecT-NoNOCKMN AOMKHbI XPaHUTLCA NpuU
TemnepaTtype 2-30°C B cyxom 3aLLMLLIEHHOM OT NonafaHus
NPAMbIX CO/THEYHbIX Iy4ei N BO34ENCTBUA XMMUYECKMX PEareHToB
mecrTe.

Cpok rogHocTu: Ina HEBCKPbITbIX TECT-MOJIOCOK, XPAHALLMXCA NpU
TemnepaTtype 2-30°C B cyXxom, 3alMLLEeHHOM OT NonagaHua
NPAMbIX CONHEYHbIX Iy4eit MecTe, CPOK ro4HOCTU CcoCTaBnAeT 2
rofa; Mocne BCKPbLITUA TECT-NMONOCKMU NPUFOAHbI ANA
MCMNO/Nb30BaHMA B TedeHMe 1 mecsAua Npu yCA0BUM XPaHEHUSA B
NIOTHO 3aKPbITOM YNaKOBKE B CYXOM, 3aLUMLLEHHOM OT NonaaaHua
NPAMbIX CO/IHEYHbIX ly4ein mecTe, npu Temnepatype 2-30°C.
[Noaxoaawee o6opyaosaHue]

Ananmsatopsl moum DIRUI H-800/900/1000/1100/1200, HC-900,
TmMbpungHbIn aHannsaTop moum DIRUI FUS-2000

[Tpe6oBaHua K o6pasuam]

CobepuTte 0bpasel, MOYM B YUCTbIN CyXOl KOHTelHep. He
ueHTpuoyrnpyiite obpaseu. Mepes Havyanom aHanu3a cneayet
TLLATe/IbHO NepemeLlaTb 06pasLbl. AHaNU3 JAO/IKEH ObITb
nposeseH B TeueHWe 2 Yacos. Bce obpasubl HeobxoamMmo
oTbMpaTh U XPaHUTb C cObAOAEHMEM CAHUTAPHBIX NPaBUA U
HOpM.

MpumeyaHue: KoHcepBaHTbI He NPeAOTBPaLLAlOT pacnasa
KeToHOB, 6unupybuHa n ypobunmHoreHa. Mpu anaMtenbHoOm
XpaHeHWUM BaKkTepuanbHana KOHTaMUHaLUMA 0bpasua MoKeT
NOB/VATb HA pe3y/bTaTbl aHaNM3a F0KOo3bl, pH, HUTPUTOB 1
KpoBW.

[MeTtopg, aHanusa]

AHanus cnesyet NpoBOAMUTb NMPU KOMHATHOM TemnepaType
(25%5)°C

BusyanbHoe onpegeneHue:

1. MorpysnTe peaKLMOHHYO 30HY TECT-NMONOCKM B 06paseL, Moun u
HeMeANEeHHO M3BAEKUTE BbICTPbIM ABUKEHUEM.

2. MNpoBeauTe pebpom TecT-NoNOCKM MO Kpato cocyaa, 4Tobbl
yAaNUTb U36bITOK MOYM.

3. [JepKa NONOCKY rOPMU30HTA/IbHO, CPAaBHUTE pe3y/ibTaT TecTa Ha
NMOJIOCKe C LiBETHOM LWKa/oM Ha 3TUKeTKe neHana. 3anuwure
pesynbTaT. MpK NOAYKONMYECTBEHHOM ONpeaeeHnn pesynbTaTt
PerncTpUpyoT COrNacHoO BPeMeHHU, YyKazaHHOMY Ha LBETHOM
wKane. Mpu KauecTBEHHOM OnpeseseHnn NONOCKY cneayeT
aHanN3NpoBaTb B TeyeHue 1-2 MUHYT nocae norpy»eHua. Ecam
pe3ynbTaT KayecTBEHHOrO UCC1e0BaHMA OKa3asca
NONOMKUTENbHBIM, CNesyeT MOBTOPUTb aHAIN3 B PEXKMUME
NONYKONIMYECTBEHHOIO ONpeaeneHnsa N CPaBHUTb pe3ynbTaT TecTa
C LLBETHOM LWIKANoi B COOTBETCTBUM C YKA3aHHbIM HA Hel
BpemeHeMm. M3MeHeHMe LBeTa Nocie 2 MUHYT BblAEPKKMN He
MMeeT AMArHOCTUYECKOTrO 3HAYEeHUA.
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MHcTpymeHTanbHOE onpegeneHue:

CnepyiiTe yKasaHMAM, JaHHbIM B PYKOBOACTBE NO 3KCNAyaTauum
COOTBETCTBYIOLWEN MOAE/MN aHaNN3aTopa.

[O6bsacHeHue pe3ynbTaToB]

[nokosa

TecT cneunduyeH ana rnoKosbl. He cylwecTByeT BO3MOXKHOCTH
NONYYEHUA JIOXKHOMOOXKNTENbHOIO pe3ybTaTa, BbI3BAHHOIO
coAepiKaHnem Apyrux BewwecTs B moye. CogeprkaHume
aCKOPBUHOBOW KMCNOTbI B KOHLEHTPaLMM 22.8 MMOIb/ N AN
aLETOYKCYCHOM KUCNOTbI B KOHLEHTPaL MK 21.0 MmMoAb/A MOXKeT
NPVBECTU K NONYYEHMIO IOXKHOOTPULATENIbHbIX Pe3yNbTaToB ANA
06pa3LOB C coaepKaHMeM ITHOKO3bl 3~7 MMOAb/N.

Bunmpy6uH

B Hopme 6unnpybuH B MOYe HEBO3MOXKHO BbIABUTb AaXKe CamMblM
YYBCTBUTE/IbHbIM METOLOM. EC/iv TecT faeT NONOKUTENbHbIN
pesynbTaT, TpebyeTca AanbHeNWwan NpoBepKa. JlIeKapcTBeHHble
npenapaTbl, OKPaLMBaOLLME MOYY B KPACHbIW LBET UK
MMetoLMe KpacHYIo OKPacKy B KMCNOW cpeae (Hanpumep,
deHasonMpuamnH), MoryT NoB/AMATL HA pe3y/ibTaTbl TecTa. BbicoKkas
KOHLLeHTpaL A ackopbMHOBOM MOXKET CTaTb NPUYNHOW NONYYEHUA
NIOXKHOOTPULATE/IbHBIX Pe3y/IbTaToB.

KeToHbl:

PeaKLMOHHas 30Ha TECT-NOIOCKM pearmpyeT C aLeToyKCyCHOM
KMCNOTON MOoYM. PeareHT He B3aMMOAENCTBYET C aL,eTOHOM U B-
r’MapoKcnMbyTMpaTom. B Hopme 06pasLbl Moum gatoT
oTpuLaTeNbHble pe3yNbTaTbl TECTOB Ha KETOHbI.
JI0XKHOMON0XKUTENIbHbIE Pe3ynbTaTbl MOTYT 6bITb CleacTBUEM
BbICOKOW CTEMEHWN NMUTMEHTUPOBAHHOCTU MOYM MW COAEPIKAHUA
60nbLIoro KoanyecTsa MeTaboNMToB Npenapara «J/lesogona».
YpaenbHbili BeC

TecT-nonocka No3BosiAeT U3MePATL YAe/bHbIM BeCc 06pa3Los
mouu B agnanasoHe 1.000-1.030. OwmnbKa cpegHero mexay
pesynbTaTamu, Nosy4eHHbIMM MPU NOMOLLM TECT-MOOCOK U NpuU
onpegenexHun koadpduumeHTa npenomneHmns coctasnsaet 0.005.
[nA noBbllWeHUA TOYHOCTU aHaNM3a, 3HaYeHWe OLMBKM cpesHero
MOXeT bbITb 406aBNEHO K 3HAYEHWIO pe3y/ibTaTa B Cyyae, eciu
pH ob6pasua moum 26,5. AHaNM3aTOPbl MOYM MOTYT aBTOMATUYECKM
KOPPEeKTMpPOoBaTb pe3ybTaTbl. HEMOHHbIE KOMMNOHEHTbI MOYM,
TaKuMe KaK I/1l0K03a U/IM PEeHTTeHOKOHTPACTHble NpenapaThbl, He
BAMAIOT Ha pe3yabTaT TecTa. [Ana cunbHo 3abydepeHHom
LEeNoYHOM MoYm MoryT Habntogatbea 6onee HU3KKE B CpaBHEHUMU
C APYrMMU MeToAaMu pesynbTaTbl. B npucyTcTBUM ymepeHHoro
Konudecrtea 6enka (1 r/n—7.5 r/n) moryT 6bITb NOAYYEHbI
3aBblLUEHHbIe pe3ynbTaThl.

KpoBb: Y naumMeHTOB MOXKeT Habtoaatbca «cneaosas» peakums. B
KaXgoM MHAMBUAYANbHOM Cyyae TpebyeTca KAMHNYeckoe
3aKntoueHue. MosBaeHUe 3eNeHbIX NATEH (MHTaKTHbIe
SPUTPOLMTBI) UK 3e/1E€HOI OKpaCcKK (remorno6muH/mmornobuH) Ha
PeaKLMOHHOW 30He TecT-N0/I0CKU B TeyeHue 60 cekyH, yKa3biBaeT
Ha HeobXxoAMMOCTb AasibHelLWel gMarHoCTUYECKoM NpoBepKu. B
MoYe }KeHLLMH YacTo 06HapyKMBaeTCA MeHCTPyaibHasA KPoBb.
FemornobuH B KoHueHTpauun 150 mkr/n - 620 MKr/n
NPUMBAN3NTENbHO SKBUBAIEHTEH COAEPMKaHMIO 5-15 KneTok/MKn
MHTAKTHbIX 3pUTPOLMTOB. TECT-NONOCKU UMEIOT BbICOKYHO
YYBCTBUTE/IbHOCTb K reMOrN06MHY U MOTYT BbITb MCNONb30BaHbI B
KayecTBe AOMNONHEHUA K MMKPOCKOMUYECKOMY UCCef0BaHUIO.
YyBCTBUTENBHOCTb TECT-NO/IOCOK MOXKET CHUXKATbCA A1A 06pasLoB



C BbICOKMM yAe/IbHbIM BECOM. MONI0CKM B OAMHAKOBOM CTENeHU
YyBCTBUTE/IbHbI K TeMOTr/I06MHY U MUornobuHy. Hekotopbie
oKUCAUTENU (Hanpumep, TMNOXA0PUT) MOTYT BbI3BaTb
NIOXKHOMONOXKUTENbHBIE pe3ynbTaTtbl. MUKPOBHbIe NepoKcnaassl,
acCoLMMPOBaHHbIE C MHOEKLMAMM MOYEBbLIBOAALLMX NYTEN, TaKKe
MOTYT CTaTb NPUYUHOMN NOKHONONOKMUTENBHbLIX PE3YNbTATOB.
BUTaMWHbI B MOYe MOTYT He BAMUATb Ha pe3yabTaTbl aHaIM3a.

pH

TecT-noN0CKK NpegHa3HaveHbl AN BU3yanbHOro onpegenexHus
3HayeHua pH B gnanasoHe 5.0-8.5 n B gnanasoHe 5.0-9.0 ana
WHCTPYMEHTANIbHOTO onpeaeneHus.

YpobunuHoreH

TecT-noNOCKM NO3BONAOT BbISBUTL YPOOUAMHOTEH MOUM B
Konundectee oT 3 MKMosib/n (NpnbansutensHo, 0.2 eamHuy,
pnuxa/pn). B Hopme cogepikaHme ypobunmHoreHa B move
cocTtasaneT 3 MKMob/n — 16 mKkmonb/a. PesynbTat B 33
MKMO}'Ib/}'I ABNIAETCA KPUTUYECKUM 3Ha4YeHNneM mexgy HOpMOVI n
naTos0rMen U roBopuUT 0 He0HX0AMMOCTM NpoBeAEHUSA
OanbHelwero obcnegoBaHma. OTpULaTeNbHbIN pesyabTaT TecTa
He ABNAETCA OKOHYATE/IbHbIM OCHOBaHMEM ANA 3aKa04eHUa 06
OTCYTCTBMM YPOOUAMHOTEHA B MOYeE.

Hutputbi

IpamoTpuuaTenbHble 6akTepMm B Moye npeobpasytoT HUTPaTbI
(nonyyeHHble U3 NULKM) B HATPUTBI. TECT-NONOCKU YyBCTBUTENbHbI
K HATPUTaM U He pearmpytoT ¢ ApyrMmu BelecTsamu,
NPUCYTCTBYIOLMMM B MoYe. Hannume po3oBbix NATEH WU Kpaes
Ha peaKLMOHHOM 30He TeCT-NMONOCKK He cneayeT
WHTEPNPETUPOBATL KaK NOMIOMKUTE/IbHbIN pPe3ynbTaT, 04HaKO
Hasn4Yne o4HOPOAHONM PO30BOM OKPACKM N0bHOI cTeneHmn
WMHTEHCUBHOCTU CneayeT pacLeHMBaTb Kak NONOXKUTENbHbIV
pe3ynbTtaT. CTeneHb pa3BUTUA OKPACKM U YMCIO BaKkTepuii He
Haxo4ATCs B NpAMOM 3aBUCMMOCTU. OTpULLaTENbHbIV Pe3yibTaT He
03HayaeT Toro, YTo HaKTepmu OTCYTCTBYHOT. JIOXKHOOTPUL,ATENBHbIN
pe3ynbTaT MOXKET ObITb B CNeAyloLmX cayyasx: 1) ecam B moye
OTCYTCTBYIOT MUKPOOPraHW3Mbl, NpeBpaLLatowue HUTPaThbl B
HUTPUTLI; 2) ECIN MOYA He 3a4ePKUBAETCA B MOYEBOM My3bipe
[,0CTaTOMHO 4070 (6osiee YeTblpex YacoB), HEOBXOANMbIX A5
NpeBpaLLeHUs HATPATOB B HUTPUTbI; 3) €CIM HUTPATbI OTCYTCTBYIOT
B MPOAYKTaX NUTaHWUA. BbICOKMI yAeNbHbIN BEC MOYM TaKKe
MOXET CHU3UTb YYBCTBUTENBHOCTL TecTa. CoaeprkaHue
aCKOPBUHOBOW KMCNOTbI B KOHLEHTpaunuu <1.4 mmonb/n He
BAMAET Ha pe3yNbTaT TecTa.

NelikounTsl

PeaKLMOHHasA 30Ha TECT-NONOCKM pearmpyeT C 3cCTepason
rpaHynoumuTos. B Hopme 06pasubl MOUYM AatOT OTPULATE/IbHBIN
pe3ynbTaT; MONOKUTENbHbIN pe3yabTaT («+» UK BbllLe) UMeeT
KAMHMYeCKoe 3HaueHne. B uHanBuAyanbHbix Cayyasx caenoBoe
COAEpPIKaHNE MOMXKET UMETb HEOLHO3HAYHOE KIMHUYECKOe
3HaYyeHue, 04HAKO NOBTOPAIOLWMECA Pe3yNbTaTbl COAEPHKAHUA
CNnepoBbIX KOIMYECTB YKa3blBatOT Ha NATONOMMIO.
JIKHOMONOXKUTENbHbIE PEe3YNbTaTbl Y KEHLLMH MOTYT BbITb
BbI3BaHbl 3arpAsHem obpasua BaarasuLHbIMK BblaeNeHUAMM.
MoBbIWeHHAA KOHLEHTPauuaA roKo3bl (160 mmosnb/n), a TakKe
BbICOKMI yAe/bHbIN BEC MOTYT 6bITb NPUYMHOMN 3aHUMKEHHbIX
pe3ynbTaToB TecTa.

AcKopbuHoBas K1cnota

TecT-N0N0CKN NO3BONAOT OOHAPYKUTb aCKOPOUHOBYO KUCNOTY B
moye. OnpeaeneHne KOHLEHTPaALMM aCKOPOUHOBOW KUCIOTbI
no3BoAeT CyauTb 06 ypOBHE ee coaeprKaHMA B OpraHM3ame u
OLEHMBATb CTeMNeHb eé BAUAHUA Ha aHaM3 [/10KO3bl,
6MANpybUrHa, KPOBM U HUTPATOB. MPUCYTCTBUE OKMUCAUTENEMN
(Hanpumep, Kanua nepmaHraHata, runoxaopuTa) B obpasuax
MOYU CHUKAET YyBCTBUTE/IBHOCTb TECTA.

Benok u mmkpoanbbymuH

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru

KoHueHTpauua anbbymrHa B Moye B Hopme cocTasaseT <20 mr/A.
Pesynbtat B 20-200 Mr/n CBUAETENBCTBYET O HAINYUM
MMKpOoanbbymuHa. Pesynbtat >200 Mr/n roBOpUT O KIMHUYECKOWA
anbbymuHypun. BoiBegeHne anbbymmHa co ckopoctbto 30-300
MT/CYTKM CAYXKUT Npeaynpeskaaowmm MHAMKATOPOM COCTOAHUA
MMKPOanbbyMUHYpun, a ckopocTb >300 Mr/cyTKM — COCTOAHMA
anbbymuHypun. AnbByMUHYPUA MOXKET BO3HUKHYTb B pe3y/bTaTe
3aHATUI CNOPTOM, MHPEKLMI MOYEBbBIBOAALLMX NYTEN, OCTPOM
dasbl BocnaneHums.

TecT-noNOCKW, NpeAHa3HayYeHHble ANA onpeaeneHuns
MWKPOaNbbyMMHA, MMEIOT BbICOKYHO YyBCTBMTENbHOCTb. UX
YYBCTBMTE/IBHOCTb K Apyrum 6eskam B 9 pa3 HUKe No CPaBHEHUIO
C MUKpPOanbbymmHom. TecT MeHee YyBCTBUTENEH K
MYyKOMpoTenHam 1 rnobyanHam, KoTopble 06bIYHO
06HapYyKMBaOTCA B KOHUEHTpauuax 60 mr/an u sbiwe. Ecaun 8
06pasLe MoYM COAEPKUTCA BUAMMARA KPOoBb (25 mr/an), aTo
MOXET NPUBECTM K JIOKHO 3aBbILUEHHOMY pe3ynbTaTty.
O6HapyXeHne MUKPOanbbyMUH B MOYE MOMKET FOBOPUTb O
cnepyroLwmx CUTyaLmax:

(1) UHorpa npucyTcTBME MUKPOANbBYMUHA MOXKET BbITb
cneacteMemM GyHKUMOHANbHOM anbbyMUHYPUKN UM NOCTYPanbHOM
NPOTENHYPUU, BbI3BaHHOW dU3Monornyeckon anbbymumHypmen
(npv cobntoaeHUN aMETbI, 3aHATUAX CMOPTOM, NCUXONOTUYECKOM
cTpecce v gp.).

(2) NpomonkutensHo Habnaatoweecs obHapyKeHUe
MWKPOanbbyMnHa, MUKPOanbbymuHa v roKo3bl UK
MWKPOanbbyMrMHa U KPOBM B MOYE MMEET BbICOKOE K/IMHUYEeCcKoe
3HaYeHue.

KpeaTuHuH

B Hopme y B3poC/ibIX Ntofei KpeaTUHUH BbIBOAUTCA C MOYOW B
Konmnyectse 0.6 -2.0 r/cyT (4TO NPMMEpPHO COOTBETCTBYET
pesynbtaty 4.4-17.7 MMO/Ib/N, NOYYEHHOMY C MOMOLLbIO TECT-
nonocku). CogeprkaHue KpeaTMHUHA B 06pasLe MoXKeT
KonebaTbea B npeaenax ot 0.9 mmosb/n 4o 26.5 mmosb/A.
KoHueHTpauus B 06pasLax Moyn, CobpaHHbIX B yTpeHHEe BpemMs
06bl4uHO 60s1ee BbicoKas (>17.7 mmonb/n npu aHanmse ¢
NMOMOLLbIO TECT-NONOCKK). KOHLEHTPaLWsA aHaIM3npyeMbIX
KOMMNOHEHTOB MOET CHUKATbCA BCNeACTBUE pa3baBieHna npu
npveme 60/1bWOro KOANYECTBA BOAbI AW APYTUX BELLECTB, 3TO
NPUBOAUT K 3aHMKEHHbIM pe3ybTaTaM aHan3a Mo4un
(pe3ynbTathl Tecta <50 mr/an). Buguman rematypus (25 mr/an) n
npvem npenapara «LlMMeTUANH» MOMKET NPUBECTM K NONYYEHUIO
JNI0XKHOMONOXUTENbHBIX PE3Y/IbTaTOB.

CooTHoweHne AnbbymuH-KpeaTuHUH

CooTHowWeHWe anbbyMUH-KpeaTUHWH B MOYe B3POC/bIX N0aen
cocTtasaseT meHee 30 mr anbbymuHa / r KpeaTuHUHa (3.4 mr
anbbymuHa / Mmonb KpeaTuHuHa). CooTHoweHue 30-300 mr/r
(3.4-33.9 Mr/mMmmoib) CBMAETENLCTBYET O MMKPOANbbyMUHYPUU.
CooTtHouweHue 6onee 300 mr/r (>33.9 mr/mmonb)
CBUAETENbCTBYET 06 aibbyMUHYpUK.

Kanbuwni

BbICOKMI1 ypoBeHb cogepaHua marHus (>10 mmonb/n) moxer
NPVBECTU K MOBbILLEHMIO KOHLLEHTPALMKN KabLMA B MOYe.
Tabnuua pesynbratos

[na npoBeaeHnA aHaNM3a MOXKET UCMO/b30BaTbCA PYTUHHAA UK
MeXAyHapoaHan cuctema eauHNUL, U3MepeHus.

AHanut A6 OTobpakeHne 1 neyaTb pesy/braTa
p PyTnHHan MexayHapoaHas

cuctema cucTema eauHuL,
eauHuL, n3mepeHua
nsmepeHua

Mukpoansbymmn | MA | 10 80 10 mr/n | 80 mr/n

H mr/ | mr/n
n




30 150 30 mr/n 150
mr/ | mr/n mr/n
n
KpeatuHuH Cr 10 200 0.9 17.7
mr/ | mr/g | mmonb/ | mmonb/
n n n n
50 300 4.4 26.5
mr/ | mr/g | mmonb/ | mmonb/
n n n n
100 8.8
mr/ Mmonb/
n n
CooTHowWweHue A:C | <30 mr/r <3.4 mr/mmonb
anbbymuH- (Hopma) (Hopma)
KpeaTUHWUH 30-300 mr/r 3.4-33.9 mr/mmonb
(noBbiwweH) (noBbiweH)
>300 mr/r >33.9 mr/monb
(BbICOK) (BbICOK)

MpumeyaHue: BbigeneHHble obnactn cogepkat MHGopmaLmio o
pe3synbTaTax, BbIXOAALMX 33 Npeaesbl HOPMbI.

[OrpaHuyeHuns metoaa)

Kak 1 ana Bcex nabopatopHbIX npoueayp, TOYHbIN AUArHO3 1
TepanesBTMYECKMe peKoMeHZAUNM He MOTYT BbITb OCHOBaHbI Ha
pesynbTaTax O4HOro TecTa UM meToaa.

AHanNM3 MOYM C NOMOLLbIO peareHTHbIX TeCT-N0JI0COK
NPUMeHAETCA ANA AOMNONHEHUA KIMHNYECKON KapTUHbI COCTOAHMA
naumeHTa. Jna 06pasLLoB MOYM YYBCTBUTENbHOCTb 3aBUCUT OT
cnepyrowmx GaKkTopoB: BapnMabenbHOCTU OKPACKK, YAeNbHbIV BEC,
pH, ycnosua ocselyeHna n ap. BusyanbHoe n MHCTpyMeHTanbHoe
onpegeneHve NoKasbIBAOT AMANA30H 3HaueHui. Bcneactene
BO3MOMHbIX PAa3HOYTEHWU CyLLECTBYET OTK/IOHEHME 3HaYeHuA
pe3ynbTaTa aHaNn3a OT PeaNbHOMN BENMYUHbI KOHLEHTPALMK
aHanuTa. MNpu NnpoBeaeHMM aHann3a Ha 6enoK, FOKO3Y, KETOHbI U
YPOOUAMHOrEH OTK/IOHEHME NOIOKUTENBHOTO 3HAYEHUSA Bbllle
BTOPOrO NONOMKUTENIbHOIO YPOBHSA A0/IXKHO ObITb B Npesenax «+».
Bcneacteue pasnnumnin BOCNPUATUA MEXAY FN1a30M Yesl0BeKa U
OMNTUYECKOMN CMCTEMOW aHAaNN3aToPa, Pe3yNbTaTbl BU3YyasibHOMO U
WHCTPYMEHTaNIbHOro onpeaeneHnsa MOryT COBNagaTh He
NOJIHOCTbIO.

[MHAaekc npousBoguTenbHOCTM NpoAayKTal

[unanasoH onpeaeneHna n 4yBCTBUTENIbHOCTb TECT-NOJIOCOK ANA
aHamM3aTopoB Moum cepum FUS

AHanut Mpeaen [nana3oH [Onana3oH
OBHapyKeH | MHCTPYMeHTanb | BM3yasibHO
ns Horo ro

onpeaeneHua onpegeneH
ns
lnoko3a 5.6 OTtpuu.-56

(Mmonb/n)

Benok (r/n) 0.2 Otpuu.-3.0 OTpuu,.-

20.0

Mukpoanbby | 0.15 Otpwu.-0.15 OTpuu,.-

MuH 1 (r/n) 0.15

KeToHbI 0.5 OTtpuu,.-7.8 OTpunu,.-16

(Mmonb/n)

KpoBb 10 OT1pwnu,.-200

(kn/mKn)

BunmpybuH 17 Otpuu,.-103

(mkMmonb/n)

Hutputbl 18 OTtpuu.-36

(MkMonb/n)

NelikouunTbl 15 OTpuu,.-500

(kn/mKn)

YpobunuHore | 3.4 3.4-135

H (MKMmonb/n)

Perunctpamua MU & Poc3gpaerapzope
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AckopbuHosa | 0.6 0-5.7
A KMCcnoTa
(Mmonb/n)
KpeaTnHuH 0.9 0.9-26.5
(Mmmonb/n)
Kanbuui 1.0 1.0-10
(Mmonb/n)
pH - 5.0-9.0 5.0-8.5
YaenbHbIn - 1.005-1.030 1.000-
Bec 1.030
MuKpoanbby 10 10-150 10-150
MWH 2 (mr/n)

MpumeyaHuma:

MuKpoanbbymmuH 1 ncnonbayetca B TecT-nonockax FUS-11MA u
FUS-12MA.

MuKpoanbbymunH 2 ncnonb3lyeTtca B TecT-nonockax FUS-13Cr n
FUS-14Ca

CneunduyHocTb

AHanus ctaHgapTHoro pactsopa Anti-VC c nomolupto TecT-
MOJIOCOK MOKa3aH B Tabnunue HUKe, pe3y/ibTaTbl TeCTa He AO/KHbI
6bITb OTPULLATENBHBIMM.

AHanut KoHueHTpauusa KoHueHTpauua VC
CTaHOAPTHOTO
pactsopa Anti-VC

NIT 36 MKMOJb/N 1.4 mmonb/n

GLU 14 mmonb/n 2.8 moonb/n

[Bonpocbl, Tpebyowme BHUMaHuUA]

1. UckntoumTenbHo Ansa AUMarHOCTUMKM in vitro.

2. TecT-NoNOCKM AONKHbI XPaHUTbCA B OPUTMHAIbHOW YNAKOBKE,
He 13B/ieKaiTe TeCT-NONOCKM U3 YNAKOBKM €C/IU He NAaHupyeTe ux
Hemeg/ieHHOe ncnosb3oBaHue. He yaanante ocywimTens us
ynakoBKku. CneyeT NAOTHO 3aKpbiBaTb YNAaKOBKY HEMeANeHHO
nocsie U3Bfie4eHUs TeCT-NONOCOK.

3. He cnepyeT ncnonb3oBaTh TECT-MOIOCKU C UCTEKLLMM CPOKOM
roaHocTu. NMoxKanyncra, ya0CcToBEpPbTECH, YTO CPOK rOAHOCTM TeCT-
NMOJIOCKM HE UCTEK U NPOBEAUTE KOHTPOIbHOE U3MEPEHUE, eCAU
CYLLLeCTBYIOT OCHOBaHMA NpeAnonaratb, YTO TECT-MONOCKU
HeNnpUroAHbl ANA NPUMeHeHUs (Hanpumep, NPOU3OoLLIO
MU3MEHEHMEe OKPACKN MW BO3HUKAW ApYr1e BOMpPOChl, BbI3BaHHbIE
HEOXWAAHHbIMK pe3ybTaTamu).

4. He cnepyeT Ucnonb30BaTb BOAY B Ka4ecTse OTpULLAaTeIbHOIO
KOHTpONA.

5. Monocku npegHasHayeHbl 418 0AHOPA30BOro MCMNO/Ib30BAHMUA.
6. Moxkanylicra, nepes UCNoOIb30BaHMEM TECT-MO0COK
BHMMAaTE/IbHO 0O3HAaKOMbTECH C PYKOBOACTBOM NOJ/Ib30BaTeNA.

7. CnepyeT yTUAN3NPOBATb MCMNO/Ib30BAHHbIE TECT-MOIOCKM KaK
610N10rMYECKM ONACHbIM MaTepuasa B COOTBETCTBMM C NPaBUiIamu,
NPUHATBIMK B 1IabopaTopumn.

8. He cnepyet XpaHUTb TECT-MONOCKM B XON0AUIbHUKe. TecT-
NOJIOCKM ,0MKHbI XPAHUTLCA B CyXOM, 3aLLMLLEHHOM OT
nonagaHuna NPAMbIX CO/IHEYHbIX lydelt mecTe. He npuKacanTech K
PEeaKLMOHHOW 30He TeCT-N0M0COK. 1A 3aLnTbl peakLMOHHOM
30HbI TECT-MO/IOCOK CAeayeT n3beratb BO34eNCTBUA BNaru, cBeta u
HarpesaHwms.

MpuMmeyaHna o CMMBOAX U 3HaKax

Homep naptum

LOT Mcnonb3osatb Ao
@ N8 0HOPa30BOro
MCMONb30BaHWA

ApTUKYN

Tonbko ana

Mpoussoantens L
OMarHocTuKM in vitro




[:E] MNoxkanyiicra, J_

03HaKOMbTECH C Ycnosua xpaHeHns
WHCTPYKUMEN

[aHHble TecT-
NOJIOCKM
COOTBETCTBYIOT

YMNO/IHOMOYEHHbIN ce [Oupektuse 98/79/EC

npeacraBuTens MegunumHckme

cpeacTsa
LMArHOCTUKM in vitro
(IvDD)
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PDIRUI

[Namel Urinalysis control

[Volumel 8ml/bottle. 4ml/bottle

[intended Usel

Urinalysis control(referred to as control) is used for quality control of urinalysis strips
and analyzers. It can conduct quality control for 13 items of strips, such as Glucose,
Bilirubin,Ketone, Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite, Leucocytes,
Microalbumin, Creatinine and Ca.

[Test Principle]

Chemistry reagent contained in the Control reacts with the ingredient within the
urinalysis strips, thus, strips color changed.

[Main Composition]

Positive: phosphate buffer 0.2%w/w, glucose 1.0%w/w, sodium chloride 0.5%w/w,
hemoglobin 0.1%w/w, albumin 0.7%w/w, ethyl acetoacetate 0.9%w/w, sodium nitrite
0.3%w/w, esterase 0.5%w/w, urea 2%w/w, creatinine 0.2%w/w, Ca 0.1%w/w, bilirubin
substitute 0.1%w/w, urobilinagen substitute 0.1%w/w, other non-reactive substances
and stabilizers 93.3%w/w.

Negative: urea 2%w/w, sodium chloride 0.5%w/w, phosphate buffer 0.2%w/w, other
non-reactive substances and stabilizers 97.3%w/w.

[Storage and Validity]

Its validity period is 12 months when stored at 2°C~ 8°C, sealed and protected from
sunlight. Its validity period is 1 month when stored at 2°C~ 8°C, sealed and protected
from sunlight after the first use.

[Applied Analyzer] Urine Analyzer

[Test Method]

1. Place the Control at room temperature(18°C-25°C) for certain time until it returns to
normal temperature. And mix the Control evenly through bottom up and down slightly.
2.Using method on semi-automatic urine analyzer: Adjust the analyzer to QC status;

Urinalysis Control (Negative)

drip the Control on the strip, the strip side with control should be placed upward;
removethe extra control with absorbent paper, the absorbent paper can not touch the
strip pads(avoid cross-contamination); place the strip on the waiting place of analyzer.
3.Using method on automatic urine analyzer: Adjust the analyzer to QC status; pour
the Control into a clean tube; place the tube into corresponding position of the
analyzer.

[Result Explanation]

All QC results within the target range indicates qualified, otherwise, the result is
unqualified.

[Limits]

Bilirubin and Urobilinogen used for the Control are replaced by chemical substances.
Therefore, there is a trace difference in color between the result of control and the
result of urine.

[Matters Need Attention]

1. The Control follows outside of the control bottle can not be collected back to avoid
cross-contamination.

2. Control-skin contact should be avoided. Rinse the contact part with plenty of water if
accidental skin contact occur.

3.Tighten the cap immediately after use, and store it at 2°C-8°C.

[Referencel

Refer to the supplied control target list.

The supplied reference is obtained through repeat tests. For the same lab, the results
might be different when testing on different dates. The difference might becaused by
environment, instrument, reagent or test method difference. Even so, the test results
should be within the supplied reference range.

[Documents] ZL01 1 28009.3 Urinalysis Control and Preparation
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[Name] Urinalysis control

[Volumel 8ml/bottle. 4ml/bottle

[intended Usel

Urinalysis control(referred to as control) is used for quality control of urinalysis strips

Uri

and analyzers. It can conduct quality control for 13 items of strips, such as Glucose,
Bilirubin,Ketone, Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite, Leucocytes,
Microalbumin, Creatinine and Ca.

[Test Principle]

Chemistry reagent contained in the Control reacts with the ingredient within the
urinalysis strips, thus, strips color changed.

[Main Composition]

Positive: phosphate buffer 0.2%w/w, glucose 1.0%w/w, sodium chloride 0.5%w/w,
hemoglobin 0.1%w/w, albumin 0.7%w/w, ethyl acetoacetate 0.9%w/w, sodium nitrite
0.3%w/w, esterase 0.5%w/w, urea 2%w/w, creatinine 0.2%w/w, Ca 0.1%w/w, bilirubin
substitute 0.1%w/w, urobilinagen substitute 0.1%w/w, other non-reactive substances
and stabilizers 93.3%w/w.

Negative: urea 2%w/w, sodium chloride 0.5%w/w, phosphate buffer 0.2%w/w, other
non-reactive substances and stabilizers 97.3%w/w.

[Storage and Validityl

Its validity period is 12 months when stored at 2°C~ 8°C, sealed and protected from
sunlight. Its validity period is 1 month when stored at 2°C~ 8°C, sealed and protected
from sunlight after the first use.

[Applied Analyzer] Urine Analyzer

[Test Method]

1. Place the Control at room temperature(18°C-25°C) for certain time until it returns to
normal temperature. And mix the Control evenly through bottom up and down slightly.
2.Using method on semi-automatic urine analyzer: Adjust the analyzer to QC status;

nalysis Control (Negative)

drip the Control on the strip, the strip side with control should be placed upward;
removethe extra control with absorbent paper, the absorbent paper can not touch the
strip pads(avoid cross-contamination); place the strip on the waiting place of analyzer.
3.Using method on automatic urine analyzer: Adjust the analyzer to QC status; pour
the Control into a clean tube; place the tube into corresponding position of the
analyzer.

[Result Explanation]

All QC results within the target range indicates qualified, otherwise, the result is
unqualified.

[Limits]

Bilirubin and Urobilinogen used for the Control are replaced by chemical substances.
Therefore, there is a trace difference in color between the result of control and the
result of urine.

[Matters Need Attention]

1. The Control follows outside of the control bottle can not be collected back to avoid
cross-contamination.

2. Control-skin contact should be avoided. Rinse the contact part with plenty of water if
accidental skin contact occur.

3.Tighten the cap immediately after use, and store it at 2°C-8°C.

[Referencel

Refer to the supplied control target list.

The supplied reference is obtained through repeat tests. For the same lab, the results
might be different when testing on different dates. The difference might becaused by
environment, instrument, reagent or test method difference. Even so, the test results
should be within the supplied reference range.
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PRI Urinalysis Control Reference

Roche Dirui Kyoto Dirui Dirui Dirui Bayer Dirui
Item
Combur10 E10 10EA M10 H series H-800 108G A10
Glucose Negative Negative Negative Negative Negative Negative Negative Negative
Bilirubin Negative Negative Negative Negative Negative Negative Negative Negative
Ketone Negative Negative Negative Negative Negative Negative Negative Negative
Blood Negative Negative Negative Negative Negative Negative Negative Negative
Protein Negative Negative Negative Negative Negative Negative Negative Negative
Urobilinogen Normal Normal Normal Normal 34~17umol/L | 34~17pmol/L | 3.2~16pmol/L | 3.2~16umol/L
Leukocytes Negative Negative Negative Negative Negative Negative Negative Negative
g?gﬁ'&c 1.000~1015 | 1010~1.020 | 1.005~1015 | 1010~1.020 | 1.015~1025 | 1.015~1025 | 1.015~1025 | 1.015~1025
pH 6.0~7.0 6.0~7.0 6.0~7.0 6.0~7.0 55~75 55~75 6.0~75 6.0~7.0
Microalbumin*! / / / / Negative Negative / /
Microalbumin*? / / / / 10~30 10~30 / /
Creatinine / / / / 0.9~44mmol/L | 09~4.4mmol/L / /
Ca / / / / 1.0~2.5mmol/L 1.0~2.5mmol/L / /
Nitrite Negative
Note: Microalbumin* * is the microalbumin item of H11-MA, H11-MA(N), H12-MA, H11-800MA and H12-800MA reagent strips.
Microalbumin* 2 is the microalbumin item of H2-Cr, H12- Cr, H13- Cr, H13- Ca and H14- Ca reagent strips.
MMl DIRUI Industrial Co.,Ltd. Tel :+86(431)85100409 | EC |REP|
95 Yunhe Street, New & High Tech. Fax:+86(431)85172581 Emergo Europe
Development Zone E-mail:dirui@dirui.com.cn Molenstraat 15
" . - 2513 BH The Hague
Changchun, Jilin 130012 P.R.China Http://www.dirui.com.cn The Netherlands 09/2014
m][r={H]} Urinalysis Control Reference
Roche Dirui Kyoto Dirui Dirui Dirui Bayer Dirui
Item
Combur10 E10 10EA M10 H series H-800 10SG A10
Glucose Negative Negative Negative Negative Negative Negative Negative Negative
Bilirubin Negative Negative Negative Negative Negative Negative Negative Negative
Ketone Negative Negative Negative Negative Negative Negative Negative Negative
Blood Negative Negative Negative Negative Negative Negative Negative Negative
Protein Negative Negative Negative Negative Negative Negative Negative Negative
Urobilinogen Normal Normal Normal Normal 3.4~17umol/L 3.4~17umol/L 3.2~16pumol/L | 3.2~16umol/L
Leukocytes Negative Negative Negative Negative Negative Negative Negative Negative
%‘?;‘;}gc 1.000~1015 | 1010~1.020 | 1.005~1015 | 1010~1.020 | 1.015~1025 | 1.015~1.025 | 1.015~1025 | 1.015~1025
pH 6.0~7.0 6.0~7.0 6.0~7.0 6.0~7.0 55~75 55~75 6.0~75 6.0~7.0
Microalbumin*' / / / / Negative Negative / /
Microalbumin*? / / / / 10~30 10~30 / /
Creatinine / / / / 09~44mmol/L | 09~4.4mmol/L / /
Ca / / / / 1.0~2.5mmol/L 1.0~2.5mmol/L / /
Nitrite Negative
Note: Microalbumin* * is the microalbumin item of H11-MA, H11-MA(N), H12-MA, H11-800MA and H12-800MA reagent strips.
Microalbumin* 2 is the microalbumin item of H2-Cr, H12- Cr, H13- Cr, H13- Ca and H14- Ca reagent strips.
Ml DIRUI Industrial Co. Ltd. Tel :+86(431)85100409 | EC [ReP]
95 Yunhe Street, New & High Tech. Fax:+86(431)85172581 Emergo Europe
Development Zone E-mail:dirui@dirui.com.cn Molenstraat 15
" . A 2513 BH The Hague
Changchun, Jilin 130012 P.R.China Http://www.dirui.com.cn The Netherlands 09/2014
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DIRUI® KoHTponb aHanu3a moum (oTpuuaTenbHblit)

[HaumeHoBaHue] KoHTponb aHanu3a mouu

[06bem] 8 mn/dn, 4 ma/dn

[HasHaueHue]

KoHTpo/b aHanM3a Moun (ganee KOHTPO/Ib) UCMONBL3YETCA AN KOHTPOA KauecTBa UCCNeA0BaHMUM C NPUMEHEHNEM
TeCT-NOI0OCOK U aHaM3aTopoB. KOHTPOb MOXKeT NpoBoAnuTcA no 13 napameTpam TeCT-NONOCOK, TaKMX Kak [oKo3a,
BununpybuH, KetoHoBble Tena, OTHocMTeNbHasA NAOTHOCTb, KpoBb, pH, Benok, YpobunmHoreH, HUTputol, JleMkoumTol,
MuKpoanbbymuH, KpeaTuHuH 1 Kanbumid.

[MpuHUKMN meToaa]

XMMMYeCKMe BelLecTBa, COLEPXKALLMECs B KOHTPOJIE, PearMpytoT ¢ peareHTaMu Ha TecT-NoJIoCKe C U3MEeHeHnem
LiBETA PEAreHTHbIX 30H TECT-NOJIOCKM

[CocTaB]

NonoxutenbHbin: docdaTHbI bydep 0,2% (06.), rntokosa 1,0% (06.), xnopua Hatpma 0,5% (06.), remornobuH 0,1%
(06.), anbbymuH 0,7% (06.), sTnauetoauetat 0,9 (06.), HUTpUT HaTpua 0,3% (06.), ectepasa 0,5% (06.), mMoyeBUHa
2,0% (06.), kpeaTnHuH 0,2% (06.), Kanbumin 0,1% (06.), aHanor 6unmpybuHa 0,1% (06.), aHanor ypobunnHoreHa 0,1%
(06.), opyrve He BCTynatolme B peaKLmio BewecTsa u ctabununsatopsl 93,3% (06.).

OTpuuaTenbHbii: MoyeBMHa 2% (06.), xnopua HaTpua 0,5% (06.), docdatHbii Bydep 0,2% (06.), opyrne He
BCTyNaloLiMe B peaKkLmio BewwecTsa u ctabunmsatopbl 97,3% (06.).

[YcnoBus xpaHeHuA u cpok rogHocTu]

CpOK rogHOCTM HEBCKPbLITOrO KOHTPOAA cocTaBaneT 12 mecaues Npu XxpaHeHUU npu Temnepatype 2°C - 8°C sganu ot
COIHEYHbIX Niydeld. Mocne BCKPbITUA CPOK FOAHOCTM KOHTPO/IA COCTaBAseT 1 MecsAL, NPy XpaHEHMM NpU TemnepaType
2°C - 8°C BAaNM OT CONHEYUHbIX y4Yell B 3aKPbITOM BUAE.

[MpumeHnmble aHanu3aTopbl] AHaAM3aTOPbI MOYM

[Mopsapok npumeHeHus]

1. MomecTtute KOHTPONbL NpM KOMHaTHOW Temnepatype (18°C - 25°C) Ha Bpems, AOCTaTOMHOE ANA NpuUBEAEHMUA
KOHTPO/1A K HOPManbHOM TemnepaType.

2. Wcnonb3oBaHWe MeTOAa C WCMONb30BaHWEM MOJlyaBTOMATUYECKUX aHa/M3aTopoB: HacTpoiTe nporpammy
KOHTPO/IA KayecTBa Ha aHaAM3aToOpe; HAaHEeCUTe Karmslo KOHTPO/A HA TeCT-NO/IOCKY, TECT-MOM0OCKa A0/XKHA ObiTb
OpPUEHTUPOBaAHA CTOPOHOW C KOHTPOJEM BBEPX; M3UWKKM KOHTpoAA yaanute ounbTpoBanbHOW 6ymaroi;
dunbTpOoBaNbHas bymara He JOIKHA KacaTbCA peareHTHbIX 30H (BO U3beKaHWe KpoCC-KOHTaMUHALMK); MOMeCTUTE
MONIOCKY B aHanM3aTop.

3. Ucnonb3oBaHMe meTofa C MCNO/Ib30BaHMEM aBTOMATUYECKMX aHaNM3aToOpPOB: HacTpoiTe nporpammy KOHTpOAA
KayecTBa Ha aHa/NM3aTope; Ha/leiTe KOHTPO/Sb B YMCTYIO NPOBUpPKY, nomecTute NpobupKy B COOTBETCTBYHOLLYHO
no3uuMIo aHaaM3aTopa.

[TpakToBKa pe3ynbraTos]

Bce pe3ynbTaTbl KOHTPO/IA KayecTBa B Npegenax LEeneBblX YPOBHEN CYUMTAIOTCA MPUEMIEMbIMU, BbIXOAsWMe 33
npeaenbl LenesbiX yPpOBHEW CHUMTAIOTCA HENPUEMIEMbIMMU.

[OrpaHuyeHns]

BunanpybuH 1 ypobuanHoreH, MCNoNb3yHOLWLMECA B KOHTPOIE 3aMeHEHbI XMMUYECKMMM BELLLECTBAMM.

Mo3Tomy CyLLEeCTBYET HE3HAUUTEIbHAA PA3HMLA MEXAY pe3ybTaTaMu KOHTPOIA U pe3yabTaTaMn MOYM.
[CywecTBeHHble 3amevaHus]

1. OCTaTKM HEeMCnoNb30BAHHOIO KOHTPOAA He cledyeT nepenveaTb 0b6paTHO BO GNaKoH BO usbexaHwe Kpocc-
KOHTaMUWHaLMMW.

2. M36eratb KOHTaKTa KOHTPOAA C KOXKeW. ECNM TaKoBOWM KOHTAKT npousoles, 06uabHO MPOMBITb Y4ACTOK KOXM,
KOHTaKTUPOBABLUWI C KOHTPONEM.

3. Cpasy nocne Ucnosib30BaHMA 3aKpbITb GAAKOH M XPaHUTb Npu TemnepaType 2°C - 8°C.

[3TanoHHble 3HaueHus]

CM. NOCTaBAAEMbIN C KOHTPONEM /IUCT L,ENEBbLIX 3HAYEHUN.

MpepocTasnsaemble LiesiEBble 3HAYEHWUSA NOJTyYeHbl NyTeM NOBTOPEHMUA UCCAeL0BaHWIA. B pa3nnyHbix nabopaTtopuax
pe3y/abTaTbl MOMYT OT/IMYATLCA NPU TECTUPOBAHUK B pasHble KafeHaapHble AaTbl. Pasnnuma moryT 6biTb Bbi3BaHbI
YCNOBUAMM OKpyXKatoLei cpeabl, UCNOb3yemMbiM 0bOpyA0BaHMEM, peareHTaMn WKW PasnyYHbIMM MeTOo4amMu
nccnenoBaHua. [laxke B 3TOM Cayyae pesy/bTaTbl TECTOB [AOJKHbI BbiTb COOTHECEHblI C MpeoCTaBAseMbIMU
3TaNIOHHbIMM 3HAYEHUAMM.

[AokymeHTbi] ZLO1 1 28009.3 KOHTPOAb aHanM3a MO4YM U NOATOTOBKA

[AaTa yTBepaeHna nsmeHenuii] 11/2014
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PDIRUI

[Namel Urinalysis control

[Volumel 8mi/bottle. 4mi/bottle

[intended Usel

Urinalysis control(referred to as control) is used for quality control of urinalysis strips
and analyzers. It can conduct quality control for 13 items of strips, such as Glucose,
Bilirubin,Ketone, Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite, Leucocytes,
Microalbumin, Creatinine and Ca.

[Test Principle]

Chemistry reagent contained in the Control reacts with the ingredient within the
urinalysis strips, thus, strips color changed.

[Main Composition]

Positive: phosphate buffer 0.2%w/w, glucose 1.0%w/w, sodium chloride 0.5%w/w,
hemoglobin 0.1%w/w, albumin 0.7%w/w, ethyl acetoacetate 0.9%w/w, sodium nitrite
0.3%w/w, esterase 0.5%w/w, urea 2%w/w, creatinine 0.2%w/w, Ca 0.1%w/w, bilirubin
substitute 0.1%w/w, urobilinagen substitute 0.1%w/w, other non-reactive substances
and stabilizers 93.3%w/w.

Negative: urea 2%w/w, sodium chloride 0.5%w/w, phosphate buffer 0.2%w/w, other
non-reactive substances and stabilizers 97.3%w/w.

[Storage and Validityl

Its validity period is 12 months when stored at 2C ~ 8 C, sealed and protected from
sunlight. Its validity period is 1 month when stored at 2C ~ 8 C, sealed and protected
from sunlight after the first use.

[Applied Analyzer] Urine Analyzer

[Test Method]

1. Place the Control at room temperature(18 C-25 C) for certain time until it returns to
normal temperature. And mix the Control evenly through bottom up and down slightly.
2.Using method on semi-automatic urine analyzer: Adjust the analyzer to QC status;

Urinalysis Control (Positive)

drip the Control on the strip, the strip side with control should be placed upward;
removethe extra control with absorbent paper, the absorbent paper can not touch the
strip pads(avoid cross-contamination); place the strip on the waiting place of analyzer.
3.Using method on automatic urine analyzer: Adjust the analyzer to QC status; pour
the Control into a clean tube; place the tube into corresponding position of the
analyzer.

[Result Explanation]

All QC results within the target range indicates qualified, otherwise, the result is
unqualified.

[Limits]

Bilirubin and Urobilinogen used for the Control are replaced by chemical substances.
Therefore, there is a trace difference in color between the result of control and the
result of urine.

[Matters Need Attention]

1. The Control follows outside of the control bottle can not be collected back to avoid
cross-contamination.

2. Control-skin contact should be avoided. Rinse the contact part with plenty of water if
accidental skin contact occur.

3.Tighten the cap immediately after use, and store itat2C-8C.

[Referencel

Refer to the supplied control target list.

The supplied reference is obtained through repeat tests. For the same lab, the results
might be different when testing on different dates. The difference might becaused by
environment, instrument, reagent or test method difference. Even so, the test results
should be within the supplied reference range.

[Documents] ZL01 1 28009.3 Urinalysis Control and Preparation

[Instruction Approved and Modified Date] 07/2013
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[Namel Urinalysis control

[Volumel 8mi/bottle. 4mi/bottle

[intended Usel

Urinalysis control(referred to as control) is used for quality control of urinalysis strips
and analyzers. It can conduct quality control for 13 items of strips, such as Glucose,
Bilirubin,Ketone, Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite, Leucocytes,
Microalbumin, Creatinine and Ca.

[Test Principle]

Chemistry reagent contained in the Control reacts with the ingredient within the
urinalysis strips, thus, strips color changed.

[Main Composition]

Positive: phosphate buffer 0.2%w/w, glucose 1.0%w/w, sodium chloride 0.5%w/w,
hemoglobin 0.1%w/w, albumin 0.7%w/w, ethyl acetoacetate 0.9%w/w, sodium nitrite
0.3%w/w, esterase 0.5%w/w, urea 2%w/w, creatinine 0.2%w/w, Ca 0.1%w/w, bilirubin
substitute 0.1%w/w, urobilinagen substitute 0.1%w/w, other non-reactive substances
and stabilizers 93.3%w/w.

Negative: urea 2%w/w, sodium chloride 0.5%w/w, phosphate buffer 0.2%w/w, other
non-reactive substances and stabilizers 97.3%w/w.

[Storage and Validityl

Its validity period is 12 months when stored at 2C ~ 8 C, sealed and protected from
sunlight. Its validity period is 1 month when stored at 2 C ~ 8 C, sealed and protected
from sunlight after the first use.

[Applied Analyzer] Urine Analyzer

[Test Method]

1. Place the Control at room temperature(18 C-25 C) for certain time until it returns to
normal temperature. And mix the Control evenly through bottom up and down slightly.
2.Using method on semi-automatic urine analyzer: Adjust the analyzer to QC status;

Urinalysis Control (Positive)

drip the Control on the strip, the strip side with control should be placed upward;
removethe extra control with absorbent paper, the absorbent paper can not touch the
strip pads(avoid cross-contamination); place the strip on the waiting place of analyzer.
3.Using method on automatic urine analyzer: Adjust the analyzer to QC status; pour
the Control into a clean tube; place the tube into corresponding position of the
analyzer.

[Result Explanation]

All QC results within the target range indicates qualified, otherwise, the result is
unqualified.

[Limits]

Bilirubin and Urobilinogen used for the Control are replaced by chemical substances.
Therefore, there is a trace difference in color between the result of control and the
result of urine.

[Matters Need Attention]

1. The Control follows outside of the control bottle can not be collected back to avoid
cross-contamination.

2. Control-skin contact should be avoided. Rinse the contact part with plenty of water if
accidental skin contact occur.

3.Tighten the cap immediately after use, and store itat2C-8C.

[Referencel

Refer to the supplied control target list.

The supplied reference is obtained through repeat tests. For the same lab, the results
might be different when testing on different dates. The difference might becaused by
environment, instrument, reagent or test method difference. Even so, the test results
should be within the supplied reference range.

[Documents] ZL01 1 28009.3 Urinalysis Control and Preparation

[Instruction Approved and Modified Datel 07/2013

[Symbols]
Ijﬂ Please read package insert

Jﬁ Store at

| ec|[ree]

Authorised Representative

c € European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD)

In Vitro Diagnostic Use u Manufactured by

Catalogue number

Peructpanus MH e Pocspgpasranzope
www.nevacert.ru | info@nevacert.ru




PDIiRUI’ Urinalysis Control Reference

ltem Dirui Bayer Dirui Roche Dirui Kyoto Dirui Dirui
A10 10SG E10 Combur10 M10 10EA H series H-800
Glucose 1+~3+ 1+~3+ 34~4+ 34~4+ +~2+ 2+~4+ 2+~4+ 2+~4+
Bilirubin 2+~3+ 2+~3+ 1+~3+ 1+~3+ 2+~4+ 2+~4+ 1+~3+ 1+~3+
Ketone 1+~3+ 1+~3+ 2+~4+ 2+~4+ 2+~4+ 2+~4+ 1+~3+ 1+~3+
Blood 1+~3+ 1+~3+ 34+~5+ 3+~5+ 1+~3+ 1+~3+ 1+~3+ 1+~3+
Protein 1+~3+ 1+~3+ 2+~4+ 2+~4+ 2+~4+ 2+~4+ 2+~3+ 2+~3+
Urobilinogen 1+~3+ 1+~3+ 3+~4+ 3+~4+ 2+~4+ 1+~3+ 1+~3+ 1+~3+
Leukocytes t~2+ +~2+ 1+~3+ 1+~3+ 1+~3+ 1+~3+ +~2+ 1+~3+
gﬁ’g\‘,ﬂff 1.020~1.030 |1.020~1.030 {1.010~1.0251.010~1.025 [1.010~1.025 |1.005~1.020 | 1.015~1.030 | 1.015~1.030
pH 6.0~8.0 6.0~8.0 5.5~7.5 5.5~7.5 5.5~7.5 55~75 5.5~75 6.0~8.0
Microalbumin*" / / / / / / =>0.15 =0.15
Microalbumin*? / / / / / / 80~150 80~150
Creatinine / / / / / / 8.8~26.5mmol/L |8.8~26.5mmol/L
Ca / / / / / / 5.0~10.0mmol/L |5.0~10.0mmol/L
Nitrite Positive

Note: Microalbumin* * is the microalbumin item of H11-MA, H11-MA(N), H12-MA, H11-800MA and H12-800MA reagent strips.
Microalbumin* 2 is the microalbumin item of H2-Cr, H12- Cr, H13- Cr, H13- Ca, H14- Ca reagent strips.
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PDirUI Urinalysis Control Reference

ltem Dirui Bayer Dirui Roche Dirui Kyoto Dirui Dirui
A10 10SG E10 Combur10 M10 10EA H series H-800
Glucose 1+~3+ 1+~3+ 3+~4+ 34+~4+ +~2+ 2+~4+ 2+~4+ 2+~4+
Bilirubin 2+~3+ 2+~3+ 1+~3+ 1+~3+ 2+~4+ 2+~4+ 1+~3+ 1+~3+
Ketone 1+~3+ 1+~3+ 2+~4+ 2+~4+ 2+~4+ 2+~4+ 1+~3+ 1+~3+
Blood 1+~3+ 1+~3+ 3+~5+ 3+~5+ 1+~3+ 1+~3+ 1+~3+ 1+~3+
Protein 1+~3+ 1+~3+ 2+~4+ 2+~4+ 2+~4+ 2+~4+ 2+~3+ 2+~3+
Urobilinogen 1+~3+ 1+~3+ 3+~4+ 3+~4+ 2+~4+ 1+~3+ 1+~3+ 1+~3+
Leukocytes +~2+ +~2+ 1+~3+ 1+~3+ 1+~3+ 1+~3+ +~2+ 1+~3+
g?g\%'tfs',c 1.020~1.030 |1.020~1.030(1.010~1.025|1.010~1.025|1.010~1.025 [ 1.005~1.020 | 1.015~1.030 | 1.015~1.030
pH 6.0~8.0 6.0~8.0 5.5~7.5 5.5~7.5 5.5~7.5 5.5~75 5.5~7.5 6.0~8.0
Microalbumin** / / / / / / =0.15 =0.15
Microalbumin*2 / / / / / / 80~150 80~150
Creatinine / / / / / / 8.8~26.5mmol/L | 8.8~26.5mmol/L
Ca / / / / / / 5.0~10.0mmol/L | 5.0~10.0mmol/L
Nitrite Positive

Note: Microalbumin* * is the microalbumin item of H11-MA, H11-MA(N), H12-MA, H11-800MA and H12-800MA reagent strips.
Microalbumin* 2 is the microalbumin item of H2-Cr, H12- Cr, H13- Cr, H13- Ca, H14- Ca reagent strips.
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DIRU|® KoHTponb aHanunsa mouun (HOHO)KMTe.ﬂbeIM)

[HaumeHoBaHue] KoHTponb aHanu3a mouu

[06bem] 8 mn/dn, 4 ma/dn

[HasHaueHue]

KoHTpo/b aHanM3a Moun (ganee KOHTPO/Ib) UCMONBL3YETCA AN KOHTPOA KauecTBa UCCNeA0BaHMUM C NPUMEHEHNEM
TeCT-NOI0OCOK U aHaM3aTopoB. KOHTPOb MOXKeT NpoBoAnuTcA no 13 napameTpam TeCT-NONOCOK, TaKMX Kak [oKo3a,
BununpybuH, KetoHoBble Tena, OTHocMTeNbHasA NAOTHOCTb, KpoBb, pH, Benok, YpobunmHoreH, HUTputol, JleMkoumTol,
MuKpoanbbymuH, KpeaTuHuH 1 Kanbumid.

[MpuHUKMN meToaa]

XMMMYeCKMe BelLecTBa, COLEPXKALLMECs B KOHTPOJIE, PearMpytoT ¢ peareHTaMu Ha TecT-NoJIoCKe C U3MEeHeHnem
LiBETA PEAreHTHbIX 30H TECT-NOJIOCKM

[CocTaB]

NonoxutenbHbin: docdaTHbI bydep 0,2% (06.), rntokosa 1,0% (06.), xnopua Hatpma 0,5% (06.), remornobuH 0,1%
(06.), anbbymuH 0,7% (06.), sTnauetoauetat 0,9 (06.), HUTpUT HaTpua 0,3% (06.), ectepasa 0,5% (06.), mMoyeBUHa
2,0% (06.), kpeaTnHuH 0,2% (06.), Kanbumin 0,1% (06.), aHanor 6unmpybuHa 0,1% (06.), aHanor ypobunnHoreHa 0,1%
(06.), opyrve He BCTynatolme B peaKLmio BewecTsa u ctabununsatopsl 93,3% (06.).

OTpuuaTenbHbii: MoyeBMHa 2% (06.), xnopua HaTpua 0,5% (06.), docdatHbii Bydep 0,2% (06.), opyrne He
BCTyNaloLiMe B peaKkLmio BewwecTsa u ctabunmsatopbl 97,3% (06.).

[YcnoBus xpaHeHuA u cpok rogHocTu]

CpOK rogHOCTM HEBCKPbLITOrO KOHTPOAA cocTaBaneT 12 mecaues Npu XxpaHeHUU npu Temnepatype 2°C - 8°C sganu ot
COIHEYHbIX Niydeld. Mocne BCKPbITUA CPOK FOAHOCTM KOHTPO/IA COCTaBAseT 1 MecsAL, NPy XpaHEHMM NpU TemnepaType
2°C - 8°C BAaNM OT CONHEYUHbIX y4Yell B 3aKPbITOM BUAE.

[MpumeHnmble aHanu3aTopbl] AHaAM3aTOPbI MOYM

[Mopsapok npumeHeHus]

1. MomecTtute KOHTPONbL NpM KOMHaTHOW Temnepatype (18°C - 25°C) Ha Bpems, AOCTaTOMHOE ANA NpuUBEAEHMUA
KOHTPO/1A K HOPManbHOM TemnepaType.

2. Wcnonb3oBaHWe MeTOAa C WCMONb30BaHWEM MOJlyaBTOMATUYECKUX aHa/M3aTopoB: HacTpoiTe nporpammy
KOHTPO/IA KayecTBa Ha aHaAM3aToOpe; HAaHEeCUTe Karmslo KOHTPO/A HA TeCT-NO/IOCKY, TECT-MOM0OCKa A0/XKHA ObiTb
OpPUEHTUPOBaAHA CTOPOHOW C KOHTPOJEM BBEPX; M3UWKKM KOHTpoAA yaanute ounbTpoBanbHOW 6ymaroi;
dunbTpOoBaNbHas bymara He JOIKHA KacaTbCA peareHTHbIX 30H (BO U3beKaHWe KpoCC-KOHTaMUHALMK); MOMeCTUTE
MONIOCKY B aHanM3aTop.

3. Ucnonb3oBaHMe meTofa C MCNO/Ib30BaHMEM aBTOMATUYECKMX aHaNM3aToOpPOB: HacTpoiTe nporpammy KOHTpOAA
KayecTBa Ha aHa/NM3aTope; Ha/leiTe KOHTPO/Sb B YMCTYIO NPOBUpPKY, nomecTute NpobupKy B COOTBETCTBYHOLLYHO
no3uuMIo aHaaM3aTopa.

[TpakToBKa pe3ynbraTos]

Bce pe3ynbTaTbl KOHTPO/IA KayecTBa B Npegenax LEeneBblX YPOBHEN CYUMTAIOTCA MPUEMIEMbIMU, BbIXOAsWMe 33
npeaenbl LenesbiX yPpOBHEW CHUMTAIOTCA HENPUEMIEMbIMMU.

[OrpaHuyeHns]

BunanpybuH 1 ypobuanHoreH, MCNoNb3yHOLWLMECA B KOHTPOIE 3aMeHEHbI XMMUYECKMMM BELLLECTBAMM.

Mo3Tomy CyLLEeCTBYET HE3HAUUTEIbHAA PA3HMLA MEXAY pe3ybTaTaMu KOHTPOIA U pe3yabTaTaMn MOYM.
[CywecTBeHHble 3amevaHus]

1. OCTaTKM HEeMCnoNb30BAHHOIO KOHTPOAA He cledyeT nepenveaTb 0b6paTHO BO GNaKoH BO usbexaHwe Kpocc-
KOHTaMUWHaLMMW.

2. M36eratb KOHTaKTa KOHTPOAA C KOXKeW. ECNM TaKoBOWM KOHTAKT npousoles, 06uabHO MPOMBITb Y4ACTOK KOXM,
KOHTaKTUPOBABLUWI C KOHTPONEM.

3. Cpasy nocne Ucnosib30BaHMA 3aKpbITb GAAKOH M XPaHUTb Npu TemnepaType 2°C - 8°C.

[3TanoHHble 3HaueHus]

CM. NOCTaBAAEMbIN C KOHTPONEM /IUCT L,ENEBbLIX 3HAYEHUN.

MpepocTasnsaemble LiesiEBble 3HAYEHWUSA NOJTyYeHbl NyTeM NOBTOPEHMUA UCCAeL0BaHWIA. B pa3nnyHbix nabopaTtopuax
pe3y/abTaTbl MOMYT OT/IMYATLCA NPU TECTUPOBAHUK B pasHble KafeHaapHble AaTbl. Pasnnuma moryT 6biTb Bbi3BaHbI
YCNOBUAMM OKpyXKatoLei cpeabl, UCNOb3yemMbiM 0bOpyA0BaHMEM, peareHTaMn WKW PasnyYHbIMM MeTOo4amMu
nccnenoBaHua. [laxke B 3TOM Cayyae pesy/bTaTbl TECTOB [AOJKHbI BbiTb COOTHECEHblI C MpeoCTaBAseMbIMU
3TaNIOHHbIMM 3HAYEHUAMM.

[AokymeHTbi] ZLO1 1 28009.3 KOHTPOAb aHanM3a MO4YM U NOATOTOBKA

[AaTa yTBepKaeHna nsmeHenuii] 07/2013
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PDIRUI’

11Cs (Concentrated type)

S |nstruction [N

Product Name

Cleaning liquid

Volume

200ml

Intended Use

Itis used for cleaning and rinsing of tubing system. It will effectively clean the remained urine and

other test-interfering particles to avoid cross-contamination among urine sample.

Main Ingredient

Lowfoaming surfactant

For Instrument

Automatic Urine Analyzer

Usage

1.Pour the detergentinto a clean barrel with volume of 10L.

2.Rinse the detergent bottle with distilled water, and pour the water into the 10L barrel.

3.Dilute the detergent to 10L level with distilled water and mix it.

4.Connect the 10L barrel with Automatic Urine Analyzer, please refer to the Automatic Urine
Analyzer user manual for connection method.

Important Notice

1.This detergent is used for Automatic Urine Analyzer only, not applicable to other instruments.

2.It should be used together with Automatic Urine Analyzer under room temperature.

3.The detergent contains chemical medicine, like preservative, etc. which can not be swallowed.
Rinse with water immediately if the detergent contacts your skin.

Storage Condition and Period of Validity

Stored at 2'C~30°C, sealed, the validity is 1 year.lts validity after diluted is 1 month at 2’C~30°C.

Manual Approved and Modified Date

08/2013

Symbol Explanation

[:m Please read JH’- Storage Temperature 2 Expiry Catalogue number

instruction

u Manufacturer Authorised Representative In Vitor Diagnosis

C € European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD) Lot No

al
DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.
Development Zone Changchun, Jilin 130012 P.R.China Emergo Europe Molenstraat 15

2513 BH The Hague The Netherlands
Tel: +86 431 85100409 Fax: +86 431 85172581

E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn
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Oumnwarowan DIRUI®

XUAKOCTb
(KoHueHTpar)
UHcTpyKuma

HaumeHoBaHuMe npoayKTa
Ounwatowas *KNMaKocTb

O6bem
200 mn

MpeaHasHayeHue
Mcnonb3yeTtca 418 O4MCTKM M MPOMBIBKM CUCTEMbI TPYBOK. dPdeKTUBHA ANA yAANEHUA CNef0B MOYU U
APYrMX MHTepdepupyoLWwmx 4acTml, A1A UCKAIOYEHUA KPOCC-KOHTaMUHALNN Mexay 06pasuamm moUn.

OCHOBHOW UHrPUAUEHT
HeneHawmincs cypdakTaHT

MpeaHa3HaueHo ana npubopos
ABTOMaTUYeCKMe aHaAN3aTopPbl MOYN

MNopapok npumeHeHUA

1. HannTtb geTepreHT B YNCTYO eMKOCTb 06bemom 10 A.

2. CnonocHyTb b6yTblNb ANA AeTepreHTa gUCTUANNPOBAHHOM BOAOW M HanuTb B 10 ANTPOBYHO EMKOCTb.
3. PasBecTu getepreHT gUCTUAIMPOBAHHOM BOAOM A0 oTMeTKM 10 . u nepemeLuaTts.

4. MNogkntountb 10 AMTPOBYIO EMKOCTb K aBTOMAaTUYECKOMY aHaan3aTtopy mouun. na metoga
NogKAoYeHUA 06paTUTECH K MHCTPYKLLMM MO MCMNONb30BaHMIO aBTOMATUYECKOro aHan3aTopa Mouu.

Ba)kHble 3amevaHus

1. OTOT AeTepreHT UCMOJIb3YeTCA TO/IbKO C aBTOMATUYECKUMM aHaIM3aTOPaMM MOYM, HE MPUMEHUM K
APYTMM MHCTPYMEHTaM.

2. [leTepreHT A0NKEH UCMO/b30BATLCA C aBTOMATUYECKMMM aHAIM3aTOPaMM MOYM NMPU KOMHATHOM
Temneparype.

3. [leTepreHT coAepKUT XMMUYECKME BELLECTBA, TAKME KaK KOHCEPBAHTLI U T.4,. U3beraTb
npornatbiBaHuUA. Mpun KOHTaKTe C KOXel He3ameaNUMTeIbHO MPOMbITb BOAOW.

YcnoBus xpaHeHUA U CPOK FrOAHOCTU
Mpw xpaHeHMn B HEBCKPbITOM BUge npu TemnepaType 2°C - 30°C cpok rogHOCTM cocTasnfaeT 1 rog,
MNMocne pa3BeneHMa CPOK roAHOCTU cocTasaneT 1 mecay npu Temnepatype 2°C - 30°C.

[laTa BHeCeHUA U3MEHEHU
08/2013

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



PDiruI’

H Series Urine Analyzer
Cleaning Liquid for Refractometer

and Turbidimeter .Emm

[Product Name] H Series Urine Analyzer Cleaning Liquid for Refractometer and Turbidimeter

[Volume] 50ml

[Intended Usel To clean the refractometer and turbidimeter of H series Urine Analyzer

[Main Composition] Surfactant . 5%W/W sodium hypochlorite

[Storage Conditions and Guarantee Period] Kept airtight, stored in a dark and dry place at 2°C-30°C,

the shelf life is 12 months. After unsealed, stored at 2°C-30°C, the shelflife is 60 days.

[Applicable Instrument] H series Automatic Urine Analyzer

[Usage] Pour at least 8mL cleaning liquid into a tube, and insert the tube into the STAT gate. Press “Rinse

Refractometer and Turbidimeter” for rinsing.

[Matters Needing Attention]

1. Avoid contact with skin and eyes. Wash it away with plenty of water if careless contact occurs.

Seek medical advice immediately when necessary.

2. It should be used when returned to room temperature. Tighten it immediately after use.

3. Avoid direct sunlight, and avoid freezing during storage.

4. Sample and waste liquid are potentially biologically infectious. The operator should obey the regulations
of safe lab operation, and dispose the waste according to the local rules of medical waste, infectious waste,
and industrial waste, etc.

[Date of Instruction Approval and Modification] 07/2013

[Explanation for Symbols]

[:E] Please Read the Instruction -’ﬂrStorage Temperature H Manufacturer
Lot Number & Expiration Date In vitro Diagnostic Reagent

C € Meet the Requirements of IVDD [EC]REP] Authorised Representative

EZ?EMS Danger Level Catalogue Number

ual
DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.
Development Zone Changchun, Jilin 130012 P.R.China Emergo Europe Molenstraat 15
Tel: +86 431 85100409 Fax: +86 43185172581 2513 BH The Hague The Netherlands

E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn
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DIRUI®

AHanmnsatopbl mo4yn H cepumn

Ounwatowmii pacTeop gaa pedppakromerpa u Typbugumertpa
UHCTpYKUMA

[HaumeHoBaHMe npoaykTa] Ouumwarowmii pactBop AAA pedpakTomeTpa M Typbuaumetpa ana
AHannsatopos mouun H cepumn

[O6bem] 50 mn
[HaszHaueHune] Ana ounctkm pedpakTtomeTpa U TypbuammeTpa ansa AHaM3aTopos moum H cepum
[CocTaB] MAB, 5% (06.) runoxnopug HaTpua

[CpoK 1 ycnoBua xpaHeHUA] M3beraTb KOHTaKTa C BO34YXOM, XPaHUTb B TEMHOM U cyxom mecTe npu 2°C -
30°C. Cpok rogHocTtu 12 mecsaues. MNocne BCKpbITUA CPOK rogHocTh 60 gHel npu TemnepaType 2°C - 30°C.

[MpeaHasHaueHo ana npnbopos] ABToMaTUUYECKMUE aHanm3aTopbl moun H cepun.

[Mopagok npumeHeHuAa] Hanutb He meHee 8 MA ouMLLatOWEN XKUAKOCTM B MPOOUMPKY M NMOMECTUTb
npobupKy B STAT nopt. HaxkaTb KHOMKY « O4ncTKa pedpakTomeTpa n TypbuanmeTpa» gasa NPoMbIBKU.

[MpepocTeperkeHune]

1. M36eraTb KOHTAKTa C KOXel M rnasamu. B cnyyae KOHTaKTa NPoOMbITb 0BUIbHbIM KOMYECTBOM BObI.
Ecan Heobxoanmo, HemegneHHO 0bpaTUTCA 3a MeaULMHCKOM NOMOLLbIO.

2. Mepea “cnonb3oBaHWMEM NPUBECTU PAaCTBOP K KOMHATHOW TemnepaTtype. HemeaneHHo 3aKpbiTh nocne
NCNoNb30BaHUA.

3. U36eratb nonagaHuns NPsSMbIX COHEYHbIX IyY4en U 3aMOpPaXKMBAHUA BO BPEMSA XpaHEHUS.

4. O6pasubl U 0TX0Abl NOTEHUMANBHO BUoNOrMyeckn onacHbl. OnepaTop A0MKeH cobnogatb Npasuna
6esonacHocTn nabopaTopun, YTUAM3UMPOBATb OTXOAbl B COOTBETCTBMM C MECTHbIMM MNpPaBUIaAMU
obpalleHna ¢ MeguUNHCKUMM OTX0AaMU, NMHDEKLMOHHBIMM OTXOAAMMU, MPOMbILIEHHBIMWU OTXO43aMMU U

T.4.

[AaTa BHeceHna nsmeHeHunin] 07/2013

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



PDIRrUI’

H series urine analyzer

control liquid for Specific gravity m

[Product name] H series urine analyzer control liquid for Specific gravity

[Dimension] 8ml/vial

[Intended purposel H series urine analyzer control liquid for Specific gravity is used for DIRUI's H series

urine analyzer's refractometer's quality control.

[Principle] Using refraction method, refractometer tests the quality control liquid.

[Composition] carbamide (4.5%w/w) . Sunsetyellow. (0.1%w/w) . Hydrazine yellow (0.1%w/w) .
reatinine (0.125%w/w) . Sodium Chloride (4.5%w/w) . potassium chloride (1.5%w/w) .
others (89.18%w/w) .

[Storage and expiration] Stored in dry place and protected from sunlight, with the temperature between

2C-87C, the sealed shelf life is 12 months. After opened, stored at the temperature between 2C-8C, the

shelf life is 30 days.

[Applicable analyzer] H series urine analyzer.

[Reference (refrencerange) 1[refrence range Vertical
Levell 1.003~1.007
Level2 1.026 ~1.034
Level3 1.046~1.054

[Procedure] According to H series urine analyzer user manual.

[Result explanation] If the test result of the control liquid falls in the range of reference, it means the
instrument is normal; if not in the range, it means the status of instrument is not
normal. Please rerun the test or calibrate refractometer.

[Limitation of testing method] The turbidity control is only applicable to DIRUI's H series urine analyzer.

[Warning and precautions]

1. Please resume the product to the room temperature (18°C ~25C) and blend it well before use.

2. keep it sealed in cooling condition under temperature 2°C ~8C.

3. Avoid contact with skin and eyes. In case of skin contact, rinse with water. In case of contact with eyes,

rinse immediately with plenty of water and seek medical advice. If swallowed, induce vomiting and seek
medical advice.

[Product performance] Level Accuracy
Levell SG=1.005+0.002
Level2 SG=1.030+0.004
Level3 SG=1.050+0.004

[ Date of Instruction Approval and Modification] 01/2014
[ Explanation for Symbols]

[:m Please read package insert /ﬂ/ Store at u Manufactured by Batch code

IVD| In Vitro Diagnostic Use [EC|REP] Authorised Representative Catalogue Number

c € The calibration liquid for Turbidity conform to the directive 98/79/EC (IVD-directive) E Use by

DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China
Tel: +86 431 85100409 Fax: +86 431 85172581 Emergo Europe Molenstraat 15
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2513 BH The Hague The Netherlands
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KoHTpoNbHasA }KNAKOCTb ANA aHaNU3a yAENbHOro Beca Ha aHaausaTopax mouu cepuu H

[HaumeHoBaHMe npoAyKTa] KOHTPOIbHAA KUAKOCTb ANA aHANW3a YAEe/bHOTO BECa Ha aHa/M3aTopax Moy cepum H

[®acoska] 8 ma/dnakoH

[HasHaueHne] KoHTpO/NbHaA KMAKOCTb A/ aHA/M3a YAe/NbHOro Beca Ha aHa/aM3aTopax Mouu cepuu H npefHasHavyeHa ANa NPOBELEHMA NpoLeaypbl KOHTPOAA
KayecTBa GYHKLMOHMPOBAHUA Moayna pedpakTOMeTpMM aHaNM3aToOpOB MoUumM cepun H, nponsseaeHHbIX KomnaHuel DIRUL.

[MpuHLMN] Ucnonb3ysa pedpakTomeTpuyeckunii metos, pedpakTOMeTp aHaNU3UPYET KOHTPObHYHO KUAKOCTb.

[CocTaB] kap6amug, (4.5% w/w), sKenTbli «ConHeuHbIH 3aKaT» (0.1% w/w), ruapasuH skentbiit (0.1% w/w), peatnurut (0.125% w/w), HaTpua xnopug, (4.5% w/w), kanus
xnopug (1.5% w/w), apyrue komnoHeHTbl (89.18% w/w).

[XpaHeHue u cpok roaHocTn] MaTtepuanbl AONKHbBI XPAHUTHCA B CYXOM, 3aLLMLLEHHOM OT BO3AEMCTBUA NPAMbIX CONHEYHbIX Ny4eit mecTe npu Temnepatype 2°C-8°C.
CpOK roHOCTU HEBCKPbITbIX PpNakoHOB cocTaBnaeT 12 mecaues. Mpu Temnepatype 2°C-8°C cTabunbHOCTL coxpaHaeTcs B TeyeHune 30 AHel.

[NoaxoaAawme aHanusatopbl] AHann3aTopbl Moun cepum H.

[PedepeHcHble 3HaueHus]

PedepeHcHbIN 3HayeHun
AvanasoH

YposeHb 1 1.003 ~ 1.007
YpoBeHb 2 1.026 ~ 1.034
YpoBeHb 3 1.046 ~ 1.054

[Mpoueaypa] B cOOTBETCTBMM C COOTBETCTBYHOLMM PYKOBOACTBOM NO/b30BATENA aHANM3aTOPa MOUM cepum H.

[O6bacHeHue pe3ynbTaToB] EC/iv pe3y/ibTaT aHaN3a KOHTPONbHOW KUAKOCTM HAaX0AMUTCA B Npeaenax AnanasoHa pedpepeHcHbIX 3Ha4YeHMUI, 3TO FOBOPUT O KOPPEKTHOM
paboTe aHanM3aTopa; ecAv pe3ynbTaT aHaAn3a BbiNaZaeT 3a rpaHuLbl AManas3oHa pedepeHcHbIX 3HauyeHui, aHann3aTop GyHKLMOHMPYET HEKOPPEKTHO. MoxanyicTa,
NoBTOPUTE aHaNW3 UK OTKannbpyiTe pedppakTomeTp.

[OrpanuueHuna metopa] KoHTponb yaenbHOro Beca NPUroAeH UCKNIOYUTENbHO 1A UCMOb30BAHUA C aHaAM3aTopaMy Moum cepumn H, nponsseseHHbIMU KOMNaHWen
DIRUI.

[Mepbi npeaocroposkHocTH]

1. MoskanyiicTa, HarpeiTe maTepman KO KOMHaTHOM TemnepaTypbl (18°C~25°C) 1 TwaTeNbHO NepemellainTe nepes, Ucnosib30BaHMEM.

2. HeBCKpbITbIN MaTepuan cneayert XpaHuTb npu Temnepatype 2°C~8°C.

3. U3beraiiTe KOHTaKTa C KOXKel 1 rnasamu. B ciyyae nonagaHunsa Ha KOXy npomoiTe BogoM. Mpu nonagaHum B rnasa HeMeaNeHHO NPOMOITE 60/IbLIMM KONNYECTBOM
BOZbl M 0bpaTuUTeCh K BpaYy. Mpu NpornatbiBaHWM BbI30OBUTE PBOTY M 06PATUTECH K Bpayy.

[Paboune xapakTepucTuku]

YposeHb ToYHOCTb
YposeHb 1 SG =1.005 + 0.002
YpoBeHb 2 SG =1.030 £ 0.004
YpoBeHb 3 SG =1.050 + 0.004
[AaTa yTBep:KAaeHUA 1 peaakumu MHCTpYKuuu] 01/2014
[O6bAcHeHMe cumBoNOB]
LoT Homep naptumn I‘d Mcnonb3osaTb A0
ApTUKyn YNO/NHOMOYEHHBIN NpeacTaBuTeNb
H MNpowussoautens TonbKo ANA AMArHOCTUKM in vitro

MoKanyncTa, 03HAKOMbTECH C MHCTPYKLMEN Ycnosus xpaHeHusA

a)
m

CoortsetcrayeT [lupekTuse 98/79/EC MeauumHCKMe cpeacTsa AUarHoCTUKM in vitro (IVDD)

DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech

Development Zone Changchun, Jilin 130012 P.R.China

Tel: +B6 431 85100409 Fax: +8B6 431 85172581 Emergo Europe Molenstraat 15
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2513 BH The Hague The Netherlands
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DIRUI

H series urine analyzer

control liquid for Turbidity m

[Product name] H series urine analyzer control liquid for Turbidity

[Dimension] 8ml/vial

[Intended purpose] H series urine analyzer control liquid for Turbidity is used for DIRUI's

H series urine analyzer turbidity quality control.

[ Principle] Using scattering theory, turbidimeter tests control liquid.

[Composition] Fu MA hydrazine turbidity quality control liquid (800NTU) .

[ Storage and expiration] Stored in dry place and protected from sunlight, with the temperature
between 2°C-8C, the sealed shelf life is 12 months. After opened, stored at the temperature between
2°C-8°C, the shelf life is 30 days.

[Applicable analyzer] H series urine analyzer.

[Procedure] According to H series urine analyzer user manual.

[Reference (Reference range) 1

Level Reference range
Level1 Clear
Level2 Cloudy

[Result explanation] If the test result of the turbidity control falls in the range of

reference, it means the instrument is normal; if not in the range, it means the status of

instrument is not normal.Please rerun the test or calibrate turbidimeter.

[ Limitation of testing method] The turbidity control is only applicable to DIRUI's H series urine analyzer
[Warning and precautions] Please blend well and avoid contact with skins. In case of
skin contact, rinse with water. In case of contact with eyes, rinse immediately with plenty
of water and seek medical advice. If swallowed, induce vomiting and seek medical advice.
[Product performance]

Level Accuracy
Level1 Turbidity=200+30NTU
Level2 Turbidity=700£30NTU

[ Date of Instruction Approval and Modification] 01/2014
[Explanation for Symbols]

[:m Please read package insert /ﬂ/ Store at u Manufactured by LOT| Batch code
E Use by IVD| In Vitro Diagnostic Use [EC[REP] Authorised Representative
The control liquid for Turbidity conform
Ce tothe directive 98/79/EC (IVD-directive) Catalogue number

ul
DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China
Tel: +86 431 85100409 Fax: +86 431 85172581 Emergo Europe Molenstraat 15
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2513 BH The Hague The Netherlands

P H O-HER 515 B B it AR gt
LT 21323107N

LA 140mmx190mm

&it: e H A
A SR H
S Se % H I

5] o B - SE R H




KoHTponbHasA XMAKOCTb ANA aHanM3a MYTHOCTM Ha aHaaM3aTopax moyn cepumn H

[HaumeHoBaHKue npoAyKTa] KOHTPObHAA KUAKOCTb AN aHANM3a MYTHOCTM Ha aHanW3aTopax moun cepumn H

[®acoska] 8 ma/dnakoH

[HasHaueHne] KoHTpo/IbHan KUAKOCTb ANA aHaNM3a MYTHOCTM Ha aHanM3aTopax Mouu cepuv H npeaHasHayeHa ANA NPoBEAEHUA NPOoLEedypbl KOHTPOAA KayecTsa
$YHKLUMOHMPOBaHWUA MOAYNA TYPOUAMMETPUN aHaNM3aTOPOB MOYM cepun H, nponsseaeHHbix KomnaHueli DIRUI.

[MpuHLMN] AHaNW3 KOHTPONBHOW KUAKOCTM NPOU3BOAUTCA B MOAYNE TYPOUAVMETPUN HA OCHOBAHUM TEOPUM PACCEAHUA.

[CocTaB] ®e MA ruapasuH }KUAKOCTb ANA KOHTPOAA KadecTsa (800NTU).

[XpaHeHue u cpok rogHoctn] MaTepuanbl AONKHbBI XPAaHUTBHCA B CYXOM, 3aLLMLLEHHOM OT BO3AEMCTBUA NPAMbIX CONHEYHbIX Ny4eit mecTe npu Temnepatype 2°C-8°C.
CpOK roHOCTM HEeBCKPbITbIX GAakoHOB cocTasnsaeT 12 mecsayes. Mpu TemnepaType 2°C-8°C cTabunbHOCTb coxpaHsaeTca B TedeHne 30 gHen.

[NoaxoaAawme aHanusaTopbl] AHanM3aTopbl Moun cepun H.

[Mpoueaypal B cooTBETCTBUM C COOTBETCTBYIOLLMM PYKOBOACTBOM NO/Ib30BaTENA aHaAU3aTopa Moun cepum H.

[PedepeHcHble 3HaueHus]

YpoBeHb PedepeHcHbIV gnanasoH
YposeHb 1 Mpo3payHbIi
YposeHb 2 MyTHbIN

[O6bAcHeHMe pe3ynbTaToB] ECm pe3yibTaT aHaM3a KOHTPObHOM KUAKOCTU HAXOAMUTCA B Npefenax AnanasoHa pedepeHCHbIX 3HaYeHU, 3TO FOBOPUT O KOPPEKTHO
paboTe aHa/aM3aTopa; eCAV pe3y/bTaT aHaIu3a BbINaaeT 3a rpaHuLbl AnanasoHa pedepeHCHbIX 3HaUeHUH, aHann3aTop GYHKLMOHUPYET HEKOPPEKTHO. MoxanyiicTa,
NOBTOPUTE aHaNn3 UK OTKaNUGpyTe moayab TypbuanumeTpuu.

[OrpaHuuyeHuns metogal KoHTPONb yAENbHOTO BECA NPUTOAEH UCKNHOUUTENBHO AN UCMO/b30BAHWUA C aHAIM3aTOpamMmn MouM cepumn H, Npon3BeseHHbIMU KOMNAHWEN
DIRUI.

[Mepbl npeaocroposkHOCTH]

1. Moskanyicra, TWaTeIbHO NepemelLaiiTe nepes Ucnosb3oBaHuem, usberaiTe KOHTaKTa ¢ Koxel. B ciydae nonagaHusa Ha KoKy npomoiTe Bogoi. Mpu nonagaHum 8
rnasa Hemez/ieHHO NPOMOiTe 6ONbLIMM KOMYECTBOM BOAbI M 06paTuTech K Bpady. Mpu nporaaTbiBaHWUK BbI30OBUTE PBOTY 1 06paTUTECH K Bpauy.

[Paboune xapakTepucTuku]

YpoBeHb To4yHOCTb
YpoBeHb 1 MyTHocTb = 200£30NTU
YpoBeHb 2 MyTHocTb = 700£30NTU

[AaTa yTBepxaeHua n pegakumm MHCTpyKuun] 01/2014
[O6bacHeHne cumsonos]

LOT Homep naptum E Ucnonb3oBaTb A0

ApTUKyn | EC |REP] YNONHOMOUEHHbIN NpeacTaBuTeNb
H MpoussoauTenb ToNbKO ANA ANArHOCTUKM in vitro
E]:I:l Moxanyicra, 03HaKOMbTECH C MHCTPYKLMEN /ﬂr YCcnoBuA XpaHeHus

a)
m

CoortsetcrayeT [lupekTuse 98/79/EC MeauumHCKMe CpeacTsa AUarHoCTUKM in vitro (IVDD)

DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech

Development Zone Changchun, Jilin 130012 P.R.China

Tel: +86 431 85100409 Fax: +86 431 85172581 Emergo Europe Molenstraat 15
E-mail:dirui@dirui.com.cn  http://www._dirui.com.cn 2513 BH The Hague The Netherlands
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PRI’

H series urine analyzer

Color control

[Product name] H series urine analyzer color control

[Dimension] 8ml/vial

[Intended purposel H series urine analyzer color control is used for DIRUI's H series urine analyzer color
quality control.

[Principle] Urine analyzer's color sensor tests the color control.

[Composition] Red: Amaranth; Blue: Lightblue; Green: Amaranth., Lightblue.

[Storage and expiration] Stored in dry place and protected from sunlight, with the temperature

between 2°C-8C, the sealed shelf life is 12 months. After opened, stored at the temperature between

2°C-8°C, the shelf life is 30 days.

[Applicable analyzer] H series urine analyzer

[Procedure] According to H series urine analyzer user manual.

[Reference (reference range) 1

Level Reference range
Red Red

Green Green
Blue Blue

[Result explanation 1 If the test result of the color control falls in the range of reference, it means the

instrumentis normal; if not in the range, it means the status of instrument is not normal.

[Limitation of testing method] The color control is only applicable to DIRUI's H series urine analyzer.

[Warning and precautions]

1. Please resume the product to the room temperature (18C ~25°C) and blend it well before use.

2. keep it sealed in cooling condition under temperature 2°C ~8°C.

3. Avoid contact with skin and eyes. In case of skin contact, rinse with water. In case of contact with eyes,
rinse immediately with plenty of water and seek medical advice. If swallowed, induce vomiting and seek
medical advice.

[Date of Instruction Approval and Modification] 01/2014

[Explanation for Symbols]
—/ﬂ/ Store at

In Vitro Diagnostic Use

-
Ce

u Manufactured by Batch code
[EC]REP] Authorised Representative

Catalogue Number

Please read package insert

Use by IVD
N2

f{i Keep in Dark Places

The Color control conform to the
directive 98/79/EC (IVD-directive)

e
DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China
Tel: +86 431 85100409 Fax: +86 431 85172581
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn

Emergo Europe Molenstraat 15
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DIRUI®
AHanunsaTtopbl moun H cepuu

KoHTponb uBeTa NHCTpYKUMA

[HassaHue npoaykTa] KOHTPONL LBETa A4 aHaAM3aTOPOB MoUmn H cepun
[06bem] 8 mn/Ppn

[MpegHasHayeHne] KoHTpOAb LBETa AN aHAaAN3aTOPOB Moun H cepum ncnonblyetca ans obecneyeHus
KOHTPOANSA onpeaeneHuns LuBeta moun ans aHaansatopos moum DIRUI H cepun

[MpuHUMN] KoHTponem LBETa TECTUPYIOTCA LBETOBbIE CEHCOPbI aHAIM3aTOPOB MOYM
[CocTaB] KpacHbliit: AmapaHT; CuHuit: Fonyboi Kpacutenb; 3eneHblii: AmapaHT 1 Fonyboli Kpacutens.

[YcnoBua xpaHeHUs U CPOK rogHoCcTU] XpaHUTb B CYXOM, 3aLLULLEHHOM OT CO/THEYHOTO CBETa MeCTe Npu
Temnepatype 2°C - 8°C. B HEBCKPbLITOM BUAE CPOK rogHOCTM cocTasnseT 12 mecAaues. ocne BCKpbITUA Npwm
XpaHeHuun npu Temnepatype 2°C - 8°C cpok rogHocTu coctasaset 30 gHen.

[MprMmeHuMmble aHannsaTopbl] AHanM3aTopbl moun H cepum

[3TanoH (pedepeHcHbI ananasoH)]

YpoBeHb PedepeHCcHbIt guanasoH
KpacHblit KpacHbli
3eneHbit 3eneHbinn

CuHui CuHuii

[TpakToBKa pe3ynbtata] ObopyaoBaHMe GyHKLMOHMPYET HOPMaIbHO, ECM Pe3y/ibTaT KOHTPOISA LBeTa
noanagaetT B pedpepeHcHbIN Anana3oH, B Clydae HenonazaHua B pedepeHcHbl AMana3oH — UMeeTca
npobaema c obopyaoBaHnem.

[OrpaHunyeHne metoga)l KoHTpob LBETa NPUMEHMM TONIbKO A5 aHannsaTopos mouun DIRUI H cepum
[npepynpexaeHre n mepbl NPesoCcTOPOXKHOCTH]

1. MNorkanyicTa, NpuBeAnUTE NPOAYKT K KOMHATHOM TeMnepaType 1 NnepemMellainTe nepes,
NCMONb30BaHUEM.

2. XpaHuTe NAOTHO 3aKPbITbIM B XON04UNbHUKE npu TemnepaType 2°C - 8°C.

3. N36eratb KOHTAKTa C KOXKel 1 rnasamun. B ciyyae KoOHTaKTa ¢ KoxKel NpombITb BOAOM. B chyyae
KOHTAKTA C rnasamu obuibHO NPOMbITb BOAOM M 06paTUTbCA 38 MeAULMHCKOW nomoLupto. Mpu
NPOrnaTbiBaHWM BbI3BaTb PBOTY M 06PATUTLCS 32 MEANLMHCKON MOMOLLbIO.

[QaTa BHeceHua nsmeHeHunit] 01/2014

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



PIRUI’

H series urine analyzer

calibration liquid for Specific gravity m

[Product name] H series urine analyzer calibration liquid for Specific gravity

[Dimension] 8ml/vial

[Intended purposel H series urine analyzer calibration liquid for Specific gravity is used for
DIRUI's H series urine analyzer's refractometer's calibration.

[Principle] Using refraction method, refractometer tests the calibration liquid.

[Composition] carbamide (3.6%w/w) . Sodium Chloride (3.6%w/w) . potassium chloride

(1.2%w/w) . creatinine (0.001%w/w) . Sunsetyellow (0.08%w/w) .
Hydrazine yellow (0.08%w/w) . others (91.44%w/w) .

[ Storage Conditions and Guarantee Period] Stored in dry place and protected from sunlight,

with the temperature between 2°C-8C, the sealed shelf life is 12 months. After opened, stored

at the temperature between 2°C-8C, the shelf life is 30 days.

[Applicable analyzer] H series urine analyzer.

[Procedure] According to H series urine analyzer user manual.

[Result explanation] After refractometer calibration, the screen will show “calibration Ok” or
“calibration not OK” . “Calibration OK” means the instrumentisin
normal status; “Calibration not OK” means the calibration failed,
please rerun calibration or clean the refractometer.

[Limitation of testing method] The calibration liquid is only applicable to DIRUI's H series

urine analyzer.

[Warning and precautions]

1. Please resume the product to the room temperature 18°C ~25°C and blend it well before use.

2. keepitsealedin cooling condition under temperature 2°C ~8C.

3. Avoid contact with skin and eyes. In case of skin contact, rinse with water. In case of contact
with eyes, rinse immediately with plenty of water and seek medical advice. If swallowed,
induce vomiting and seek medical advice.

[Product performance] Accuracy: SG=1.040+0.005

[ Date of Instruction Approval and Modification] 01/2014

[Explanation for Symbols]

D:D Please read package insert /ﬂf Store at u Manufactured by LOT| Batch code
In Vitro Diagnostic Use [EC]REP| Authorised Representative Catalogue Number

C € The calibration liquid for Turbidity conform to the directive 98/79/EC (IVD-directive) g Use by

DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China

Tel: +86 431 85100409 Fax: +86 431 85172581 Emergo Europe Molenstraat 15
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2513 BH The Hague The Netherlands

st HO-HRSIECERER A

7 it i 21323103N

77 it RO 140*190mm

it SE Rk H
HiR: 6 H 3

56 H 3
S SERH 3
I B 7 56 H 3

ik




DIRUI®
AHanunsatopbl moun H cepum
KanubpoBouHas XuaKkoctb ana

dHaJ/n3a yagenbHoro seca l/]HCprKLI,MFI
[HasBaHue npoaykTa] KannbpoBoyHas XUAKOCTb ANA aHaAN3a YAENbHOro Beca A1 aHa/IM3aTOPOB MOUM
H cepun

[06bem] 8 mn/ .

[HasHaueHune] KannbpoBoyHasa XKMAKOCTb A8 aHa/IM3a yAeN1bHOro Beca A1a aHa/M3aTopoB moun H cepun
ncnosib3yeTtca Ans KanmbposKu pedpakTomeTpa aHanmnsaTopos DIRUI H cepumn

[MpuHumMn] Ona KannbpoBKM pedpakTomeTpa Ka/MOPOBOYHOM MMUAKOCTbIO WCMONAb3YETCA MeToj,
pedpakumu.

[CocTaB] kapbamup, (3,6% 06.), HaTpua xnopua, (3,6% 06.), xnopuna, Kanua (1,2% 06.), kpeaTrHuH (0,001%
06.), kpacutenb Sunset yellow (0,08% 06.), ruapasuH xentbiit (0,08% 06.), apyrne KomnoHeHTbl (91,44%).

[Ycnosua xpaHeHUs U CpoK roaHOCTM] XpaHUTb B CyXOM, 3aLMLLEHHOM OT CO/IHEYHOrO CBETa MecTe npwu
Temnepatype 2°C- 8°C. B HEBCKPbITOM BUAE CPOK rOAHOCTM cocTaBnaeT 12 mecaues. Mocne BCKpbITUA Npu
XpaHeHun npu Temnepatype 2°C - 8°C cpoK rogHocTh coctaBaseT 30 gHel.

[MpumeHMMble aHann3aTopbl] AHannsaTopsbl moun H cepum
[Mpoueaypa) B coOOTBETCTBUM C MHCTPYKLMEN NO 3KCMAyaTalMM aHaM3aTopoB Moun H cepum

[TpakToBKa pesynbtatoB] Mocie KanMbpoBKK pedpakToMeTpa Ha 3KpaHe oTobpasnTtca “calibration OK”
nnn “calibration not OK”. “Calibration OK” o3HayaeT HopmasbHbIN cTaTyc aHanmsaTopa. “Calibration not
OK” o3HauyaeT oWKBKY KannbpoBKM, NoXKanyicta, NpoBeamTe KanmbpoBKY NMOBTOPHO MAW MPOYMUCTUTE
pedpakTomeTp.

[OrpaHunyeHns npouenypbl] KannbposoyHaa KUAKOCTb NpefHa3HAYeHa TONbKO A4 aHAN3aTOPOB MOYU
DIRUI H cepun.

[MpeaynpexaeHna n mepbl NPeOCTOPOKHOCTH]

1. Noxkanyiicta, NpuseanTe NPOAYKT K KOMHaTHOW TemnepaTtype 18°C - 25°C n nepemewalite nepeg
NCNo/SIb30BaHMEM.

2. XpaHuTe NAOTHO 3aKPbITbIM B XON0AUNbHUKE npu TemnepaType 2°C - 8°C.

3. N36eraTb KOHTaKTa C KOXKel U rnasamu. B ciydae KOHTAKTA C KOXKeW NPOMbITb BOAOW. B cnyyae KOHTaKTa
C r1lazamn 0bMAbHO NMPOMbITb BOAOW M 06paTUTLCA 38 MeAMUMHCKOM nomolubio. Mpu npornatbiBaHMM
BbI3BaTb PBOTY M 06PaTUTLCA 32 MEANLMHCKON MOMOLLBHO.

[Paboume xapakTepucTnku npoayKktal TouHoCTb: yaenbHbl Bec (YB)=1.040+0.005

[QaTta BHeceHunsa nameHernnin] 01/2014

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



PIRUI’
DIRUI Turbilitor

Calibration Liquid m

[Product name] H series urine analyzer calibration liquid for Turbidity

[Dimension] 8ml/vial

[Intended purposel H series urine analyzer calibration liquid for Turbidity is used for DIRUI's H series urine
analyzer turbidimeter calibration.

[Principle] Using scattering theory, turbidimeter tests calibration liquid.

[Composition] Fu MA hydrazine turbidity quality control liquid (800NTU) .

[ Storage Conditions and Guarantee Period] Stored in dry place and protected from sunlight, with the

temperature between 2°C-8°C, the sealed shelf life is 12 months. After opened, stored at the temperature

between 2°C-8°C, the shelf life is 30 days.

[Applicable analyzer] H series urine analyzer.

[Procedure] According to H series urine analyzer user manual.

[Result explanation] After turbidimeter calibration, the screen will show “calibration Ok or “calibration
not OK” . “Calibration OK” means the instrument is in normal status; “Calibration
not OK” means the calibration failed, please rerun calibration or clean the turbidimeter.

[Limitation of testing method] The turbidity calibration liquid is only applicable to DIRUI's H series urine

analyzer.

[Warning and precautions] Please blend well and avoid contact with skins. In case of skin contact, rinse
with water. In case of contact with eyes, rinse immediately with plenty of water
and seek medical advice. If swallowed, induce vomiting and seek medical
advice.

[Product performance] accuracy: Turbidity=400+30NTU

[Date of Instruction Approval and Modification] 01/2014

[Explanation for Symbols]

DIJ Please read package insert /ﬂ/ Store at u Manufactured by Batch code

IVD| In Vitro Diagnostic Use [EC|REP] Authorised Representative Catalogue Number

c € The calibration liquid for Turbidity conform to the directive 98/79/EC (IVD-directive) g Use by

DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China
Tel: +86 431 85100409 Fax: +86 43185172581 Emergo Europe Molenstraat 15
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2513 BH The Hague The Netherlands
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DIRUI®
KannbposouHasa XXuaKkoctb ana

Typbuaumerpa DIRUI UHCTPYKLUMA

[HassaHune npoaykTa] KannbpoBoUuHas sKMAKOCTb A1A TYpbuammeTpum ANa aHanM3aTopos moun H cepum
[06bem] 8 mn/ .

[MpeaHasHauyeHne] KannbpoBoyHas XKMAKOCTb AnsA Typbuanmetpmum ana aHanmMsaTopoB moun H cepumn
NCMNONb3yeTCa ANA KaAMbPOoBKM TypbuanmeTpos aHanmsatopos moum DIRUI H cepun

[MpuHuMn] Ana KanMbpPoBKKU TYpOUANMMETPA UCNO/Ib3YeTCA NPUHLNN PacCeEMBAHMA.
[CocTaB] Fu MA ruapasuH a1a KOHTPOJIA KauecTBa MyTHOCTU Kugkoctu (800 NTU)

[Ycnosua xpaHeHUs U CpoK roaHOCTU] XpaHUTb B CyXOM, 3aLLMLLEHHOM OT CO/IHEYHOTO CBETa MecTe Npwu
Temnepatype 2°C - 8°C. B HEBCKPbITOM BUAE CPOK FOAHOCTM cocTaBnsaeT 12 mecAues. [Nocne BCKpbITUA NpuU
XpaHeHuu npu TemnepaType 2°C - 8°C cpok rogHocTn coctasaseT 30 aHen.

[MprMmeHnMble aHanusaTopbl] AHanmMsaTopbl mouun H cepum
[Mpoueaypa] B cooTBETCTBMM C MHCTPYKUMEN NO SKCNAyaTaLMM aHaIM3aTopoB moun H cepum

[TpakToBKa pesynbTaToB] MNocne KanMbpoBKM TypbuanumeTpa Ha 3KpaHe oTobpasuTca “calibration OK”
nnn “calibration not OK”. “Calibration OK” o3HauyaeT HopmanbHbIi cTaTyc aHanmsaTopa. “Calibration not
OK” o3HayaeT oWnbKy KanMbpoBKM, NOXKanyihicTa, NPoBeauTe KaiMbpoBKY MOBTOPHO WA MPOYMUCTUTE
Typbuanmerp.

[OrpaHuyeHuns npoueaypbl] KannbpoBoUHas KUAKOCTb NpeaHa3Ha4YeHa TO/IbKO /151 aHa/IM3aTOPOB MOYM
DIRUI H cepuwn.

[MpepynpexaeHua u mepbl npeaocToporkHocTn] [oxanylicta, xopowo nepemellainTe, usberatb
KOHTaKTa C KOXel 1 rnasamu. B cnydae KOHTaKTa C KOXKel NpoMbITb BOAOW. B ciyyae KOHTaKTa € rnasamm
06UNbHO NPOMbITb BOAOM M 06PaTUTLCA 38 MeAMLMHCKOM NoMoLLbto. Mpy nporaaTbiBaHNN BbI3BaTb PBOTY
M 06paTUTbCA 38 MeAULIMHCKOW NOMOLLLbHO.

[Paboumne xapakTepucTnkun npogyktal ToyHocTb: MyTHOCTb=400+30NTU

[QaTta BHeceHunsa nameHernnin] 01/2014

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



PDIRUI®
Standard Solution

For Urine Sediments m

[Product name] Standard Solution

[Package specification] 30mL, 60mL, 125mL, 500mL, 2L, 5L, 2x125mL, 3x125mL, 4x125mL;

[Intended use] This productis used to calibrate Urine Sediment Analyzer to guarantee to get accurate

testresults.

[Test principle] Flat flow cell imaging principle

[Main components] QC blood: 0.02%~0.1%, disodium hydrogen phosphate: 6.7mmol/L.

Note: fixed value is different in different lot number (see the label for values of each batch).

[Storage conditions and shelf life] Stored at 2°C~8°C, dry, sealed and protected from sunlight. The shelf

life refers to the label. It shall be sealed and kept in a dark place at the temperature of 2°C~8°C, and the

open-vial shelf life is 7 days.

[Test method] Refer to the user manual of the applicable instrument.

[Sample requirement] Fresh urine sample without centrifugation.

[Product performance indices]

1. Accuracy
Standard solution particles :900particles/uL~1,300particles/uL; relative bias shall be within the range
of £8.0%.

2. Homogeneity
CV=<10.0%

[Precautions]

1. Before use, gently shake it and avoid over exertion;

2. Avoid contact with skin and eyes;

3. Rinse eyes with the flow of warm water for a few minutes if the product splashes into eyes(ensuring
eyelids open). Seek medical care immediately if pain or swelling happens. Rinse with soap water and
water once skin contact occurs.

[Bibliography]

1. Ferris JA urine microscopy comparison & standard: Lab Med14: 659-662,1983.

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline-Second
Edition.

[Instruction Approved and Modified Date]

Approval date: 02/2017, Modified date: 01/2018

[Symbol explanation]

E]I] Please read the Specification Jg’ Storage temperature u Manufacturer IvD] In Vitro Diagnostic Reagent

N

o u d Expiration dat < Keptinadarkpl
Batch No. pwart E xpiration date /-%‘L\ eptinadark place
C € Comply with In-Vitro Diagnostic Devices Directive (98/79/EC) [ec[rer] Authorised Representative

s DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China E
Tel: +86 431 85100409 Fax: +86 431 85172581 EMERGO EUROPE Prinsessegracht 20
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2514 AP The Hague The Netherlands




CTaHpapTHbIM PacTBOp ANA aHA/IU3a OCaAKA MOUM

UHcTpyKuma

[HaumeHoBaHue npoayKta] CTaHAaPTHbIM pacTBOP

[Ynakoeka u ¢pacoska] 30 ma, 60 mn, 125 mn, 500 ma, 2 n, 51, 2 x 125 mn, 3 x 125 mn, 4 x 125 mn;

[HasHaueHue] MpoayKT ncnonblyertca A4nA NPoBeAeHUsA KaNMBPOBKM aHaIM3aTOPOB OCaAKa MOYM C Lie/iblo obecneyeHns TOYHOCTU
noJsiy4aembix pe3ynbTaTos.

[MpuHLMN meToaal TexHONOrMA NPOTOYHOM LLUTOMETPUN U UMPPOBON BU3yanM3aLLMm

[OcHOBHbIE KOMNOHEHTbI] KOHTPObHAA KPoBb: 0.02%~0.1%, HaTpuAa ruapodocdat: 6.7 MMob/A.

MpumeyaHue: 3HaYEHUA KOHTPOIbHOrO MaTepuana pPasnMyHbl ANA PasHbIX NAPTUI (3HAYEHMA AN KOHKPETHOM NapTUKM YKa3aHbl Ha
ynaKoBKe).

[YcnoBua xpaHeHus u cpoK rogHoctu] MaTtepuasnbl LOMKHbI XPaHUTLCA B CYXOM, 3aLUMLLEHHOM OT BO34ENCTBUA NPAMbIX COTHEYHbIX
nyyen mecte npu TemnepaTtype 2°C-8°C. CpoK rogHOCTM yKasaH Ha ynakoBke. B TemHom mecte npu Temnepatype 2°C-8°C
CcTabunnbHOCTb BO BCKPbITbIX G1aKOHaX COXpPaHAETCA B TeueHue 7 aHel.

[MeTop aHanusa] O6paTmTech K pyKOBOACTBY NO 3KCMN/yaTaLlmMm UCNOb3yeMOro aHaamnsaTopa.

[Tpe6oBaHua K o6pasuam] Ceerkme 06pasLbl HeLEeHTPUDYTMPOBaAHHON MOYN.

[Paboumne xapaKTepucTuku]

1. TouyHOCTb

Yactuupl ctaHaapTHOro pacteopa: 900 yactuu/mra ~ 1300 4acTuL/MKA; OTHOCMTE/IbHOE CMeLLeHMe A0/IKHO bbiTb B npeaenax +8.0%.
2. OgHoOpOoAHOCTb

CV £10.0%

[Mepbi npepocropoxkHocTH]

1. OCTOpOXKHO NepemeLLainTe nepes NCNoAb30BaHUEM;

2. W3beraiiTe KOHTaKTa C KOXKEW M rnasamu;

3. Mpu1 nonagaHuu B ra1asa NPoOMoOITE UX TENJIOM NPOTOYHOMN BOAON B TEYEHME HECKOIbKMX MUHYT. Mpun noasaeHMM 60aM UK OTeKa
HemeZaNeHHO obpaTuTeck K Bpady. B cnyyae nonafaHua Ha KOXy NPOMOWTE Mbl/IbHOM, @ 3aTEM YNCTOM BOAOM.

[NMutepatypal

1. Ferris JA urine microscopy comparison & standard: Lab Med 14: 659-662, 1983.

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline-Second Edition.

[QaTa yTBEpKAEHUA U peAaKLnM UHCTPYKUNK]

[Oata yteepxaeHusn: 02/2017, Oata pegakumu: 01/2018

[O6bacHeHMe cumBoNOB]

| LOT | Homep naptum & Mcnonb3osaTb 40
Bepx |6c [REP|  YMonHOMOUEHHbI npeacTasuTenb
wal Mpounssogutens VD TonbKo ANna ANarHOCTUKM in vitro

-

[:]Il MoxKanyicra, 03HAaKOMbTECH C MHCTPYKLMEN Temnepatypa XxpaHeHus

C€ Cootsetcreyet Aupektnse 98/79/EC MeauumHCcKmne cpeacTea et XpaHWUTb B TEMHOM MecTe
[MarHoCTUKM in vitro (IVDD) -

DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech

Development Zone Changchun, Jilin 130012 P.R.China

Tel: +86 431 85100409 Fax: +B6 431 85172581 Emearac Eurone Molenstraat 15
E-mail:dirvi@dirui.com.cn  http://www.dirui.com.cn 2513 BH The Hague The Netherlands

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru
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Focus PoKkycupyroLana XMAKoCTb

for Urine Sediment Analyzer Ans aHanu3aTopa ocagka Mo4u

MHCTPYKUMA NO NpUMEHeHUo

HasHauyeHwue:

dokycupytoLLias XUOKOCTb UCTONb3yeTcsl TONbKO B in Vifro avarHoctuke Ansi pabotbl Ha aHanusatope ocagka Moun(DIRUI Industrial Co., Ltd.). Ons
aHanusaTtopa 0CagKka MOYMOOMyCKaeTCs MCnonb3oBaHWe Tonbko peareHToB komnaHum DIRUIL. Mcnonb3oBaHve peareHTOB ApYrvX KOMMaHWA MOXET
NOBIUSATL HA TOYHOCTb Pe3ynbTaTos, 1 komnaHus DIRUI He HeceT OTBETCTBEHHOCTL 3a aHanmu3aTop npu paboTe Ha Apyrvix pacTBopax.

PeareHT ncnonbayertcsa Ans exxeaHEeBHOW NPOBEPKU (POKYCUPOBKM.

®dacoBka:
125 mn

Cocras:
KoHTpornbHas kpoBb (1ckyccTs.) 0.0015%
(JTamekcHble Yacmuup! ¢ KpacumesieM OKCUOOM Kerle3a)
Tpuc 6ydep 0.02 monb/n
pH~7.10 £ 0.2 npn (25+1)°C

CTabuNbHOCTb M XpaHeHue:
Temnepatypa xpaHeHusi: 2-8°C B CyxoM M 3aLLMLLEHHOM OT cBeTa MecTe. PnakoHbl JOMKHbI ObITb NNOTHO
3akpbiTeiMu. Cpok rogHocTh: 8 mecsiueB. Cpok rogHOCTH peareHToB nocne BekpbiTus: 30 gHen.

MoaroToBka k pa6oTe:
doKycrpoBKa A0IKHa NPOBOAUTLCS EXXEAHEBHO. Mepen 1cnonb30BaHMeM NepeMeLLianTe peareHT.

MeToauka ncnonb3oBaHus:

- BO3bMUTE OZIHY CTEKISIHHYHO NMPOBUPKY, HAMOMHEHHYHO 6 MIT XKUAKOCTU A71s1 (DOKYCUPOBKM.

- locTaBbTe NPOBMPKY Ha NEPBYHO MO3VLIMIO B LUTATMBE.

- YCTaHOBWTE LUTATUB C NPOBMPKON Ha KOHBEWEep CrpaBa U HaxMuTe KHorky «Caliby.

- HaXXMUTe KHOMKy «Start Focus».

Yka3aHus No UCronb30BaHWIo MpuBeAeHb! Taloke B NOMb30BaTENbCKOM PYKOBOACTBE aHanvaatopa ocagka Moun.

Mepbl NpeaoCcTOPOKHOCTHU:

1. Bbepeyb OT geTen.

2 V3beraTb KOHTaKTa peareHTa C KOXel 1 rmnasamu.

3. MNpw nonagaHum B rasa HemeaneHHO NPOMBbITh X C GOMNbLUMM KONMYECTBOM BOAbI M 0OpPaTUTLCS 3@ MeAULMHCKON nomoLLbto. [Mpu nonagaHum Ha
KOXY NMPOMbITb MECTO KOHTaKTa C MblrioM. [puv criy4atHoM npornatbiBaHUY NPOMbITb XeNyAoK 1 06paTUTLCS K Bpady.

O6Ge3BpexnBaHMe OTXOAO0B:
B cOOTBETCTBUM C MECTHLIMI NPaBUNamMu yTUIM3aumm.

YcnoBHble 0603HauYeHuUA:

- YuTtaTb MHCTPYKUMIO Nepes fi TemnepaTypa xpaHeHusi MpownssoauTens
[::[L—_I nprYMeHeHnem _,/If
[lnsi MH-BUTPO AMarHOCTUKU LaT Homep nota g Cpok rogHocTu
c E CootBetctByeT TpeboBaHusm EC ansi IVD (ampektusa 98/79/EC) IEI Knacc onacHocTu
U3sroTtoBuTens:
DIRUI INDUSTRIAL CO.,LTD.
Agpec: 95 Yunhe Street, New & High Tech. Ten:+86 431 85100409 dakc: +86 431 85173354

Development Zone Changchun, Jilin 130012 P.R.China E-mail :dirvi@dirui.com.cn  http://www.dirui.com.cn

lMepesod uHcmpyKyuu Ha pycckull s3bik eepeH. 12.08.2013

Perucrpamuna MH B PocagpaBramzope
www.nevacert.ru | info@nevacert.ru



PDIRUI®
Positive Control/

For Urine Sediments m

[Product name] Positive Control

[Package specification]

Positive control: 40mL, 60mL, 125mL, 500mL, 2L, 5L, 2x125mL, 3x125mL, 4x125mL;

[Intended use] This product is used for QC during test.

[Test principle] Flat flow cell imaging principle

[Main components] QC blood: 0.02%~0.1%, disodium hydrogen phosphate: 6.7mmol/L.

Note: fixed value is different in different lot number (see the label for values of each batch).

[Storage conditions and shelf life] Stored at 2°C~8°C, dry, sealed and protected from sunlight. The shelf

life refers to the label. It shall be sealed and keptin a dark place at the temperature of 2°C~8°C, and the

open-vial shelf life is 30 days.

[Test method] Refer to the user manual of the applicable instrument.

[Sample requirement] Fresh urine sample without centrifugation.

[Product performance indices]

1. Accuracy: Positive control particles: 900particles/uL~1,300particles/uL; relative bias shall be within
the range of +8.0%.

2. Homogeneity: CV<10.0%

[Precautions]

1. Before use, gently shake it and avoid over exertion;

2. Avoid contact with skin and eyes;

3. Rinse eyes with the flow of warm water for a few minutes if the product splashes into eyes(ensuring
eyelids open). Seek medical care immediately if pain or swelling happens. Rinse with soap water and
water once skin contact occurs.

[Bibliography]

1. Ferris JA urine microscopy comparison & standard: Lab Med14: 659-662,1983.

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline-Second

Edition.

[Instruction Approved and Modified Date]

Approval date: 02/2017, Modified date: 01/2018

[Symbol explanation]

[E] Please read the Specification _,R’ Storage temperature u Manufacturer IvD] In Vitro Diagnostic Reagent

N7
o Upward Expiration date S Keptinadark place

Batch No. pw E xpirati N Pt P

C € Comply with In-Vitro Diagnostic Devices Directive (98/79/EC) Authorised Representative

s DIRUI INDUSTRIAL CO.,LTD.

95 Yunhe Street, New & High Tech.

Development Zone Changchun, Jilin 130012 P.R.China E
Tel: +86 431 85100409 Fax: +86 431 85172581 EMERGO EUROPE Prinsessegracht 20
E-mail:dirui@dirui.com.cn  http://www.dirui.com.cn 2514 AP The Hague The Netherlands




MonoxutenbHbIA KOHTPONb ANA AHANIM3a OCagKa MOUU

UHcTpyKuma

[HaumeHoBaHue npoayKTa] MoN0KUTENbHBIN KOHTPO/Ib

[YnakoeKka u ¢acoskal

MonoxntenbHbl KOHTPOAb: 40 ma, 60 ma, 125 mn, 500 mn, 2 1, 51, 2 x 125 mn, 3 x 125 ma, 4 x 125 mn;

[HasHaueHue] MpoayKT ncnonb3yeTtca ANA NPOBEAEHMA KOHTPOIA KauecTBa Npu TECTUPOBAHUM.

[MpuHUMN meToaal TexHONOMMA NPOTOYHOM LLUTOMETPUN U UMPPOBOIN BU3yanM3aLLMm

[OcHOBHbIE KOMNOHEHTbI] KOHTPObHAA KPoBb: 0.02% ~ 0.1%, HaTpuAa ruapodocdat: 6.7 MMob/A.

MpumeyaHue: 3HaYeHNA KOHTPOIbHOIrO MaTepuana PasMyHbl ANA PasHbIX NAPTUN (3HAYEHMA AN KOHKPETHOM NapTUKM YKasaHbl Ha
ynaKoBKe).

[YcnoBus xpaHeHua 1 cpoK rogHocTn] MaTepuanbl fOKHbBI XPAaHUTLCA B CYXOM, 3aLLMLLEHHOM OT BO34,EeWCTBUA NPAMbIX COTHEYHbIX
nyyen mecte npu TemnepaTtype 2°C-8°C. CpoK rogHOCTM yKa3aH Ha ynakoBke. B temHom mecte npu Temnepatype 2°C-8°C
cTabunnbHOCTb BO BCKPbITLIX G1aKOHax coxpaHaeTca B TeueHue 30 gHew.

[MeTop aHanusa] O6paTmTech K pyKOBOACTBY MO 3KCM/yaTaLlmMm UCNOb3yeMOro aHaamnsaTopa.

[Tpe6oBaHua K o6pasuam] Ceerkme 0b6pasLbl HeLEeHTPUYTMPOBaHHOM MOYN.

[Paboumne xapaKTepucTuku]

1. TouHOCTb: YacTuubl NONOKUTENBHOTO KOHTPOAA: 900 yactuu/mkn ~ 1300 yacTuu/MKI; OTHOCUTENBHOE CMeLLeHMe A0/IKHO 6biTb B
npegenax £8.0%.

2. OpgHopogHocTb: CV £10.0%

[Mepbi npepocTopokHOCTH]

1. OcTOpOKHO NepemeLLainTe nepes UCNoAb30BaHUEM;

2. W3beraiiTe KOHTaKTa C KOXKEW M rnasamu;

3. Mpu1 nonagaHuu B r1asa NPoMoiTe UX TENOM NPOTOYHON BOLON B TEYEHME HECKOIbKMX MUHYT. Mpu nosasaeHMn 6011 UAn oTeka
HemeZ/leHHO obpaTuTeck K Bpady. B cnyyae nonafaHus Ha KOXy NPOMOWTE MblIbHOWM, @ 3aTeM YNCTOM BOAOM.

[Mutepatypal

1. Ferris JA urine microscopy comparison & standard: Lab Med 14: 659-662, 1983.

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline-Second Edition.

[OaTa yTBEpXKAEHUA U peAaKLUU UHCTPYKUUK]

[Hata yteepxaeHusn: 02/2017, Oata pegakumu: 01/2018

[O6bAcHeHMe cumBonoB]

-y

| LOT | Homep napTum Wcnonb3osatb Ao

Bepx YNONHOMOYEHHbIN NPeacTaBUTeNb

wal Mpounssogutens TonbKo ANna ANArHOCTUKM in vitro

[:Iﬂ Moxanyicra, 03HaKOMbTECH C MHCTPYKLMEN Temnepatypa XpaHeHua

C€ CootsetcreyeT Aupektnse 98/79/EC MeauumHCKue cpeacTea B XpaHWUTb B TEMHOM MecTe
[MarHocTuKK in vitro (IVDD) I
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DirUI®
Negative Conftrol

For Urine Sediments m

[Product name] Negative Control

[Package specification]

Negative control: 40mL, 60mL, 125mL, 500mL, 2L, 5L, 2x125mL, 3x125mL, 4x125mL;

[Intended use] This productis used for QC during test.

[Test principle] Flat flow cell imaging principle

[Main components] disodium hydrogen phosphate: 6.7 mmol/L.

Note: fixed value is different in different lot number (see the label for values of each batch).

[Storage conditions and shelf life] Stored at 2°C~8°C, dry, sealed and protected from sunlight. The shelf

life refers to the label. It shall be sealed and kept in a dark place at the temperature of 2°C~8°C, and the

open-vial shelf life is 30 days.

[Test method] Refer to the user manual of the applicable instrument.

[Sample requirement] Fresh urine sample without centrifugation.

[Product performance indices]

Accuracy:Negative control particles<20 particles/uL

[Precautions]

1. Before use, gently shake it and avoid over exertion;

2. Avoid contact with skin and eyes;

3. Rinse eyes with the flow of warm water for a few minutes if the product splashes into eyes(ensuring
eyelids open). Seek medical care immediately if pain or swelling happens. Rinse with soap water and
water once skin contact occurs.

[Bibliography]

1. Ferris JAurine microscopy comparison & standard: Lab Med14: 659-662,1983.

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline-Second

Edition.

[Instruction Approved and Modified Date]

Approval date: 02/2017, Modified date: 01/2018

[Symbol explanation]

DI] Please read the Specification /ﬂ" Storage temperature u Manufacturer IvD] In Vitro Diagnostic Reagent

. u d Expiration dat X Keptinadarkpl
Batch No pwar: Q xpiration date /-4% eptin adark place
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OTpuLUaTeNbHbIA KOHTPOb ANA aHaNAN3a OCafKa MOYU

UHcTpyKuma

[HaumeHoBaHue npoayKta] OTpuLaTeIbHbI KOHTPOb

[YnakoeKka u ¢acoskal

OTpuuaTenbHbln KOHTpoab: 40 ma, 60 ma, 125 mn, 500 mn, 2 1,51, 2 x 125 mn, 3 x 125 mn, 4 x 125 mn;

[HasHaueHue] MpoayKT ncnonblyeTtca A41A NPOBEAEHMSA KOHTPOIA KauecTBa Npu TECTUPOBaHUM.

[MpuHUMN meToaal TexHONOMMA NPOTOYHOM LLUTOMETPUN U UMPPOBOIN BU3yanm3aLLMm

[OcHOBHbIE KOMNOHEHTbI] HaTpuA rmapodocdat: 6.7 Mmonb/N.

MpumeyaHue: 3HaYeHNA KOHTPOIbHOrO MaTepuana PasMYHbl ANA Pa3HbIX NAPTUN (3HAYEHMA AN KOHKPETHOM NapTUKM YKasaHbl Ha
ynaKoBKe).

[YcnoBus xpaHeHua 1 cpoK rogHocTn] MaTepuranbl JOKHbI XPAaHUTHCA B CYXOM, 3aLLMLLEHHOM OT BO34,ENACTBUA NPAMbIX COTHEYHbIX
nyyen mecte npu TemnepaTtype 2°C-8°C. CpoK rogHOCTM yKasaH Ha ynakoBke. B TemHom mecte npu Temnepatype 2°C-8°C
cTabunbHOCTb BO BCKPbITbIX G1aKOHax coxpaHaeTca B TedeHne 30 gHew.

[MeTtog aHanusa] O6paTmTech K pyKOBOZACTBY NO 3KCM/yaTaLMm UCNOb3yeMOro aHaamnsaTopa.

[Tpe6oBaHua K o6pasuam] Ceekme 06pasLbl HeLEeHTPUPYrMPOBaHHOM MOYN.

[Paboumne xapaKTepucTuku]

1. TouHoCTb: YacTuLbl OTPULEATENBHOTO KOHTPOA <20 YacTuu/MKn

[Mepbl npegocTopoxkHocTU]

1. OcToOpOXKHO NepemeLLaiTe nepes UCNOb30BaHUEM;

2. N3beraiTe KOHTaKTa C KOXKel U rnasamu;

3. Mpw nonagaHuu B rnasa NPOMOMNTE UX TEMJIOM NPOTOYHOMN BOAOW B TEYEHUE HECKONBKUX MUHYT. pu noasneHnn 60am nam oTeka
HemeZa/leHHO obpaTuTech K Bpady. B cnyyae nonafaHus Ha KOXKY NPOMOWTE MblIbHOW, @ 3aTEM YNCTOM BOZOM.

[Mutepatypal

1. Ferris JA urine microscopy comparison & standard: Lab Med 14: 659-662, 1983.

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline-Second Edition.

[OaTa yTBEpKAEHUA U peAaKLU UHCTPYKUUK]

[Hata yteepxaeHusn: 02/2017, Oata pegakumu: 01/2018

[O6bacHeHue cumBoNOB]

| LOT | Homep napTum

Bepx

C
wl npoussogutens ToNbKO ANs ANAarHOCTUKM in vitro

[:Iﬂ Moxanyicra, 03HaKOMbTECH C MHCTPYKLMEN

Mcnonb3osaTb A0

YNOAHOMOYEHHbIW NpeacTaBuTesb

Temnepatypa XxpaHeHua

C€ Cootsetcreyet [npektuse 98/79/EC MeauumMHCKune cpeacTea /\’\I.L/

L - XpaHWTb B TEMHOM MmecTe
[MarHocTuKK in vitro (IVDD) R P
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PDIiRUI’

Urine Sediment Analyzer Detergent m

[Product Name] Urine Sediment Analyzer Detergent
[Packaging Specification] 300mL, 500mL
[Intended Use] Rinse the pipeline and flow cell
[ Test Principle] Flow cell technique and high-speed imaging technique
[Main Ingredient] Sodium hypochlorite
[Storage Condition and Shelflife] Stored at2°C~30°C in a dry place, protected from
sunlight, and sealed. The shelflife is 12 months. After opened, the shelflife is 30 days.
[For Instrument] FUS Series Urine Sediment Analyzer and Urinalysis Hybrid
[Usage] See User Manual of FUS Series Urine Sediment Analyzer and Urinalysis Hybrid.
[Sample Requirement] Fresh urine sample without centrifugation.
[Performance Indicator] pHis 12.10£0.5at (25+1) C
[ Matters Needing Attention]
1.Avoid contact with skin and eyes;
2.Flush eyes with the flow of warm water for a few minutes if the product
splashed into eyes (ensuring eyelids opened). Seek medical advice immediately
if pain or swelling happened. Flush with soap water and water once skin
contact occurs.
R31: Exposed to acid will release toxic gas R36/38: Irritating to eyes and skin
S2: Out of reach for children S25: Keep away from eyes
Paste hazard label, danger and safety instructions on DIRUI product comply with
European Community regulations.
[Bibliography]
1.Ferris JA Comparison and standards of urine microscopy Lab Med 14:659-662,1983
2.Method Comparison and Bias Estimation Using Patient Samples; Approved
Guideline-Second Edition.

mbol Explanation
(Sy p ) Dﬂ PleasereadtheUserManuallﬂ" Stored at u Manufacturer
“[®]  Dangerlevel Lot Number & Valid until

C € Conform to EU in vitro diagnostic medical equipment directives98/79/EC

m Authorised Reprsentative Catalogue number
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DetepreHT ANa aHanu3aTopa ocagKa moum

PykoBoACTBO nonb3oBaTens

(HaumeHoBaHMe npoayKTa) [leTepreHT gns aHaAM3aTopa 0CaKka MOYM

(Pacoska) 300 mn, 500 mn

(HasHaueHue) MpomMbiBKa CUCTEMHBIX TPYOOK M MPOTOYHOM KIOBETbI.

(MpuHUMN) MeToa NPOTOYHOM LLUTOMETPUMN U BbICOKOCKOPOCTHOM BU3yan3aLumu.

(CocraB) Hatpusa runoxnopur

(XpaHeHue u cpok rogHOoCTU) MaTepmasnbl AOMKHbI XPAaHUTLCA B CYXOM, 3aLMLLEHHOM OT BO3A4ENCTBUA NPAMbIX
CONHEeYHbIX nyvyer mecte npu Temnepatype 2°C-30°C. CpoK rogHOCTM HEBCKPbLITbIX $NaKOHOB cocTasaseTt 12
mecsaues. CpoK roagHoOCTU nocne BCKpbITUs - 30 gHEN.

(Moaxoanawme aHanusaTopbl) AHaNM3aTOPbl 0OCagKa Mouun cepumn FUS 1 rubpuaHblie aHannsaTopbl MOYM.
(Mpoueaypa) B cooTBETCTBUM C PYKOBOACTBOM MO/1b30BaTeNA aHanM3atopa ocagka mouum cepum FUS wnam
rMépMAHOro aHaIM3aTopPbl MOYM.

(TpeboBaHua k obpasuyam) Ceerxkne 0b6pasLbl HelueHTPUPYrMpoBaHHOM MoYn.

(Xapakrepuctuku) pH 12.0+0.5 npu Temnepatype (25+1)°C

(Mepbl NpenoCcTOPOIKHOCTH)

1. U3beraitTe KOHTaAKTa C KOXKel 1 rnasamu;

2. MNpun nonagaHum B rnasa NPoOMOMTe TeMNIOM NPOTOYHOM BOAOWM HA NPOTAXKEHUM HECKOJIbKMX MUHYT (MPK 3TOM
HeobxoaMMOo AeprKaTb BEKM OTKPbITbIMK). Mpun nosiBAeHnn 60aM UM OTeKa HemegNeHHO 0bpaTmUTeCh K Bpauyy.
B cnyyae nonagaHMa Ha KOXKY NPOMOMTE MbIIbHOM, a 3aTeM YNCTO BOAON.

R31: MNpu KOHTaKTe C KUCNOTaMM BblaeNAaeT TOKCUUYHbIN R36/38: Bbi3biBaeT pa3apaskeHue r1as U KoXu

ras

S2: XpaHWUTb B MecTax, He4OCTYMHbIX ANs AeTel S25: N3beraTtb NnonagaHuA B rnasa

PasmelueHMe 3HAKOB OMACHOCTM, MHCTPYKLUMIM No TexHUKe 6e3onacHocTy Ha npoayktax DIRUI cooTBeTcTBYET
npasunam EBponeiickoro coobuiecrtsa.

(NMuTepatypa)

1. Ferris JA Comparison and standards of urine microscopy Lab Med 14:659-662, 1983

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline — Second Edition.
(O6bacHeHMe cumBoNOB)

@ Homep naptuum ﬁ Ncnonb3oBatb A0
ApTUKyA YNO/IHOMOYEHHbIV NpeacTaBuTeNb
Wl  rpowussoauTens |Z| YpoBeHb 0MacHOCTH
[Til MoXanymcra, 03HAKOMbTECb C UHCTPYKLMEN ,ﬂr Ycnosua xpaHeHua
Ce€ CootsertcteyeT Anpektuse 98/79/EC MeauumHCKMe cpeacTBa AMarHOCTUKM in vitro (IVDD)

(OaTta yTBep»KaeHuA u pepakuum pykosoacrtsa) 04/2017
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m]=N]N

Urine Sediment Analyzer Reagent -- Diluent m

[Name] Diluent for Urine Sediment Analyzer

[Specification] 500mL

[Intended Use] diluting sample

[ Test Principle] Flat flow cell imaging principle

[Ingredient] Disodium hydrogen phosphate, sodium chloride, potassium
dihydrogen phosphate

[Storage Condition and Validity] Stored at2°C~30°C dry, protected from sunlight,
and sealed. The validity is 12 months. The validity after opened is 30 days.

[For Instrument] Urine Sediment Analyzer

[Usage] See user manual of urine sediment analyzer.

[Sample Requirement] Fresh urine sample without centrifugation.

[Performance Indicator)] pHis about 6.30+£0.20 at (25+1) C

[Important Notice]
1.Avoid contact with skin and eyes;
2 Rinse eyes with the flow of warm water for a few minutes if the product
splashed into eyes (ensuring eyelids opened). Seek medical care immediately
if pain or swelling happened. Rinse with soap water and water once skin contact
occurs.

[Bibliography]
1.Ferris JA Comparison and standards of urine microscopy Lab Med
14:659-662,1983
2 Method Comparison and Bias Estimation Using Patient Samples; Approved
Guideline-Second Edition.

[Symbol Explanation]

E]IJ Please read the User Manual /ﬂ" Stored at u Manufacturer

IVD| Invitro diagnostic reagent Lot Number E Valid until

C € Conform to EU in vitro diagnostic medical equipment directives98/79/EC

m Authorised Reprsentative REF| Catalogue number

[Manual Approved and Modified Date] 04/2017
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PasbaBuTtenb AnA aHanM3aTopa ocagKa Mmouu

PykoBoACTBO nonb3oBaTens

(HaumeHoBaHue npoaykTa) PazbasuTenb AN8 aHaAM3aTOpPaA 0CaAKA MOUM

(Pacoska) 500 mn

(HasHaueHune) PaszbaBneHne obpasua

(MpuHUMN) MeToa NPOTOYHOM LLUTOMETPUMN U BbICOKOCKOPOCTHOM BU3yan3aLumu.

(CocraB) Hatpusa rugpodocdar, HaTpusa xnopua, Kanms aurnapodocoar.

(XpaHeHue u cpok rogHoCTU) MaTepmasbl LOMKHbI XPAaHUTLCA B CYXOM, 3aLMLLEHHOM OT BO3A4ENCTBUA NPAMbIX
CONHEeYHbIX nyvyen mecte npu Temnepatype 2°C-30°C. CpoK rogHOCTM HEBCKPbLITbIX GNaKOHOB cocTasaseTt 12
mecsaues. CpoK roagHoOCTU nocne BCKpbITUS - 30 gHEN.

(MoaxopAwme aHann3aTopbl) AHaIM3aTOPbI OCAAKA MOYM

(Mpoueaypa) B cooTBeTCTBUM C PYyKOBOACTBOM MO/Ib30BATENA aHAIM3aTOPa OCaZKa MOYMN.

(TpeboBaHua k obpasuyam) Ceexkne 06pasLbl HelueHTPUPYrMpoBaHHOM MoYn.

(Xapakrepuctuku) pH okono 6.30+0.20 npu Temnepatype (25+1)°C

(Mepbl npegocTopoXKHOCTH)

1. U3beraitTe KOHTaAKTa C KOXKel 1 rnasamu;

2. MNpun nonagaHum B rnasa NPoOMOMTe TeMNIOM NPOTOYHOM BOAOWM HA NPOTAXKEHUM HECKOJIbKMX MUHYT (MPK 3TOM
HeobxoaAMMO AeprKaTb BEKM OTKPbITbIMU). MpKn NosiBAEHUN BOAU UM OTEKA HEMEOIEHHO 0bpaTUTECh K Bpauyy.
B cnyyae nonagaHMa Ha KOXKY NPOMOMTE MbIIbHOM, a 3aTeM YNCTO BOAON.

(NMuTepatypa)

1. Ferris JA Comparison and standards of urine microscopy Lab Med 14:659-662, 1983

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline — Second Edition.
(O6bacHeHMe cumBoNOB)

E Homep napTtum * Ncnonb3osaTtb A0
ApTUKYN [ez[mer]  YMOJIHOMOYEHHbIM NpeacTaBuTeNb
il Mpounssogutens IVD|  PeareHT ans in vitro ANarHOCTUKN
Eﬂ] Moxanyincra, 03HAKOMbTECb C MHCTPYKLUMEN ,ﬂr YcnoBusa XxpaHeHuA
Ce€ CootsertcteyeT Anpektuse 98/79/EC MeauumHCKMe cpeacTBa AMarHOCTUKM in vitro (IVDD)

(OaTta yTBep»KaeHuA u pepakuum pykosoacrtsa) 04/2017
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PDIRUI’

Urine Sediment Analyzer Reagent -- S h eath

[Name] Sheath for Urine Sediment Analyzer
[ Specification] 5L/10L/15L/20L
[Intended Use] Used to wrap the sample to form a sheath flow to conduct urine
physical component counting
[ Test Principle] Flat flow cell imaging principle
[Ingredients] PBS buffer, sodium chloride, EDTA, non-ionic surfactant
[Storage Conditions and Shelf Life] Stored in the shade at 2’C ~30°C and kept
dry and airtight, the shelf life is 18 months. The open vial shelf life is 60 days.
[For Instrument] Urine Sediment Analyzer
[Usagel See user manual of urine sediment analyzer.
[Sample Requirement] Fresh urine sample without centrifugation.
[Performance Indicator] pHis about7.55 £0.20 at (254+1) C
[Important Noticel
1. Avoid contact with skin and eyes;
2. Rinse eyes with the flow of warm water for a few minutes if the
product splashes into eyes (ensuring eyelids opened). Seek medical
care immediately if pain or swelling happens. Rinse with soap water
and water once skin contact occurs.
[Bibliography]l
1. Ferris JA Comparison and Standards of Urine Microscopy Lab Med
14:659-662,1983
2. Method Comparison and Bias Estimation Using Patient Samples;
Approved Guideline-Second Edition.
[Symbol Explanation]

E]I] Please read the User Manual /ﬂ’ Storedat MMl Manufacturer

In vitro diagnostic reagent Lot Number ' valid until

C € Conformto EU in vitro diagnostic medical equipment directives98/79/EC

EEH Authorised Representative Catalogue number
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Xuakoctb o6xkumarowan ana aHaansaTopa ocagKka mouum

PykoBoACTBO nonb3oBaTens

(HaumeHoBaHue NpoAyKTa) KMAKOCTb 06XKMMatOLLAnA ANA aHAIM3aTOPa 0CaAKA MOYM
(PacoBka)5n1/10n/1510/20n

(HasHaueHue) Wcnonb3yetca pna dopmupoBaHMa o6KMMaloWero MNOTOKa Npu noacdyete GU3NMYECKUX
KOMMNOHEHTOB MOYM.

(MpuHUMN) MeToa NnnaHapHOW NPOTOYHON LUTOMETPUM C BU3yannsaumen.

(CocraB) ®ocdaTtHbIl bydep, HaTpua xnopua, IATA, HenoHoreHHoe MAB

(XpaHeHue u cpoK rogHoCcTU) MaTepuranbl AOMKHbI XPAaHUTLCA B CYXOM, 3aLLMLLEHHOM OT BO34ENCTBMA NPAMbIX
CONHeYHbIX nyvyer mecte npu Temnepatype 2°C-30°C. CpoK rogHOCTM HEBCKPbLITbIX GNaKOHOB cocTaBaseT 18
mecsaues. CpoK roagHOCTU nocne BCKPbITUSA - 60 gHEN.

(MoaxoanAwme aHanusaTopbl) AHAaNM3ATOPbI OCaZKa MOYMN.

(Mpoueaypa) B cooTBeTCTBUM C PYyKOBOACTBOM MO/Ib30BATENA aHAIM3aTOPa OCaZKa MOYMN.

(TpeboBaHua k obpasuyam) Ceerxkne 0b6pasLbl HelueHTPUPYrMpoBaHHOM MoYn.

(Xapakrepuctuku) pH okono 7.55+0.20 npu Temnepatype (25+1)°C

(Mepbl NnpesoCcTOPOIKHOCTH)

1. U3beraitTe KOHTaAKTa C KOXKel 1 rnasamu;

2. MNpun nonagaHum B rnasa NPoOMOMTe TeNIOM NPOTOYHOM BOAOWN HA NPOTAXKEHMUM HECKOJIbKMX MUHYT (MPY 3TOM
HeobxoaMMOo AeprKaTb BEKM OTKPbITbIMKM). Mpun nosiBAeHnn 6011 UNM OTeKa HemegNeHHO 0bpaTmUTech K Bpauyy.
B cnyyae nonagaHMa Ha KOXKY NPOMOMTE MbIIbHOM, a 3aTeM YNCTO BOAON.

(NMuTepatypa)

1. Ferris JA Comparison and standards of urine microscopy Lab Med 14:659-662, 1983

2. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline — Second Edition.
(O6bacHeHMe cumBoNOB)

[Lor]  Homep napTum

® Wcnonb3oBaTb A0
ApTUKyA YNO/IHOMOYEHHbIV NpeacTaBuTeNb
wad Mpounssogutens VD]  PeareHT Ans in vitro ANarHOCTUKN
[T MoKanyncra, 03HAKOMbTECb C MHCTPYKLMEN /ﬂr Ycnosua xpaHeHus

Ce€ CootsertcteyeT Anpektuse 98/79/EC MeauumHCKMe cpeacTBa AMarHOCTUKM in vitro (IVDD)
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