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REF| H-151 W%

NHCTPYKIUA
10 NPUMEHEHHN IO
Ha0Oopa pearenrTos
«1C-UPA-AHTHU-BIIT'-1,2-G»
TecT-cucTemMa uMMyHOGepPMEHTHAA VISl BbISIBJICHUSI AHTHTEJI
kJjacca 1gG k Bupycam npocroro repneca 1 u 2 TUnos,
HA0Op IMArHOCTHYECKUM
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HNucTpykuus no npumeHenuio «1C-UDPA-AHTHU-BIIT-1,2-G»
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»
HaGop peareHTOB paccunTaH Ha TIpoBencHHE 96 (oamH pa3OOpHBIN
IUIAHIIET) OMNpPEIEICHHM, BKJIOYasi KOHTPOJbHBIC, MPEAHA3HAYEH KakK IS
pPY4YHOM TOCTAaHOBKM, Tak W g noctaHoBKM Ha HWDA-ananuzaropax
OTKPBITOT'O THUIIA C BO3MOKHOCTBIO IPOOHOT0 MCIOJIH30BAHMUS.

|. HASHAYEHHE

HabGop  pearentoB  «JIC-UDA-AHTU-BIIT-1,2-G»  Tecr-cucrema
uMMyHO(EpMEHTHasi Il BBISBJICHUS aHTUTEN Kiacca IgG k Bupycam
npoctoro reprneca 1 m 2 TunoB, HaO0Op IWArHOCTHYECKHN MpETHA3HAYEH
JUIsL BBISIBJICHUA creruduueckux aHtuten kjgacca G K BHUpycaM MPOCTOrO
repreca 1 u 2 TUNIOB B 00pa3iiax ChIBOPOTKH (T1a3Mbl) KPOBHU YEJIOBEKA.

1. ITPUHIMAII TECTA

[TpuHUMATT JIEVUCTBUA Habopa — HENPSMOU IBYXCTaIUNHBIN
uMMyHOpepMeHTHbIN aHanmu3. Ilpu mnocranoBke MDA B Tect-cucreme
«JIC-UDA-AHTU-BIIT-1,2-G» wuccrenyembie 00pa3ilbl BHOCAT B JIYHKH
CTPUIIOB HMMMYHOCOPOEHTa C UMMOOWMJIM30BAHHBIMU AHTUT€HAMHU BHUPYCOB
npoctoro reprieca 1 u 2 tunos. [Ipu Hanuyuu B oOpasziax crnernupuyeckux
antuten kiacca G o0Opa3yeTcs KOMIUIEKC AaHTUIE€H-aHTUTENO, KOTOPBIH
JNETEKTUPYETCAd KOHBIoraroM aHtuten K [gG  denmoBeka, MeEYEHHBIX
MEPOKCHU/IA301 XPEeHa.

Buszyanuzanust mpoOUCXOIWT B XUMHYECKOM PEAKIUU TMEPOKCUAA3BI C
TMb-CyOcTpaTHbiM  pacTBOPOM C 00pa3oBaHUEM IIBETHOM  peEaKIuu,
WHTCHCUBHOCTh KEJITOr0 OKPAIIMBAHUA MPOHOPIIMOHAIBHA KOJIUYECTBY
coAepKalluXcs B UCcieryeMoM oopasiie antuten kiacca G k BIIT 1,2 Ttumnos.

I1l. COCTAB HABOPA PEATEHTOB «/IC-U®A-AHTHU-BIIT'-1,2-G»
3.1. CocraB Habopa:

Tabnuma 1
dopma
XapaKTEPUCTUKH PEAreHTOB
BBIITyCKA
[Mnanmer moaucTUpoaoBeId 96-TyHOUHBIA pa3OOpHBIN
HmMyHoCOpBenT 0 CTpUNOB (WIA A0 JIYHOK), B JIyHKax KOTOpOTO T
copOupoBaHa CMeCh PEKOMOWHAHTHBIX AHTUTCHOB
BIIT" 1 u 2 Tunos.
Antutena k IgG 4demoBeka, MEUEHbIE NEPOKCUAAZ0M I praxon
Konbrorar xpeHa. Ilpo3paunas WM clierka onajeciupyromas 11.0 s
YKEJITOTO IIBETA )KUIKOCTD. ’
KonTponbHbIit MOJIOKUTETbHBIN oOpaser, I daxon
K+ VHAaKTUBUpOBaHHBIM.  [Ipo3paynas  winm  cierka 1.2
onajecuupyronias KpaCHOro BETa KUIKOCTb. ’
KontponbHbii OTPULIATENbHBIN oOpaseri, I raxon
K- WHAaKTUBHpOBaHHBIM.  [Ipo3paunas winm  cierka 2.5
onaJeCcIUpPYoIIas 3eJIEHOrO 1IBETA KUIKOCTb. ’
Perncrpanus MH B PocanpaBrangsope 3
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»

biiok-pacTBop /Ui pa3BeieHUs CBIBOPOTOK. I naxon
bP [Ipo3paunas 1580 cJjerka onajgecuupyromas 11.0 s
0JIeTHO-PO30BOTO 1BETA JKUJIKOCTb. ’
PacTBOp 11151 IpeIBapUTENBHOTO Pa3BEACHHUS CHIBOPOTOK. I daxon
PPC [Ipo3paynas wim crierka onajgecuupyomas (proIeToBO- 11.0 st
CHHETO 1IBETA )KUJIKOCTb. ’
[IpombiBouHbd  pacTBOp.  Konmentpar — (X25)
¢dbocdatHo-coneBoro OygepHOro pacTBopa ¢ TBHHOM
(@CB-T). IIpo3paunas uiau clierka omnajeclupyromas I prakon
1P OeciBETHAass WM CBETJIO-)KEJITOTO I[BETA >KHUIKOCTD, 50.0 M1
IOMyCTUMO  OOpa3oBaHWE  OCaJKa,  IOJHOCTHIO ’
pactBopstonierocs npu remneparype ot 35 1o 39 °C u
BCTPSIXUBAHUHU.
PactBop cepnoit kucnotel. I[lpo3paunas OecuBerHast | 1 diakon
Cron-pearent
JKUIKOCTb. 25,0 M
TMb-Cy0cTpaTHbIii 1 pnakon
[Ipo3paunast GecriBeTHASI JKUAKOCTb.
pacTBop 14,0 mn
[manmer st
IIPEIBAPUTEIHLHOTO o
[TnaHmeT moaMCTUPOIOBHIN C OECIIBETHBIMU IyHKaMU | | IIaHIIET
pa3BeaeHUs
CBIBOPOTOK

OOBEMBI peareHTOB yKa3aHbl Ha ATUKETKaX (JIaKOHOB.

Habop KOMIUIEKTyeTCsl TOTOBBIMH pearecHTaMu U KOHIICHTPUPOBAHHBIMU
pactBopamu. IMmeercss MapKUpOBKa MHOCPEACTBOM IITPUX-KOJOB, a TaKKe
[BETOBAas KOJAUPOBKA JJIA psAlia peareHToB. [[BeToBasi KOAMPOBKA PEAreHTOB —
YCJIOBHOE 00O3HAUCHHME IIBETA/OKPACKU KHUIKUX peareHToB. KoHbroratr —
x,enteii, K- - 3enénsiit, K+- kpacHbIi.

PearenTel  moMemalOT B KOPOOKY  KapTOHHYK) WA  MaKeT
MOJIMATUIICHOBBIN, Kya BKJIQJABIBAIOT HHCTPYKIIUIO 110 MPUMEHEHHUIO.

3.2.1lpuHaIIe:KHOCTH:  KPBIIIKA K MOJUCTUPOIIOBBIM  96-IIyHOUHBIM
maHmeraMm (1 mr.) uny mwi€Hky 3amuTtHbie 1 MPA mimanmeroB (2 mirT.),
HAKOHEYHUKHU OJHOpa3oBbie (16 IIT.), BAHHOYKH TIJIACTUKOBBIC JIJIS JKUIKUX
peareHToB (2 IIT.), TaKeT MOJIUATUIEHOBBIN ¢ 3aMKoM Zip-Lock (1 mrr).

3.3. B KOMIUIEKT MOCTaBKM BXOJST: HaOOp peareHTOB (JOMOJHUTEIHHO
MOXET OBITh YKOMIUICKTOBAaH MPUHAJCKHOCTIMHU), MHCTPYKIHUS IO
MPUMEHEHUIO, TACIIOPT.

IV. AHAJIMTUYECKHUE XAPAKTEPUCTUKH
JImarHocTuyeckasi YyBCTBUTEIbHOCTD OIICHUBANIACh MPU TECTUPOBAHUM:
e CranpmaptHoii manenu “Anti — Herpes Simplex (HSV) Type 1 and 2 Mixed
Titer Performance Panel” PTH201, BBI Diagnostics, n=25.
YyBCTBUTEIBLHOCTH cOcTaBuia - 95%);
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HNucrpykuus no npumeHenuo «IC-UPA-AHTU-BIIT-1,2-G»
[IpenBapuTenbHO OXapaKTepU30BaHHBIX B TecTe cpaBHeHus aHTu-BIII-1,2-G
MOJIOKUTENBbHBIX 00pa3ioB (176 00pa3lioB CHIBOPOTKUA KPOBH), MPOIUEHT
coBmagenus cocrtaBui 97,2%. UysctButensuocth (95% Cl: 93,5-98,8%).

JInarHocTudyeckas cneu(puIHOCTb OLICHUBAIACH MPU TECTUPOBAHUU:

CrannaptHoii nmanenu “Anti — Herpes Simplex (HSV) Type 1 and 2 Mixed
Titer Performance Panel” PTH201, BBI Diagnostics, n=25.
Cneunduanocts coctaBuia - 100%;

[IpenBapuTensHO OXapaKTEpPU30BAHHBIX B TecTe cpaBHeHus aHTU-BIII™-1,2-G
HETaTHBHBIX 00pa3oB (45 00pasioB CBHIBOPOTKH KpoBH). IIporieHT
coBmageHus coctaBui 97,8%. Crierupmunocts (95% CI: 88,4-99,6).

IKBUBAJIEHTHOCTH 00PAa310B CHIBOPOTKH U IJIA3MbI KPOBH 4Y€JI0BEKA
JIOTIOJTHUTEIBHBIMU UCCIICIOBAHUSIMH KOJUICKITHH MTOJI0XKHUTEIbHBIX (N=25)

U OTpUIATeNbHBIX (N=25) mapHBIX 0O0pPa3lOB CBHLIBOPOTKU U ILJIa3Mbl ObLIa
[IOKa3aHa WX OKBHUBAJICHTHOCTb, YTO TO3BOJSET OTHECTH IIOKA3aTEIH
TUArHOCTHYECKON UYYBCTBUTEIBHOCTH M CHEIUMUYHOCTH K OO0OMM BHUIAM
UCCIIeTyeMbIX 00pas3IIoB.

V. MEPBI IPEJOCTOPOXHOCTU

5.1. [loTeHuuaneHpli  PUCK  NpUMEHEHUss  Habopa —  kimacc 20
(ITpuka3z Munznpasa Poccuu ot 06 utonst 2012 r. Ne 4H).

5.2. HaGop mnpennazHaueH [ Mpo(ECCHOHAIBHOTO WCIOIb30BaHUS B
KIIMHUYECKOU JIa0OPAaTOPHOM JUATHOCTHUKE.

5.3. Inss mosiydeHUsT HAJIEXKHBIX pe3yJbTaTOB HEOOXOAUMO  CTPOTroe
cobnogeHre MHCTpyKIMKU IO TPUMEHEHUIO HAa0Opa peareHToB.

5.4. JIocTOBEpHOCTh PE3YJIbTATOB 3aBUCHUT OT MPABUIBHOTO BBIMOJHEHUS
CJIEIYIOIINX MPaBUJI 1a00OPATOPHOU MPAKTUKH:

e H®DA crmenyer npoBOAUTH B MOMEIMIEHUH C KOMHATHOW TEMIIEPATYPOH,
HE TIPEBBIIAIONIEH YCTAHOBJICHHBIE HOPMBI B COOTBETCTBUM C
CYIIECTBYIOIIUMHA HOPMATUBHBIMU JOKYMEHTAMH.

e Henb3s wucnonb3oBaTh peareHThl W3 HAOOPOB pa3HBIX CEPUM  HIIH
CMEIIIUBATh UX MPU MPUTOTOBIICHUH PACTBOPOB, KPOME:

- Hecnemupuueckoro  kommonenra P (x  25), koTophii
B3aMMO3aMEHsieM BO BceX Habopax peareHTOB [MPOU3BOJICTBA
00O «HIIO «/IlnaraocTUYEeCKHUE CUCTEMbI;

- Crom-peareHra, KOTOpPbIA MOXET OBITh B3aUMO3AaMEHSEMbIM B
3aBUCUMOCTHU OT MOJISPHOCTH pPacTBOpa.

- PPC (mapkupyercs TORCH), kotopsiii B3anMo3aMeHsieM BO BCeEX
HaOopax qns jguarHoctuku TORCH-unadeknuii, mnpousBoiacTBa
00O «HIIO «/luaraocTuuecKrue CUCTEMBIY.
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»
- TMbB-Cy0cTpaTHOTr0 pacTBOpa, KOTOPBIM B3aMMO3aMEHSIEM BO BCEX
HaOopax it auarHocTuku TORCH-uHbexuuii, mpou3BoOJICTBA
00O «HIIO «/luarHocTuuecKrue CUCTEMBI».

5.5. [IpaBuna 1abopaTOPHOM MPAKTUKHU U MEPHI TPEAOCTOPOKHOCTH:

He n3MeHsaTh npouenypy NpoBEICHHS aHAINA3A.

He wucnonbs3oBaTh peareHThl MOCJIE HUCTEUYECHHUS CpOKa TOJHOCTH,
yKa3aHHOTO Ha yIIaKoOBKe Habopa.

He mnpoBoguth (pepMEHTHYIO pEakiui0 B NPHUCYTCTBUE PEAKTHUBHBIX
napoB (KUCJIO0TA, IEI0Yb, aJbJETUAbl) UIN IbLIN.

TiiatenbHO NPOMBIBATH Ta0OPATOPHYIO MOCY Y.

PaGoune pacTBOpbl TOTOBUTH OCTOPOXKHO, HCKIIIOYAs Kakoe-JIn0o
3arpsi3HEHUE.

He ucnonb3oBaTh OAHY W Ty K€ BAHHOYKY IUIACTUKOBYIO JUISI JKUJKHX
peareHToB Jyisi BHeceHus Konbtorara 1 TMbB-Cy0OcTpaTHoro pactBopa.
[lepen ncnonb30BaHMEM BAHHOYKHU IUIACTUKOBBIC ISl )KUJIKUX PEAreHTOB
OMOJIOCHYTh ~ BOJIOM  JUCTWJLIMPOBAHHOM  (JIEMOHHU3UPOBAHHON).
Muoropa3oBbie BaHHOUKH 1151 MDA aHanu3aTopoB cpazy Mnociae padoThl
OMNOJIOCHYTh BOJON JAUCTWIUIMPOBAHHOW (JIE€MOHU3UPOBAHHOW). 3aTeMm
npombiTh 70% pacTBOPOM STHIOBOTO CIMPTAa M CHOBA OINOJIOCHYTH
BOJIOM AUCTUIIIIMPOBAHHON (IEMOHU3UPOBAHHOM ).

Henb3s nomyckaTh BBICBIXaHHMSI JYHOK IIJIaHIIETa HUMMYHOCOpPOEHTa
MEKTy OTACIbHBIMU ONEPALUSIMH.

He nomyckaTh KOHTAaKTa METAUIMYECKUX MPEIMETOB C PacTBOPOM
koHbtorara U TMB-CyOcTpaTHBIM pacTBOPOM.

CoOntonath PEKOMEHIAOBAHHOE KOJMYECTBO IHUKJIOB IPOMBIBKH U
yOeIUThCs, YTO JTYHKU MOJHOCTHIO 3aMOJHEHBI, HE JIOMYCKAaTh OCTaTKa
AKHUJKOCTH B JTyHKaX MOCJIE€ MPOMBIBKH.

Hcnonp30BaTh BaduAUpPOBAHHBIE [103aTOPbl U O0OpPYJOBaHUE, HOBBIE
HAKOHEYHUKHU OJHOPA30BbIC JIJISI KAXK0TO 00pasiia.

He moaseprare peareHThHl BO3AEUCTBUIO BBICOKOW TEMIIEPATYpPbl WIIA
IPSIMOTO COJITHEYHOTO CBETA BO BPEMSI MHKYOAIlUU U XpaHCHUS
[IpombiBaTh pyku mociie pabOTBl C HabOpPOM PpPEAareHTOB M
UCCJIeyeMbIMH 00pa3liamMH.

IIpu pabGore ¢ HAOOPOM pEareHTOB M HCCIEAYEMBIMH O0Opa3IaMu
UCIIOJIB30BaTh CHEHOAEKIY U OJTHOPA30BbIE ITEPUYATKH.

HeoOxoauMo wu30eraTh paciuieCKMBaHHWs OOpa3lloOB WJIM PacTBOPOB,
comepx)aummx  obpasupl. Ilpu  pacrieckuBaHUM — HEMEIJIEHHO
NE3UH(PUIHUPOBATh  MOBEPXHOCTh  PACTBOPOM  XJIOPCOAEPIKAILIETO
CPEACTBA, COIIaCHO MHCTPYKLMHU 10 IPUMEHECHHUIO.
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»

e OTX0Ipl, coAepXkKallne OMOJIOTUYECKUE 00pa3sIibl, HYKHO
HEeUTpanu3oBaTh J1I0 cOpoca B KaHaIM3allMio. Bce HCIoab30BaHHbBIC
MaTepuaibl JAe3MHGUIUPOBATH B COOTBETCTBHE C TPEOOBaHUAMMU
CII 1.3.2322-08 u MY 287-113.

e B noMmenieHMH ¢ UMMYHOJMArHOCTUYECKUMU MaTe€pUAIaMU HEJb3S
YIOTPEOIATh MHUIIY, TUTh, KYPUTh, IPUMEHSATh KOCMETHKY.

e CpBopoTKM (TJ1a3Mbl) KpPOBHM  YEJIOBEKA, UCIOJb30BAHHBIC MPHU
npurotoBienun K-, He conmepxkar antutena knacca 1gG x BIII' 1 u 2
tunoB, HBsAg, p24 anturena BUY-1, antuten k BUY-1, 2 u HCV.

e CpiBopoTkH (TJIa3Mbl) KpPOBU  YEJIOBEKA,  HCIOJIb3yE€MblE  IIPU
npurotoBieHun K+, cogepxkat anturena knacca |gG x BIII']l u 2 Tumnos u
He coaepxkaT HBsAg, p24 anturena BUY-1, anturen k BUU-1,2 u HCV.

o Ilpu paGore c pearentammu HaOopa «JC-UDA-AHTU-BIIT-1,2-Gy,
UCCIeyeMbIMU 00pa3iiaMu U 00OPYJAOBAaHUEM HYXKHO OOpalaThbCsl Kak
C MOTEHIHMAJILHO OMAaCHbIMM MaTepuallaMHu, T.K. HU OJWH H3BECTHBIN
METOJ] TECTHUPOBAaHUSI HE MOXKET TapaHTUPOBATh OTCYTCTBHUE
UH(EKITMOHHBIX areHTOB.

5.6. Ilacmopt 6e3omacHocTu Ha HaOop peareHToB «JC-UDA-AHTU-BIIT -
1,2-G» MOXeT OBITH IIPEJCTABIICH I10 3aPOCY KIMEHTA.

VI. YTWIN3AOUA U YHUUTOXEHUE

Otxonbl, oOpa3zyroumecs B pe3ysbTaTe UCIOIb30BaHUS Habopa W
MIPUHAJJICKHOCTENW, OTHOCATCI K MEIUUMHCKAM OTXOJIaM B COOTBETCTBUHU CO
ct. 49 ®enpepanbHoro 3akoHa Ne 323-®3 or 21.11.2011 r. «O0 oxpane
3M0pOBbsi  Tpaxaan B Poccuiickoit @enepanuu» W JOJDKHBI  OBIThH
00€3BpEKEHBI B COOTBETCTBUHU C JICUCTBYIOIIMMU MPaBUIaMU U HOPMATUBAMU

(CanlluH 2.1.7.2790-10, CII 1.3.2322-08, MY 287-113).

VILHEOBXOIUMBIE MATEPUAJIBI U OBOPYJIOBAHHUE, HE

IHOCTABJISSEMBIE C HABOPOM PEAT'EHTOB

e Boja AMCTUIUIMPOBAHHAS WM ICUOHU3UPOBAHHAS.

e J[03aTOpBI MUIIETOYHBIE IEPEMEHHOT0 00BEMA 11 0TOOPA )KUIAKOCTEH;

e HakoHEYHUKHU OJTHOPA30BBIC JIJISl JO3ATOPOB MUMETOYHBIX;

e lukybarop MuKporuianmeTHsl (Tepmoctart) (37,0+1,0) °C;

e YCTpOMCTBO [ HPOMBIBAHUS TUIAHILIETOB (BOIIIED);

e MukporuiaHIIeTHRIN puaep (aHaIU3aTOP UMMYHOJIOTHYECKHUM) ((DUIBTPHI
450 am u 620-680 HM);

e bymara ¢unbTpoBalibHasi J1ab0opaTOpHasl.

e Jlns noctaHoBku MDA B aBTOMaTHYECKOM pexuMe - Jr00as MOAEIb
N®A-ananu3aTopoB OTKPBITOTO THUIIA.
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»
VII.OTBOP U ITOATI'OTOBKA OBPA3IIOB

COop 00pa3ioB KpOBH YeJOBEKA MPOBOJAUTH B COOTBETCTBUM C TEKYILEH
IPAKTUKOM  METOJAOM  BEHONyHKUMU. Jlnmd  aHanu3a  MCHOJIL30BaTh
HEpa3BEeJCHHYIO CBHIBOPOTKY (MJIa3My) KpOBH 4esoBeka. Bo wuzOexanue
reMoJIn3a HY>KHO KaK MOYKHO OBICTpEe OTAEIUTH IJIa3My OT SPUTPOIMTOB HIIN
CBIBOPOTKY OT cryctka. OOpasiibl, cojepKallue arperarbl WM OCaJoK,
ocBeIATh HeHTpudyrupoBanuem npu 1000-2000 o6/mun (15 mun, 2-8 °C).
O6Opa3upl ¢ OakTepuadbHBIM  POCTOM, BBIPAXKEHHBIM TI'E€MOJIU30M U
TUTIEPIUTIUIEMUEH (CUJIbHASL ONAJIECIICHIIMS ) aHATM3UPOBATh HEJb3s1!

OOpa3ipl MOXKHO ~ XpaHWTh B COOTBETCTBHM C  TpeOOBaHMSIMHU
CYIIECTBYIOIIMX HOPMATUBHBIX JOKYMEHTOB. [liuTeIpHOE XpaHEHHE JTOITYyCTHMO
npu Temneparype He Boiiie Mmunyc 20 °C (3aMopakuBaHue/OTTauBaHue He Oosee
3 pa3). Bo uzbexanue ocaxaenus: GpuOpUHA TUIa3My pa3MOpPaXKUBATh B TCUCHUE
HECKOJIbKUX MUHYT npu Temiiepatype (39,0+1,0) °C na BoasHoi OaHe.

IX. HOAI'OTOBKA PEATEHTOB

1. PeareHTbl, FOTOBbIE K IPUMEHEHHUIO:

e UmMmMmyHOCOpOEHT.
[lnanmer, cocrosmuid U3 12 cTpumoB, ymakoBaH B (DOIBrUpPOBaHHBIN
nakeT. BCkpoITh GoNBIUpOBaHHBIN MAKET, OTCTYNHUB 1 CM OT Kpasi makeTa.
BbiHYTh U3 MakeTa paMKy U HEOOXOJIMMOE KOJIUYECTBO CTPUIOB. BCcTaBUTH
CTPHIIBI B PAMKY.

e K-, K+, PPC, BbP, Koubwrar, TMb-CyOcTrpaTHblii pacTBOp,
Cron-pearent (0,2M). Ilepen ucnonb3oBanueM (PIIaKOHBI ¢ pearcHTaMHu
IIepeMEIIaTh, HE TOMYCKasi BCTICHUBAHMUSL.

2.PeareHTbl, TPeOyIOIIHeE NMPeABAPUTETLHOI0 MPUTOTOBJIEHUS

e IIP - npombiBouHbIi pacTBOp. Konuenrpar (%25) ¢gocdarHo-coneBoro
oydpepnoro pactBopa ¢ TBUHOM (DCh-T). Ilepen mnpuroroBieHHEM
paboyero MpoOMBIBOYHOI'O pacTBOpa HEOOXOJIUMO COAEPKUMOE (DIIaKOHA C
KOHIIGHTpATOM  TIIATeIbHO  Tepememniatb. HeoOXxomumeli  00beM
KOHIIGHTpaTa pa3BecTH B 25 pa3 COOTBETCTBYIOUIUM OOBEMOM BOJIbI
TUCTUJUTMPOBAHHOW WJIM JCHOHU3UPOBAHHOW (cM. Tabm. Ne 2 m 3) m
TIIATEILHO TIEPEMEIIATh.

Tabnuua 2
Pacxon pearenToB HaOopa npu py4Hoii mocranoske UPA
KonnyecrBo
HCNOJIb3yeMbIX 1 2 3 4 5 6 7 8 9 10 | 11 | 12 | layska
CTPHUIIOB/JIYHOK
PaGounii HP1(\2125)’ 30| 60| 90 |120|150|180 210|240 270|300 | 330|400 0,2
1P Boma, 1 | 72,0 |144,0]216,0 |288,0 |360,0 |432,0 |504,0 |576,0 |648,0 [720,0 |792,0 |[960,0| 4,8
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»

X. IMMPOBEJEHUWE AHAJIN3A

Ilepen ucnosb30BaHHeM HA00OpP BbiAep:kaTh He MeHee 30 MHMH mHpH
KOMHATHOM TeMIeparype.

IIpoBenenne MDA npy py4yHOH OCTAHOBKE:

DTan

[Ipouienypa noctaHOBKH

B nyHku naHmera ans npenBapuTesbHOro passeneHust BHecTH 90 mxan PPC u
10 MK HcciiemyeMbIx 00pasIoB.

CopnepxxuMoe JIyHOK THIATEIbHO IMEPEeMEIIaTh OCTOPOKHBIM MUIIETUPOBAHUEM,
pH 3TOM (PHOIETOBO-CUHUHN I[BET TOJKEH H3MEHUTHCS Ha rOJy00BaTO-3€JICHBIN.

Buectu B mynkn ummyHocopOenta o 100 mxn K+, K-.
1 ctpun — 1 nynka K+, 2 nynku K-;
2 ctpuna u 6onee— 1 mynka K+, 3 mynku K-.

B ocranpubie nyHKM uMMyHOocopOeHTa BHecth 90 mxan BP w10 mxn
OpEeIBapUTEILHO  Pa3BEJEHHBIX  HCCIEAYyeMbIX  00pa3loB  (KOHEYHOE
pasBeneHue uccieayembix obpasuoB 1:100). CoxepkumMoe JTyHOK TIHIATEIBLHO
repeMeniaTh MUNETUPOBAHUEM.

[InmaHmeT HaKpBITh KPBIIIKOW WM IJIEHKOW M BBIIEPkKaATh B TepMocTtare 30 MuH
nipu remneparype (37,0+£1,0) °C.

C nomo1pio MPOMBIBOYHOTO YCTPOMCTBA YIAIUTh COAEPKUMOE JIYHOK B €EMKOCTh
C Je3MH(UUMPYIOIIUM PAacCTBOPOM U TMPOMBITH IUIaHIIET 4 pa3a pabouum
pactBopom IIP. [Ins1 aToro ocropoxHo BHecTH padounii [IP B myHKM 1utaHieTa 1o
kpaeB (He meHee 380 MKJI B JIYHKY), BbiiepxkaTh 40 cek, 3aTeM yAaluTh B EMKOCTh
C Ie3UH(PUIUPYIOIMIUM PACTBOPOM. Y IaJUTh OCTATKU BJIaru MyTeM OTCTYKHUBaHUS
M0 CJIOEHHOW B HECKOJBKO CIIOEB (PUILTPOBAILHOW Oymare. PexomeHoyemcs
UCNONb308AMb ABMOMAMUYECKUN MUKpONIaHwemubll eowep. Heoocmamounas
NPOMBIBKA MOJCEem Heba2onpUsIMHO NOBIUAMb HA MOYHOCMb AHAIU3A.

Bo Bce nyHku manmera BHeCTH 110 100 MKIT KOHBIOTATA.

[InaHmeT HAaKpBITH KPBIIKOM WM IUJIEHKOW W BBIAEPKATh B TEPMOCTATE B
teuenue 30 mun npu temneparype (37,0+1,0) °C.

VY nanuth copiepKuMoe JIYHOK U TTPOMBITH TuTaHIIeT 4 pa3a padouum 1P, kak
ONMCAHO B 11 J.

Bo Bce nynku mnanmiera BHecTH 1o 100 mxim TMbB-CyOcTpaTHoro pactsopa.

10

[Inanmer Boiiepkath 20 MUH B 3aIIMUIIEHHOM OT CBETA MECTE MPU KOMHATHOM
TeMIeparype.

11

Bo Bce nyHku BHecTH 1o 150 MKJI cTon-peareHTa ¥ IpOBECTH YUET PE3yJIbTaTOB,
UCIIONb3YS PUIED.

Cxema nposenenuss UOA npuseneHa B [IpuiioxxeHun.

IIpoBenenne MDA B aBTOMATHICCKOM PEKNME

Tabmuma 3
Pacxox pearenToB Ha0opa npu nocranoske MDA
HA aBTOMATHYECKUX aHAJIM3ATOPAX.

KosnuecTBO HCMOJIB3yeMbIX Pabounii npoMbIBO4YHBIN pacTBOop, (I1P)

CTPpHUIIOB ITP (x 25), M Bopa, mi

12 48,0 1152,0
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»

Bxi1tounTh aHanmu3aTop M MPOBECTH MOJATOTOBKY K pabOTe COTrJacHo
MHCTPYKILMH I10 SKCILTyaTaluy aHanusaropal.

e 3arpy3uTh B aHaIM3aTOp peareHThl Habopa (TUIAHILIETHI, KOHTPOJIbHBIC
oOpa3libl, paboure pacTBOPHI B CIIEIUATBHBIX KOHTEHHEPaX WU €MKOCTSIX).
3arpy3uTth B aHaIU3aTOp UccieayeMbie 00pasil (He meHee 300 MKiI).
3anycTuTh mporpammy mnposeneHus MDA, aganTupoBaHHYIO JJis1 JAHHOTO
Habopa peareHToB.

e [lo okoHUaHMM aHaiM3a TPUOOP BBHIJACT NPOTOKOJ MO pe3yJbTaTam
UCCIICJIOBaHUSI, B  KOTOPOM  JIa€TCS  XapaKTEPUCTUKA  KaXKJOro
UCCleayeMoro odpasiia 1 KOHTpOJbHbBIX 00pa3ioB K+ u K-,

e Jlanee y4eT pe3ysbTaTOB NPOBOJUTH aHAJIOTMYHO paznena XI.
1HpI/I OTCYTCTBMM B IIporpaMmc IIPOMBIBAIOIICTO YCTpOﬁCTBa CTaHAAPTHBIX OHHHﬁ,

TAKUX KaK IIPpUJAOHHAsA HW IICPCKPCCTHAA acClupanusda, peryjanpoBKa HOBI/II_II/Iﬁ I[OHHOﬁ
aCliupanyu, CKOpPOCTHU IIPOMBIBKH W CHIIBI IIOTOKa HaJIUBaeMOM KUIOKOCTH, BPCMCHU
3aMaurMBaHvd M BPCMCHH acCllMpalnH, a TAKXKC CKOPOCTH BCTPAXHBAHHUA, BO n30exaHue

IOJYyYEHUsT  HEKOPPEKTHBIX  PE3yJIbTATOB  JOINYCKACTCs  BBEICHUE B  IPOLEAYPY
JIOTIOJIHUTEJIBHOW OTMBIBKH IUIAHIIETA.

Xl. YUET PE3VJbTATOB

VY4er pe3ynbpTaToOB MPOBECTH CIEKTPODOTOMETPHUECCKH TPH ABYX THHAX
BOJIH — 450 HM U npu pedepeHc-IIMHE BOJIHBI B 1uamna3zoHne oT 620 go 680 Hm
C HAcTpoWKoW mpudbopa Mo «BO3AYyXy». JlomycTUM ydYeT pe3yJbTaTOB MpHU
OJHOU JUIMHE BOJHBI — 450 HM.

Peakuuio cieayer yduThIBaTh, €CJIM 3HAUYCHHE ONTHYECKOW IJIOTHOCTHU
(OIT) B nynke ¢ K+ — ne menee 0,600, a cpeanee 3nauenue OIl B myHkax ¢ K- —
He 6oiee 0,200.

Ollxput. paccuutath Mo Gpopmyiie:

Ollxpur = Ollcp K- + A (A=0,230),

rie A — ko3QPUUUEHT, OmpenensieMbli METOJOM CTaTUCTUYECKOMN
00palboTKu pe3yiabTatoB MocTaHOBKM MDA Ha npeanpusiTHu-u3roTOBUTENE,
BEIIMYMHY KOTOPOTO YKa3bIBAKOT JUISI KAXKAOM CEPUM B HWHCTPYKIHUU IO
MPUMEHEHUIO, BKJIaJAbIBAEMON B KOPOOKY ¢ HA0OPOM, U B MACMOPTE HA CEPUIO.

[Ipu kauecTBEHHOM aHaJIN3€ 00pa3Ibl CUNTATH.

NOJ0KUTENbHBIMH, eciu OI1 > Ollkpwur.

oTpuuareabHbiMu, eciia Ol < Ollkpur.

OnpeaeneHue TUTPA AHTUTEJI
Habop pearentoB «/IC-UDA-AHTU-BIII-1,2-G» MOXHO HCIOJIB30BaTh
JUIsl ONIpeieieHUs] TUTpa aHnTuTen kiacca G B 00pas3iax ChIBOPOTKHU (ILJIa3Mbl)
KpPOBU YEJIOBEKA.
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»

OO0pa3ibl CHIBOPOTOK KPOBU, MIPU TECTUPOBAHUU KOTOPHIX ObLI MOJTYyYEH
MOJIOKUTENBHBINA pPE3yJIbTAaT, MOTYT OBITh HMCIIOJIB30BaHbI I OMNpPEACIICHUS
TUTpa crienuduueckux antuTen kinacca G K BUpycaMm mnpocrtoro repreca 1 u 2
TUTIOB. TUTP aHTUTET MOKHO ONPEACIUTH IBYMS CITIOCOOAMM.

Cnoco0 1.

1. Hccnenyempie o6Opasnsl pasBectu PPC B 10 pa3. [us storo B
JyHKU BcrioMmorarenpHoro miranmera BHecthn 90 mxn PPC m 10 Mmkn
HCClIeIyeMOoro oopasia.

2. Buectu 180 mki BP B nepByto nynky ummyHnocopoenta u 100 mxi bP B
OCTaJIbHBIE JIYHKH CTPHIIA.

3. 3atem B JyHKy 1 go6aButh 20 MKI NpeaBapUTEILHO Pa3BEIECHHOIO
oOpasiia, CoJIeprKaIllero aHTUTeNa K BUpycaM MPOCTOro repreca 1 u 2 TUNOB
(koHeuHOE pa3BeneHue wucciaeayeMbix o0OpasuoB  1:100). Conepxumoe
JYHKHU TIIATEILHO MEPEMENIATh OCTOPOKHBIM MUIIETUPOBAHUEM, U MEPEHECTHU
100 Mxn pasBeneHHOro oOpaslia B CIEAYIOUIYIO JIYHKY psifa, MOCJE Yero
COAEPKMMOE 3TOM JYHKM THIATEIBHO NEpPEMENaTh W TaK MNOBTOPUTH MO
KOHIIa psaa, mociie nepememmuBanuss 100 MK cOOepKUMOTO NOCIETHEN
JYHKH OTOOpaTh W TIEPEHECTH B E€MKOCTh ISl JAe3UH(GEKIIMOHHOU
00paboTKu Omomarepuana.

[Tocnenyromue onepanyu BBINOJIHUTh B COOTBETCTBUU C pazfeioM X. 3a
tuTp anturen K BII-1,2 npuHumaroT MakcuMaibHOE pa3BeieHre 00pasiia, Mpu
KOTOPOM PETUCTPHUPYETCS MONOKUTENbHBIN pe3ynbtat (OIlo6p. > Ollkpwur.).

Cmoco0 2.

Tutp antuten knacca G x BIIT" onpenensiercss mo TabauIle COOTBETCTBUS
BenmmuuHbl OI1oop./Ollkput. Tutpy antu-BIIT-1,2 1gG (cMm. Tab:m. 4).

Ecnu 3nauenne BenuuuHbl OlloOp./Ollkput. Beime wim paBao 11,
oOpazer] HeoOXoauMO pas3BecTd B 4 pa3a OJOK-pacTBOPOM M UCCIEAOBATh
noBTOpHO. [Ipu onpeneneHnn OKOHYATEIBHOTO TUTPa HEOOXOIMMO YUUTHIBATh
JOTIOJIHUTENIHOE pa3BeAeHue o0pasua.

IIpumeyanme: OIycTHMAas MOTPEHIHOCTh OMPEACNICHUS] TUTpa MO TaOIHIIe
COOTBETCTBHS COCTABIISIET £ | TUTP.

Tabnuna 4.
CootBercTBue Beauuunbl Olloop./Ollkput. Tutpy antu-BIIT-1,2 1gG
3nauvenue Olloop./Ollkpur. Turp anTuren

or 1,1 510 2,2 1/100

ot 2,2 10 4,5 1/200

or 4,5 10 6,2 1/400

oT 6,2 110 8.6 1/800

oT 8,6 10 11,0 1/1600

>11,0 > 1/1600
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»
NuTepnperanus pe3yibTaTOB AHAJIN3A

HeratuBnbii pesynprar Ha IgG x BIII' 1 m 2 TUnoB He sABuseTCA

JI0Ka3aTeJIbCTBOM OTCYTCTBUS akTUBHOM nHpekiuu BT,

Jliis onpenenenus paxkta HeTaBHETO HHDUIIMPOBAHUS WIIM UMEIOIIETO MECTO

B JJaHHBIM MOMEHT aKTUBHOTO MH(EKITMOHHOTO MPOIiecca PEKOMEH TYETCSI:

e [10 BOBMOXHOCTH U30JIMPOBATH U UICHTUDUITUPOBATH BUPYC.

e lcciaenoBath 00pa3ipl CHIBOPOTKU (TJ1a3Mbl) KPOBU 4YEJIOBEKA Ha
antu-BIII-1,2-1gG u IgM. IlonoxutenbHbli pe3yibTaT Ha IgM unau
3HAYUTEIBPHOE YBEIWYEHHE THUTpAa aHTuTen Kiacca (G B NapHBIX
00pasiiax CIBOPOTKU MOTYT YKa3bIBaTh Ha OCTPYIO CTaANI0 UH(EKIIUH.

e lcciaenoBath 00pa3ibl CHIBOPOTKHM (TJ1a3Mbl) KPOBM 4YEJOBEKa Ha
aBugHOoCTh aHTH-BIII'-1,2 knacca G. BeisiBieHne Hu3KoaBuIHBIX 1gG K
BIII' 1 u 2 TUNOB CBUAETEIBCTBYET O NEPBUYHOM TE€PHECBUPYCHOU
UHDEKIUH.

.OI'PAHUYEHUS TECTA

® [[070XUTENBHBIA pE3ylabTAT HE MOMKET OBITh MOATBEPXKAECH Yy JIHII,
MOJIy4aBIIMX TeMOTpaHC(Py3uu WIM TpenapaTtbl KpOBU YEJIOBEKa B
TEUEHUE HECKOJIbKUX IMOCIEAHUX MECALIEB.

e [lonoxutenpHbiii pe3ynbTaT 1gG k BIII' MmoxkeT onpenenuts Juiib GakT
uHunuposanus BII' B mpornuioMm u HE MOXKET OBITh €IUHCTBEHHBIM
KpUTEPUEM ISl TUATHOCTUKU aKTUBHOM MHGpeKiuu. [ mocTaHOBKH
JMarfHo3a HeoOXOJMMO YYMTHIBATh KIMHUYECKYIO KApTUHY W JaHHbBIC
J1a00paTOPHBIX UCCICAOBAHUM.

e [[py juHamMu4YecKOM HAOMIOJCHUU Ui TIOJYUYCHHUS PE3yJIbTaToB,
afgexkBaTHO oTpaxarorux wusmeHenus tutpa IgG k BIIIT B kposwy,
HE0O0XOIMMO HCIOJIb30BaTh HA0OPHI PEAr€HTOB OJHOIO0 HAMMEHOBAHUS
(0ZTHOTO TIPEANPHUSATUSI U3TOTOBUTEIIS).

XI1.CPOK I'OAHOCTM. YCJI0BUsA XPAHEHUA n
TPAHCIIOPTUPOBAHUA

13.1

YcaoBusi u cpoku xpaHenusi Habopa peareHToB «IC-UDA-AHTU-BIIT-1,2-G»

Cpoxk roanocru 18 mecsiies.
Cpok  romHocTd  cepuu
yKa3aH Ha yImakoBKe Habopa.
Habop ¢ ucrexkmum cpokom
TOAHOCTH  HCIIOJIb30BAHUIO
HE MOJJICKUT

XpaHUTb B CyXOM, 3alIUIIIEHHOM OT CBETa MECTE,
npu temnepatype ot 2 10 8 °C.
3amMopakrBaHUE HE JIOMyCKaeTcsl.

13.2 | YcioBusi M CpoOKM TpaHCHOpTHPOBaHus Hadopa pearenToB «1C-UDA-AHTHU-BIIT -
1,2-G»:
pu temrepatype ot 2 o 8 °C.
npu Temrepatype ao 25 °C. He Oonee 10 cyTok
npu temnepatype a0 30 °C. He Oosee 5 cyTok
Perncrpanus MH B PocanpaBrangsope 12
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»

13.3 | Ycji0Busl U CPOKHU XpaHeHHs pado4unX pacTBOPOB
(XpaHums 6 YUCMOot, NIOMHO 3aKPLIMOL eMKOCMU, 8 3aUUUJeHHOM OMm c8ema mMecme):

PaGoumnii [1P npu Temnepatype ot 18 10 25 °C He O6onee 14 cyrok

npu Temreparype ot 2 o 8 °C He Oosee 28 cyTok

13.4| YcaoBusi M CPOKH XPaHEHHUS HEUCIIOJIH30BAHHBIX peareHTOB HA00pa mocje BCKPbITHS
(¢prakonvl ¢ peacenmamu NIOMHO 3AKPLIMb BUHMOBLIMU KPHIUKAMU U XPAHUMD 8 CYXOM,
3auuUeHHOM Om ceema mecme)

NmMyHOCOpOEHT [1pu Temmeparype ot 2 1o 8§ °C. B YIAKOBKE MPOU3BOIUTEIISL
[Tocrie BCKpBITUSI HEMCHOJB30BAaHHBIE | B TEUEHHE CPOKA TOJHOCTH
CTpUITbI UMMYHOCOpOeHTa Oe3 paMmku | Habopa peareHToB

MIOMECTHUTH B (DOJILTUPOBAHHBIN MaKeT
(He ynansisi CUiMKaresb! ) ¥ TIAaTeIbHO
repMeTuznpoBath. g 3TOro Kpau
MakeTa CJleIyeT CBEpHYTh 2-3 pasza U
HOMECTUTH  (DOJBIMPOBAHHBIA  IAKET
CO CTpUNlaMH B MOJIUATUIICHOBBIN
naker ¢ 3aMkoM Zip-Lock.

Heucnonb3oBanubie B YIAKOBKE IMPOU3BOAUTENS
KUJKUE PEeareHThI B TEUEHUE CpOKa TOAHOCTHU
Habopa M TUTAHIIET Habopa peareHToB

TUTST
MIpeIBapUTEIBHOTO
pa3BenieHus
CBIBOPOTOK

[Tpu Temmepatype ot 2 1o 8 °C.

Konswrorar, TMb- B TEUYECHUE 3 MECALIEB
CybcTpaTHblii
pacTBop

XIV.TAPAHTUMHBIE OBS3ATEJIbCTBA

e [IpousBoguTenb rapaHTHUPYET COOTBETCTBUE BBIMYCKAEMOTO MPOIYKTa
TpeOOBaHUSIM HOPMATUBHOW U TEXHUYECKOU JIOKYMEHTAIINH.
be3onacHoCTh M KayecTBO MPOAYKTa TapaHTUPYIOTCS B TEUCHHE BCETO
CpOKa rOJHOCTH.

e Pexnamarnuu Ha cnenuduueckue u (U3NUECKHE CBOWCTBA Habopa
HaIpPaBJISTh B aapec NPEANPUATUS-U3TOTOBUTENS —
OO0 «Hay4yHOo-TIpOM3BOJICTBEHHOE OO0BeIMHEeHHE «J[MarHocTHUecKue
cuctembl» Poccus, 603093, r. Hwxkuuit HoBropon, yi. S6monenas,
n. 22, ten./dakc: (831) 434-86-83, 467-82-15, 467-82-18 (m106. 7647,
7655) wmmm Ttem.: (831) 434-97-12. E-mail: help-ds@npods.ru,
info@npods.ru, www.npods.ru.

JIist ipoBeIeHUsT pacciieI0BaHUs M TMOJTYyYCeHHS] OOBEKTUBHBIX BBIBOJIOB
T10 3asBJICHHOM peKJIaMaIiii HeoOX0IMMO TIPEI0CTaBICHHE:

1. pekiaMaIimoHHOTO Habopa PeareHToB,;

2. Bcex 00pasIioB KpoBogay MaIlMeHTa,
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HNucrpykuus no npumeHenuio «IC-UD®A-AHTHU-BIIT-1,2-G»
3. TPOTOKOJOB HMCCJIEAOBAHUM C HMCIOJB30BAaHUEM IPYTHMX METOJIOB C

YKa3aHHUEM CEpPHHU, CPOKOB I'OAHOCTH,

4. IpOTOKOJIOB UCCIEA0BAHUMN C MCMOJIb30BaHUEM pedhepeHTHBIX HAOOPOB

pearcuToB ¢ YKa3aHUECM HOMCpaA CCPHUH, CPOKOB I'OAHOCTH.

XV. OBbACHEHHME NUCITOJbB3YEMbIX CUMBOJIOB

C€ EC MapkupoBka (EBponeiickas naupektuBa 98/79/CE mo in vitro
JTHarHocTuyeckum MVY)

s MeIUIMHCKOE U3IENINE IS g Wcnons3oBate A0 (4HCIO
JIMATHOCTUKM IN Vitro /MEeCSII/TO)
ara W3roToBJeHUS (Mecs
d HzroroBurenb &I A ( H
/rom)

EE OOparurech K UHCTPYKIIHH
1
110 PUMEHEHUTO

REF| | Homep no karanory

ConepXUMOro J0CTaTo4yHO I -
W poBeACHUS N-KOJIMYECTBA TECTOB | . 1 TemneparypHblif [uana3ox
(KOJIMYECTBO ONpeIeTICHUN)

Code:

NneaTudukatmoHHbIN KO
X XXX | AAeHTH}MKAL a

LOT| | Kon mapTuu (HOMeEp cepuu)

JMonoanureabHas ungopmauus B coorBercTBuu ¢ 'OCT P 51088-2013

«Habop mnpemnasHaueH sl Mpo(ECCHOHATBLHOIO HCMOJb30BaHUS B
KIIMHUYECKOW  J1a0OpaTOpHOW  JHArHOCTUKE  CIEHHUAIbHO OO0y4YEHHBIM
nepconanom. IIpu padore ¢ HabopoM peareHToB ciaeayer coomoaate ['OCT
P 52905-2007 «JIabopaTtopun MmeauimHckue. TpeOoBaHus K 0€3011aCHOCTH.
«PearenTsl Habopa HE coJep)KaT BPEIHBIX BEIIECTB B  OMACHBIX
KOHIICHTpAIUsIX, 3a HCKJIIOYEHHEM pPEareHTOB, 0003HAUYCHHBIX CHUMBOJIOM
«Buumanue». Ilpu mnonmagaHuM Ha KOXY WIM CIU3UCThIE HEMEIJICHHO
MPOMBITH OOJIBIIIUM KOJIMYECTBOM BOJIBD».

Pacuiudpoka cumBosoB 1o ['OCT P 15223-1-2014 «M3nenus
MenunuHckue. CUMBOJIBI, TOpPUMEHSEMble TPU  MApKUPOBAHWM  Ha
MEJIUIIMHCKUX W3AEIUSAX, STUKETKAX U B COMPOBOJAUTENHHON IOKYMEHTAIINH.
Yactp 1. O611M€ TPEOOBAHUSY.
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HNucrpykuus no npumeHenuio «1C-UPA-AHTHU-BIIT-1,2-G»

Ipunoxenue

CXEMA AHAJIN3A

[To 90 mxn PPC u 10 Mkn uccineayembix 0o0pasloB (MCMOJIb30BaTh

1 | Buecrn TUTAHTIET JUISI IPEIBAPUTENHHOTO Pa3BEACHNS)

2 |BHecTH [To 100 mxn K+, K- (ucnonb3oBaTh UMMYyHOCOPOEHT)

3 |Buectn ITo 90 Mk BP

4 | Buectn g;),[ .1 r([) 1\1/1;01 UCCIeayeMbIX 00pasIloB, MpeaBapUTEIbHO pa3BeneHHbIX PPC
5 | MukyoOupoBarh 30 muH, (37,0+1,0) °C, TepmocTar

6 | IIpoMbITh IJIaHIIET | PabGouwmii [1P, e menee 380 MKi1, 4 pa3a

7/ |BHecTH ITo 100 MKJI KOHBIOTaTa

8 | MHKyOHupOBATH 30 mun, (37,0+1,0) °C, Tepmocrar

9 |IlpombITh IUIAHIIET | PaGounii [1P, He menee 380 MK, 4 pasa

10 |BHnectH ITo 100 M1 TMB-Cy6cTpaTHOro pactBopa

11 | AakyOupoBaTh 20 MuH, TP KOMHATHOW TEMIIEPaType, B 3alTUIIIEHHOM OT CBETa MECTE
12 |BHecTH ITo 150 MK cTon-pearedra

13 | Y4er pe3yabTaToB 450 am/620-680 um wu 450 HM
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