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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

HaGop peareHToB paccunTaH Ha mpoBeacHUE 96 (oauH pa30OPHBIN TUIAHIIIET)
ONpe/CICHUM, BKJIOYas KOHTPOJbHBIC, MpPEAHA3HAYEH KaK Il PYy4HOU
MOCTAHOBKHM, TaK U JJisl MocTaHOBKU Ha MDA -aHanuzaTopax OTKPBITOrO THIIA C
BO3MOKHOCTBIO IPOOHOT0 UCIOJIb30BAHMUSL.

|. HASHAYEHHE

Hab6op pEeareHToB «IC-UDPA-AHTU-LIMB-M» Tecr-cucrema
UMMYHOQEpMEHTHass  JUIsi  BBIABJICHUS  aHTUTENn  Kjacca IgM K
[IUTOMETAJIOBUPYCY, HA0Op IMAarHOCTUYECKUM, MpeaHa3HA4Y€H JIsl BBISBICHUS
aHTHTENl Kilacca M K IMTOMETaJIOBUPYCY B 00pasmax CHIBOPOTKH (IIa3MbI)
KPOBH YEJIOBEKA.

II. MIPUHIUII TECTA

[TpuHIHAN JIENCTBUSA Habopa — HENPSIMOH JIBYXCTaIUAHBIN
umMMyHOGepMeHTHbIM  aHanm3. [lpu  mocranoBke HWM®DA B TecT-cucreme
«1C-UDPA-AHTU-IIMB-M» ucciemyemple 00pasibl CHIBOPOTOK KPOBH BHOCAT B
JYHKA CTPUIIOB MMMYHOCOPOEHTa ¢ WMMOOWIM30BAaHHBIMH PEKOMOMHAHTHBIMU
antureHamu [IMB. Ilpu nanmunu B oOpasnax cnenuduyueckux anturen kiacca M k
IIUTOMETAJIOBUPYCY  OOpa3yeTcs HMMYHHBIH  KOMIUIEKC aHTHUTC€H-aHTUTEIIO
(cramust 1), KOTOpBIA AETEKTHPYETCS KOHBbIOrarToM—aHThTena k IgM denoseka,
MEYEHHbIE IEPOKCUIA301 XpeHa (cTaaus 2).

Buszyanuzanuss TpOUCXOIUT B XUMHYECKOM PEAKIUU TMEPOKCUIA3BI C
TMB-CyOcTpaTHbIM ~ pacTBOpOM ¢ 0o0pa3oBaHMEM  IIBETHOM  peakIuH,
VHTCHCUBHOCTh ~ JKEJITOTO  OKpalllMBaHWsA  MPONOPILMOHAIBHA  KOJUYECTBY
coZiepKallliXxcsl B ucciieayeMoM o0pasiie anTuten kinacca M k mutomeranoBupycy.

I1l. COCTAB HABOPA PEATEHTOB «/IC-U®A-AHTU-IIMB-M»
3.1. CoctaB Habopa.

Tabmura 1
®dopma
XapakTepUCTUKU PEareHTOB
BBIITyCKa
[InaHmer NOTUCTUPONOBBIA 96-ITyHOUHBIM pa30OpHBIN 110
HNMmmyHocopOeHT CTPUNOB (WMJIM /O JIYHOK), B JIyHKax KOTOporo copOupoBaHa | 1 ruaHmer
CMECh peKOMOWHAHTHBIX aHTUTeHOB [[MB.
Antutena k IgM demoBeka, MEUEHHBIE NEPOKCUAA3Z0MN 1 draxon
Konsbrorar xpeHa. [Ipo3pauHas wiam cierka onajecuupyromas KeiaToro 11.0 st
LIBETA KUIKOCTh. ’
KOHTpONbHBIN TONTOKUTENBHBIA 00pa3el], MHAKTUBUPOBAHHBIM. 1 duraxon
K+ [Ipo3paunass wnM  clerka  OHajecUUpyromas  KpacHOro 1.2 it
LIBETA KUJIKOCTb. ’
KoHTposbHBIM oTpULIaTeNbHBINA 00pa3ell, MHAKTUBUPOBAHHBIMA. 1 duraxon
K- [Ipo3paynass wnaM  clerka  ONaJECUUMpPYIOLIas  3€JICHOTrO 2.5 it
LIBETA KUIKOCTb. ’
bnok-pacTBop 1715 pa3BeeHUsS CBIBOPOTOK. I uraxon
bP [Tpo3paunas uiau cierka onajgecHupyromas O0JaeIHO-pO30BOro 11.0 s
LBETA KUIKOCTb. ’
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

PactBop mns npeaBapUTENbHOTO Pa3BEIEHHUS  CHIBOPOTOK.
PPC [Ipo3paunas wiM crerka omajnecuupyroas (uoIeToBO-CHHETO
1[BETA KUJKOCTb.

1 ¢pmakon
11,0 mn

[TpombiBouHbIi pacTBOp. KoHueHTpar (%25) gpocdarHo-coneBoro
Oydeproro pactBopa ¢ TBUHOM (PCB-T). Ilpo3paunas wim
CJIeTKa omajiecuupyromas OeclBETHas WU CBETJIO-kenToro | 1 diakoH
[BETa  KUAKOCTh, JIOMyCTUMO  oOpa3oBaHue  ocanka, | 50,0 ma
MOJTHOCTBIO PACTBOPAIOLIETOCS TMPH TeMmIeparype oTr 35
110 39 °C u BCTpAXUBAHUM.

1P

PactBO cepHoi  kucioTel. IIpospaunas  OecrBsetrHas | 1 diakoH
Cron-pearent P P posp ¢

JKUJIKOCTb. 25,0 ma
TMb-CyocTpaTHblii 1 dpnaxon
[Ipo3paunas O6eciiBeTHasI )KUJIKOCTb.
pacTBop 14,0 mn
Ilnanmmer qis
MpeIBapUTEIHLHOTO .
peABap [InaHImIeT NOJMCTUPOIOBBINA ¢ OECIIBETHBIMU JIYHKAMH. 1 rutaHmer
pa3BefcHUs
CBIBOPOTOK

OOBeMbl peareHTOB YKa3aHbl Ha TUKETKaxX (hJIaKOHOB.

HaGop KOMIUIEKTyeTCs TOTOBBIMH pEarecHTaMu W KOHIIEHTPUPOBAHHBIMU
pactBopamu. lMeeTcss MapKuUpoBKa MOCPEACTBOM IITPUX-KOJIOB, a TaKke
IBETOBAsI KOJMPOBKA JJIsl psAa pearceHTOB. [[BeToBas KOAMPOBKA PEAreHTOB —
yCIIOBHOE O0O0O03HAUCHHUE IIBETA/OKPACKH KHUIKMX peareHToB. Konbrorat —
*kentbid, K- — 3enénsniin, K+ — kpacHsIil.

PearenTsl moMmemniaroT B KOPOOKY KapTOHHYIO WJIM MAaKET MOJUITUIICHOBBIH,
Ky/Jla BKJIQJIbIBAIOT UHCTPYKIIUIO IO TPUMEHEHUIO.

3.2. TlpuHAAJIEKHOCTU: KpBIMIKA K TOJUCTHPOJIOBBIM  96-TyHOUHBIM
mianmeraMm (1 mT.) win mwi€Hku 3amuTHeie ais MDA mnnadmeroB (2 miT.),
HAKOHEYHUKHU OJHOpa3oBble (16 1IT.), BAHHOYKUA IJIACTUKOBBIE I KUIKHUX
peareHToB (2 WT.), TaKeT NOJIUATUIEHOBBIN ¢ 3aMKoM Zip-Lock (1 mir).

3.3. B KOMIUIEKT MOCTaBKM BXOJST: HAOOp peareHTOB (JOMOJHUTEIHHO
MOXET  OBITh  YKOMIUIEKTOBAH  IPUHAJJICKHOCTAMH), HHCTPYKUHUSA IO
ITPUMEHEHUIO, TTACTIOPT.

V. AHAJIUTUYECKUE n ANATHOCTHYECKHUE
XAPAKTEPUCTUKH

JInarHocTuyeckasi YyBCTBUTEIbHOCTD OIICHUBANIACH NMPU TECTUPOBAHUM:

e CranmaptHo ma”enu “Antt — CMV Mixed Titer Performance Panel”
PTC202(M), BBI Diagnostics, n=11. YysctButenpHOCTh cocTaBuiaa — 100%;

e [IpenBapurenbHO OXapaKTEpU30BaHHBIX B TeCTax cpaBHEeHUs aHTU-I[MB-M
MOJIOKUTENIBHBIX 00pa3loB (42 oOpa3za CHIBOPOTKH (IJIa3Mbl) KPOBH).
OTHOcHTENIbHAs YYBCTBUTEIBHOCTH IO 3THM oOpasmam 92,2% (95% CI.

81,0-97,5%).
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

CneunguyHOCTDH OIICHUBAIACH TPU TECTUPOBAHUH
o CrangaptHort ma"enun “Anti — CMV Mixed Titer Performance Panel”
PTC202(M), BBI Diagnostics, n=11. Cnenuduunocts coctaBmia — 100%;
e [lpenBapurenbHO OXapaKTEpU30BAHHBIX B TeCTax cpaBHeHUs aHTU-1[MB-M

HEeratuBHbIX 00pa3ioB (n=88). Cneuuduunocts mo 3tuMm odpasuam 97,7%
(95% CI: 92,1-99,4).

IKBUBAJIEHTHOCTH 00Pa310B CHIBOPOTKH U IJIa3Mbl KPOBH 4Y€J/I0BEKA

JIOTIOTHUTEIBHBIMU MCCIICIOBAHUSAMH KOJUICKIIUH IMOJIOKUTEIBHBIX (N=25)
U OTpUlaTeNbHBIX (N=25) MmapHbBIX 00pa3OB CHIBOPOTKH M ILIaA3Mbl KPOBU
yeJoBeKa Obljla IMOKa3aHa MX DJKBHUBAJIEHTHOCTb, YTO II03BOJIIET OTHECTH
MOKa3aTeNIn JTUAarHOCTHYECKOW YyBCTBHUTEIBHOCTH M CHEIU(PUIHOCTH K 000UM
BUJIAM UCCIIETyEMbIX 00pa3IloB.

V. MEPBI IIPEJOCTOPOXKHOCTHU

5.1.IloTennmansHbli  puck mNpuMeHeHUss Habopa — kiacc 20 (IIpukas
Munsapasa Poccun ot 06 uronst 2012 r. Ne 4H).

5.2.Habop mnpennasHadueH [jig Mpo(PECcCHOHAIBLHOTO MCIIOJIb30BAaHUS B
KJIIMHUYECKOM J1abopaTOpHON JUArHOCTHKE.

5.3./In1 monmydeHus ~ HAJEKHBIX  PE3YJbTaTOB  HEOOXOJAMMO  CTPOTOE
cobnmoaeHrue MHCTPYKIMHU 10 TPUMEHEHUIO Habopa peareHToB.

5.4.J10CTOBEpHOCTh pPE3yJIbTATOB 3aBUCUT OT MPABHJIHHOTO BBINOJHEHUS

CJICAYIOUIUX MTPABUWII JJA0OPATOPHOUN MPAKTUKHU:

e DA crneayer npoBOAUTH B IMIOMEIMICHUH ¢ KOMHATHOW TeMIIEpaTypou, HE
MPEBBIIAIONIENA YCTAHOBJIEHHBIE HOPMBI B COOTBETCTBUU C CYIIECTBYIOUIUMHU
HOPMATUBHBIMU JOKYMEHTaAMH.

e Henb3s wucCnonp30BaTh peareHThl W3 HAOOPOB pa3HBIX CEpUMl WM
CMEIINUBATh UX MPU MPUTOTOBJICHUH PACTBOPOB, KPOME:

- Hecrenmduueckoro komroneHTa I[P (x25), koTopelii B3anMo3aMeHsIeM

BO Bcex Habopax peareHtoB mnpousBoiactea OO0  «HIIO
«JIMarHoCTUYECKUE CUCTEMBIY;

- Crom-peareHTa, KOTOPBHII MOXET OBITh B3aWUMO3aMEHSIEMBbIM B

3aBUCHUMOCTH OT MOJISIPHOCTH PacTBOpa.

- PPC (mapxupyercs TORCH), koropbiii B3ammo3aMeHSIEM BO BCeX

HaOopax s auarHoctuku  TORCH-undexumii, mnpousBoacTBa
00O «HIIO «/lmarHocTuueCKrue CUCTEMBI.
-  TMB-Cy0cTpaTHOro pacTBopa, KOTOPhIE€ B3aUMO3aMEHIEMBI BO BCEX
HaOopax s jauarHoctuku  TORCH-undexumii, mnpousBoacTBa
00O «HIIO «/lmarHocTuuecKrue CUCTEMBI.
5.5.11paBuna n1abopaToOpHON NPAKTUKUA U MEPHI IPETOCTOPOKHOCTH:
e He n3MeHATh npoueaypy NpoBEACHUS aHATU3A.
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

e He wucnonp3oBaTh peareHThl TOCJIE€ UCTEUEHHUS] CpOKa TOJHOCTH,
yKa3aHHOI'0 Ha yIaKoBKe Habopa.

e He mnpoBoauTh (PEPMEHTHYIO PEAKIMI0O B MNPUCYTCTBUM PEAKTUBHBIX
napoB (KUCJI0Ta, 1M1eJI0Yb, aJbJICTH/IbI) WU TBUIH.

e TiaTeabHO MPOMBIBATh Ja0OPATOPHYIO TIOCY Y.

e Pafoure pacTBOpbl TOTOBUTH OCTOPOKHO, MCKJIIOYas KaKoe-In0o
3arps3HECHUE.

e He ncnonb3oBaTh OJHY U Ty K€ BAHHOUYKY IIACTUKOBYIO ISl JKHUJIKUX
peareHToB 151 BHeceHus Konbiorata u TMb-Cy0OcTpaTHoro pactBopa.

e [lepen UCMoOIBL30BAaHUEM BAHHOUYKH TUIACTUKOBBIE JJIS KUJKUX PEarcHTOB
OMOJIOCHYTh BOJIOM JUCTUJLIUPOBAHHOM (J€MOHU3MPOBAHHOI). MHOropa3oBbie
BaHHOYKH Juisi DA ananuzaTopoB cpasy mociie pabOThl OMOJIOCHYTh BOJOU
TUCTUUTMPOBAHHOM (JIEMOHM3UpPOBaHHOM). 3aTteM mnpoMbIThb 70% pacTBOpoM
STUJIOBOIO CIMPTa M CHOBA OIOJOCHYTh BOJOW AUCTUIIIIMPOBAHHOU
(IeMOHU3UPOBAHHOM).

e He nmomyckaTh BBICBIXaHHUS JIYHOK IUIAHIIETa MUMMYHOCOPOEHTa MEXKIY
OT/ICJIbHBIMU ONIEPALIUSIMHU.

e He nomyckarb KOHTakTa METAUIMYECKUX IMPEIMETOB C PAacTBOpPaAMHU
koHbloraToB 1 TMbB-Cy0OcTpaTHOTO pacTBopa.

o CoOmoaTh PEKOMEHJOBAHHOE KOJUYECTBO IIUKJIOB TMPOMBIBKU H
yOeauThCs, YTO JYHKH TOJHOCTBHIO 3aIllOJIHEHbl, HE JOMYyCKaThb OCTaTKa
KUJIKOCTH B TyHKaX MOCJI€ NPOMBIBKH.

e lcrnonb30BaTh BaIMIUPOBAHHBIE J03aTOPbl U OOOPY/IOBaHUE, HOBBIC
HAKOHEYHUKHU OJHOPA30BbIC JIJIsI KAXK0TO 00pasIia.

e He noxseprarb peareHTbl BO3JCHCTBUIO BBICOKOW TEMIIEpATypbl WU
IPSIMOTO COJIHEYHOTO CBETA BO BPEMSI MHKYOAIlUU W XPaHECHUSI.

e [[poMbiBaTh pykH TIOciAe pabOTBl ¢ HA0OpPOM  pEareHTOB |
UCcClelyeMbIMU OOpa3laMH.

e [Ipu pabore c HAOOPOM peEareHTOB U HCCIEIyEMbIMU O00Opa3LaMu
WCIIOJIb30BaTh CMEIOAEKIY U OJTHOPA30BbIC MTepUYATKH.

e HeoOxomuMo wu30eratb pacruieCKMBaHUsi OO0OpaslloB WM PacTBOPOB,
cojaepkammx o0pasipl. [Ipu pacmieckMBaHUN HEMEIJICHHO AC3UMH(UIIMPOBATH
MOBEPXHOCTh PAaCTBOPOM XJIOPCOJEPIKAILIETO CPEJICTBA, COIIACHO UHCTPYKIIHUU
10 IPUMEHEHUIO.

e OTXO[BI, coAeprKale OMOJOTUYECKHE 00pa3Ilbl, HY>KHO HEUTPaIN30BaTh
110 cOpoca B KaHanu3aluoo. Bee ucnosib3oBaHHbBIE MaTepUaibl 1€3UHPUIIIPOBATH B
cootBeTcTBHE ¢ TpeboBanusimu CII 1.3.2322-08 u MY 287-113.

e B momemeHun ¢ HMMMYHOJIMAarHOCTMUYECKUMHU MaTepualiaMu HEJb3S
yHoTpeOIsTh MUY, TUTh, KYPUTh, IPUMEHSATH KOCMETHUKY
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

e ChIBOpOTKM (IJ1a3Mbl) KPOBH  YEJIIOBEKA, MCIIOJIb30BAHHBIE IPH
npurotoBiennu K-, He comepkaT aHTUTeNa Kjiacca M K LIUTOMErajoBUPYCY,
HBsAg, anturena p24 BUY-1 u anturena k BUU-1, 2 u HCV.

e ChIBOpOTKM  (IJ1a3Mbl) KPOBM  4YEJIOBEKAa, HCIOJb3yEMBIE  IpPH
npurotoBieHnn K+ coxepxat antutena kimacca M K [UTOMErajJoBUPYCY, U HE
coagepxatr HBsAg, anturena p24 BUY-1 u anturena k BUY-1, 2 u HCV.

e [Ipu pabote ¢ pearentamu Habopa K-, K+, nccnenyempimu oOpasiamu u
000pyJI0BaHHEM HYXKHO OOpamarhCsd KaK C IOTEHIIMAJbHO OIaCHBIMH
MaTtepuajiaMu, T.K. HU OJIMH W3BECTHBIA METOJ TECTUPOBAHUS HE MOXKET
rapaHTUPOBATh OTCYTCTBHE MH(EKIIMOHHBIX areHTOB.

5.6.I1acopt 6e3omacHoctu Ha HaOop peareHToB «C-UDA-AHTU-IIMB-M»
MOKET OBITh MPEACTABIIEH IO 3aMpPOCy KIUEHTA.

VI. YTWIN3ALOUA U YHUUTOXKXEHUE

Otxonpl, oOpa3zyronuecs B pe3ysibTaTe HWCIOJIb30BaHUS Habopa W
MPUHAJIEAKHOCTEH, OTHOCATCS K MEIMIIMHCKUM OTXOJIaM B COOTBETCTBHUU CO CT.
49 ®enepanbHoro 3akoHa Ne 323-@3 ot 21.11.2011 r. «O6 oxpaHe 310pOBbs
rpaxnan B Poccuiickoit dexepanuu» U JODKHBI OBITh O0OE3BPEKEHBI B
COOTBETCTBUU C JCHCTBYIOIIMMHM mpaBuigamMu u HopMmaruBamu (CanlluH

2.1.7.2790-10, CIT 1.3.2322-08, MY 287-113).

VILHEOBXOAUMBIE MATEPHUAJIBI U OBOPYIOBAHHUE, HE
IHOCTABJISSEMBIE C HABOPOM PEAT'EHTOB

Bona nuctuiinpoBaHHas WM I€MOHU3UPOBAHHAS;

Jlo3aTophl MUIETOYHBIC IEPEMEHHOT0 00beMa sl 0TOOpa KUJIKOCTEH;
HakoHeuHUKN OAHOPA30BbIE JIJIS 103aTOPOB MUIIETOYHBIX;

WukybaTop MukporutanmeTHeli (Tepmoctar) (37,0+1,0) °C;

YcTpoicTBO 1171 MPOMBIBaHUS TUIAHIIIETOB (BOIIEP);

MUuKpoIIaHIETHRIN puAep (aHAIM3aTOP UMMYHOJIOTHYSCKHHA) ((PUIBTPHI
450 am u 620-680 aM);

bymara ¢unsTpoBasibHas 1abopaTopHasi;

o Jlna mocraHoBku MDA B aBTOMATHYECKOM pEXKHUME - JiroOass MoOJelb
N®A-ananu3aTopoB OTKPBITOTO THUIIA.

VII1.OTBOP U ITIOATI'OTOBKA OBPA3IIOB

COop 00pa3roB KpPOBH HEJIIOBEKAa MPOBOJIUTH B COOTBETCTBUHU C TEKYIIEH
NPaKTUKOM  METOJOM  BEHOMYHKIMU. JlIs  aHanmW3a  HCMOJIB30BaTh
HEpa3BEJACHHYIO CBIBOPOTKY (TU1a3My) KpOBH 4YeloBeka. Bo wu3bexaHue
reMoJin3a HYKHO KaK MOKHO OBICTpee OTACNIUTH IIa3My OT SPUTPOIMTOB WITU
CBIBOPOTKY OT cryctka. OOpasipl, colepxkaliue arperaTbl WM OCaJoK,
ocBeIATh 1eHTpudyruposanueM npu 1000-2000 o6/mun (15 mun, 2-8 °C).
OOpa3iel ¢ OakTepuadbHBIM  POCTOM, BBIPAXKEHHBIM  TE€MOJIU30M U
TUIIEPJIMIINIEMUEH (CUIIbHAS OMAJICCICHIIMS) aHAIU3UPOBATh HEIb35!
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»
OOpa3lbl  MOXHO  XpaHUTh B  COOTBETCTBUM C  TpeOOBaHUSIMU

CYIIECTBYIOIIMX HOPMATUBHBIX JTOKYMEHTOB. [|TUTEIbHOE XpaHEHHUE IOy CTUMO
npu Temneparype He Boime MuHYc 20 °C (3aMopakuBaHue\OTTaWMBaHHE HE
oonee 3 pa3). Bo uzbexxanune ocaxaeHus GuOpvHa Ia3My pa3MOpaXMBaTh B
TE€UEHHE HECKOJIbKUX MUHYT npu Temmneparype (39,0+1,0) °C na BoasiHol OaHe.

IX.
1.

HOATI'OTOBKA PEAT'EHTOB

PeareHTbl, rOTOBbIE K IPUMEHEHHIO:

NmvmyHocopOenT. I[Inanmer, cocrosimuid w3 12 CTpumoB, ymakoBaH B
b onbrupoBaHHbIN MakeT. BCKphITh (HOIBrUPOBaHHBIN MAKET, OTCTYNUB 1 cM
OT Kpas mnaketa. BeIHyTh M3 makera paMKy M HEOO0XOJIUMOE KOJIUYECTBO
CTpUIOB. BCTaBUTH CTpUIIBI B paMKY.

K-, K+, PPC, bP, Kowbwrar, TMb-Cy0OcTpaTHblidi pacTBOp,
Cron-pearent (0,2M).

[lepen ucnonb3zoBanueM (JIAKOHBI C peareHTaMH NEePEMEIIaTh, HE TOMyCKas
BCIICHUBAHUSI.

PearenTsl, Tpedyronue npeaBapuTe/JbHOT0 MPUTOTOBJICHUS

IIP - npombiBouHbIi pacTBOp. KoHnenrpar (x25) ¢ocdaTHo-comaeBoro
oydpepunoro pactBopa ¢ TBUHOM (®CB-T). Ilepen mnpuroroBieHUEM
pabodero MpoMBIBOYHOI'O PAcTBOpa HEOOXOIUMO COJEPKUMOE (PrakoHa ¢
KOHIICHTPATOM  TIIATEJIbHO  Tiepememiatb.  HeoOxoaummeiii  00bem
KOHIIEHTpaTa pa3BecTd B 25 pa3 COOTBETCTBYIOIIUM OOBEMOM BOJIbI
JTUCTUJUTMPOBAHHOM WJIM JIEMOHU3UPOBAaHHOW (cM. Tabm. Ne 2 m 3) u
THIATENLHO MePEMENIATh.

Tabnumna 2
Pacxoa pearenToB Ha0opa npu py4Hoil mocranoBke UMD A

HCIO0JIb3YyeMbIX 1 2 3 4 5 6 7 8 9 10 | 11 | 12

KoaunuectBo

JIYHKA
CTPHUIIOB/JIYHOK
.. | TIP (x25),
Patounii il 3060190 |120|150/|18,0|21,0|24,0|27,0{30,0|33,0{40,0| 0,2
1P Bona, Mt (72,0144,0/216,0/288,0/360,0|432,0/504,0/576,0/648,0/720,0{792,0{960,0, 4,8

X.

IHPOBEJEHUE AHAJIN3A

Ilepen wucmosb3oBaHueM Ha0Op BblAep:kaTh He MeHee 30 MuUH npH
KOMHATHOM TeMIiepartype.
IIpoBenenne MDA npu pydyHoOd MOCTAHOBKE:

Oran [Ipouenypa nocraHOBKU

B nyskn nnanmera ana npeaBaputenbHoro paseneHus BHectH 90 mxin PPC u
10 MK BiccieTyeMBbIX 00pa3IoB.

CopaepKrMoe JIyHOK TIIATEJIbHO IepeMEeIaTh OCTOPOKHBIM MUIIETUPOBAHUEM, TTPU
3TOM (PMOJIETOBO-CHHUH LIBET JOJIKEH U3MEHHUTHCS Ha TOIy0OBaTO-3€JICHbIN.
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

Buectu B nynku ummynocop6enta mo 100 mxan K+, K-.
1 crpun — 1 nynka K+, 2 nynku K-;
2 ctpuna u 6onee — 1 nmynka K+, 3 nynku K-.

B ocraneHbie syHkH uMMyHocopOeHTa BHecth 90 Mxn BP umw 10 wmkn
MpEeIBaApUTENHLHO PAa3BEICHHBIX UCCIEAYEMbIX (KOHEYHOE Pa3BeCHUE UCCIIEIyEMBIX
oOpasuos 1:100). ConepkrMoe JTyHOK TIIATEIbHO NMepeMeniaTh TUIETUPOBAHUEM.

[TnaHImeT HAKPBHITh KPBIIIKOW WM IUICHKOW M BBIZAEPKATh B Tepmoctate 30 MHUH
npu temneparype (37,0+1,0) °C.

C noMoIIbI0 NPOMBIBOYHOIO YCTPOWCTBA YAAIUTH COACPKUMOE JYHOK B €MKOCTH C
Je3UHGHULIMPYIONIIM PacCTBOPOM U MIPOMBITH TUIAHIIET 4 pa3a padounm pactBopom [1P.
Jliist aT0r0 OCTOpOXKHO BHECTH pabounii [IP B myHKM 1utanmieTa 10 KpacB (HE MeHee
380 MK B JIyHKY), BbIIEpkaTh 40 CeK, 3aTeM yIaIUTh B EMKOCTh C JIE3UH(UIUPYIOIIIM
pactBopoM. [Ipu HEOOXOAMMOCTH YAAIUTh OCTATKH BJIATM IMyTeM OTCTYKWMBAHHUS MO
CIIO)KCHHOM B HECKOJILKO cJloeB (UIbTpOBaJIbHOM Oymare. Pexomenoyemcs
UCHONIb308aMb  ABMOMAMUYECKULL  MUKpONIaHuwemuslli  outep. Hedocmamounas
NPOMBLEKA MOJCEM HeOa2onpUsSMHO NOGIUAMb HA MOYHOCHb AHAIU3A.

Bo Bce nyHku manmera BHeCTH 110 100 MKJT KOHBIOTATA.

[InaHImeT HAKpbITh KPBIIIKOW WJIW TUIEHKOW U BBIAEPXKAaTh B TEPMOCTATE B TEUECHUE
30 mun npu temneparype (37,0£1,0) °C.

YaanuTh coaepKMMOe JIYHOK W NPOMBITH IutaHiieT 4 pa3a pabouum [IP, kak
OIIMCAHO B 1T 5.

Bo Bce nmynku mnanmera BHecT o 100 mxin TMB-CyGcTpaTHoro pactBopa.

10

[Inanmer Bbiaepkath 20 MUH B 3alllMIIEHHOM OT CBETa MECTE€ NMPH KOMHATHOMN
TEeMIEpaType.

11

Bo Bce nyHku BHectd no 150 MKII cTOm-peareHTa U MPOBECTH YYET PE3yJIbTaTOB,
WCIIOJIb3YS PULED.

Cxema nposenennss MDA npusenena B [Ipuiioxenun.

IIpoBenenne MDA B aBTOMATHICCKOM PEKNME

Tabnuia 4
Pacxon pearenToB Ha0opa npu nocranoske UOA
HA AaBTOMATHYECKUX aHAJIM3ATOPAX.

KoumuyecTBo MCNOJIb3yeMbIX Paboumnii npomMbIBOYHBIN pacTBOp, (ITP)

CTPUIIOB ITP (x25), mn Bona, M

12 48,0 1152,0

e BKIIOYNTh aHANMM3aTOpP W TMPOBECTU HOArOTOBKY K paboTe COrjacHo
WHCTPYKITUH T10 SKCIUTyaTallui aHaJIu3aTopa .

e 3arpy3uTh B AaHAJIM3AaTOP KOMIIOHEHTHl HaOOpa peareHTOB (IJIAHIIETHI,
KOHTPOJIbHBIE 00pa3ilpl, pabo4yue pacTBOPHI B CHEIHUATBHBIX KOHTEHHEpax
WJIA €MKOCTSIX).

e 3arpy3uTh B aHAJIU3aTOp HCCieayemMbie 0Opasiibl (He MeHee 300 MK).

e 3anycTuTh mporpammy mnpoBeneHus MDA, aganTUpoBaHHYIO IJIsI JAHHOTO
Habopa peareHTOB.

e [lo oOKkOHUaHMM aHaIM3a NTPUOOP BBIIAET NPOTOKOJ MO pe3ysbTaTam
UCCIICJIOBAHUS, B KOTOPOM JAETCAd XapaKTePUCTUKA KaXJOTO HCCIEAYEMOIO

oOpasia u KOHTPOoJIbHBIX 00pa3oB K+ u K-,
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

e Jlanee yuyeT pe3ysbTaTOB NPOBOJAUTH AHAJIOTUYHO pasjaeia XI.

! Ipy oTCyTCTBHMM B IpOrpamMMe HPOMBIBAIONIEr0 YCTPOHCTBA CTAHAAPTHBIX OIIMH, TAKHX
KaK IIpUIOHHAsA M INEPEKPECTHAs acnupauus, PEeryjJdpoBKa MO3WMLMAKW JOHHOM AaclUpaluu,
CKOPOCTH IPOMBIBKH U CHJIbI IOTOKA HAIMBAEMOM JKUJIKOCTH, BPEMEHHU 3aMaYMBaHUs U BPEMEHH
acnupanyy, a TakXKe CKOPOCTH BCTPSAXHMBAHMS, BO WU30€KaHHUE TMOITYYEHHS] HEKOPPEKTHBIX
PE3yIbTATOB JOIYCKAETCsl BBEEHUE B IIPOLIEYPY AOIOIHUTEIBHON OTMBIBKY TUIAHILIETA.

Xl. YYUET PE3VJIBTATOB

V4er pe3yJabpTaToOB IPOBECTH CHEKTPODOTOMETPUUECKH IIPU ABYX JJIHMHAX
BOJIH — 450 HM U npu pedepeHc-AIuHe BOJIHBI B uana3one oT 620 g0 680 HM ¢
HACTPOUKOM Mpubopa Mo «BO3AYXy». JOMyCTUM ydeT pe3yiabTaToOB MPU OJHOMN
JuInHE BOJIHEI — 450 HM.

Peakiuio cienyeT yuyuThiBaTh, €CIM 3HaYeHUe ontudyeckor miotHoctH (OI) B
nyake ¢ K+ — He wmenee 0,600, a cpemnee 3Hauenue OIl B nyHKax c
K- — me 6onee 0,200.

OIlxput. paccuutath Mo Gopmyiie:

Ollkput = Ollcp K- + A, (A=0,150)

rie A — kodduimueHt, omnpeaeaseMblii METOIOM CTaTUCTHYECKOMH
00paboTku pe3ysbTaToB MocTaHoBKM MDA Ha npeanpusTuu-u3roTOBUTEINE,
BEJIMYUHY KOTOPOTO YKa3bIBAIOT ISl KaXKJAOW CEepud B HHCTPYKIUH TIO
IPUMEHEHHUIO, BKJIaAbIBAEMOU B KOPOOKY ¢ HAOOPOM, U B ITACIIOPTE HA CEPHIO.

OO6pa3zen cuntath nooxkuTeNbHBIM, eciii OIT > Ollkpur;

O6pazer cuutath oTpunateabubiM, eciiu OIT < Ollkpur.

HNuTepnperanus pe3yabTaTOB AaHAJIM3A
HeraruBHpill  pe3ynapTar aHaiau3a Ha aHTUTENna Kiacca M K
LIATOMETAJIOBUPYCY HE MOYKET MOJHOCTBIO IAPAHTUPOBATH OTCYTCTBHUS OCTPOU
[IMB unHbexuuu, T.K. JaHHbIE aHTUTENa HE Bcerjaa oOpa3yloTcs IMpU OCTPOM
[IMB undexuumu.

XII.OTPAHUYEHUA TECTA

e Hepgonyctrnma nmocTaHOBKA JMAr€Ho3a TOJBKO HA OCHOBAHUM IOJYYEHHBIX
pe3ynbTaToB TecTupoBaHuss Ha aHTU-IIMB kimacca M. IlocraHoBka
nuarioza octpoid [IMB wuHQekiuu BO3MOXKHA JUIIL TPU HAJTUYUU
KJIIMHAYECKUX TIPOSIBJICHUA M TPOBEACHUU KOMIUIEKCa Jab0paTOpPHBIX
UCCIIEIOBAHUM (BBISIBJICHHE YBEIWYEHHS YPOBHA aHTUTEN Kinacca G k [IMB,
OIIPEACIICHUE BBICOKOTO YpOBHA aHTUTeNn Kiacca M k 1IMB, BwigeneHue
BHUpyca B Moue WM Beicokue TuTpel JJHK-IIMB B kpoBn).

e Pa3inuus B pe3ysibTaTax TECTUPOBAHUS PA3TUUYHBIMU TECTAMHU 00pa3IOB OT
NAlKUEeHTOB, UHOUIIMPOBAHHBIX IIUTOMETAIOBUPYCOM, MOTYT OBITh BbI3BaHbI
OTJIMYUSAMU B HMMMYHOJIOTHYECKMX PEAKUUSIX B 3aBUCMMOCTHM OT BHIA
VICIIOJIB3YEMBIX AaHTUT€HOB.
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

XI11.CPOK I'oaAHOCTMU. YCJIOBUs XPAHEHUA "
TPAHCIIOPTUPOBAHUA
13.1 | YcaoBus u cpoku xpanenusi Habopa peareHToB «/{C-UPA-AHTU-LIMB-M»

XpaHHATH B CyXOM, 3aIUIIICHHOM OT CBETa MECTE,
nipu Temneparype ot 2 o 8 °C.
3amopaxuBaHHE HE JOIYCKaeTCHl.

Cpok ronHoctu 18 mecsineB.
CpoOK roJTHOCTH CEepUM yKa3aH
Ha yIakoBKe Habopa.

Habop c wucrekumm cpokom
TOZHOCTH HCIIOJIb30BAaHUIO HE
HOJJIEXKHT.

13.2 | YcaoBus U CPOKH TPAHCIOPTHPOBAHUSA HaOopa peareHToB
«AC-UDPA-AHTU-LIMB-M»
npu Temieparype ot 2 jo 8 °C
npu Temreparype a0 25 °C He Oosiee 10 cyTok
npu temnepatype 10 30 °C He Oosee 5 cyTok
13.3 | YcJoBus 4 CPOKH XpaHeHHsI pa00YHX PACTBOPOB
(xpanumo 8 YUCmMou, NJIOMHO 3AKPLIMOL eMKOCMU, 8 3AWUWEHHOM Om c8ema mecme)
Pabowii [IP npu Temneparype ot 18 no 25 °C | ne 6onee 14 cytox
npu temneparype ot 2 1o 8§ °C | ne Gosee 28 cyTok
13.4. | YcaoBusi M CPOKHM XpaHeHHS HEUCNOJb30BAHHBLIX peareHTOB Ha0opa 1mocJie

BCKPBITHS

(¢JZCZKOHbl C peaceHmamu NnjioOnHO 3AKpblnlb 6UHMOBbIMU KPbIUUKAMU U XPAHUNb 6

CYXOM, 3AUU{EHHOM Oom ceema Mecme)

[Tpu temneparype ot 2 no 8 °C.

[Tocne BCKPBITHS
HEHUCTIOIh30BaHHBIC CTPHIIBI
UMMYyHOCOpOEHTa 0e3 pamKu

IOMECTUTh B (OJIBTUPOBAHHBIHI
naker (He ynajisisi CUIIMKarenb!)

B YNAaKOBKE NPOU3BOAUTENS
B TEUYEHUE CPOKa TOJHOCTH
Habopa peareHToB.

NMMyHOCOpOEHT

U TIIATEJIbHO F€PMETU3UPOBATH.

Jns 3TOro Kpai makera ciemayer

CBEpHYTh 2-3 paza U NMOMECTHUTH

(GOMBTUPOBAHHBIM  TTAKET  CO

CTpUNIAaMU B TOJUITUICHOBBIN

nakeT ¢ 3aMKkoMm Zip-Lock.
Hewcnonb3oBaHnHbie B YIIAKOBKE IIPOU3BOIUTEISA
JKUJIKME  pearcHThl B TEYEHUE CPOKa TOJHOCTH

HaOopa ¥ TUIAHIIET,
TSI
TPE/IBAPUTEITLHOTO
pa3BeneHusI
CBIBOPOTOK

Konsbrorar,
TMB-CyOcTpatHblii

pacTBop

npu Temneparype ot 2 1o 8 °C.

Habopa peareHToB.

B TEUECHHUE 3 MECHLIEB
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

XIV.TAPAHTUMHBIE OBSI3ATEJIbCTBA

[Ipou3BoauTEIb TapaHTUPYET COOTBETCTBHE BBIMYCKAEMOrO IPOJIYyKTa
TpeOOBaHUSIM HOPMATUBHOM M TEXHUYECKOM JOKYMEHTAIIUU.

be3onacHOCT M KadyecTBO MPOAYKTAa TapaHTUPYIOTCS B TEUEHHUE BCETO
CpOKa rOJTHOCTH.

Pexnamaruu Ha cienuduueckue u pu3nveckre CBOMCTBa Habopa HAMpPaBIIsATh
B ajapec npeanpustus-uzroropuresis — OO0 «HayuyHO-TIpOU3BOJACTBEHHOE
oobenuHeHne «JlnarHocrumueckue cucteMbl» Poccus, 603093, r. HunkHwmii
Hogsropogn, yin. SI6noneBas, a. 22, ten./dakc: (831) 434-86-83, 467-82-18, i
tei.:  (831) 434-97-12. E-mail: help-ds@npods.ru, info@npods.ru,
WwWw.npods.ru.

I[J'Iﬂ IMPpOBCACHUA paCCICIOBAHUA U IMOJTYUYCHHA 00BEKTUBHBIX BBIBOJAOB II0

3asBJICHHOU peKiIaMalinuu H€O6XOI[I/IMO MpcaoCTAaBJICHUC!

1. pekaaMalMOHHOI0 HabOpa peareHToB;
2. Bcex 00pasIioB KpoBogay MaIlleHTa,
3. MPOTOKOJIOB HCCIICIOBAHHK C HMCIOJb30BAaHUEM JPYTHX METOIOB C

YKa3aHUCM CCpUHU, CPOKOB I'OAHOCTH,

4. IPOTOKOJIOB MCCJIEIOBAHUN C HCIOJIb30BaHHUEM peepeHTHBIX HAOOpPOB

pearcHToB ¢ YKa3aHuCM HOMCpa CCPHUH, CPOKOB I'OAHOCTH.

. OBBbACHEHHUE NCHOJB3YEMbIX CUMBOJIOB

C

€ EC MapkupoBka (EBponeiickas aupektuBa 98/79/CE  mo in  vitro
JIuarHoctuyeckum MY)

IVD

MenuiuHckoe U3eime IS

~+8'C
TMAFHOCTHKH iN Vitro ke 1 TemnepaTypHbIli Uana3ox

g Ucnons3oBate 10 (umcio/
d N3roroButenb
MECSII/TOT)
REF Howmep no xarasnory (\Mr JaTta uzrotosneHus (Mecs1y/Ton)
ConepKUMOro  TOCTaTOYHO IS
W F1ep A o Ui OOpatutrech K WHCTPYKIMH TIO
MPOBEJICHUS N-KOJUYECTBA TECTOB i
9 MIPUMEHEHUIO
(KOJIMYECTBO OTNPEICIICHU )
Code: y
LOT Kon naptuu (HoMep cepun) X X XX NnentudukaimoHHbINA KO
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Nucrpyknus no npumenenuio «/1C-UPA-AHTU-IIMB-M»

JonoanureabHas uagopmanus B coorBercTBuu ¢ 'OCT P 51088-2013

e «(HaGop mpennasHaueH uisi mnpodeCcCCHOHATBHOIO  HUCIOJb30BAHUS B
KIMHUYECKOW  JTabOpaTOpHOM  JMArHOCTUKE  CHEHUATIBHO  OOy4YEHHBIM
nepconanom. IIpu padore ¢ HabopoMm peareHTOB cienyet coomoaate I'OCT P
52905-2007 «Jlabopatopuu MenuuuHckue. TpeboBaHUs K O€30ITaCHOCTU».

o «Pearentsl Habopa HE COACpKAT BPEAHBIX BEIIECTB B  OMACHBIX
KOHIICHTpALIMSIX, 32 HUCKIIOYEHUEM pEeareHTOB, 0003HAYEHHBIX CHUMBOJIOM
«Buumanuey. [lpu monagaHud Ha KOXY WM CIM3UCTBIE HEMEJICHHO
MPOMBITH OOJIBIITUM KOJIMYECTBOM BOJIBIY.

e Pacmudponka cumBosioB 1o 'OCT P 15223-1-2014 «M3nenust MeIUIIUMHCKUE.
CHMBOJIBI, TIPUMEHSEMBIE TIPH MAapKUPOBAHUU Ha MEAMIIMHCKUX H3JCTHUSX,
ITUKETKaX M B COMPOBOJAUTENbHOM JokyMeHTarmu. Yacte 1. OOmme
TPeOOBAHUS.

=l

- o
AS - He gomyckaTh BO3AE€HCTBHS COJIHEYHOIO CBETA, CHMBOJ 5.3.2;
m

¢
‘
« S

T — Bepeus ot Biaru, cumBo 5.3.4;

& — Buumanue, cumBoin 5.4.4;

Code: o
XX XX N nentudukainoHHBIN KO (HAMHUCh UCKITIOUEHA).
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CXEMA AHAJIN3A )
ITo 90 mxi PPC u 10 Mk ucciaexyeMbix 00pasmoB (MCIOab30BaTh IUIAHIIET | S
1 |BHecTH =
IS TIPEBAPUTEILHOIO Pa3BEIECHNU) n
2 | BHectH [To 100 mxn K+, K- (ucnonb3oBaTh UMMYyHOCOPOEHT) §
3 |BHecTHn ITo 90 mxn BP §
4 | Buecrn ITo 10 mkn uccaexyeMbix 00pa3LoB, HpPEABAPUTENLHO pa3BeacHHLIX PPC
(em. 1. 1)
5 | MukyOupoBarTh 30 muH, (37,0+1,0) °C, TepmocTar
6 | IlpoMbITh IIaHIIET | PaGounii [1P, He menee 380 MK, 4 pasa
<
7/ | BHecTH ITo 100 MK KOHBIOTATa -
8 | MHkyOupoOBAaTH 30 mun, (37,0+1,0) °C, Tepmocrar
9 | IlpoMbITh IUIAHIIET | PaGounii ITP, ne menee 380 Mk, 4 pasa
10 |Buectn ITo 100 mxn TMB-CyGcrpaTHoro pactsopa
11 | AukyOoupoBaTh 20 MHH, KOMHATHAsI TEMIIEPATYpa, B 3AMIUIIICHHOM OT CBETa MECTE
12 | BHectn ITo 150 MK cTOm-pearenra
13 | Yder pe3yabTaToB 450 um/620-680 um mim 450 HM
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