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1. OBIITAA HHOOPMAILIUS.

1.1. Cepienus 0 Ha3SHAYCHHH:

a) HaGop peareutop mns uMMyHodepMerTHOrO onpeaencHus IgG anTuTen x anTHrenaM Rubella B
CHBOpOTKe (mnasMe) kposd «Rubella IgG-UDA» npeasazHadeH A Ka4yeCTBCHHOTO HIH
KOJIMYECTBEHHOrO OfpeAeNieHus KonueHTpaumy IgG anturen k anTurenam Rubella B chiBopoTke (1nasme)
KPOBH METOIOM TBepAothasHOro HMMYHOGEpMEHTHOTO aHann3a.

0) ®PyHKIHOHATBHOEC Ha3HAYCHHE.

Onpenenenne komuecrsa IgG anTrTen K anTHreHaM Rubella B xporn HaGopom pearentos «Rubella
IgG-H®A » ncnons3yerca Kak BCTIOMOraTeNBEHOE CPEACTBO B AHArHOCTHKA KPACHYXH.

B) Bupyc xpacryxm (Rubella) BbizbiBaeT sierkoe 3afoneBaHMe AETCKOTO BO3PacTa ¢ KOMHBIMH
BHICRITAHMAME M YBEIHUSHHEM 3aTRUIOYHBIX JIHMQoy3nos. B panbheliineM pa3BHBaeTCa CTOHKHA
MOXW3HCHHEH HMMYHHTET. Y B3pOCIEIX, He mepeConeBUINX KpacHyxoH B JeTcTBe, (ONME3HB MOXET
npoTexars Gojiee TKENO0, HHOAA MPUBOAA K PA3BUTHIO TPAHIUTOPHHIX APTPHUTOB C TYTONOABHXHOCTBIO
CYCTaBOB, OTMCAHEI CIIyuad NETAThHBIX dHUedanaTos. KpacHyxa y GepeMEeHHRIX XSHIHH MOXCT TAkKe
BECTH K CEpLe3HEIM BPOXKICHHHIM A¢heKTaM mioAa (NOPOKM CepAna, IIYXOTa, MEHHHrodHuehammTH,
peTHHONATHH), ocoGeHHO ecan 3afoneBaHHE NpPOTEKaeT B NCPBEIA TpUMeCTp GepeMEeHHOCTH.
Undrumposanue BHpycOM KpacHyxu B NEpBHM TpuMecTp OepeMEHHOCTH CHYMHMT IOKa3aHHEM K
nposefeHuio abopra. HccienoBanue NPOTEKTUBHEIX CHBOPOTOWHEIX IgG-aHTHTEN X BHPYCY KPacHYXH
MOXKET OBITH HCMONB30OBAHO A OLEHKH KMMYHHOIG CTATyCa ACBOYCK-TIOAPOCTKOB, & TaKKe XEHIHH BO
BpeMa OepeMeHHOCTH.

r) B xasecrBe aHanuzHpyeMoro ofpasla HCMOAk3YeTCS CHIBOPOTKA, [IaiMa ¢ HTPATOM HATPHA,
STA Hu renapuHoM.

1) [pumenenue HaGopa He 3aBHCUT OT NIOMYIANAONHEIX H ACMOrPadMUECKHX acTIEKTOB.

1.2. Habop npesHa3sHa4YeH ANA JHATHOCTHKH UM GuUMpO.

1.3, O6nacTs NpHMeHeHHA — KNIUHWYCCKaa JaGoparopHas AMarHOCTHKA.

2. XAPAKTEPUCTUKHU HABOPA

2.1. ITpuaumm paGors HaGopa.
Onpenencnne 1gG anTaTen K anTAreHaM Rubella oCHOBaHO Ha HCIONB3OBAHHH HENPAMOTO BAPHAHTA
TBepAchasHoro HMMyHOdepmeHTHoro ananm3a. Ha BHyTpeRHell MOBEpPXHOCTR JYHOK IUTaHIIETA
AMMoGuTHIoBaH anTHred — Rubella. AHTuTeNa U3 o6pasiia CBA3LIBAIOTCA ¢ AHTHIEHOM Ha TIOBEPXHOCTH
aynku. O6pa3oBaBIIHMCA KOMIUIEKS BRIABIIIOT ¢ MOMOMIBIO aHTHTeN K IgG uenoseka, KOHBIOTHPOBAHHEIS
¢ nepokcHzasoit xpeHa. Bo ppems unkyGaiun ¢ cybcTpaTHbIM pacTBopoM TeTpameTHabensuauna (TMB)
HPOACXOANT OKPAIUMBAHHE PACTBOPOB B JIYHKAaX. MHTEHCHBHOCTH OKPackM NpAMO NPOMOPHHOHATLHA
KOHNeHTpauuu cneuudraeckux IgG anTuTten x anturenam Rubella.

2.2. Habop peareuroB «Rubella IgG-UDA» paccuurtan Ha 96 onpenencwuii, BKmouax
KamuGpoBOMHEIE MPOOH U KOHTPOMBLHYIO CHIBOPOTKY.
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2.2.1. CoctaB Habopa, onucaHne KOMMNOHEHTOB:

Cocras
f HavMeHOBaHMA KOMMOHeHTa a
MnaHLweT I 1w,
Kann6poBouHble Npo6bl Sx 15 mn
KobMposibHas CbIBOPOTKa 1X15wmn
KoHutorar 1X14 mn
NDA-Bydep 1x 50 mn
CybcTpaTHbIin pacTBop 1X14 mn
TeTpameTunoeHsnanHa (TMB)
KOHLIEHTpaT OTMbIBOYHOTO 1X22 mn
pacTBopa
Cron-peareHT 1 X114 mn
Bymara 415 3aKnievBaHus 2 .
niaHwera
VIHCTpYKUMS MO NPUMEHEHMIO 1.
MacnopT KOHTPO/IS KayecTBa 1.

(aHanMTUYeCKMiA Nacnopr)

96-NyHOYHBIA, MONCTMPO/OBLINA, CTPUNUPOBAHHbIN, Ha
BHYTPEHHEe NOBEPXHOCTN IYHOK NiaHLleTa
nMmobununsosaH aHTUreH Rubella, rotos K ncnonb308aHMo
Ha ocHoBe Tpuc-6yepa, coaepxallme N3BeCTHbIE
Konmuectsa IgG aHTuTen K aHTureHam Rubella —Q\', C2;
C3; C4; C5 ME/mn, KoHueHTpaums IgG aHTuTen K
aHTureHam Rubella B kannbpoBoUHbIX Npobax yKasaHa B
nacrnopTe KOHTPONSA Ka4yecTBa M Ha 3TUKETKax (h/lakOHOB.
KannbposouyHble Npobbl C2-C5 - (hnakoHbI ¢ NPO3payHol
OKPALLEHHOM YXMAKOCTbIO (LBET KOMMOHEHTA YKa3aH B
nacrnopTe KOHTPONSA KayecTsa), KambpoBoyHas npoba Cl
—)NakoH C NpPo3payHOi 6eCLBETHON XMNAKOCTbI, FOTOBbI
K UCMO/b30BaHNIO
MHaKTMBMPOBaHa, Ha OCHOBE CbIBOPOTKM KPOBY YesloBeKa
C U3BECTHbIM coepXaHuem IgG aHTUTeN K aHTUreHam
Rubella - ¢nakoH ¢ Nnpo3payHoit 6eCLBETHON XMAKOCTbIO,
roToBa K 1CMo/b30BaHUIO
(hlakoH C NMPO3pavyHO OKpaLLEHHOM XUAKOCTHIO
(uBeT KOMMOHEHTa yKa3aH B NMacnopTe KOHTPO/S
KayecTBa!, roToB K MCMO/b30BaHNIO
(hflakoH C MPO3PaYHO OKpALLEHHOW XNAKOCTbIO
(uBeT KOMMOHEHTA YKa3aH B NacnopTe KOHTPONS
KayecTsa), r0TOB K MCMO/b30BaHUIO
(hNakoH ¢ NPo3payvyHoi GeCLBETHOI XUAKOCTbIO,
FOTOB K 1CMO/Ib30BaHUIO
(hnakoH ¢ NPo3pavHoin 6ecLBETHOM XUAKOCTbIO,
26-KpaTHbIli KOHUEHTpaT
(hnakoH C Npo3payvHoii 6ecLBETHOM XUAKOCTbIO,
rOTOB K MCMO/b30BaHUIO

2.2.2. OBO3HAYEHWA, MPUMEHAEMbBIE HA MAPKWPOBKE:

HavmeHoBaHMe KOMMOHeHTa _ CvmBon KOMMOHeHTa

MnaHweT SORB MTP P102Z
KannbpoBoyHble Npoosl CAL 15 C102z
KOHTpo/ibHas CbIBOPOTKA CONTROL Q102z
KoHbtorar CONJ HRP T102Z
N®A-Bytep DIL SPE 01173
[.yGrTpATHbI NacTBop TeTpameTnnGeH3namHa (1Mb) SUBS TmB R055Z
KOHLiEHTpaT 0TMbIBOYHOTO PacTBOpa BUF WASH 26X S008Z
Cron-peareHT STOP R050Z
ByMara 15 3aK/1enBaHna niaHLLeTa - NOO3

WHCTMyK1MS N0 NpUMEHEHO - K102l
MacnopT KOHTPO/A KauecTBa (aHaIMTUYeCKiA nacnopT) - K1020

3. AHANTMTUYECKWME N JNWATHOCTUYECKNE XAPAKTEPUCTUKN

3.1. AHanuTMYecKas YyBCTBMTENbHOCTb (Npegen 0GHapYXeHus).

MwuHUManbHasa, AocToBepHO onpegensemas Hab6opom «Rubella 1gG-UDA», KoHueHTpaumsa IgG

aHTUTen K aHTureHam Rubella B cbiBopoTKe (nna3me) kposnm —0,2 ME/mn.
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3.2 AHanuTHYeCKas CrIenHPHIROCTD.

CrBopoTRA (IIa3MBI) KPOBH COZAEPXKAIHe aHTHTENA K BHpycy JmurreiiHa-Bapp, sHpycy Toxoplasma
gondii, BUpycY MPOCTOro repiteca 1 ¥ 2 TMma, BUpycy KOpH, LIHTOMeraloBupyc, Parvovirus B19, a Taroke
0Gpasibl ¢ BHICOKUM COJIepKaHIEM PeBMATOHAHOTO dakTopa, GbiIM MPOTECTHPOBAHEI € NOMOIIBIO Habopa
«Rubella IgG-UDA». He o752 W3 HCHLITAHHBIX TPo6 HE TOKasaa HANHYHE NePeKPECTHOH PEAKTHBHOCTH.

3.3. BocnpoH3BOAHMOCTE.

Koa(duimeHT BapHAIMN pe3y/ETATOB ONpenenenun coaepkanus IgG antnren x anturenaM Rubella
B CHIBOPOTKe (I171a3Me) KpoBu ¢ Hcnoms3osaruem Habopa pearentos «Rubella 18G-HPA» He npepsmact
8,0%.

3.4, JluneRHOCTS.

3aBUCHMOCTb KOHNeHTpanun IgG anmuren x anTureHaM Rubella B o6pasiiax CHBOPOTKH (TIIa3MBI)
KPOBH MpH PAa3BEACHWH HX CHIBOPOTKO#H (nnasMoit) kpoBH, He cofepxamelt IgG aHTHTEN K aHTHIEHAM
Rubella, uMeeT MUHeHHBIH XapaKkTep B uana3oHe koHueHTpauuit C2-C5 B npeaenax 90-110%.

3.5. TouHoCTS.

TouyHOCTE K3MCpEHHS MCCNeoBaHa HA obpasuax ¢ H3BecTHOM KoHUeHTpauued 1gG awtuten k
aHTHrenaM Rubella, TPHTOTOBNCHHBIX MyTeM MoOaBleHHs CTaHAApTHOTO ofpasua NpeaNpHATHA B
HeraTWRHEIE ofpasusi. Jing Kaxaoro obpasma ¢ H3BecTHOH KoHneHTpaumed IgG aHTHTEN K aHTHreHaM
Rubella cMemenue HaxomaTea B npenenax £ 10%.

3.6. TeCT HA KOTKPBITHED.

JlauHbIA AHAMATHYECKHH DapaMETp NpPOBEPAETc] TECTOM HA «OTKPBITHE» — COOTBETCTBHE
u3Mepennolt konnentpaunn IgG anTHTen K aHTMreHaM Rubella npeanvcanHol, MONY9EHHOH NyTeM
CMEIIMBAHHA PABHEIX OOBLEMOB KOHTPONBHOH CHIBOpPOTKM H KammOposouwo#t mpobumt C3. Ilpoment
«OTKpHITHA» B npeaenax 90-110%.

3.7. Uurepdepenuns.

Ha pe3yibTaThl aHANM3Aa He OKA3KBANO BIHMSHWA MCIOAB30BaHHE anTRKoarynautoB OJ(TA, remapuua H
IMTpaTa HATpHA, & TakKe NPHCYTCTBHe B oOpasiax reMornoGuna (<200 r/xn), TPACAAUEPHAIOB
(<250 mr/nn), xonecrepuna (<220 mr/iun), Gwmpy6rBa (<15 Mr/mn), obmero 6enxa (<90 r/n).

3.8. CnenuduaHOCTS NO NAHENH NPEATPHATHA.

TIpK MpoBepKe Ha MaHeMH MPSAIPUATHA, COCTOAEH U3 06pasLoB, IOCTOBCPHO He comepxantux IgG
aHTHTEN K aHTUreHaM Rubella, cneumduanocts HaGopa pearentos «Rubella 1gG-H®A» cocraBnser
100%.

3.9. UyBCTBHTEILHOCTE 1I0 NAHEIH OPSANPHATHA.

INpw npoBepke Ha NaHeN! NPEANPUATHS, CoCToswel B3 06pasiios, AocToBepHO coaepxkamux IgG apTrTeN

x anTurena™ Rubella, ayscTBaTensHocts Habopa pearentos «Rubella IgG-H®A» cocrasnger 100%.



3Nn0. PehepeHTHOE 3HaYeHuUe.

B Hab6ope «Rubella IgG-MPA» 3HauyeHUS KOHLUEHTpauuii KannbpoBOUHLIX MPO6 BbIpaXKEHbl B

ME/mn.
Vccnegyemas rpynna EavHLLINa, ME/mn EavHnubi g 7. K
HwxkHuii npegen  Bepuunii npea”  HWwkHWiA npeaL

CepoHeraTvBHbIe : 121 . 0,89
MorpaHn4Has 30Ha 122 153 0,9 1,09
CeponosnTtusHbIe 154 ) 11 i
cTapLe 3 net '

HoBopoXXaeHHbIE™ . 27 - 18
[Jo 8 mecaues™ : 48 . 3,2
8 mecaueB - 3 roga - 60 - 4,0

AMaTepuHCKMe aHTUTENa

B cooTBeTcTBUM ¢ npasunamu GLP (Good Laboratory Practice, Hagne>kawas JlabopaTopHas
npakTuKa) peKoMeHyeTCH KaXKAon nabopaTopun yTOYHUTb napameTpbl pepepeHTHOro MHTepBana,
XapaKTepHble Ans o6cnefyemMoi nonynsunu.

Mpumeyaxue.

Pe3ynbTaTbl, fiexawue B npomexytke ot 12,2 ME/mn go 154 ME/mn. (K ot 0,9 go 11),
yKa3blBalOT Ha COMHUTENbHbIVA pe3ynbTaT U TpebyeT uccnefoBaHnsa B AuMHaMUKe. TpebyeTcs MOBTOPHOe
obcnefoBaHue yepe3 2 Hedenu. HapacTaHwe TUTpa B MOBTOPHOM 06pasue CBUAETENbCTBYET O HaIMuum
nHekunn. Ecnm xe TUTP He HapacTaeT, 3TO CBMAETENbCTBYET 06 OTCYTCTBUM aKTUBHOW MH(eKLUN 1 06
aHaMHeCcTUYeCKOM XapakTepe aHTUTeN.

3.11. MeTponornyeckas NpoCNeXmnBaeMoCTb OCYLLeCTBAsSNaCb C WCMOMb30BAHWEM MaTepuana C
mMapkupoBKoli CE, cbiIBOpOTKa NpPOTMB KpacHyxu, yenoedeckas {CE Marked Material Anti Rubella Serum,
Human NIBSC code: 67/182).

3.12. KnnHunyeckasa nposepka.

Ona NoATBEPXAEHUS ANArHOCTUYECKMX XapakKTepUcTUK Oblno uccnegoaHo 945 o06pasuoBs
CbIBOPOTKM M nnasMbl KpoBW. M0 fJaHHbIM WCCNefoBaHUA AMArHOCTMYeckKas 4yBCTBUTENbHOCTL 100%
(99,7-100%) c goBepnTENbHON BEPOATHOCTLIO 95%, AmMarHocTmyeckas cneymduyHocts 100% (99,6-100%)
C AOBEepUTENbHON BEpOATHOCTbIO 95%. Takxke 6blM uccnefoBaHbl 40 06pa3LoB CbIBOPOTKM KPOBM
BaKUMHMPOBAHHbLIX 340P0BbIX MauueHToB («Baktpmsup», AO «HIMO «MukporeH»; «lpunopukc-TeTpa»,
AO TnakcoCMuTKnanHTpeAanHr”, «BakuuHa NPOTUB KpacHyXu KynbTypanbHas xusas» AO «HIMO
«MukporeH», «M-M-P I1» Mepk LWapn n Joym B.B.

4. MEPbI BESOMNACHOCTW NP NCMOJIb3OBAHNW HABOPA
4.1. NMoTeHUManbHbIN pUCK NnpuMeHeHnsa Habopa - knacc 26.
4.2. O6pa3sybl CbIBOPOTKM KpPOBM YenoBeKa, MCNOMb3yeMble MNPW MNPUFOTOBAEHUN KOHTPObHON
CbIBOPOTKMW, MHAKTMBMPOBAHbLI U HE COflepXar aHTuTesn K supycy renatuta C, aHtuten k BUY 1, 2, a Takxe
aHTureHa p24 BNY-1 n aHTureHa supyca renatuta B (HBsAQ).

4.3. Habop npeaHasHaueH TONMbKO AN NPOGECCMOHANbHOTO MCMNO/b30BaHMUS.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



4.4. Bce xomnoHeHTs Habopa B HCIONB3YEMBIX KOHIEHTPAIMAX ABIAIOTCH HETOKCHHBIMU.
4.5. Brumanue! VcnonssoBars ctporo corfacHo MHCTpyknuMH no npuMmedenuio. He npuHHMAaTH
BHYTpSB!

4.6. Bece obpasiei, MONyYSHARE U1 1abopaTopHOro HCCIEAOBAHHAS, CNIEAYET CUATATH IOTCHIHAILHO
HEGHUMPOBAHHLIMA, ¥ OpH paboTe C HAMH JOKHH YIHTHBaThes TpeOopanma CanllnH 3.3686-21
"CaHUTapHO-3MHAEMHOIOTHYECKHEe TpefoBanna 10 mpodrnaxTrke HHGexuuoHHbX Gonesneit", CanlluH
2.1.3684-21 "CanmmrapHo-3nuaeMHojIOruMeckue TPeGoBaHNA X COACPXAHHIO TEPPHTOPHH TOPOACKHX H
CeNbCKHX TOCeNeHHH, K BOAHbIM O0BEKTaM, IHTHCBOH BOAC H MUTHEBOMY BOJOCHAOGKEHHIO HACENCHMA,
aTMOCpEpPHOMY BO3AYXY, TMOYBAM, JKAILIM NOMCIICHHAM, OSKCIUTyaTalMH NPOH3BOJACTBCHHBIX,
OOGIMECTBCHHEIX TIOMCIUICHMI, OpraHH3allMM H NPOBEACHHMIO CAHHTAPHONPOTHBOINUACMHYECKHX
(DpodrnakTHIECKHX) MEPONTPHATHIA".

4.7. Pabory cneayer NpOBOAWTL B CHEUMATBHO OGOPYIOBAHHOM IOMCLICHHH JabopaTopHH,
oTsevalomel TpeGoparuaM [locTaHOBAEHHIO FAABHOIO CaHHTAapHOTO Bpada oT 28 guBapa 2021 r. N4 «O6
yTBEepXKIeHHH caHATapHBIX npasuil H HopM CanllnHoM 3.3686-21 "caHHTapHO-3MMAESMHONOrHYECKHE
tpeGonanus no npodunakTuke HHPEKIMOHHEIX Gonesnei». [Ipn pabore ¢ Habopom Tpebyerca cobmonats
«MHCTPYKUHMIO 10 MepaM MpodUNakTHKH pacnpocTpaHeHus MHpekunorHbIX 3abonepanuit npu pabore B
KIMHUKO-AHArHOCTHYSCKUX Naboparopuax jeyeGHO-NpodHNaKTAYECKHX YIpeKACHUA», YTBEPKACHHOH
Munsapasom CCCP 17 sammaps 1991 roma; 'OCT P 52905 (MCO 15190:2003) «JlaGoparopnu
mMegumuHekue. TpeGoBarHA 6e30MacHOCTH .

4.8. JlaGopaTropHoe 000py/10BaHHE, B TOM YKC/E TUNETKH, INTaTUBL], 1abopaTopras nocya, XalnaTH,
rOJIOBHBIE YOOPBI, 2 TakKKe PaCTBOPRI PEANCHTOR ROMKHRI OHITH CTPOrO CTALMOHAPHLIMH. 3anpelaeTca HX
nepeMelieHHe U3 OJHOro NoMemeHHs B Apyroe. JlaGoparopHoe ofopynosaRHe M NpPHHAUICKHOCTH,
KOTOpHE HCMONB3YIOTCA npH pabote ¢ HalopoM, nomxHE O6LITE COOTBETCTBYIONMM OOpasoM
MapKAPOBAHEI H XPAHHTBCA OTAEIBHO.

49. Hcnomp3oBaThb M MCHATH MNPH KaXAOH ONCPALMH OAHOPA3OBbIC HAKOHEYHHKM A
ABTOMATHYCCKHX HJIM MEXaHMYECKUX A03aropoB ¢ (uueTpoM. OXHOpPA3OBBIE MIACTHKOBLIE MaTepHanbi
(npoGHpKN, HAKOHEYHHKH) HeoOXompMo cOpachiBarh B CrHenManbHHEU KOHTeitHep, conep:xammit
ne3nHGUUMpPYIONHIE pacTBOp ¢ Mocaexyiones yrmsanune# (cM. MY-287-113 «Meromuveckue yxasaHus
no Ac3UMHPEKUMH, NPEACTEPUIH3AUAOHHOK OYHCTKE M CTEpHNM3AIME H3JeNMit MEeAHIMHCKOTO
HA3HAICHUAY).

4.10. Y6upats ¥ Ae3HH(HIHPOBAT pa3iMTHIe 00paslp]l, HCNOAB3YA ACIHAGUIHPYIONHE CPEACTBA B
coorserctun ¢ CaulluH 3.3686-21 «CanurapHo-snuaeMuonoruyeckne tpeGobaHus mo npodunakTuke
HH}eKIHOHHEIX GonezHeH».

4.11. UucrpymenTsl, oGopyaoBaHEe, 8 Takxke paboune NOBEPXHOCTH CTOJIOB HEOOXOAMMO NPOTHPATD
70% pacTBOPOM 3THIOBOIO CHEPTA.

4.12. He muCnomp30BaTe MO HCTEYEHHMH CpoKa TogHOCTH. He ucnomb3oBaTh, €CnM ynakoBKa

nospexaeHa. [lepen npumenenneM yOeAUTECA B IENOCTHOCTH KoMnoHeHToB Habopa.
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4.13. Ha pe3ynbTaTsl aHanu3a ¢ Hcnons3osanueM HaGopa peareHToB MOI'yT BIIHATS Takue (akTophl,
XaK HETOMHOCTD BHIIONHCHAA aHANMHAA WIH OTCTYILIEHHE OT HHCTPYKIINY.

4,14, HaGop pearentoB «Rubella IgG-UDA» He cCOOEPXHAT JEKAPCTBEHHBIX CPeACTB JUM
MEIHIUAHCKOTO DOpPHMEHEHUS, MATEepUATOB JKHBOTHOTO M (HNH) YENOBEYECKONO MPORCXOXKNCHHA,
MATEPHAJIOB, KOTOPhIE ABAIOTCA KaHICPOrcHHHIMH, MYTArCHHBIMH HJIM TOKCHYHEIMH, BOSMOXHOS
BRIIC/ICHNE WM BHRIMBIBAHHE KOTOPBIX NPUBOAMT K CEHCHOMNM3alldM, aICPTHYUECKON peakuuu HiIH
OTPHLIATEIRHO BAHAET HA PEIPOAYKTHRHYIO HYHKLUHIO.

4.15. TIpH UCOOMB3OBAHAY COITIACHO MHCTPYKIKH IO NPAMEHEHHIO H3MCIHE ABIAETCA Ge30nacHHM
(He HeceT QH3IUUECKHX, IKONOTHYECKUX U HHBIX PACKOB).

4.16. TloxasaHus K NPHMEHECHHIO MEAUIMHCKOTO H3AEIUA: NPHMEHATE B COOTBEICTBHH C
HazHauCHHEM.

4.17. IpoTABonOKa3anns K NPHMEHEHHIO MCIWLAHCKONO H3IC/AMA: MPOTHBOMOKAIAHHHA B paMKax

YCTaHOBJICHHOIO HA3HAYMCHAA HE HMCCT. He IIPHMCEHATDH HE 10 HA3HAYCHHIO.

5. OBOPYIOBAHUE, MATEPUAJIbI U PEATEHTBL,
HEOBXOJIHUMBIE INPH PABOTE C HABOPOM:
— $OTOMETp BEPTHKAIBHOTO CKAHHPOBAHHMA, MNO3BOMMOMME HIMEPATh ONTHYECKYIO IUIOTHOCTE

COJEPKHMOTrO IYHOK IUIaHIIeTa [IpH UTHHE BOMHEI 450 HM;
— TepMOCTAaT, NOAAEPKUBalONIHI Temneparypy +37°C + 3°C;
— [03aTOPHl O CMCHHEIMH HAKOHCYHHKAMH, IO3BO/MIONME OTOUPATH 06beMEl B AuanasoHe 5-250 M,
— MIHHAP MepHEI BMecTHMOCTBIO 1000 Ma;
— BOZIa AHCTHIUIHPOBaHHAA;
— NepYATKH Pe3HHOBLIC WIH IUIACTHKOBLIC;
—~ GyMara QUIbTpOBANLHAS;
- apToMaraecknii HPA-arann3aTop OTKPEITOro THIA (IPH HEOOXOMMMOCTH).
6. AHAJIM3HUPYEMBIE OBPA3LIbI.

B xauecTse aHanM3MpyemMore obpasiia MCnoMb3yeTc CHIBOPOTKA (I1a3Ma) KpOBH.

6.1. Ilpouenypa noxy4eHus aHATH3NPYEMOro MaTepHana.

6.1.1. C6op obpasnioB KpoBU CleAyeT NPOBOXHTL B COOTBETCTBHH ¢ TEKYIIeH MPaKTHKOR METOAOM
BCHCOYHKIMH, co0miofad craHzapTHele naGopaTopHele mnpouenypel. J{ns aHanH3a MCMONB30BATDL
HEpasBeASHHYIO CRIBOPOTKY (I1a3My) KpoBH,

6.1.2. Brifop npoGHpox ANA NONy4YeHHA CHIBOPOTKH KpOBH, NOATOTOBKY OHONOTHYECKHX
XHAKOCTEH, NEHTpHPYTUpoBaHMe, XpaHEHME H TPRHCHOPTUPOBKY o6pa3suna MPOH3BOAUTL COIVIACHO
[PaBAJIAM NPOBEACHHA NMPEAHAINTHYECKOIO JTala, YTBEPXACHHBIM UL J1aGopaTopHH.

6.2. Tlonyduenune CRIBOPOTOK KPOBY NALHECHTOB.

6.2.1. KpoBs oToOpars BeHenmyHKIUeH B 0AHOPA3OBYIO BAKYYMHYIO H/IH MHOTOPA30BYIO CTCPHIBHYIO
¢ TIIOTHO 3aKphiBalomielicd KpMINKOH NMpoOHPKY A NMOMY4eHHS ChHIBOPOTKH (coriacHo mpasunam OPT
npeaHanuTHYeckoro stana B MY naGoparopuif), ocTyaMTE NpH KOMHaTHO#H TeMneparype B TeueHue 30
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JayT, OTAeNUTb CbIBOPOTKY LEHTpUQYyrnpoBaHmem npu KOMHaTHOW Temnepatype. LleHTpudyrmuposaTth
10 MuHYT npu o6opoTax 1500-2000 B MUHYTY.

6.2.2. Bo nsbexaHune remonnsa HeobXoANMO Kak MOXXHO ObICTpee OTAENUTb CbIBOPOTKY OT CryCTKa.

6.2.3. O6pasybl C remMonnM3oMm, runepaMNUAeMnert WA OYeBUAHbIM 6GaKTepuanbHbIM MPOPOCTOM
NCCNefoBaHMIO He MOANexar.

6.3. TMonyyeHue nnasMbl KPOBY MaLmMeHTOB.

6.3.1. Bo wu3bexaHue remonmnsza HeOOXOAUMO KakK MOXHO ObICTpee OTAeNUTb nnasMy oOT
3puTpoLMTOB. BbI6GOP NPOOGUPOK ANA NONYYEHUA MIa3Mbl, MOATOTOBKY, LEeHTPU(PYrupoBaHue, XpaHeHne un
TPaHCMOPTUPOBKY o06pasua Npou3BOAMTbL COrNacHO npasuaam MPOBEAEHUA NpeaHaIMTUYECKOro aTtana,
YTBEPXAEHHbIM And nabopaTopun. PeKOMeHAyeMoe COOTHOLUeHWe aHTUKoarynsaHta u 6uomartepuana, a
TakXe cnocobbl MOATOTOBKM 06pasya M pexumbl LEHTPURYrMpoBaHMA ONUCaHbl B WHCTPYKUUKW MO
MPUMEHEHMNIO NPOBGUPOK, NCMOMb3YyEMbIX NabopaTopuei.

6.3.2. B KayecTBe aHTUKOAryNnAHTOB MUcnonb3oBaTs SATA, renapvH 1 uMTpaT HaTpus.

6.4. Ecnn aHann3 NpoBOAUTCS He B eHb B3ATUSA, 3aKPbITYIO NPOBMPKY € 06pa3Lom crnegyet XpaHuTb
npuv TemnepaTtype +2-8°C B TeYeHMe 7 CYTOK unm npu TemnepaType -20°C He 6onee 2 mecsiues. BekpbiTas
npobupka xpaHutca npu Temnepatype +2-8°C B TeueHue 48 wuyacoB. [lonyckaeTcd OLHOKpaTHOe
3amopaxusaHue/oTTanBaHue maTepuana.

7. NOATOTOBKA OBPA3LOB N PEAFEHTOB AJ1A AHAJIN3A.

7.1. Tlepes npoBefeHVMeM aHanm3a KOMMOHeHTbl Habopa u uccnegyemble 06pasuibl CbIBOPOTKM
(nna3mbl) KpOBW, cnedyeT BblAepXXaTb NPy KOMHATHO TemnepaTtype +18-25°C He meHee 30 MUH.

7.2. MofroToBKa nfaHLeTa.

BCKpbITb NakeT ¢ NNaHWETOM U YCTaHOBUTb HA paMKy HEO6X04MMOE KO/IMYECTBO CTPUMOB.

OcTaBLUMECA HEMCNOo/Ib30BAHHbIMU CTPUMbI, 4TOBGbLI NPefOTBPaTUTb BO3LENCTBME Ha HUX BAaru,
TWAaTeNbHO 3aK1enTb Bymaroli Ana 3akfemBaHna nnaHLeTa.

7.3. lNMpuroTosneHne 0TMbIBOYHOI0 PacTeopa.

Cogepxnmoe (nakoHa C KOHLEHTPATOM OTMbIBOYHOrO pacteopa (22 mn), nepeHecT B MepHbI
UnnnHAp BMmectumocTbo 1000 mn, fo6asnTb 550 M ANCTUNNMPOBAHHONM BOAbLI M TWATENLHO MepemeLlaTs.
B cnyuyae gpo6Horo mucnonb3osaHus Habopa cnefyeT otobpatb HEO6XOLMMOE KONMYECTBO KOHLeHTparta
OTMbIBOYHOIO pacTBopa W pasBecTu AUCTUNIUPOBAHHOW BOAONW B 26 pa3 (1 M1 KOHUeHTpaTa OTMbIBOYHOIO
pacteopa + 25 Mn AUCTUANNPOBAHHON BOABbI).

7.4. PazbaBbTe 06pasLbl CbIBOPOTKM (Mnasmbl) Kposu B 101 pas, nucnonssys NP A-bydep.

Mpumep: 5 Mkn o6pasya + 500 mkn MNOA-Bydepa. He pasbaBnsaiite KanmbpoBOYHble MNpPo6bl K

KOHTPO/IbHYH CbIBOPOTKY.

Bwug matepuana Co6op, XpaHeHne 1 06paboTKa MaTepuaia Mpvimep Obpasey, B dakTop

pasBedeHMs  NyLICY,MK/  NepecyeTta
CbIBOpPOTKa Wceneayemble 06pasubl JOMKHbI GbiTh TlaTeNbHO 5 MK/ 06pastia 100 1
(nna3ma) KpoBM  OTLEHTPUQYTrMPOBaHbI. + 500 mKn

AHanM3 MyTHbIX, XMNe3HbIX K remonutuuecknx VIPA-Bydepa
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7.5. Ecnu kOHIEHTpAINA B HCCIeAyeMoM oGpasue, MpeBbllaeT 3Ha4cHHe BepXHel KanuOpoBouHON
npobs (C5 ME/Mn), ero cneayer aonoanutentio passectH HPA-Bydepom B 10 pas u Gonee. Ilpu

o0pasloB MOKET NPHBECTH K  HCKAXEHHIO
pe3ynbTaToB.

pacueTe KOHUEHTPALKK HEOOXOAHMO YMEOKHETE ITOy4eHHEIH pe3ynbTaT Ha GakTop pasBeficHHA.
8. IIPOBEAEHHE AHAJIM3A
[ToMecTHTe B paMKy HeoOXoapMoe KONMYECTBO CTPHIOB ANg 5 KannOpoBouHbIX NMpol, 1 mpolH
KOHTPO/bHO! CHIBOPOTKH U JTYHKH JUIL HCclelyeMbIX 06pa3nos.

8.1. Pyunas nocraHoBka.

8.1.1. IlpH KONMYECTBEHHOM YUETE PE3YILTATOR:

BHecHTe B COOTBETCTBYIONME NYHKH no 100 Mxa kaxnol xanuGporounoit npobH ¥ KORTPONBHOH
CHIBOPOTKH. B ocTanbHEie siyEku BHecuTe no 100 MK pa3sGaBICHHEIX HCCACAYEMBIX 06paslioB CHIBOPOTKH
(ILma3sMel) KpOBH.

BreceHue KannGpoBoIHEIX npob, KOHTPONBHOM CHIBOPOTKH M HCCIeAyeMEIX 00pasion HeobXoaumMo
MPOU3BECTH B TeUeHHE 15 MHRYT.

8.1.2. Ilpu kauecTBEHHOM yueTe pe3yILTaTOB:

BrecuTe B cOOTBETCTBYIOMME NYHKH no 100 mxn kannGposounsx npob Cl, C2 u CS. B ocTanshbe
nyHkd BHecHTe 10 100 MK pasz6aBneHnbIX HoCneyeMbIX o6pasioB CBIBOPOTKH (MIa3MBI) KPOBH.

Buecenue KatuGpoBoYHbIX Mpo6, KOHTPONBHON CEHIBOPOTKHE M HCCACAyeMBIX 00pasnoB HeobxoamMo
TIPOU3BECTH B TeueHHE 15 MHHYT.

8.1.3. AkkypatHo nepememalite COAZEPKMMOE IUIAHILETa KPYTOBRIMM  ABHXCHHAMM @O
rOpH30OHTANIBHON MOBEPXHOCTH, 3aKnelTe muanmer Gymarod aAng 3axncHBanEs IwiaHmera. Mukybupyiite
nnaHueT B Teuenne 30 MEREYT OpH TeMnepartype +37 °C.

8.1.4. ITo oxoHuaHMH MHKyOalUH YAANUTE COACPKUMOE NYHOK acnupaume (HanpHMep, ¢ IOMOLIEIO
BOAOCTPYHHOrO Hacoca) NiM AeKaHTHPOBAHMEM H OTMOliTe IYHKH 3 pasa. [Ipn kaxao#i oTMEIBKE J00aBbTS
BO BCE JIYHKH IO 250 MKJ OTMBIBOMHOTO PacTBOPd, BCTPAXHHTE IUIAHIIET KPYTOBHIMH JBHXKCHHAMM IO
TOPH3OHTANBHON NOBEPXHOCTH ¢ MOCHEAYIOWEH aciHpaumel MMM JCKAaHTHPOBAHMEM. 3ajepXkka IpH
OTMBIBKe (3aMauHBaHMe JYHOK) He Tpebyercd. [IpH XaXaoM ACKaHTAPOBAHAHM HEOOXOMMMO TIMATEALHO
YAANATL OCTATKH KHAKOCTH U3 JYHOK.

8.1.5. Buecure Bo Bce nyHKH no 100 Mk koHBIOraTA,

8.1.6. 3aknelre masmer Gymarod id 3akcHBaHMA IUIAHINETa W HHKyOHpylite ero B TeucHue 30
MuHYT npH Temneparype +37 °C. Ilo okoHYaHMH HHKYOauUWMH YZAUMTE COACPKUMOC JIYHOK H OTMOHTe
NYHKH 5 pas.

8.1.7. Buecure Bo Bce nyskH nmo 100 mxn cyOGcrpartHOro pacteopa Terpamerwnbensuausa (TMB).
Buecenue cyGerpatHoro pacTeopa TerpaMerHnGensugmna (TMB) B nyHkm HeoOXOmMMO NPOH3BECTH B
Tedenne 2-3 MuH. UHKyOupyliTe nnaHmer B TeMHOTE NPH KOMHATHOH TeMneparype +18-25°C B Teuenue

10-20 MHHYT B 3aBHCHMOCTH OT CTCICHH PA3BUTHA CUHETO OKpAIlIHBAHHA.
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8.1.8 BHecHTe BO BCE JIYHKH ¢ Toif ke CKOPOCTHIO H B TOH Xe [OCICAOBATENBHOCTH, KaK H
cyGeTpaTHELi pacTrop TerpamerunGensnauna (TMB), no 100 mxn cTon-pearcATa, Py 3TOM COACPKUMOE
JYHOK OKpAUIMBAETCA B APKO-KEATHIA IBET.

8.1.9. Msmepbre BenmuuHy omruveckofi mnotHocTH (OII) comepxumoro JyHOK MNAHIETA Ha
doTOMEeTpe BEpPTHKANLHOIO CKAHMpOBaHMA NpH AmuHe Boaunt 450 HM. Himepenne OIl comepkumoro

JNYHOK IUIAHINETA HEOOXOAMMO TIPOM3BECTH B TeWeHHe |5 MHHYT Mocie BHECEHHS CTON-PearcHra. biaHk

doromerpa BrCTABNANTE IO BOSAYXY.

8.2. ABTOMaTHYeCKad MOCTAHOBKA.

[ocTanoBKY Ha 2BTOMATHYECKHX aHANTH3ATOPAX V1A MMMYHO(EPMEHTHOTO aHATH3A OTKPEITOrO THIIA
NPOBECTH B COOTBETCTBHY C POLCAYPOi, ONicaHHO# B 11.8.1 H PYKOBOACTBOM [107Ib30BAHNA AHANU3ATOPA.

9. YYET PE3VJIbTATOB. KOHTPOJIb KAUECTBA.

9.1. JIpH KONMHYECTBEHHOM YUeTe pe3yIbTaTOB:

9.1.1. Tlocrpoiite B NHHEHHLIX KOOpAMHATaX XanuGpoBoumsii rpadmk: ock abeumee (x) —
xoHnenTpauus IgG anTuren x anTnrenam Rubella B xkanuGpoBodnEIX npodax (ME/mi), och opauHar (y) —
onTHYecKas INOTHOCTh Kanmubposounsx npo6 (OIT 450 um). [na amroputMa obcuera (anmpoxcHMALMH)
kanuGpoBoIHOro rpaduKa HCTIONB3YHTe HHTEPBATLHEIH (KYCOTHO-THHEHHEIH, «OT TOUYKMA K TOYKEY) METOL.

9.1.2. Onpeaenute no xamubposoaHOMy rpaduxy cofepxanue IgG antuten k antureHam Rubella B
HcceRyeMBX ofpasitax.
9.2. [IpH XauecTBEHHOM YYETe Pe3yNLTATOR:
9.2.1. Pe3ynbraThl aHaNM3a CYUTATD JJOCTOBEPHEIMH, €CTIH:
— OI1 xanu6posouroit npobei C1 we e 0,2 onrayeckolt ennauns (OE);
~ OI1 xanu6popousoit npobul C5 ue Hike 1,0 onruveckux exunul (OE).
Ipumenanue: OI1 xanu6posouno#t npobst C2 pomkno 66iTh HIke OIT (CS5), Ho suume OIT (C1).
9.2.2. Paccwmaitte cpemuee OINl xamGporovnoit npobu C2:

Ol (C2) = {OIT (C2)1 + OIT (C2)2} / 2
9.2.3. YmuoxxTe cpeance OI1 (C2) Ha xoxpdumuent Q, 3HAYEHHE KOTOPOro YKasaHO B MAcmopre

KOHTDOJIA KAUeCTRa — MOJIyYuTe IPaHUHOE 3HaueHHe onTadeckol mwiotnocTH (OIID).

OI'= OI1 (C2)*Q
9.2.4. JIna xaxaoro ofpasua suuncinTe kospdumuent K, nomyuaement nenenueM Ol ofpasua Ha
OIlr'.
K= Ologpmus’ OTIT
9.2.5. UuTepnperalua pe3y/bTaToB:
ITpu K>1,1 ~ obpazen nonoXuTEIBHbIA;
Tpu K<0,9 — o6pasen oTpunaTenbHbIi;
Tpn 3nauennu K, nexamem B npomexyTie oT 0,9 1o 1,1 - pesyanTar B norpaHHIHOH 30H¢ (+-).
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10. O'PAHUYEHUE METOJIA

/ 10.1. Habop pearentoB «Rubella 1gG-UPA» npenHasHaueH /i AHArHOCTHYECKHMX neneu, ogHaKo

J

OKOHYaTeNbHbIH AHArHO3 HE JOJDKEH OCHOBBIBATHCA TOJILKO HA pe3yJbTaTax JaHHOrO TeCTa.
10.2. JlmarHo3 JOMKeH ObITh MOCTAaBIEH BpauyoM I0C/€ MONHOTO KIHHHYECKOro W jnabopaTopHOro
ofcneroBaHus MalMEHTa.

11. YCJIOBUSA TPAHCIIOPTHPOBKH,
XPAHEHHA U OKCIUIYATALIUHM HABOPA.

Undopmauus o6 0coGeHHOCTAX TPaHCMOPTHPOBAHMS MOKHA YYMTBIBATbCA BCEMH JIHLIAMH,
Y4acCTBYIOIMMH B XpaHEHUH, NIEPEBO3KE H YTHIH3ALHN (YHHYTOXKEHHH) 3TOTO H3/IEHS.

11.1. TpaHcnopTupoBaHHe.

11.1.1. TpaucnoptupoBanue Habopa peareHtoB «Rubella 1gG-U®PA» nomKkHO NpPOM3BOAHTECA
BCEMM BHIAMH KPHITOTO TPaHCMOPTa B COOTBETCTBHU C TpeOOBaHHAMM M NPaBHIIaMH, YCTAHOBJICHHBIMH Ha
JaHHOM BHJIE TpaHcropta, mpu Ttemneparype +2-8°C. Jlonyckaercs TpaHcmoptHpoBka Habopa npu
temreparype 10 +25°C He 6onee 15 cyTok.

He nonyckaercs 3amopaxuBanue uenoro Habopa.

11.1.2. TpadcnopTHpoBaHue H3JENHIl NMpH TeMneparypax, Tpebyrowux cobmonacHua "XonoaoBo#
nenu", obecneuuBaioluleii COXPaHHOCTb TEMIEPATYPHOIO pPEXHMa, MAODKHO OCYIIECTBIATHCA B
TEPMOKOHTEHHEPaX OJHOPA30BOro NoJIb30BAHUA, COACPXKALIMX X/IaA03IEMEHTDI, HIIH B TEPMOKOHTERHEPAX
MHOTOKPAaTHOTO MpPHMEHEHHs ¢  aBTOMAaTHYeCKH MOJJEPXKHBAEMOil  TemMmepaTypoil MM B
aBTOpedpHKEpATOpaX C UCMONb3OBaHHEM TEPMOHHINKATOPOB.

11.1.3. U3genus, TpaHCOPTUPOBAHHbIE C HAPYLIEHHEM TEMIIEPATYPHOTO PEXHMa, MPUMEHEHHIO HE
nojIexar.

11.2. Xpanenue.

XpaHeHHe u3aeNui U/MAM KOMMOHEHTOB NpH Temmepatype oT +2-8°C NOMKHO OCYILECTBIATLCA B
XOJIOAMJIBHBIX KaMepax HJIM B XOJOAMIbHUKAX, oOecrneyuBaloInX periaMeHTHPOBaHHbIH TeMIepaTypHbli
PEXHM C €XeIHEBHOH perucTpauueil Temneparypbl. XpaHeHHE CBETOYYBCTBHTENIBHBIX W3AENHil H/MAH
KOMMOHEHTOB 0JIXKHO OCYLLECTBIATLCA B TEMHOM MECTE.

11.2.1. Habop pearentoB «Rubella 1gG-UDA» nomixeH XpaHHTBCH B YNAKOBKE MNpPEANPHATHA
H3roTOBHTENA NpH Temnepatype +2-8°C B TeyeHHE BCEr0 CpoKa IOJHOCTH, YKa3aHHOTO Ha YMAaKOBKE
Ha6opa. Jonyckaercs xpaienne HaGopa npu temneparype no +25°C He 6onee 15 cyTok.

He nonyckaercs 3aMopaxxuBanue uesnoro Habopa.

11.2.2. B cnyuyae npobHoro ucnosib3oBaHHs HaGopa KOMMOHEHTB! CIEAYET XPaHHTh CIEAYIOLUHM
obpasoM:

—~ OCTaBILHECS HEHMCMOJb30BaHHBIMM CTPHIIbBI HEOOXOAMMO TILATENBHO 3akiieuTh Oymaroit ans
3aKJIEHBAHHUA MUIaHILIETa H XPaHHTD NpH TeMnepatype +2-8°C B TeueHue Beero cpoka roaHoct Habopa.

— OCTaBILHECS HEHMCNOJb30BaHHBIMH KaluOpoBOuHbIE MpoObl, KOHTpoJbHas chiBopoTka, HDA-
Bydep, KOHUEHTpaT OTMBIBOYHOTO PacTBOPA, KOHBIOTAT, CyOCTpaTHBIH PacTBOp TeTpaMeTHIOCH3UAHHA
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), CTON-PEareHT Mocne BCKPHTHSA (IAROHOB CEAYET XPAHHTE IPH TEMAEpaType +2-8°C B Teuenne
scero cpoka rogHoctd HaGopa.

— IPUTOTORNEHHEN! OTMBIBOUHBIN PACTBOP XPAHHTH IPH TEMIICPAType +2-8°C ue Gonee 45 CyTOK,
AOTYCKAeTCA XpaneHHe pH KOMHATHOH Temniepatype +18-25°C ne Gonee 15 cyTok.

TMpumevanue. Tlocne HCMONB3OBAHHS PEATcHTa HEMELNEHHO 3aKPLIBAHTE KPHILKY tnaxona.
3akpeBaliTe KaxAblit Gprakon cBoeH KPHINKO.

11.2.3. Usnenus, XpaHUBIINMECA ¢ HAPYNICHHEM pPEerNaMEHTHPOBAHHOIO PE&XHMMA, NPHMCHEHHIO HE
NoAIeXKAT.

11.2.4. Cpok ronnocte HaGopa pearentop «Rubella [gG-UDA» — 18 Mecsies.

11.3. SxcmnyaTanua.

Bce KOMIUIEKTH MpeAHa3HAYSHS WUIA PYYHOMH TOCTAHOBKM M JUId TIOCTAHOBKH Ha ABTOMATHHECKHX
AHANM3ATOPAX U1 MMMYHODEPMEHTHONO 4HANMH3A OTKPHITOrO THNA ¢ BOMOXHOCTEIO IpolHoro
ucnons3oBanus nanmera (HaGopa), Tax u Jy MOCTaHOBKH Henoro wianmera (Habopa).

PexoMeHIyeTca NpOBeAeHHe aHammsa B AyOnukarax. Jlomyckaercs HCCIENOBaRHE o0pasnoB B
MoHOMMKaTax. [IpOH3BOMTENb TAPAHTHPYET COXpaHEHNe BCEX TEXHWUCCKUX Xapakrepuctrk HaGopa u
JOCTOBEPHOCTD PE3YBTATOB.

MoTenupansHsii NOTpeGUTENs — Bpayd KIMHHKO-AMArHocTHYecKHX naGoparopnit. [Tpodeccnonamuas
KkBanuukanmonnas rpynna "Bpads u nposusopu” Beex yposeii (TIpukas Ne526 ot 06.08.2007 r «06
YIBEpRACHHH NpOQeCCHOHANBHEIX  KBATHQMKAUMOHHEIX TIPYmN AOMKHOCTCH MEJMIMHCKHX H
¢apmateBTHYECKHX PabOTHHKOBY).

MeauumHCKHI IEpPCOHAN KITMHHKO-ARArHOCTHICCKHX J1abopaTopuil OJKeH MMETh HOKYMCHTHPOBAHHOS
NOXTBEPXKACHHE NPOBEACHHOrO 00yYeHHA, CBA3AHHOIO ¢ NOTCHUMAILHEIM PHCKOM, COYCTAIOMMAMCA C
pabotoif, ¢ MOOEIM MeAMIMECKAM (KIMHHYCCKUM) 1a00paTOPHEIM YCTPOHCTBOM.

11.3.1. Tlpm ucnons3obanuy Habopa HeoGxoanMo MpHACPKUBATHECA CIEAYIOMMX NPaBHI:

-~ He Mcnonb3oBaTh HaGop nocne OkoH4aHHS CPOKa FOQHOCTH;

- He Henonb3oBaTs HaGop peareHTOB, ecim yNakoBKa NOBPEK/ICHa;

- He cMemuBaTh KOMIOHeHTH HaGopos pasHBIX cepuit, KpoMe YHHPHUHPOBAHHBIX
Hecneuu(HUUecKHX pearcRToB (KOHLEHTPAT OTMBIBOYHOTO PACTBOPa, CTON-PEAreHT, CyGcTpaTHeIH pacTBOp
TerpameTunGensuany (TMB));

— TINATENbHO NEPEMEIIMBATD PEAreHTH IPH NOATOTOBKE H NPOBESACHHN aHANN32;

— WCTIONB3OBATH Vi TPATOTORNCHMSA PEAreHTOB XHMHYECKH HUHCTYIO nocyay, ofpaGoTaHHylo
IHCTAJUIMPOBaHHOHA BOJIOM;

— HCHONL30BATH TONLKO 060pYROBaHHE, POWIC/LICE METPONOTHYECKYIO TIOBEPKY;

— MCKMOYHTh NPAMOE BO3ACHCTBHE COMHEMHEIX JyYeli Ha IUTAHIICT BO BpeMs NpPOBEACHHA
HCCTICIOBaHN,;

— He AONYCKaTh NPHCYTCTBHA NApoB MEPEKHCH BOAOPOJA M XJIOpa B TIOMEINECHHH NPH IPOBCACHAH

HMMYHO(EPMEHTHOTO HANM3A;
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-~ NIOC/IE HCMOAB30BAHNA PearcHTa HEMEICHHO 3aKpbiBaiTe KPHIIKY (akoHa. 3axpsisaiite xanbit
¢nakoH CBOEH KPbIIKOH,

11.3.2. He monyckaercs MCINONB30OBAHME MONOKHTENBHOH KOHTPONBHOH CHBOPOTKH, €C/IH PacTBOp
BO ¢uakoHe MyTHbIH, HaGMONAETCA OCAAOK MM HENPHATHBIH 3amax.

11.3.3. Bce xomnonenth! Habopa pearentos «Rubella IgG-IPA» npu cobmonennu Tpebosanni
Aannolt Unctpykiun cTaGribHsl B TedeHHE BCero cpoxa roamoctd. Cpok roasoctd Habopa ykalan na
BHEIIHEH CTOpOHE YNaKOBKH.

11.3.4. HenpasunsHoe obpamenne ¢ oOpasliaMH W WU3MCHCHHE NMPOLCAYPhI NPOBEACHAA AHATH3A
MOTYT TORIMATE HA pesynbTarhl. JUIs TOMyYeHUA HANEXHEIX PpE3YJIbTATOB HEOOXOAUMO CTpOroe
cobmoaenne HHCTpYKIMM N0 NMPUMEHEHHIO.

11.3.5. He ucnonas3osaTh KOMIOHEHTEH! 13 Apyrux HaGopos.

11.3.6. Uzmermn w/wm xommoHentn HaGopa pearentoB «Rubella 1gG-UDA» peMoHTY H
TeXHAYECKOMY 00CTYKHBAHHIO HE HOMICHKAT.

11.4. Yraou3zanud.

11.4.1. H3nenns, nprlieAmiHe B HENMPUTOAHOCTE, B TOM YHCNE B CBA3H C HCTCUCHHEM CpOKa
FOAHOCTH, NOLIEKAT YTHITH3ALMH.

11.4.2. Mennuveckae oTXoAsl Knacca A, B. Yruwmsammio win yHuuroxenue Habopos pearentos
cneayer mnpoBoguTh B cooTBerctud ¢ CanllmH 2.1.3684-21 "Canurapro-31HAeMHONOIHYCCKHE
TpeGOBAHHS K COZEPKAHUIO TEPPHTOPHI TOPOACKHMX M CENMLCKHX MOCENEHHH, K BOMHBIM OGBEKTaM,
MMTHEBOM BOJIC H MUTLEBOMY BOAOCHA0XEHHIO, aTMOCHEPHOMY BO3AYXY, NOUBAM, XKHIBIM [IOMCIICHHAM,
3IKCIUTYATalH IPOH3IBOACTBEHHLIX, OOIECTBEHHEIX OMEILEHNH, OPraHH3alHA H NPOBCACHHIO CAHHTAPHO-
NPOTHBOJIHACMAYECKHX (podunaxTuyecknx) meponpustuii”, CasllmH 2.1.7.2527-09 (2.1.7.728-99)
«TTpaBuna c6opa, XpaHeHHS H YAAICHUA OTXOXOB NeueGHO-NpodHmakTHHuECKHX yupexaenuii» B MY 287-
113 «MetoaMuecKue yKasaHus MO AE3HHQEKUHH, NPCACTEPHIHM3AUHOHHON OYHCTKE H CTEPHIM3AlHH
H3JENHIi MEANITHHCKOTO HA3SHAYCHHA).

11.43. VTuim3aus NOPOBOJHTCA CNCOHANHIMPOBAHHHBIMH OPraHH3alMAMH, KOTOPHE HMEIOT

JIMUECH3WIO Ha OpABO YTHAH3AUUH METUITHHCKHX O0TX0H0B.

TpeanpuATHE-M3rOTOBATENb T[APAHTHPYET CTaGHILHOCTh KoMmoHeHTor M HaGopa, a Takxe
cooreerctue Habopa TpeGopammam Texuuueckmx ycnosuii npH  coOmoOAeHHM  yCNOBUH

TPAHCIIOPTHPOBAHKS, XPAHCHNA H NIPAMCHCHHUA.
ITo eonmpocam, racaowumcs xauwecmea Habopa peazewmos «Rubella IgG-H®A», credyem

obpawamscs 8 000 «XEMA» no adpecy: 105264, Mocxea, yn. 9-1 Hapxosas, 0. 48., mea/paxc (495)
510-57-07.
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Cxema npoBegeHusn aHanu3aa / Test procedure \

~

[ PassegeHMne ) [ Buecenmue KanUSPOBOUHBLIX NPOS, KOHTPONBHOW A [ WuxySayun 1

nccnegyemeix oGpazuos 1:101 ChIBOPOTKN W HCCRERYEMBIX 06pasLoB
m +37°C

\ J
w ( OTmbiska 3 pasa / A
wash 3 times

I{Il'll'll-ll'll'[l'll'

\. J . k -
[ Cy6cTpar ) [ WuxyGaunn 3 ) ( ([ POTOMETPUR, A
oGpaGotka pesynasraros
) +18-25°C
sues ‘
100 mKa/pl " -
\, J \, J \ L J
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CUMBON 3HauyeHne cuMmBoOna
MN3roToBuTeNb
Vicnonb3osaTb 0
or Kog naptun (Homep cepumn)
Homep no kaTtanory
n
A He gonyckatb BO34elCTBMA CONHEYHOIO CBeTa
bBepeyb OT Bnaru
Mepenen Temnepartypsbl
2»CA
O6paTtnTech K UHCTPYKLUN NO NPUMEHEHMIO
A OcTopOXKHO!
. MegnunHcKoe nsgenne 4nsa gMarHoOCTUKN I BUTMPO
Cofiep>XMMOro 40CTaTo4HO AN NPOBeAEHNS M TECTOB
MnaHwer
SORB MTP
KannbpoBoyHble MNpobbl
CAL 1-5
KOHTpoONbHasa cbiIBOPOTKA
CONTROL P P
KoHbtorar
CONJ HRP
NDA-Bye
DIL SPE yep
Cyb6cTpaTHbI pacTBop TeTpameTunoéeHsnanHa (TMb
SUBS TMB y6cTp p p TeTp AvHa ( )

BUF WASH n-X
STOP

KOHLEeHTpaT OTMbIBOYHOTO pacTBopa

Cron-peareHT

CTapLumnii TeXHONMOr OTAeNa NPoON3BOACTBA peareHToB.
N KOHTpO/IbHbIX NpenapaTtoB OO0 «XEMA»
T » 2023 .

XXpaHosuy M.HO.
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KONMNYECTBE
( T JINCTOB

"YW ONHATENbHbIV ANPEKTOP
VW XAMOO0<< " MA»

W' E'.Ci KocTpukunHa

NPOLUNTO
B KOJIMYECTBE INCToB
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Hacnopm KOHTpONA Ka¥eCTBa MCAHIIAHCKOrO H3CJIHA

«Ha6op peareHTOB /11 HIMMYHO(GEPMEHTHOTO onpeniesienys IgG aHTHTe)l K aHTUICHAM

Rubella B criBopoTxe (11asme) kposu «Rubella 1gG-UDA»
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CoKpalleHHOe HaMeHOBaHVe

O6uWecTBO C OFTPAaHNYEHHOW OTBETCTBEHHOCTbLI «XEMA»

MacnopT KoHTpona kayecTsa M 102/205

«Rubella IgG-NdA»
Habop peareHToB /19 UMMYHO(epMeHTHOro onpegeneHuns 1IgG aHTUTeN K aHTUreHam Rubella

B CbiBOPOTKE (nnasme) kposu «Rubella IgG-NPA»

YCNoBusA XpaHeHNs 1 TPAHCNOPTUPOBKK; +2-8°C

Habop cooTBeTCTBYET TPE6OBAHUAM
YnakoBKa COOTBETCTBYeT TpeboBaHUAM

Cepus

205

350 2022-08

K-Bo B cepun [Jatawmsr. (rog-mec) MogeH Ao (rog-mec)

2024-03

TY Ne 21.20.23-1022-18619450-2023
TY Ne 21.20.23-1022-18619450-2023

MapKnpoBKa COOTBETCTBYET TpeOOBaHUAM TY Ne 21.20.23-1022-18619450-2023

KF KomnnekTaumus Habopa / BHewHwWii B1g

Ne Kog Cumson

1

CocTas

P102Z SORB MTP T[naHwert

2 C102Z CAL 15

3 Q102Z CONTROL

4 TI02Z CONJHRP

5 S011Z3 DIL SPE

6 RO55Z SUBS TMB

7 S008Z BUF WASH
26X

8 RO50Z  STOP

9  No03 -

10 K102l -

N K102Q

KanmbpoBo4Hble Npobbl

KOHTPO/bHasA CbIBOPOTKA

KoHbtorar
VNPA-bydep

Cy6cTparHbIii pactBop
TeTpamMeTnnbeH3namMHa
(TMB)

KoHLeHTpar
OTMbIBOYHOIO pacTBopa
Cron-peareHT

Bymara ans 3aknenBaHus
nnaHLera

MHCTpyKUMA Mo
NPUMEHEHNIO

MacnopT KOHTpONA
Ka4ecTBa (aHa/IMTUYECKMIA
nacrnoprT)
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K-BO

1.

5X15mn

1X15mn

1x 14 wmn
1x 50 mn

1X 14 mn

1x 22 mn

1x 14mn
2.
lwr

1w,

OnucaHne

96-/TyHOUHbIIA, NONNCTUPO/OBBIN,
CTPUNUPOBaHHb I, HA BHYTPEHHEN
MOBEPXHOCTM lYHOK MaHLLeTa
UMMOBWIN30BaHbI aHTUIEHbI Rubella,
rOTOB K UCMO/b30BaHMIO.

Ha ocHoBe Tpuc-6yepa, coaepxallive
N3BeCTHble KonmyecTsa IgG aHTuTen K
aHTreHam Rubella - 0; 15; 50; 100; 200
ME/mMn. KanmbpoBoYHble Npobbl C2-C5 -
(haKoHbI C NMPO3PAYHOI XKUAKOCTHHO CUHETO
LBETa, KanmbpoBoUHas Npoba C1 - ¢i1akoH ¢
NpOo3paYHoii 6ECLIBETHOM YKWUAKOCTLIO,
rOTOBbI K UCMO/b30BaHUIO.

(hflakoH C MpPOo3paqHO GECLIBETHOM
YKNAKOCTBHO, HA OCHOBE ChIBOPOTKM KPOBY
YesioBeKa C N3BECTHbIM cogepkaHveMm IgG
aHTUTeN K aHTUreHam Rubella,
NHaKTUBMPOBaHa, roToBa K UCTO0/Mb30BaHUIO
(hriakoH ¢ NPO3paY“HoI XKAKOCTHHO
KpacHOro LBeTa, roToB K MCMO/b30BaHUIO.
(hNlakoH C MPO3PaqHON XXMAKOCTHHO CYHETO
LBETa, FOTOB K UCMO/b30BAHMIO.
(hflakoH C MpOo3payHoi GECLIBETHOM
YKUIKOCTBHO, FOTOB K UCMO/b30BaHNIIO.

(hnakoH ¢ Mpo3paYHoii BGeCLBETHON
YXMAKOCTBHO. 26-KPaTHbIA KOHLEHTpAT.
(hrakoH C Mpo3paYHoIi GECLIBETHON
YXVAKOCTbHO, FOTOB K UCMO/E30BaHIHO.

Cepun

205

2054

2054

2054

205

F205

205

205

2204

205

Pesynbtar

COOTBETCT
ByeT

COOTBETCT
BYeT

COOTBETCT

BYyeT

COOTBETCT
ByeT
COOTBETCT
ByeT
COOTBETCT
BYyeT

COOTBETCT
BYeT
COOTBETCT
BYeT
COOTBETCT
ByeT
COOTBETCT
ByeT
COOTBETCT
ByeT



MapameT pbl KOHT PONS KayecTBa

MapameTtp 3HayeHune
Konun4ecTBeHHOe onpeaeneHme
COOTHOLLIEHNE ONMTUYECKNX M/IOTHOCTEN OlMo<OM15<0Mso<OM” Ao
Ka/IMBpoBOUHbIX Npo6, ME/Mn
KoHueHTpawws 1gG aHTUTeN K aHTUreHam 52,2

Rubella B KOHTPO/IbHOW CbraopoTke, ME/Mn
OnTnyecKasi NI0THOCTb Ka/MBPOBOYHOIA NpPoGhb!

C5 ¢ MaKcUMasibHbIM 3HaueHnem O, ef, OrT. 2,15
M/I0TH.

Boi/Brs* 100..MIOLEHT 22.7
Bn4/B«ii*10(), NpoLieHT 79,0

AHanMTn4yeckasn YyBCTBUTENBHOCTb

(Npepen o6HapyeHus), ME/mn 02
K.B.,% 51
«OTKpbITYE», % 98,2
«JINHENHOCTb», % 101
WHTepcenT, ME/MN, B Npefenax

20% 14,0

50% 4.1

75% 86,1

KauecTBeHHOe onpeseneHve
KoathdpuueHT O 0,97
TexHNYeCcKMe XxapaKTepUCTUKM

AHanMTNYeCKast YyBCTBUTENBLHOCTb 02
(npezen obHapy»xeHNs1), ME/mn
KosddLuLLeHT BapuaLLiLL, % 51
UyBCTBUTENLHOCTL MO NMaHenn npeanpuatus, %o, 100
COCTaB/ISiET
CneunyYHOCTL MO NaHeNy NpeanpuaTns, % 100
cocTaBNseT

MoKasaTenu NPaBuUIbHOCTY ONpeaeNieHNns
OnTnyeckast NIOTHOCTb Ka/IMGPOBOYHOI NPOo6bI
C5 ¢ MaKcvMaibHbIM 3HaueHeM Or, ef. onT. 2,15
M/IOTH. He HIDKe

OnTryecKast MIOTHOCTb Ka/ibPOBOUHOIA MPoGb!

0,15
C1, e4.onT.N0TH. He BbilLe

KannbpoBo4HbIl rpadvk (0bpaseLy)
He ncnonb3oBartb A/1si obcueTa
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JomkHoghJThgo TY
Orlc1<0ric2”°0rics*'Oric4 <Orics

38-63

He HWxe 1,0

15-30
62-85
0,2

He npesbILLaeT 8,0
90-110
90-110

9-24
35-70
75-120
@)
0,2
He npeBbIiwaeT 8,0
100

100

10

0.2



YrrNe
/KT

CokpalLieHHoe HanMeHoBaHVe
«Rubella 1gG-® A»

O6uWecTBO COrpaHMYEHHOW OTBETCTBEHHOCTbLI «XEMA»

MacnopT KOHTponda KayecTBa M 102/205/3

, YCNOBWNA XO0aHEHUSA 1 TPaHCNOPTUPOBKN: +2-8°C

Ha6op cooTBeTCTBYET Tpe6GoBaHUAM
YNaKoBKa COOTBETCTBYET TPe6GOBaHNAM
MapK1poBKa COOTBETCTBYET TPEGOBAHUSAM

Xe Kog CvimBon

CocTas

[ P102Z SORB MTP T[naHwet

2 Cl02z CAL 15

w

Ql02Zz CONTROL

4 T102Z CONJHRP
5 S011z3 D1iL SPE

6 RO55Z SUBSTMB

7 S008Z BUF WASH

26X
8 RO50Z  STOP
9  NO03 -
10 K102l -
1 K102Q

KanmbpoBo4HbIe Mpobb!

KOHTpOnbHasA CbIBOPOTKA

KoHblorar
NPA-Byep

Cy6cTpatHbIli pacTBop
TeTpaMeTUIGEH3NANHA
(TMB)

KoHueHTpar
OTMbIBOYHOIO PacTBopa
Cron-peareHt

Bymara ans 3aknenBaHus
nnaHLera

MHCTpyKLMS Mo
NPUMEHEHNIO

MacnopT KOHTPO/A
Ka4ecTBa (aHa/IMTUYECKIIA
nacnopr)
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Cepysa " K-BO B cepumn

205/3

K-BO

1w,

5x 15mn

1x 15 mn

1X 14 mn
1x 50 mn

1X 14 mn

1x 22 mn

1X 14 mn
2 Wr.
lwr

1w,

[Jatamsr. (rog-mec)

300 2022-10

TY Ne 21.20.23-1022-18619450-2023
TY Ne 21.20.23-1022-18619450-2023
TY Ne 21.20.23-1022-18619450-2023

OnucaHne

96-1lyHOYUHBbII, MOMUCTUPOIOBBIN,
CTPUNMPOBaHHbINA, Ha BHYTPEHHEN
MOBEPXHOCTU JIYHOK M/iaHLLeTa
UMMOOGWN30BaHbI aHTUMEHbI Rubella,
rOTOB K UCMO/b30BaHUIO.
Ha ocHoBe Tpuc-6yepa, coaepxalLye
M3BECTHbIE KOMMYecTBa IgG aHTUTEN K
aHTureHam Rubella-~', 15; 50; 100; 200
ME/mn. KanmbposouHble rpobsbl C2-C5 -
(hriakoHbI C NPO3PaYHON XXUAKOCTLIO CUHETO
LBeTa, KambpoBoUHas npoba C1 - (iakoH ¢
NPO3pPaYHON 6ECLIBETHOI YXNAKOCTbIO,
rOTOBbI K MCMO/E30BaHWIO.
thnakoH ¢ npo3payHoii GecLBeTHOM
YKUIKOCTBHO, HA OCHOBE CbIBOPOTKM KPOBY
YenoBeka C U3BECTHLIM cofepkaHnem IgG
aHTUTEN K @aHTUreHaMm Rubella,
WHaKTVBUPOBaHa, rOTOBA K VCMO/b30BaHUI0
(hrlakoH € MPO3PaYHOI XXAKOCTHHO
KpacHOro LIBETa, FOTOB K MCMO/b30BaHNIIO.
(hlakoH € NPO3PaYHON YKUOKOCTBH CUHETO
LBETa, FOTOB K MCMO/b30BaHUIO.
(hrakoH ¢ Npo3paqHO GECLIBETHO
YKUAKOCTbIO, FOTOB K UCMO/b30BaHIIHO.

thnakoH ¢ Npo3paYHol GeCLIBETHO
YXMOKOCTbHO, 26-KpaTHbIA KOHLIEHTPAT.

(hriakoH C MpPOo3paqHOA GECLIBETHO
YXVOKOCTbHO, FOTOB K UCMO/530BaHNHO.

MogeH fo (rog-mec)

2024-05
Ha6op peareHTOB A5 UMMYHO(EPMEHTHOTO onpeaeneHus 1IgG aHTUTEN K aHTUreHaMm Rubella

Cepuisi

205

2054

2054

2054

205

F205

205

205

2204

205/3

Pesynbtar

COOTBETCT
ByeT

COOTBETCT
ByeT

COOTBETCT

BYeT

COOTBETCT
ByeT
COOTBETCT
ByeT
COOTBETCT
ByeT

COOTBETCT
BYeT
COOTBETCT
ByeT
COOTBeTCT
ByeT
COOTBETCT
ByeT
CoOTBeTCT
ByeT



MapameTpbl KOHT pPoONsa KayecTBa

MapameTp

3HaveHune

KonnyeeTseunnoe onpegenesave

COOTHOLLIEHME OMTUYECKMX M/I0THOCTEN
Ka/MbpoBOYHbIX NPo6, ME/Mn
KoHueHTpaums 1gG aHTUTeN K aHTUreHam
Rubella B KOHTPO/bHOM CbIBOPOTKE, ME/M/T
OnTnyecKast NA0THOCTb KafIMbpoBOYHON NP6k
C5 ¢ MakcMasbHbIM 3HaveHVem O, ef. OrT.
IVI0TH.
Bc2/Bc5*100, LLOaeHT
Bc4/Bc5*100,.AWueHT
AHanMTNYeCKas YyBCTBUTE/IbHOCTb
(Npepen obHBPYNceHan), ME/mMn
K.B., %
«OTKpbITUE», %0
«JTMHEAHOCTb», %
WHTepoeLt, ME/Mn. BNpeaeTax

20%

50%

75%

OrMo<0rN15<0rso<0rjoo™Or200

46,6

24

233
80,8

0,2

51
98,3
101

134
42,1
82,4

KauecTBeHHOe on peneneHne

KosthdmupmeHT O

0,97

TexHnyeckme XapaKTepuUCTUKn

AHanMTNYECKasA YyBCTBUTE/TBHOCTb

(Npegen obHapy>keHns). ME/mn

KoathchmumeHT BapraLuLL. %
UyBCTBUTE/BLHOCTL MO NaHe/ M NpeanpusiTus, %
cocTaBNseT

CneummyHOCTb NO NaHen NPeanpuaTus, %
cocTaBnseT

KosthdmumeHT O

MokasaTenn NpaBUNLHOCTW ONpPejeneHns
OnTyyecKast NI0THOCTb KayTMBPOBOYHOM NPobbI
C5 ¢ MakcMmasbHbIM 3HaueHveM OI, ef. onT.
M/I0TH.

OnTyyecKkast MI0THOCTb Ka/TMOPOBOYHOI MPobbI
C1, ef.onT.nsioTH.

0,2
51
100

100
0,97

2,4

0,12

KanmbpoBouHbIi rpadmk (obpazeLy)
He ncnonb3oBathb Ansi obcyeTa
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L0MmKHO 6bITb Mo TY

- * -

Oric1<Orc2*MOre3<Oric4 <Orics

38-63

He Hke 1,0
15-30
62-85

0,2

He nipeBbILLaeT 8,0
90-110
90-110

9,0-24

35-70
75-120

Q

0,2

He npesbIiLwLaeT 8,0
100
100

Q

He HWke 1,0

He BbliLLe 0,2
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