XEMA

UHCTPYKLUUA
no npuMmeHeHuto Habopa peareHTOB AN UMMYHO(PEPMEHTHOIO
onpepenenusn IgG aHTuTen K aHTureHam Rubella B cbiBopoTke (nsasme) KpoBU
«Rubella 1gG-UDA>

1. OBLAA UHOOPMALUMA

1.1. CBeaeHna 0 HasHayeHun:

a) Habop peareHTOB Ansi MMMyHOdepMeHTHoro onpegeneHuss IgG aHTUTen Kk aHTureHam Rubella B
cbiBopoTke (nna3me) kpoBu «Rubella 1gG-UDA» npegHasHayeH ANsi KaYeCTBEHHOrO WM KOJMYECTBEHHOrO
onpeaeneHns KoHueHTpauun IgG aHTUTen K aHTureHam Rubella B cbiBOpoTKe (Mnfa3Me) KpoBM MeETOAOM
TBEpAO(ha3HOro MMMyHOMEPMEHTHOIO aHanunsa.

6) dyHKUMOHaNbHOe Ha3HauveHue. OnpeneneHne konuyectsa IgG aHTUTEN K aHTUreHam Rubella B KpoBu
Habopom peareHToB «Rubella 1gG-UDA» wucnonb3yetrcss Kak BCMoOMoraTeflbHOe CPeACTBO B AMArHOCTUKE
KpacHyxu.

B) Bupyc kpacHyxu (Rubella) Bbi3biBaeT nerkoe 3a6oneBaHue AeTCKOro BO3pacTa C KOXHbIMU BbICbIMaHUSMN
N yBENMYEHUEM 3aTbINOYHbIX NUMBOY3/10B. B AanbHellleM pasBUBAETCS CTOMKWIA MOXWU3HEHHbIN MMMYHUTET.
Y B3pocnbix, He nepeboneBlIMX KpacHyXol B AeTcTBe, 60/ie3Hb MOXET npoTekaTb 6onee Tsxeno, vHoraa
NpUBOAS K Pa3BUTUIO TPAH3UTOPHBIX apTPUTOB C TYrOMOABWMXXHOCTbIO CYCTaBOB, OMUCAaHbI Clyyau fieTanbHbIX
sHuedanuToB. KpacHyxa y 6epeMeHHbIX XEHLMH MOXEeT TakXe BECTU K Cepbe3HbIM BPOXAEHHbIM AedeKkTam
nnoga (Nopoku cepaua, ryxota, MEHMHIo3HUedanuTbl, peTuHonaTum), ocobeHHo ecnu 3abonesaHune nportekaeT
B nepBblli TpumecTp 6epeMeHHOCTU. NHdULUMpOoBaHUe BUPYCOM KpacHyxu B MepBblii TpUMecTp 6epeMeHHOoCTU
CNYXWUT MokasaHueM K npoeefeHuto abopTta. MccneaoBaHve MPOTEKTUBHBLIX CbIBOPOTOYHbIX IgG-aHTUTEn K
BUPYCY KpPacHyxu MOXeT 6blTb MCMOMb30BaHO A5t OLEHKM MMMYHHOrO CTaTyca AeBOYeK-NoAPOCTKOB, @ TakxXe
KEHLUMH BO BpeMsi 6epeMeHHOCTU.

r) B kauectBe aHanusupyemoro obpasua MCMNonb3yeTcsl CbIBOPOTKa, Mia3Ma ¢ uutpatom Hatpusi, DOTA
VN TenapuHOM.

A) MpumeHeHne Habopa He 3aBUCUT OT MOMYAALMOHHBIX U AeMorpacdryeckmx acrneKkTos.

1.2. Habop npeaHasHayeH ANs AVArHOCTUKU UH BUTPO.

1.3. O6nactb NpMMeHeHUst — KNNMHUYeckas nabopaTopHas AMarHoCcTMKa.

2. XAPAKTEPUCTUKUN HABOPA

2.1. MpuHumn paboTbl Habopa. OnpepeneHne IgG aHTUTENn K aHTUreHam Rubella ocCHOBaHO Ha
MCMNOMb30BaHUN HEMpPSIMOro BapuaHta TBepAodasHoro MMMyHodepMeHTHOro aHanusa. Ha BHyTpeHHeW
NOBEPXHOCTU JIYHOK MiaHweTa MMMO6WUNIM30BaH aHTUreH - Rubella. AHTWTena u3 obpasua CBA3bIBAKOTCS
C aHTUreHOM Ha MOBEpPXHOCTU NyHKW. O6pa30BaBLUMIACA KOMMIEKC BbISBASIOT C Momolbio aHTuten k IgG
yenoBeKa, KOHbIOrMpOBaHHblE C Nepokcuaasoi xpeHa. Bo Bpems uHkybBauum c cyb6CTpaTHbIM pacTBOPOM
TeTpameTunbeHsnanHa (TMB) NnponcxoauT okpallmBaHue pacTBOPOB B JlyHKaX. MHTEHCMBHOCTb OKPacku npsmo
NponopuUmnoHanbHa KOHUEeHTpauun cneumduyeckmnx IgG aHTUTEN K aHTUreHam Rubella.

2.2, Habop peareHToB «Rubella IgG-UDA» paccumTaH Ha 96 onpeaeneHuin, Bkawyas KanubpoBoYHble
npo6bl U KOHTPOJIbHYIO CbIBOPOTKY.
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2.2.1. CocTtaB Habopa, onncaHMe KOMMOHEHTOB:

96-NYHOYUHBI, MONUCTUPONIOBBIN, CTPUNMPOBAHHLIN, Ha
BHYTPEHHER NOBEPXHOCTU SIYHOK MnaHLeTa MMMobunusosaH
aHTUreH Rubella, roToB K UCNOJSIb30BAHUIO

Ha ocHoBe Tpuc-6ydepa, coaepalluye U3BECTHbIE KOMYecTBa
IgG aHTuTENn K aHTUreHam Rubella — C1; C2; C3; C4; C5 ME/mn,
KOHUeHTpauus IgG aHTuTen K aHTureHam Rubella B KannbpoBOYHbIX
npobax ykasaHa B MacropTe KOHTPO/S KayecTBa M Ha 3TUKEeTKax
bnakoHoB. KanmbpoBoyHble npobbl C2-C5 — dnakoHbl ¢ Npo3payHoi
OKpaLLEHHOM XUAKOCTbIO (LIBET KOMMOHEHTa yKasaH B nacropre
KOHTPOSS KayecTBa), kanmbpoBoyHasi npoba C1 - ¢nakoH ¢
npo3payHoi 6eCLBETHON XWUAKOCTbIO, FOTOBbI K MCMOJIb30BAHWUIO

MHaKTMBUPOBaHa, Ha OCHOBE CbIBOPOTKM KPOBM YenioBeka ¢
M3BECTHbIM coaepxaHneM IgG aHTuTen k aHtureHam Rubella -
bnakoH ¢ Npo3payvyHoi 6ecLBETHOM XUAKOCTbIO,
roToBa K MUCMoJsib30BaHWIO

nakoH ¢ NPo3payHoOi OKpaLLEHHOW XUAKOCTbIO (LBET KOMMOHEHTA
yKasaH B NacrnopTe KOHTPOJISi KaYecTBa), roTOB K UCMO0J1b30BaHMIO

dnakoH ¢ Npo3payvyHO OKpaLLUEeHHOM XUAKOCTbIO (LBET KOMMOHEHTa
yKasaH B MacnopTe KOHTPOJsi KaYecTBa), rOTOB K UCMOSb30BaHUIO

hnakoH ¢ Npo3payHoin 6ecLBEeTHOM XUAKOCTbIO,
roTOB K UCMO/Ib30BaHNIO

bnakoH ¢ Npo3payvyHoi 6ecLBETHOM XUAKOCTbIO,
26-KpaTHbIV KOHLEeHTpaT

dnakoH ¢ Npo3payHoit 6ecLBETHOM XUAKOCTbIO,
roTOB K UCMONb30BaHUIO

MnaHwert 1 wrT.
KannbposouHble npobbl 5 ﬁjs
KoHTponbHas cbiBopoTKa 1 ):/”15

1x 14

KoHbtoraT mn

1 x50
N®A-Bydep un
CybcTpaTHbIn pacTBop
TeTpameTunbeHsmanHa (TMB) 1x 14 mn
KoHueHTpaT OTMbIBOYHOIO 1x22
pacTBopa mMn
1x14
Cron-peareHTt o
Bymara ans 3akneuBaHus
niaHweTra 2ur
WHCTpyKUMSA No npuMmeHeHnto | 1 wr.
MacnopT KOHTpOnsA KayecTsBa 1 wr
(aHanuMTUYeckuii nacnopT) !

2.2.2. O603Ha4yeHns, NpUMeHseMble Npu MapKUpoBKe:

MnaHweT SORB MTP P102Z2
KannbpoBouHble Npobbl CAL1-5 C102z
KoHTposibHasa cbiBOpOTKa CONTROL Q102z
Koublorar CONJ HRP T102Z
NOA-Bydep DIL SPE S01173
Cy6cTpaTHbIii pacTBOp TeTpameTunbeHsnanHa (TMB) SUBS TMB RO55Z
KoHUeHTpaT 0TMbIBOYHOIr0 pacTsopa BUF WASH 26X S008Z2
CTon-peareHT STOP R050Z

ByMmara Ans 3aknenmBaHus nnaHweTa - NO03
WHCTPYyKUMS NO NPYMEHEHWIO - K102I
o KoAToon Kavecrss - 102Q

Document: K102IR

Instruction version: 2404

Format version: 000

2



XEMA

3. AHAJIMTUYECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKU

3.1. AHanuTUuyeckas YyBCTBUTENbHOCTb (Npeaen obHapyxXeHwus). MuHWManbHas, /AOCTOBEPHO
onpenensiemas Habopom «Rubella 1gG-UDA», koHUeHTpauusi IgG aHTUTen Kk aHTureHam Rubella B cbiBOpoTKe
(nnasme) kposun - 0.2 ME/mn.

3.2 AHanuTMyeckas cneunduyHocTb. CbiBOPOTKM (Mna3Mbl) KPOBW, COAepXaliMe aHTuTena K
BUpYyCy dnuwTeiHa-bapp, Bupycy Toxoplasma gondii, Bupycy npoctoro repneca 1 u 2 Tuna, BUpyCy Kopw,
umMtoMeranosupyc, Parvovirus B19, a Takxe obpa3subl C BbICOKMM COAEp)XaHUEeM peBMaToumAHoro dakrtopa,
6bI1M NpoTecTMpoBaHbl € nomouwbio Habopa «Rubella IgG-UDA». Hn ogHa U3 ucnbiTaHHbIX Npob He nokasana
Hannune nepekpEcTHol peakTUBHOCTH.

3.3. BocnpoussoanMocTb. KoaddurumneHT BaprMaumm pesynbTaToB onpeneneHus cogepxanus IgG aHtuten
K aHTUreHam Rubella B cbiBOpoTKe (nna3sMe) KpoBM C ucnonb3oBaHneM Habopa peareHToB «Rubella 1gG-UDA»
He npesbiwaeT 8.0%.

3.4. JINHeNHOCTb. 3aBUCUMOCTb KOHUEeHTpaumu IgG aHTUTen k aHTureHam Rubella B o6pa3suax CbiIBOPOTKM
(nnasmbl) KPOBKM NpU pasBeAeHUN NX CbIBOPOTKOM (Nna3Moil) KpoBM, He coaepikalleint IgG aHTUTen K aHTUureHam
Rubella, nmeeT NUHENHbIV XapakTep B Auana3oHe KoHueHTpauui C2-C5 B npegenax 90-110%.

3.5. ToYHOCTb. TOYHOCTb M3MEpPEeHUs nccaeaoBaHa Ha obpasuax C U3BeCTHOW KoHLeHTpaumneit IgG aHTuten
K aHTUreHam Rubella, NpurotToBneHHbIX NyTeM o6aBneHns cTaHAapTHOro obpasua NpeaAnpusTUS B HEeraTUBHbIE
obpa3subl. [Ins kaxaoro obpasua C M3BECTHOW KOHUeHTpauuen IgG aHTUTen K aHTureHam Rubella cmelleHune
HaxoauTca B npegenax = 10%.

3.6. TeCT Ha «OTKpbITUE». [JaHHbIA aHaNUTUYECKUA napaMeTp MpoOBEpSeTCS TECTOM Ha «OTKpbITUE» —
COOTBETCTBME W3MEPEHHOW KOHUeHTpauuu IgG aHTuTen K aHTureHam Rubella npeAnvcaHHOM, NONyYeHHOWM
nyTeM CMelMBaHUS paBHbIX OO6BHEMOB KOHTPOSIbHOM CbIBOPOTKM W KanubposBouHon npobbl C3. [lMpoueHT
«OTKpbITUSI» B npeaenax 90-110%.

3.7. UHTepdepeHumns. Ha pe3ynbTaTbl aHanM3a He OKasbiBasio BAUSHUS UCMONb30BaHWE aHTUKOAry I iHTOB
SATA, renapuHa v uMTpaTa HaTpus, a TakxXe NpUcyTcTBue B o6pasuax remornobuna (<200 r/n), Tpurnvuepmaos
(<250 mr/an), xonectepuHa (<220 mr/an), 6unupybuHa (<15 mr/an), obwero 6enka (<90 r/n).

3.8. CneumnduryHocTb No naHenun npeanpuaTusi. Npu NpoBepke Ha NaHenn NpeanpuaTUsi, CocTosaLlen u3
06pasLoB, LOCTOBEPHO He coaepxawmx IgG aHTuTen Kk aHTureHam Rubella, cneunduyHoctb Habopa peareHToB
«Rubella 1gG-NDA» coctaBnsieT 100%.

3.9. YyBCTBUTENbHOCTb NO NaHENN NpeAnpusTUs. Mpu NpoBepKe Ha NaHenu NPeanpuUaTUs, COCTOsILLENR U3
06pa3uoB, AOCTOBEPHO coaepxawmx IgG aHTUTen k aHTureHam Rubella, yyBcTBUTENbHOCTL Habopa peareHToB
«Rubella IgG-UDA» coctaBnsieT 100%.

3.10. PedepeHTHOE 3HauyeHne. B Habope «Rubella 1gG-UDA» 3HaYEHUSA KOHLEHTpauuii KannbpoBOUHbIX
npo6 BblpaxeHbl B ME/MA.

Eannnubl, ME/mn Eanuuupi gon., K
Wccnepyemas rpynna " = " =
Huxnnii npepen BepxHuii npepen Huknnii npepen BepxHuit npepen

CepoHeraTuBHble - 12.1 - 0.89
MorpaHnyHas 3o0Ha 12.2 15.3 0.9 1.09
Cepono3untueHble cTapwe 3 neT 15.4 - 1.1 -
HoBopoxaeHHble* - 27 - 1.8
[Jo 8 mecsaues* - 48 - 3.2
8 mecsues - 3 roga - 60 - 4.0

*MaTepuHcKue aHTuTena

B cootBetcTBuM ¢ npasunamm GLP (Good Laboratory Practice, Hagnexauwas JlabopaTopHas npakTuka)
pekoMeHAyeTCs Kax/aoih nabopaTopuu YTOYHWTb MapaMeTpbl pedepeHTHOro WHTepBana, XapakTepHble Ans
obcneayemoi nonynsumu.

NMpuMeuaHue. PesynbTaThl, nexawume B npomexyTtke oT 12.2 ME/mn po 15.4 ME/mn. (K ot 0.9 po
1.1), ykasblBalOT Ha COMHUTENbHbIN pe3ynbTaT u TpebyloT uccneaoBaHua B AMHaMmuke. TpebyeTcs noBTopHoe
obcnenoBaHne 4Yepes 2 Hepenu. HapactaHue TUTpa B MOBTOPHOM o6pasue CBWAETENbCTBYET O Hanuuuu
WHbeKunn. Ecnu xe TUTP He HapacTaeT, 3TO CBMUAETENbCTBYeT 06 OTCYTCTBUWM aKTUBHOW WHdekuun n o6
aHaMHeCTUYeCcKOM XapaKkTepe aHTUTen.

3.11. MeTtponoruyeckasi MNpOCNEXNBAEMOCTb OCYLIECTBAsIacb C WCMOMb30BaHWEM MaTepuana c
MapkupoBkor CE, cbiBOpoTka npoTuMB KpacHyxu, denoBeveckass (CE Marked Material Anti Rubella Serum,
Human NIBSC code: 67/182).

3.12. KnuHuueckas nposepka. 15 NoATBEPXAEHNS ANArHOCTUYECKUX XapaKTepUCTUK 6b110 MccneaoBaHo
945 06pasuoB CbIBOPOTKM U MasMbl KpoBW. 0 AaHHbIM MCCNeAoBaHWSA AMArHOCTMYecKas YyBCTBUTENbHOCTb
100% (99.7-100%) c poBepuTeNnbHON BEpOSITHOCTbIO 95%, AnarHocTuyeckas cneumduyHoctb 100% (99.6-
100%) c poBepuTenbHOW BepoATHOCTbIO 95%. Takxe 6binnM uccnenosaHbl 40 06pa3uoB CbIBOPOTKM KPOBU
BaKLUMHUPOBAHHbIX 30pOBbIX NauueHToB («BakTtpusup», AO «HMO «MwukporeH»; «[puopukc-Tetpa», AO
«nakcoCMUTKNANHTpenanHr», «BakumMHa NpoTUB KpacHyxu KynbTypanbHas xusas» AO «HMO «MukporeH»,
«M-M-P II» Mepk LWapn n Joym B.B).
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4. MEPbI MPEAOCTOPO)XHOCTU

4.1. MoTeHUManbHbIN pUCK NpuMeHeHns Habopa — knacc 26.

4.2, O6pa3sLbl CbIBOPOTKM KPOBM YesloBeKa, UCMOb3yeMble NPy NPUrOTOBNEHUM KOHTPOIbHOW CbIBOPOTKM,
VHaKTUBMPOBaHbl K He coaepXaT aHTuTen K Bupycy renatuta C, aHtuten kK BUY 1, 2, a Takxe aHTUreHa p24
BWY-1 n aHTureHa supyca renatmuta B (HBsAQg).

4.3. Habop npenHa3HayeH TONbKO ANs NPOdeCcCMOHaNIbHOrO UCMONb30BaHNUS.

4.4, Bce KOMMNOHeHTbI Habopa B UCMOMb3yEeMbIX KOHLIEHTPALMSX SABNSIOTCS HETOKCUYHbBIMU.

4.5. BHuMaHwue! Micnonb3oBaTb CTPOro COrTAaCHO MHCTPYKLUUKN MO MPUMEHEHMIO.

4.6. Bce obpasubl, nofyyeHHble AN NabopaTopHOro MCCnefoBaHUs, cieayeT cyuTaTb noTeHuuanbHO
MHOULMPOBAHHBLIMK, U NPU paboTe C HUMU JOSKHbI YUUTbiBaTbCs TpeboBaHmst CanlNuH 3.3686-21 «CaHutapHo-
anuaemMuonornyeckme TpeboBaHus No npodunakTnuke MHMEKUMOHHbIX 6onesHeli», CaHluH 2.1.3684-21
«CaHuTapHo-3nuaeMuonormyeckne TpeboBaHnsa K COAEPXKaHNI0 TEPPUTOPUIA FOPOACKMX U CENIbCKUX MOCENEeHN,
K BOAHbIM 06bekTaM, MUTbLEBON BOAE U MUTLEBOMY BOAOCHAGXEHWIO HaceneHws, aTtMocepHOMYy BO3AYyXY,
noysam, XWsblM NOMELLEHNAM, 3KCMyaTauun Npon3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELLEHWI, opraHn3aumm
W MPOBEAEHUIO CAHUTAPHOMPOTUBOINNAEMUYECKUX (NPODUNAKTUYECKNX) MEPONPUATUIA».

4.7. PaboTy cneayeT NpoBOAUTb B CreunanbHO 060pyAoBaHHOM noMelleHnn nabopaTtopun, oTBevaloLiein
TpeboBaHusiM [1OCTAaHOBNEHUIO ABHOrO0 CaHUTapHOro Bpaya oT 28 sHBaps 2021 r. N4 «06 yTBepxaeHuu
caHuTapHbiXx npasun u HopMm CaHlunHom 3.3686-21 «caHuTapHo-anuAeMuonormyeckve TtpeboBaHMa Mo
npodunakTnke UHMEKUMOHHbIX GonesHen». Mpu pabote ¢ Habopom Tpebyetca cobniopaTb «UHCTpyKUMIO
no MepaMm npodUNaKTUKN PacnpoCTpaHeHUss WMHMEKUMOHHbIX 3aboneBaHuin npu pabote B  KIAUHUKO-
AnarHocTuyeckmx nabopatopusax neqyebHO-NpodUNaKTUYECKUX YUPEXAEHUI», YTBEPXAEHHON MuH3apasBoM
CCCP 17 saHBapsa 1991 roga; NOCT P 52905 (MCO 15190:2003) «JlabopaTopuu MeauuuHckue. TpeboBaHus
6e3onacHoCTU».

4.8. JlabopaTopHoe obopyaoBaHve, B TOM 4uC/ie MUNETKM, LITaTuBbl, nabopaTopHas nocyaa, Xanatbl,
ronosHble ybopbl, a Takxe pacTBOpbl peareHToB A0/KHbl OblTb CTPOro CrauuoHapHbIMU. 3anpeliaeTcsa ux
nepeMelleHne M3 oAHOro nomelleHns B Apyroe. JlabopaTopHoe o6opynoBaHMe M NPUHAANEXHOCTU, KOTOpble
NCnonb3ytoTcst Npu pabote ¢ HA6OPOM, AONXKHbI BbITb COOTBETCTBYIOWMM 06pa3oM MapKMPOBaHbl U XPaHUTLCS
oTAEeNbHO.

4.9. /icnonb3oBaTb U MEHATb NPW KaXXaoW onepaumn 0AHOPa30Bble HaKOHEYHWKN AN aBTOMaTUYeCKnX
VNN MexXaHUYecKnx A03aTopos ¢ hunbTpoM. OAHOpas0Bble NIacTUKOBbIE MaTepuanbl (NPO6UPKM, HAKOHEUYHWKN)
HeobxoanMo cbpackiBaTh B CrieLnanbHbIi KOHTEHEpP, coAepKallii Ae3nHOULMPYIOLWLMIA pacTBOP C NocneaytoLen
yTunusaumei (cm. MY-287-113 «MeToanyeckune ykasaHus no Ae3nH@eKummn, npeacTepuin3almoHHoON ouncTke
W CTepUAN3aummn U3aenmini MeANLIMHCKOrO HasHavyeHns»).

4.10. Y6upaTb U Ae3nHdUUMpoBaTb pasnuTble ob6pasubl, UCNONb3ys Ae3vHduuuMpylowme cpeacTsa
B cootBeTcTBUMM C CaHluH 3.3686-21 «CaHuTapHo-anuaemMuonornyeckme TpeboBaHus Mo npodunaktTuke
VHMEKUMNOHHBIX 60N1e3Heln».

4.11. NHcTpyMeHTbl, 060opyaoBaHune, a Takxxe paboyne NoBepxXHOCTM CTON0B HeobxoanMo npotupatb 70%
pacTBOpPOM 3TWI0BOMO CNMUpTa.

4.12. He ncnonb3oBaTb N0 UCTEYEHUW CPOKa roAHOCTU. He ncrnonb3oBaTh, €CN ynakoBKa NoBpexaeHa.
Mepea npvMeHeHneM y6eanTbcsa B LIENOCTHOCTM KOMMOHEHTOB Habopa.

4.13. Ha pe3ynbTaTbl aHanu3a C MCnosb3oBaHMeM Habopa peareHTOB MOryT BAMSATb Takme akTopbl Kak
HETOYHOCTb BbINOSIHEHUS aHanNn3a UAn OTCTYMNIEHNE OT UHCTPYKLMK.

4.14. Habop peareHToB «Rubella IgG-UDA» He copepXWUT nekapCTBEHHbIX CPeACTB ANS MEeAULMHCKOro
NpUMEHeHUs, MaTepUanoB XXMBOTHOIO U (MIN) YENIOBEYECKOrO MPOUCXOXAEHWS, MaTEPUANIOB, KOTOPbIE SBASIOTCS
KaHLEepOoreHHbIMKU, MyTareHHbIMU UM TOKCUYHbBIMK, BO3MOXHOE BblAe/IeHNe UAY BbIMbIBaHWE KOTOPbLIX NPUBOANT
K ceHcMbunusauunmn, annepruyeckoln peakunmn nnu oTpuuaTenbHO BAUAET Ha PENPOAYKTUBHYIO DYHKLMIO.

4.15. lpu “CNoNb30BaHWUM COrNAacHO MHCTPYKLUMUW MO MPUMEHEHUIO nsgenve asnseTtcs 6e3onacHbiM (He
HeceT PU3NYECKNX, SKONOMMYECKUX U UHBIX PUCKOB).

4.16. MNokasaHMsa K NPUMEHEHMIO MEANLIMHCKOrO U3AENNS: NPUMEHATL B COOTBETCTBUM C Ha3HaYeHUeM.

4.17. TpoTMBOMNOKasaHUA K MNPUMEHEHUI0 MeAULMHCKOro Mu3Aenus: MnpoTUBOMOKasaHWih B paMmkKax
YCTaHOBNEHHOr0 Ha3HayYeHUs He nMeeT. He NpUMeHsTb He MO Ha3Ha4YeHuto.

5. OBOPYAOBAHUE, MATEPUAJIbl U PEATEHTbI, HEOBXOAMUMBbIE NPU PABOTE C HABOPOM:

— (hoTOMETp BEPTUKANBHOIO CKAaHNMPOBaHUS, MO3BONSIOLLMIA U3MEPSTL ONTUYECKYHO NMIIOTHOCTb COAEPXKMUMOro
JIYHOK MAaHLweTa npu AnvHe BOSHbI 450 HM;

— TepMoCTaT, NoAAepXuBaoLWmi Temnepatypy +37°C £ 3°C;

— [03aTopbl CO CMEHHbIMU HaKOHEYHMKaMK, No3BoisoLMe 0T6MpaTbh 06beMbl B AnanasoHe 5-250 mMkn;

— UMAWHAP MepHbIi BMecTuMocTbio 1000 mn;

- BOA@ AUCTUNINPOBaHHas;

- nepyaTky pe3nMHOBbIe UK NIACTUKOBbIE;

- 6ymara punbTpoBanbHas;

- aBToMaTu4yeckuii MOA-aHanmsaTop oTKpbITOro Tuna (Npu HeobxoaMMocTw).
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6. AHAJIU3BUPYEMBbIE OBPA3L bl

B kayecTsBe aHanusmpyemoro obpasua UCnosb3yeTca CbiBOPoTKa (NnasMma) Kposu.

6.1. Mpoueaypa nonyyeHna aHannsmMpyemoro matepmana.

6.1.1. C6op 06pa3uoB KpoBW cneayeT MNPOBOAUTb B COOTBETCTBMM C TeKyllel MNpakTUKOM MeToAOM
BeHenyHKuMun, cobnoaas ctTaHaapTHble nabopaTopHble npoueaypbl. AN aHannsa Ucnosb3oBaTe Hepa3BeaEéHHYO
CbIBOPOTKY (Mna3My) KpoBu.

6.1.2. Bbibop npobupok Ans MNosyyYeHust CbIBOPOTKWM KPOBM, MOAFOTOBKY GMOMOrMYECcKMX >XWUAKOCTEW,
LeHTpudyrnposaHue, XpaHeHne 1 TPaHCNOPTMPOBKY obpasLua Npov3BOAUTbL COrlacHO MpasuiaMm NposefeHUs
npeaHanMTUYeCcKoro stana, yTBepxaeHHbIM Ans nabopatopuu.

6.2. lMonyyeHne CbIBOPOTOK KPOBW MaLMEHTOB.

6.2.1. KpoBb 0TO6paTh BEHEMNyHKUMEN B OAHOPA30BYI0 BaKyyMHYI WM MHOrOpasoBYK CTEPUSIbHYH
C MJIOTHO 3aKpbiBalOLWENCsl KPbIWKOM NpobupKy Ans MNonyyeHuss CbIBOPOTKM (cornacHo npasunam OPI
npeaHanMTU4eckoro atana u MY nabopaTopwuit), oCTyAUTb NPY KOMHaTHONM TeMmnepaType B TeueHne 30 MUHYT,
OTAENUTb CbIBOPOTKY LIEHTPUGYrMpoBaHWEM NpU KOMHATHOW TemnepaTtype. LleHTpudyruposate 10 MUHYT npu
o6opoTax 1500-2000 B MUHYTY.

6.2.2, Bo nsbexaHue reMmonunsa Heob6xo4MMO Kak MOXHO 6bICTpee OTAENUTb CbIBOPOTKY OT CrycTKa.

6.2.3. O6pasubl C reMonM3oM, TrUNepaAunNuAeMMen UAM o4YeBUAHbIM 6GakTepuanbHbIM MPOPOCTOM
nNccnefoBaHuio He noanexart.

6.3. [Mony4yeHne nNna3Mbl KPOBU NaLMEHTOB.

6.3.1. Bo n3bexaHne remonusa HeobXxoAMMO Kak MOXHO 6biCTpee OTAENUTb MasMy OT 3PUTPOLMTOB.
Bbi6op Npo6upok Afs NoNyYeHUs NnasMmbl, NMOArOTOBKY, LEHTPUDYrnpoBaHue, XpaHeHne v TpaHCMopTUPOBKY
obpasua nNpou3BOAWUTL COrNacHO MpasBuiaM MNPOBEAEHUS MpeaHaMTUYeCKoro 3Tana, YTBEPXAEHHbIM ANS
nabopatopuun. PekoMeHAyeMOe COOTHOLLEHNE aHTUKoarynsHTa u 6uomaTepuana, a Takxe cnocobbl NOArOTOBKM
obpasua 1 pexunMbl LeHTPUDYrMpoBaHUsa ONMUcaHbl B MHCTPYKLMMW MO MPUMEHEHWIO MPOBUPOK, UCMOMb3yeMbIX
nabopaTopuen.

6.3.2. B kayecTBe aHTMKOArynsHTOB Mcnonb3oBaTe JATA, renapuH n UMTpaT HaTpUS.

6.4. Ecnv aHanu3 nNpoBOAMTCA He B [eHb B3ATWA, 3aKpbiTylo Npobupky ¢ obpasuoMm cneayeT XpaHuTb
npu TemnepaTtype +2...+8 °C B TeueHue 7 cyTok unu npu Temnepatype -20 °C He 6onee 2 mMecsiues.
BckpbiTasi npobupka xpaHuTcsa npu Temnepatype +2...+8 °C B TeyeHune 48 yacos. [lonyckaeTcs ogHOKpaTHoe
3aMopaxwuBaHue/oTTanBaHne matepuana.

7. NOArOTOBKA OBPA3LIOB U PEATEHTOB A1 AHAJIU3A

7.1. MNepea npoBeAeHWeM aHanusa KOMMOHEHTbI Habopa u nccnesyemble o6pasLbl CbIBOPOTKM (NiasMbl)
KPOBM CcnieflyeT Bblaep>KaTb Npu KOMHaTHOW Temnepatype +18...4+25 °C He MeHee 30 MUH.

7.2. MpuroToBneHne nnaHweTa. BCKpbiTb NMakeT C MAaHWeTOM W yCTaHOBUTb Ha paMKy Heobxoaumoe
KONMYeCTBO CTpUnoB. OCTaBLUMECS HEWUCMOb30BaHHbLIMU CTPUMbI, YTO6blI MPEeAOTBPaTUTL BO3AEUCTBUE Ha HUX
Bnaru, TwaTtenbHO 3aknenTb 6yMaroi Ans 3aknenBaHus niaHweTa.

7.3. TpuroToBfeHne OTMbIBOYHOro pacTtBopa. Coaepxumoe hnakoHa C KOHLEHTPATOM OTMbIBOYHOrO
pacteopa (22 MJ1), NepeHecT! B MEPHbIN LMANHAP BMecTUMoCcTbio 1000 M, Ao6aBuTb 550 M ANCTUNNMPOBAHHOM
BOAbI U TWaTeNbHO nepemewaTtb. B cnyyae apobHoro ncnonb3oBaHns Habopa cneayet otobpaTe HeobxoanMoe
KOMIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pas3BecT AUCTUANMPOBAHHOW BoAoW B 26 pa3 (1 mn
KOHUEHTpaTa OTMbIBOYHOIO pactBopa + 25 MA AUCTUNAMPOBaHHOM BOAbI).

7.4. PazbaBbTe 06pasLbl CbIBOPOTKM (Nnasmbl) kposu B 101 pas, ncnonbsys NUDOA-Bydep.

Mpumep: 5 Mkn o6pasua + 500 Mkn MOA-Bydepa. He pazbasnsiiTe KanmbpoBoYHble NPO6bl U KOHTPOSbHYO
CbIBOPOTKY.

Mpumep pas- O6paseus | Qaktop
Bup matepuana C6op, xpaHeHue n o6paboTka matepuana BeneHiA AyHKy, MKn | nepecyera
CbiBOpOTKa Wccnenyemble 06pasLbl AOMKHbBI ObITh TLWATENBHO 5 mkn obpasua 100 1
(nnasma) OTUEHTPUDYrnpoBaHbl. AHaNN3 MYTHbIX, XUIE3HbIX U + 500 mkn UDA-
KpoBU reMofITUYECKNX 06pa3LioB MOXET NPUBECTU K UCKaXKEHUIO Bydepa
pe3ynbTaToB

7.5. Ecnv KOHUeHTpauus B uccriesyemMoM obpasue, MpeBblluaeT 3HayeHWe BepxHel KanubpoBOYHOM
npo6bl (C5 ME/mMn), ero cneayet pononHutenbHo passectn MUDA-Bydepom B 10 pa3 u 6onee. Npu pacuete
KOHLEeHTpauun Heo6XoAMMO YMHOXWTb NMONYUYEHHbI pe3ynbTaT Ha (akTop pa3BeseHus.
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8. NPOBEAEHUE AHAJIU3A

8.1. MNomecTuTe B paMKy Heob6XoAMMOe KOMMYECTBO CTPUMOB ANs 5 KannbpoBouyHbIX npob, 1 npobbl
KOHTPOJIbHOW CbIBOPOTKM U JIYHKW ANA MccneayeMbix o6pasLos.

8.1. PyuyHas nocraHoOBKa.

8.1.1. MNpu KONMYECTBEHHOM y4yeTe pe3yfbTaToB:

BHecuTe B cooTBeTcTBYOWME NYHKM no 100 MkA Kaxaoh KannbpoBOYHON MNpPo6bl U KOHTPOSbHOWM
CbIBOPOTKW. B ocTanbHble NyHku BHecuTe no 100 Mk pasbaBfieHHbIX UccneayeMblix 06pasLoB CbIBOPOTKM
(nnasmbl) kpoBu. BHeceHue KanubpoBOUHbLIX MPO6, KOHTPOSIBHOM CbIBOPOTKU U UcCnefyeMbiXx o06pasLos
Heo6X0ANMMO NPOM3BECTU B TeyeHne 15 MUHYT.

8.1.2. Npn Ka4yecTBEHHOM y4yeTe pe3y/ibTaToB:

BHecuTe B cOOTBETCTBYHOLWME NlYyHKM Mo 100 Mkn KanmbpoBouHbix npo6 C1, C2 u C5. B ocTanbHble
NyHKKU BHecuTe no 100 Mkn pasbaBneHHbIX UccneayeMbix 06pasuos CbIBOPOTKM (nnasmbl) KposBu. BHeceHune
KannbpoBOYHbIX NPO6, KOHTPOSILHON CbIBOPOTKM U UCCNefyeMblx 06pa3uoB He06X0AMMO NPOU3BECTU B TeYeHne
15 MUHYT.

8.1.3. AKKypaTHO nepeMellanTe coAepXUMoe MaHLWeTa KPYroBbIMU ABWMXKEHUAMU MO rOPU30OHTaNbHOMN
NoOBEepXHOCTH, 3akneiTe nnaHweTt 6ymaroi Ana 3aknemBaHus nnadwerta. MHkybupyiite nnaHwet B TeyeHue 30
MUHYT nNpu TemnepaTtype +37 °C.

8.1.4. o OKOHYaHWW WHKYbBaLMKW yaanuTe COAEPXMMOE JIYHOK acnupauuein (Hanpvmep, C MOMOLLbIO
BOJOCTPYMHOr0 Hacoca) Uin AeKaHTUPOBaHNEM N OTMOMTE NYHKM 3 pasa. pu Kaxaoln oTMbiBKe Ao6aBbTe BO BCe
JNIYHKM N0 250 MK OTMbIBOYHOIO pacTBopa, BCTPAXHUTE MAaHLWET KPYroBbIMU ABUXEHUSMU MO FOPU3OHTaNbHON
MOBEPXHOCTU C MOCNeAYyoLWen acnupauven unn aekaHTUpoBaHUEM. 3azepxKka Npu OTMbIBKE (3aMaynBaHue
JNIYHOK) He TpebyeTcs. Mpu KaXAOM AeKaHTUPOBaHMM Heo6X0AMMO TLLAaTeNbHO YAANnATb OCTaTKW XUAKOCTU U3
JIYHOK.

8.1.5. BHecuTe BO BCce nyHku no 100 MKn KOHblOraTa.

8.1.6. 3akneliTe nnaHweT 6ymaroi Ans 3aknenBaHns NiaHweTa u MHKybupyiTe ero B TedyeHne 30 MUHYT
npv Temnepatype +37 °C. [0 OKOHYaHUKN UHKYybaLun yaanuTe CoAep>XMMOe JIYHOK U OTMOITe NyHKKU 5 pas.

8.1.7. BHecute BO Bce nyHkum no 100 Mkn cybcTpaTHoro pactBopa TeTpameTunbeHsnauHa (TMB).
BHeceHune cybcTpaTHoro pactsopa TeTpametunbernsmanHa (TMB) B NyHKM HEO6X0AMMO MPOU3BECTU B TeyeHue
2-3 MUH. WHKY6upyiiTe nnaHWeT B TEMHOTE MPW KOMHATHOW TemnepaType +18...+25 °C B TeyeHue 10-20
MWHYT B 3@BUCUMOCTMN OT CTEMEHU Pa3BUTUSI CUHErO OKpaLUMBaHUS.

8.1.8 BHecuTe BO BCe JIYHKM C TOI e CKOPOCTbIO U B TOW e MocnefoBaTeslbHOCTU, Kak U Cyb6CcTpaTHbIN
pacteop TeTpametTunbensnamHa (TMB), no 100 Mkn cTon-peareHTa, Npy 3TOM COAEPXMMOE JTYHOK OKpaluvBaeTcs
B SIDKO-XXeNTbIi LBET.

8.1.9. M3MepbTe BeNMUMHY onTUYecKoi naoTHocTn (OM) coaepXMMOro NyHOK miaHweTa Ha doTomeTpe
BEPTMKANbHOro CKaHWPOBaHWA Mpu AnuHe BofHbl 450 HM. M3mepeHune Ol coaepXMMOro NyHOK MiaHLeTa
HeobX0AMMO NPOU3BECTU B TeUeHne 15 MUHYT nocne BHeceHus cTon-peareHTa. bnaHk doTomeTpa BbiCTaBnsnTe
no BO3AyXy.

8.2. ABTOMaTU4ecKkas NnocTtaHOBKa.

MocTaHOBKY Ha aBTOMaTU4YeCKMX aHanusaTopax AN WMMYHOMEPMEHTHOro aHanu3a OTKPbLITOro Tuna
MNpoBecTM B COOTBETCTBUM C NpoLEeAypoi, onucaHHol B n.8.1 1 pyKoBOACTBOM MOMb30BaHUS aHanu3artopa.

9. YYET PE3YJIbTATOB. KOHTPOJIb KAHYECTBA

9.1. Npn KONNYECTBEHHOM y4eTe pe3y/ibTaToB:
9.1.1. lNocTporiTe B NHENHbIX KOOpAUHATaX KanubpoBOUHbIN rpaduk: ocb abcumce (x) — KOHUeHTpaums
IgG aHTuUTen K aHTUreHam Rubella B kannbposoyHbIix npobax (ME/Mn), ock opanHaT (y) — onTuyeckas nioTHOCTb
KannbposBoyHbiX Npo6 (OM 450 HM). Ons anropuTMa obcyeTta (anmpokcumauumn) kanmbpoBOYHOro rpaduka
WMCMNONb3YyWTE MHTEPBasbHbIA (KYCOYHO-/IMHENHbIN, «OT TOYKU K TOUYKE») MEeToA.
9.1.2. Onpepenute no kanubpoBoyHOMy rpaduky coaepxaHue IgG aHTUTen k aHTureHam Rubella B
nccnegyembix obpasuax.
9.2, lNpn Ka4yeCcTBEHHOM y4eTe pe3y/ibTaToB:
9.2.1. Pe3ynbTaThl aHanMsa cynMTaTb AOCTOBEPHLIMU, €CNN:
- Ol kanubpoBoyHoi Npobbl C1 He Bbiwe 0.2 onTuyeckon eanHuubl (OE);
- Onn kannbposo4yHoi Npobbl C5 He Huxe 1.0 onTuueckmx eanHuy (OE).
Mpumeuanmne: O kannbpoBoYHOW Npobbl C2 fOMKHO 6bITh HMXe O (C5), Ho Bbiwe OMN (C1).
9.2.2, PaccuuTalite cpeaHee Ol kanmbpoBoYHOW Npobbl C2:
on (C2) = {on (C2)1 + on (C2)2}/ 2
9.2.3. YMHOXbTe cpefsHee Ol (C2) Ha koadduUMEeHT Q, 3HayeHuWe KOTOpOro ykKasaHo B nacnoprte
KOHTPONS KayecTBa — MoslyymTe rpaHMYyHoe 3HayeHne onTmyeckor nnotHoctu (ONT).
onr= on (C2)*Q
9.2.4. ins kaxgaoro obpasua Bbluncnute koapduumneHTt K, nonyyaemolit feneHnem Ol obpa3sua Ha OMI.
K= Olo6pa3ua/ OMNr
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9.2.5. VIHTeprnipeTauns pe3ynbTaToB:

Mpn K>1.1 - obpaseL, NoNoXUTENbHbIN;

Mpu K<0.9 - o6paseL, oTpuUaTenbHbIi;

Mpu 3HauveHuun K, nexallem B npoMexyTke oT 0.9 go 1.1 - pe3ynbTaT B NOrpaHUyHon 3oHe (+/-).

10. OrPAHUYEHME METOOA

10.1. Habop peareHToB «Rubella 1gG-UDA» npeaHasHayeH ANs AMArHOCTUYECKMX Lenel, oAHako
OKOHYaTeNbHbIN AMArHO3 He A0/KEH OCHOBbIBATbLCSA TOSIbKO Ha pe3yfbTaTax AaHHOro TecTa.

10.2. [narHo3 ponxeH O6blTb MOCTaBlEH BPayoM MOC/Ae MOMIHOrO KJAMHMYECKoro u nabopaTopHoOro
obcneaoBaHusa nauneHTa.

11. YC/NIOBUA TPAHCMOPTUPOBKWN, XPAHEHUA U SKCNJTYATALUUN HABOPA

NHdopMaLums 06 0co6eHHOCTAX TPAHCMOPTUPOBAHNUS A0KHA YUUTbIBATLCA BCEMU NULL@AMU, YHACTBYOLLMMA
B XpaHEeHUU, NepeBo3Ke U yTunusauumn (YHUUTOXKEHNIN) 3TOrO U3aenus.

11.1. TpaHcnopTupoBaHue.

11.1.1. TpaHcnopTupoBaHue Habopa peareHToB «Rubella 1gG-UDA» AOMKHO NPOM3BOAUTHLCA BCEMU
BUAAMW KPbITOro TpaHcrnopTa B COOTBETCTBUMM C TpebOBaHUSMU WM MpaBuiaMu, YCTAaHOBSIEHHbIMU Ha AaHHOM
BUAe TpaHcnopTa, Npu TemnepaType +2...4+8 °C. [lonyckaeTcs TpaHCNopTupoBka Habopa npu TemMnepaType A0
+25°C He 6onee 15 cyTok. He gonyckaeTcs 3amMopaxuvBaHue Lenoro Habopa.

11.1.2. TpaHcnopTMpoBaHue u3aenunin npu TemnepaTypax, Tpebyowmx cobnoaeHna «Xonoa40B0M Lenm»,
obecrneynBalolleil COXPaHHOCTb TEMNepaTypHOro pexwuMma, AOJHKHO OCYLLEeCTBASTbCA B TEPMOKOHTelHepax
O0[IHOPa30BOro MO/Ib30BaHNSA, COAEpXallnX X1af03/IeMEHTbl, WKW B TEPMOKOHTEWHEpax MHOroKpaTHOro
NPUMEHeHNA C aBTOMaTUYeCKM NoAAEPXKMBaAEMO TeMnepaTypol Unun B aBTopedpuxepaTopax C UCNOSIb30BaHNEM
TEPMOUHANKATOPOB.

11.1.3. M3genusi, TpaHCNOPTUPOBaHHblE C HapyLlleHWEM TeMMNepaTypHOro pexuma, MPUMEHEHUI0 He
noanexar.

11.2. XpaHeHue. XpaHeHMe u3genvii U/unnm KOMMOHEHTOB MNpwu TeMmnepaTtype oT +2...+8 °C A0mKHO
OCYLLECTBNATLCSA B XONOAW/IbHBIX Kamepax Wau B X0noAunbHUKax, obecneymsBatronx pernameHTUpOoBaHHbIN
TeMnepaTypHbIN PEXUM C eXeLHEBHOW perncrpaunert TeMmnepaTypbl. XpaHeHUe CBETOUYBCTBUTENbHbIX U3AeNui
W/VNN KOMMOHEHTOB [O/IKHO OCYLLECTBNSTLCA B TEMHOM MecTe.

11.2.1. Habop peareHtoB <«Rubella I1gG-UDA» pomxeH XpaHUTbCA B ynakoBKe MNpeanpusTus-
M3roToBUTENS NpU Temnepatype +2...+8 °C B TeyeHune BCero cpoka rogHoctun. [lonyckaercs xpaHeHune Habopa
npu Temnepatype Ao + 25 °C He 6onee 15 cyTok. He fonyckaeTcs 3amMopaxuBaHue Lenoro Habopa.

11.2.2. B cnyyae Apo6HOro ncnonb3oBaHns Habopa KOMMOHEHTbI CieflyeT XpaHuTb cneayoLwmm obpasom:

— OCTaBLUMECS HENCMOIb30BaHHbIMM CTPUMbI HEO6X0AMMO TLIATENbHO 3aK1enTb GyMaroi AN 3aknenBaHus
nnaHweTa u XxpaHuTb Npu Temnepatype +2...+8 °C B TeyeHne BCEro cpoka roaHocTu Habopa.

- OCTaBLUMECS HEWUCMOJib30BaHHbIMU KannMbpoBOYHble MPO6bl, KOHTPOSbHYIO CbiBOPOTKY, W®A-Bydep,
KOHLIEHTpaT OTMbIBOYHOrO pacTBOpa, KOHblOraT, cybCcTpaTHbli pacTBop TeTpameTunbensmaunHa (TMB), cron-
peareHT nocne BCKpbITUA (DNaKoHOB CrneayeT XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHue BCero cpoka
roaHocTn Habopa.

— MPUrOTOB/IEHHbIA OTMbIBOYHbIA PacTBOP XpaHWTb npu TemnepaTtype +2...+8 °C He 6onee 45 cyToK,
[0MyCKaeTCcsl XpaHeHWe Npu KOMHaTHoWM TemnepaType +18...+25 °C He 6onee 15 cyTok.

NMpumMeyaHme. Nocne NCNoNbL30BaHNA peareHTa HeMeNeHHO 3aKpbiBalTe KpbILKY hnakoHa. 3akpbiBainTe
KaXxAbli akoH CBOEN KPbILLKOW.

11.2.3. M3pgenus, XpaHMBLUMECS C HapyLEHWEM pernamMeHTUPOBAHHOINO pexXxuMa, MPUMEHEHUI0 He
noanexar.

11.2.4. Cpok rogHocTn Habopa peareHToB «Rubella IgG-UDA» - 18 mMecsaues.

11.3. Dkcnnyatauusa. Bce koMnnekTbl NpeAHasHayeHbl AN PYYHOW MOCTAHOBKM W ANS MOCTaHOBKM
Ha aBTOMATUYeCKMUX aHanus3atopax ANl MMMYHO(EPMEHTHOro aHanu3a OTKPbLITOro Tuna C BO3MOXHOCTbIO
Kak Apo6HOro Mcnosib3oBaHMsa nnaHweta (Habopa), Tak W ANnS MOCTAHOBKM Lenoro nnaHwerta (Habopa).
PekomeHAayeTCcsi MpoBeAeHWe aHanu3a B AybnvkaTax. [JonyckaeTcs uccnenoBaHne ob6pasLoB B MOHOMIMKaTax.
MpoussoanTens rapaHTUpyeT COXPaHeHWe BCEeX TEXHUYECKUX XapaKTepucTuk Habopa W [A0OCTOBEPHOCTb
pe3synbTatoB. [lOoTeHUManbHbIM  MOTpebuTenb —  Bpayu  KJAWMHUKO-AMACHOCTMYECKMX  nabopaTopuid.
MpodeccroHanbHas kBanudrkaunoHHas rpynna «Bpaun u nposusopbl» Bcex yposHel (Mpuka3 N2526 ot
06.08.2007 r. «0O6 yTBEpXAEHUM NPOdeCcCMOoHaNbHbIX KBAaNNMUKALMOHHbIX FPYNn AO/MKHOCTEN MEAULIMHCKUX U
dapmaueBTMyecknx paboTHMKOB» ). MeANUMHCKUIA NepcoHan KINHUKO-ANArHOCTUYECKMX nabopaTtopuii 4oKeH
MMeTb AOKYMEHTMPOBAHHOE MOATBEPXKAEHWE NPOBeAEHHOr0 06y4YeHUs, CBS3aHHOIO C MOTEHUMabHbIM PUCKOM,
coveTarowmnmcs ¢ paboTor ¢ No6biM MEANLMHCKUM (KNMHUYECKUM) NabopaTopHbIM YCTPONCTBOM.
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11.3.1. Mpwn ncnonb3oBaHUN Habopa HEO6XOANMO MPUAEPXKMBATLCS CNEAYIOLNX NpaBu:

— He ncnosnb3oBaTb HAaboOp MNOCNE OKOHYaHMS CPOKa roOAHOCTH;

- He ncnonb3oBaTb Habop peareHTOB, €C/IN yNnakoBKa NOBpPeXAeHa;

- He cMewwuBaTb KOMMOHEHTbl HabopoB pasHbiX Cepuii, KpoMe YHUMDUUMPOBAHHbLIX Hecneunduyecknx
peareHTOB (KOHLEHTpaT OTMbIBOYHOrO pacTBopa, CTOM-peareHT, CybCcTpaTHbIN pacTBop TeTpameTunbeHsmamHa
(TMB));

- TWwaTeNbHO NepeMellvBaTb peareHTbl Npy NOAroToBKE M NPOBEAEHUN aHanusa;

- WCNoNb30oBaTb AN MPUrOTOB/IEHUS peareHToB XUMMWUYECKM 4YKUCTyto nocyay, obpaboTaHHyto
LNCTUNNNPOBaHHOM BOAON;

— MUCMNoNb30BaTb TONbKO 060pyAOBaHNe, NpoLiejliee METPOSIOrMYECKYo NOBEPKY;

— VUCKJIIOUYUTb NPSIMOE BO3AENCTBME COMTHEYHbIX ly4Yel Ha NiaHLWeT BO BpeMs NpoBeAEHUS UCCeA0BaHuUS;

- He pjornyckaTb NPUCYTCTBMS MapoB MepekMcu BOAOPOAa WM Xnopa B MOMELLEHUMM NPWU NpoBeaeHUn
MMMYHOMEPMEHTHOIO aHanunsa;

- Moc/ne WUCMosb30BaHWs peareHTa HeMeAsIeHHO 3aKpbiBailTe KpbIWKy (nakoHa. 3akpbiBaniTe KaxAabli
nakoH CBOeW KpbILKOW.

11.3.2. He pgonyckaeTcss UCNofib30BaHWE MOSIOXUTENbHOW KOHTPOJSIbHOM CbIBOPOTKW, €Cnu pacTBOp BO
dnakoHe MyTHbIV, HabnoaaeTca 0CaAoK UM HENPUSATHBIN 3anax.

11.3.3. Bce koMMNoHeHTbl Habopa peareHToB «Rubella IgG-UDA» npu cobntogeHnn TpeboBaHUn fJaHHOM
MHCTPYKUMUM CTabunbHbl B TEYEHWE BCEro cpoka roaHocTn. Cpok roaHoCTM Habopa ykasaH Ha BHeLUHeik CTOpoHe
YNaKkoBKw.

11.3.4. HenpaBunbHoe obpalleHve c obpasuamMv U U3MeHeHue npouefypbl MNOCTAHOBKW aHanusa
MOryT MOBMAUSTb Ha pe3ynbTaTbl. [N18 NoayyYeHNs HaAeXHbIX pe3yfbTaToB HeobxoauMo cTporoe cobniogeHne
WHCTPYKLMU MO NPUMEHEHMIO.

11.3.5. He ncnonb3yite KOMNOHEHTbI U3 ApYrnx Habopos.

11.3.6. VI3penua u/unn koMnoHeHTbl Habopa peareHToB «Rubella 1gG-UDA» peMOHTY U TEXHUYECKOMY
06CNYXMBAHUIO HE MoANexarT.

11.4. YTunmsaums.

11.4.1. N3penuns, npuwealine B HENPUroAHOCTb, B TOM YMCNEe B CBSA3M C UCTEYEHWEM CpoKa roAHOCTH,
nognexar yTunmsaumu.

11.4.2. MeguuuHckme oTxoabl knacca A, Bb. YTuamsaumioo WM yHUYTOXeHWe HabopoB peareHToB
cneayeT NpoBoAWTb B cooTBeTCcTBMM € CaHlMuH 2.1.3684-21 «CaHuTapHO-3anuaemmnonornyeckme tpebosaHmns Kk
COoAEPXaHNIO TEPPUTOPUIA FOPOACKUX U CENbCKUX MOCENEHUI, K BOAHbIM 06beKkTaM, MUTLEBOWN BOAE U NMUTLEBOMY
BOAOCHabXeHMo, aTMOChEepHOMY BO3AyXY, NMOYBaM, XWJbIM MOMELLEHUAM, SKCMIyaTaLuun NponsBoACTBEHHbBIX,
06LIeCTBEHHbIX  MOMELEHMIA,  OpraHM3auum 1 MPOBEAEHUI0  CAHUTApHO-  MPOTUBO3MUAEMUYECKMX
(npodunakTuyecknx) meponpusaTnii», CanluH 2.1.7.2527-09 (2.1.7.728-99) «[lpaBuna c6opa, XxpaHeHUs u
yAaneHus oTX0A0B nevyebHO-NpodPuUnakTUYEecKnX yupexaeHunn» n My 287-113 «Metoanueckune ykasaHus no
Ae3nHdeKunn, npeacTepun3anmoHHON O4YNCTKE U CTEPUAN3ALIMN U3AENNIA MEANLIMHCKOrO Ha3HaYeHUS».

11.4.3. YTunusauus npoBOAUTCS CNeLnann3npoBaHHbIMM OpraHn3aunsiMum, KOTOpble UMEIOT JIMLIEH3MIO Ha
npaeo yTUAM3aunmn MeAULMHCKUX OTXOLO0B.

MpeanpusaTne-n3rotToBuTENb rapaHTUpyeT CTabunbHOCTL KOMMOHEHTOB U Habopa, a Takxe cooTBeTCcTBMeE
Habopa TpeboBaHusiM TexHMYECKMX YCOBWIA MpU COBMIOAEHUU YCNOBUIA TPaHCNOPTUPOBAHUS, XPaHEHUs U
NpUMeHeHUs.

IMo Boripocam, kacarmowmmcsi KayecTtBa Habopa peareHToB «Rubella 1gG-UDA», cnegyeTr obpawarscsi B 000
«XEMA» no agpecy: 105264, MockBa, yn. 9-s llapkoBasi, 4. 48, Ten/¢pakc: (495) 510-57-07.
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