XEMA

UHCTPYKLUUA
no npuMmeHeHuro Ha6opa peareHToB Ansi UMMYHOMEPMEHTHOrO onpeaeneHns
IgG aHTUTEN K aHTUreHam Toxoplasma gondii B cbiBopoTke (Nnsia3Me) KpoBU
«Toxoplasma IgG-UDA>»

1. OBLAA UHOOPMALUMA

1.1. CBeaeHna 0 HasHayeHun:

a) Habop peareHTOB Ans UMMyHOdepMeHTHoro onpeneneHusi IgG aHTUTeNn K aHTureHam Toxoplasma
gondii B cbiBOpoTKe (nnasme) kposBu «Toxoplasma IgG-UOA» npefHasHayeH [ANA KayeCTBEHHOro Wan
KONIMYECTBEHHOI0 OnpezeneHus KoHueHTpauuu IgG aHTuTen K aHTureHam Toxoplasma gondii B cblBOPOTKE
(nnasme) KpoBM MeTOAOM TBEPAO(dA3HOro UMMYHOMEPMEHTHOro aHanmsa.

6) ®yHKUMOHaNbHOe HasHauyeHue. OnpeaeneHve konuyectBa IgG aHTUTeNn K aHTUreHam Toxoplasma
gondii B kpoBn Habopom peareHToB «Toxoplasma 1gG-UDA» ncnonb3yeTcs Kak BCroMoraTesibHoe CPeAcTBO B
AVarHocTMKe Tokconaasmosa.

B) TOKCOMNa3Mo3 ABASETCS LUMPOKO PacrnpoCTPaHEHHbIM MHMEKLMOHHbIM 3aboneBaHeM, Bbi3biBaEMbIM
BHYTPWK/IETOYHbIM MapasunToM Toxoplasma gondii, cnocobHbIM MHMUUMPOBATL BCE BUAbI MNEKOMUTAOLMX.
Onpepenexve IgG-aHtTuTen Kk Toxoplasma gondii NCNONb3yeTCA C Lenblo U3yYeHUs UMMyHUTeTa 6epeMeHHbIX
XeHWwH. IgG-aHTuTena Kk T.gondii UMeT NPOTEKTUBHYIO PYHKLUMIO M 06ecneynBatoT YCTOMYMBBIN UMMYHUTET OT
NnoBTOpPHOM MHPekunn. Cneundunyeckoe BefeHNe HEMMMYHU3UPOBaHHbIX (OTpuuaTenbHbiX No IgG-aHTuTenam)
6epeMeHHbIX XEHLUMH YMEHbLUAET PUCK Pa3BUTUSI MNEPBUYHBIX UHDEKLNIA.

r) B kauvectBe aHanuampyemoro obpasua MCrnosb3yeTcs CbiBOPOTKa, nnasma (3ATA, renapuH, uutpat
HaTpusa) KPOBU.

A) MpumeHeHne Habopa He 3aBUCUT OT MOMYNAALMOHHBIX U AeMorpadryeckmx acrneKkToB.

1.2. Habop npeaHasHayeH ANns AUarHOCTUKU UH BUTPO.

1.3. O6nacTb NpUMEHeHNs — KIMHM4Yeckas nabopaTopHas AMarHOCTUKa.
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2. XAPAKTEPUCTUKUN HABOPA

2.1. MpuHumMn paboTbl Habopa. OnpeneneHne IgG aHTUTEN K aHTUreHam Toxoplasma gondii ocHoBaHO
Ha WCNoNb30BaHWW HEMpsiIMOro BapuaHTa TBepAodas’HOro MMMyHOMEpPMEHTHOro aHanusa. Ha BHyTpeHHeW
MOBEPXHOCTU JIYHOK NfaHweTa WMMMObunusoBaH aHTureH - Toxoplasma gondii . AHTUTena u3 obpasua
CBSA3bIBAOTCA C aHTUIE€HOM Ha NMOBEPXHOCTU NYHKU. O6pa3oBaBLLUMIACA KOMMIEKC BbISBASIOT C MOMOLLbIO aHTUTEN
k IgG yenoseka, KOHBIOrMPOBaHHbIE C NEPOKCMAa30l xpeHa. Bo BpeMsa MHKybauun ¢ cybcTpaTHbIM pacTBOpPOM
TeTpameTunbeHsunavHa (TMB) NponcxoAnT oKpaluvMBaHWe pacTBOPOB B JlyHKaX. MIHTEHCMBHOCTb OKpacKu nNpsiMo
nponopumMoHanbHa KoHUeHTpaumn cneunduyeckmnx IgG aHtTuTen K aHTureHam Toxoplasma gondii .

2.2. Habop peareHToB «Toxoplasma 1gG-U®A» paccumtaH Ha 96 onpeaeneHunit, Bkaoyas KanmbpoBoyHble
npo6bl U KOHTPOSIbHYIO CbIBOPOTKY.

2.2.1. CocTtaB Habopa, onncaHne KOMMOHEHTOB:

96-NYHOYHBI, MONUCTUPONIOBBIN, CTPUNMPOBAHHLIN, Ha
MnaHwert 1 wr. BHYTPEHHEN NOBEPXHOCTU SIYHOK MnaHLeTa MMMo6ununsoBaH
aHTureH Toxoplasma gondii , rOTOB K UCNOSIb30BaHMIO

Ha ocHoBe Tpuc-6ydepa, cogepxalume usBecTHble konuyectsa IgG
aHTUTEn K aHTureHam Toxoplasma gondii — C1; C2; C3; C4; C5 ME/
M1, KOHUEeHTpauusa IgG aHTuTen k aHTureHam Toxoplasma gondii B
5x 1.5 | kanMbpoBoyHbIX Npobax ykasaHa B NacropTe KOHTPOJSA KayecTsa U

Mn Ha 3TMKeTKax nakoHoB. KannbposoyHble Npobbl C2-C5 — dnakoHbl
C Npo3payHol OKpaLUeHHOW XNAKOCTbIO (LBET KOMMOHEHTA yKa3aH B
rnacrnopTe KOHTPO/s KayecTsa), kannbposoyHas npoba C1 - dnakoH

C Npo3payHoi 6eCLIBETHOW XNAKOCTbIO

1x1.5 WHaKTUBMPOBaHa, Ha OCHOBE CbIBOPOTKM KPOBM YenoBeKa C
: M3BECTHbIM coaepxaHuneM IgG aHTuTen K aHTureHam Toxoplasma

KannbpoBoyHble npobbl

KoHTponbHas CbiBOPOTKa

mn - M M
gondii — nakoH ¢ Npo3payvyHoii 6eCLBETHON XUAKOCTbIO
KoHbloraT 1 x 14 | dnakoH c Npo3payHoit OKpaLLUEHHOM XNAKOCTbIO (LBET KOMMOHEHTa
M yKasaH B Macnopre KOHTPOSs KayecTsa), roTOB K UCMOb30BaHUIO
NOA-Bydep 1 x 50 | dpnakoH ¢ Npo3payHoit OKpaLUeHHOM XNAKOCTbIO (LBET KOMMOHEHTa
Y mMn yKasaH B MacnopTe KOHTPOJS KayecTsa), roTOB K UCMO/b30BaHUIO
Cy6CcTpaTHbIi pacTBop 1x 14 mn bnakoH ¢ Npo3payvyHoi 6ecLBETHOM XUAKOCTbIO,
TeTpameTunbeHsnaunHa (TMB) roTOB K UCMONb30BaHMIO
KoHLUEeHTpaT 0TMbIBOYHOIO 1x22 bnakoH ¢ npo3payvHoi 6ecLBETHOM XNAKOCTbIO,
pacTsopa M 26-KpaTHbIN KOHLEHTpaT
1x14 NIaKOH C Npo3payHov 6ecLBETHON XUAKOCTbIO
Cron-peareHTt b posp u A !
M roTOB K UCMO/b30BaHNIO
Bymara ans 3aknevBaHus
yMmara Ansi 3aKneusa > wr. _

nnaHwera
WHCTpyKUMA No npuMeHeHno | 1 wr. -

MacnopT KOHTPONA KayecTsa
(aHanuTUYecknii nacnopT)

1 wrT. -

2.2.2. O6o3HayeHVs1, NpYMEHsieMble NPV MapKUpPOBKe:

MNnaHwert SORB MTP P101Z
Kann6poBoyHblie npobbl CAL1-5 C101z
KoHTponbHas cbiBOpOTKa CONTROL Q101Z
KoHblorat CONJ HRP T101Z
NOA-Bydep DIL SPE S011Z3
Cy6cTpaTHblil pacTBop TeTpameTunbensmnamHa (TMB) SUBS TMB R055Z
KOHLEeHTpaT 0TMbIBOYHOIO pacTsopa BUF WASH 26X S008Z
Cron-peareHT STOP R050Z
Bymara gnsa 3aknevBaHus niaHweTa - NOO3
WNHCTPYKLMSA NO NPUMEHEHUIO - K101I
T Koo Kaiecrss - ki01Q
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3. AHAJIMTUYECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKU

3.1. AHanuTMyeckas YyBCTBUTENbHOCTb (Mpeaen obHapyXeHus). MuHuMManbHasi A0CTOBEPHO
onpenensieMas Habopom «Toxoplasma IgG-UDA» koHueHTpauust IgG aHTUTeNn K aHTUreHaM B CbIBOPOTKE
(nnasme) kposu - 0.5 ME/mn.

3.2. AHanuTnueckas cneunduyHocTb. CbIBOPOTKM (MNasMbl) KpPOBW, COAepXalime aHTuTena K BUpyCy
KpacHyxu (<500 ME/mn), Bupycy SnwTteiHa-bapp (<600 ME/mMn), Bupycy npoctoro repneca 1 u 2 Tuna
(<100 Ea/mn), cudunucy, uutomeranosmpycy (<500 ME/mMn), a Takxe o6pasubl C BbICOKMM coAepXaHuem
pesmaTouaHoro dakTtopa (<100 MEa/mMn), 6binn npoTecTMpoBaHbl C NoMoLLblo Habopa «Toxoplasma IgG-UDA».,
Hu oaHa 13 ncnbiTaHHbIX NPO6 He Nokasana Hanuume NepekpECTHOW peakTUBHOCTU.

3.3. BocnpoussoanMocTb. KoaddurumeHT Bapraumm pesynbTaToB onpeneneHus cogepxanusa IgG aHtuten
K aHTUreHam Toxoplasma gondii B ogHOM M TOM e obpa3sLe CbIBOPOTKM (MnasMbl) KPOBWU C UCMOMb30BaHNEM
Habopa «Toxoplasma IgG-UDA» He npeBbiwaeT 8.0%.

3.4. JIuHelHOCTb. 3aBUCMMOCTb KOHLUEeHTpaunn IgG aHtTuTen Kk aHtureHam Toxoplasma gondii B o6pa3uax
CbIBOPOTKM (Mn1asMbl) KPOBW Mpu pasBeAeHnn UX CbiIBOPOTKOW (Mna3mMoi) KpoBu, He coaepialuel I1gG aHTuTen
K aHTureHam Toxoplasma gondii , UMeeT NIMHEWNHbI XapaKTep B AuanasoHe KoHueHTpauunii C2-C5 B npegenax
90-110%.

3.5. To4YHOCTb. TOYHOCTb U3MEPEHNs UCcCrefoBaHa Ha obpasuax C U3BECTHOW KoHUeHTpaumei IgG aHTuTen
K aHTUreHam Toxoplasma gondii , NPUroTOBNEHHbIX NyTeM Ao6aBfeHWs CTaHAapTHOro obpasua npeanpuaTus
B HeraTuBHble obpasubl. Ons kaxaoro obpasua C M3BECTHOW KOHUeHTpauuelr IgG aHTUTENn K aHTUreHam
Toxoplasma gondii cMmeLleHne HaxoauTcs B npegenax = 10%.

3.6. TeCcT Ha «OTKpbITUe». [laHHbI @aHaNUTUYEeCKUA napaMeTp MpoBEPSeTCs TeCTOM Ha «OTKpbITUE» —
COOTBETCTBME M3MEpPEeHHON KoHueHTpauun IgG aHTUTen K aHTureHam Toxoplasma gondii npeanucaHHoON,
MOSIyYEHHOW MyTeM CMeLMBaHWUsi paBHbIX 06bEMOB KOHTPOJIbHOW CbIBOPOTKM W KannmbpoBoyHOM npobbl C3.
MpoueHT «oTKpbITMA» B Npeaenax 90-110%.

3.7. HTepdepeHumns. Ha pe3ynbTaTbl aHannsa He okasbliBasio BIUSHUS UCMONb30BaHNe aHTUKOarysHToB:
3ATA, renapuHa v uUuMTpaTa HaTpus, a TakxXe npucyTcTteue remornobuHa (<200 r/n), Tpurnuuepuaos
(<250 mr/an), xonectepuHa (<220 mr/an), bunupybuna (<15 mr/an), obwero 6enka (<90 r/n).

3.8. CneunduyHocTb MO NaHenu npeanpusaTus. Mpu NpoBepke Ha NaHenu NpeanpuaTus, COCToALEN U3
06pasLoB, AOCTOBEPHO He codepxalunx IgG aHTuTen k aHTureHam Toxoplasma gondii , cneunduyHocTb Habopa
peareHToB «Toxoplasma 1gG-UDA» coctaBnset 100%.

3.9. YyBCTBMTENbHOCTb MO NaHenu npeanpustus. MNpu NpoBepke Ha NaHenu NpeanpusTUs, COCTosILLER
13 o6pasLoB, AOCTOBEPHO copepxawmx IgG aHTUTena k aHTureHam Toxoplasma gondii , 4yBCTBUTENBbHOCTb
Habopa peareHToB «Toxoplasma 1gG-UDA» coctaBnseT 100%.

3.10. PedepeHTHoe 3HauyeHne. B Habope «Toxoplasma IgG-UDA» 3HauyeHUss KOHLEHTpauuin

KannbpoBOYHbIX Npob BbipaxeHbl B ME/MA.

Hecnegyema rpynna _ Epunnubl, ME/mn _ _ Epunnupi gon., K _

Huxuuit npepen Bepxuuii npepen HuHuit npepen Bepxuuii npegen

CepoHeraTuBHble - 12.5 - 0.89
MorpaHnyHas 30Ha 12.6 15.8 0.9 1.09
Cepono3uTueHble cTapwe 3 net 15.9 - 1.1 -
HoBopoxaeHHble* - 19.5 - 1.3
[o 8 mecsues* - 42.0 - 2.8
8 mecsiues - 3 roga - 58.5 - 3.9

*MaTepuHCkMe aHTuTena

B cootBeTctBUM C npaBunamm GLP (Good Laboratory Practice, Hagnexawas JSlabopaTopHasa npakTtuka)
peKoMeHAyeTCs Kaxzon nabopaTtopuu yTOYHWUTL NapaMeTpbl pedepeHTHOro MHTepBana, XapakTepHble Ans
obcneayemMoin nonynsumu.

NMpuMeuaHue. PesynbTaThl, Nexawue B npomexyTtke oT 12.6 ME/mn po 15.9 ME/mn. (K ot 0.9 po
1.1), yka3biBalOT Ha COMHUTESNbHbIN pe3ynbTaT v TPebyloT nccneaoBaHus B AnHaMuke. TpebyeTcs NoBTOpPHoe
obcnenosaHune yepes 2 Heaenw. HapacTaHue KOHUEHTpauMu aHTUTeNn B NMOBTOPHOM obpasue CBUAEeTeNbCTBYeT
0 HannuuMn UHdekumn. Ecnm e KOHUEHTpauMs aHTUTeN He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCyTCTBUU
aKTUBHOM MHdEKUMM N 06 aHaMHECTUYECKOM XapaKTepe aHTUTen.

3.11. MeTponoruyeckasi MNpoOCIeXMBaeMOCTb OCYLLECTBASNACb C WUCMONb30BaHUEM MeXAyHapoAHOro
cTtanfapta BO3 npotue Tokconnasmel IgG (WHO International Standard Anti-Toxoplasma 1gG, Human NIBSC
code: 01/600).

3.12. [ns noATBEPXAEHUS AMArHOCTUYECKWMX XapaKTepucTuk 6bi1o uccnegoBaHo 785 o6pasuos
CbIBOPOTKM M Ma3Mbl KpoBKW. [0 AaHHbIM MCCNefoBaHUS AMarHocTUYeckas 4YyBcCTBUMTeNbHOCTb 100% (99.7-
100%) c poBepuTenbHON BeposATHOCTbIO 95%, AnarHocTnyeckas crneunduyHocTb 100% (99.8-100%) ¢
[0BEPUTENIbHON BEPOATHOCTbIO 95%.
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4. MEPbI NTPEAOCTOPOXXHOCTH

4.1. NoTeHuManbHbIA pUCK NpuMeHeHns Habopa - knacc 26.

4.2. O6pasLbl CbIBOPOTKN KPOBM YenioBeka, UCMosb3yeMble Npu MPUroTOBIEHUN KOHTPOIbHOW CbIBOPOTKMY,
VHaKTUBMPOBaHbl U He coaepxaT aHTuTen K Bupycy renatuta C, aHtuten Kk BUY 1, 2, a Takxe aHTUreHa p24
BWY-1 n aHTUreHa Bupyca renatuta B (HBsAQ).

4.3. Habop npegHa3HayeH TObKO AN5 NPOdEeCcCnoHaNbHOr0 UCMNONb30BaHNUS.

4.4. Bce KOMMOHEHTbI Habopa B MCMOMb3yeMbIX KOHLEHTPaLMAX ABNSIOTCH HETOKCUYHBIMMU,

4.5. BHMaHue! Mcnonb3oBaTb CTPOro COrflacHO MHCTPYKLUK MO NMPUMEHEHUIO.

4.6. Bce obpasubl, nonyyeHHble AN n1abopaTopHOro uMccnefoBaHUs, creayeT cuuTaTb MoTeHuuanbHO
MHMOULUMPOBAHHLIMUK, 1 MPpKU paboTe C HUMKU JO/KHbI Y4nTbiBaTbCA TpeboaHus CaHlMnH 3.3686-21 «CaHutapHo-
snuaemMuonornyeckme TpeboBaHus Mo npodunakTnuke MHMEKUMOHHbIX 6onesHeli», CaHluH 2.1.3684-21
«CaHuTapHo-3nuaemMuonornyeckme TpebosaHna K coaepX aHuio TeppuTOpPUIn FOPOACKMX U CENbCKUX NOCENEHNN,
K BOAHbIM 0b6bekTaM, NMUTbEBOW BOAE W MUTLEBOMY BOAOCHabXeHWI0 HaceneHwus, aTtMocdepHOMy BO34yXY,
noyBaM, XWJbIM MOMELLEHUAM, SKCMIyaTaluun Npon3BOACTBEHHbIX, OOLECTBEHHbIX MOMELLEHWI, opraH3auum
M NPOBEJEHNI0 CaHUTapHOMPOTUBO3NUAEMUYECKMX (MPOPUNAKTUHECKNX) MEPONPUATNIA».

4.7. PaboTy cneayeT NpoBoAUTb B crieumnansHo o6opynoBaHHOM rnomelleHnn nabopaTopun, oTeevatoLlein
TpeboBaHusiM [OCTAaHOBNEHUIO MNABHOrO CaHUTapHoro Bpaya oT 28 sHBapsi 2021 r. N4 «06 yTBepxaeHuu
caHuTapHbix npasun M HopMm CaHluHom 3.3686-21 «caHWTapHO-3NMAEMUONornyeckne TpeboBaHMa Mo
npocdunakTuke MHMEKUNOHHbIX 6onesHelt». lMpu pabote ¢ HabopoMm TpebyeTcs cobnoaaTb «UHCTPyKLMIO
no Mepam nNpoduUNaKTUKN pacrnpocTpaHeHns WHMEKUMOHHbIX 3abonesaHnini npu pabote B  KIAMHUKO-
anarHoctuyeckmx nabopatopusix nedebHo-npodunakTUUYeckmux yupexaeHuin», yTBepXAeHHOW MuH3apaBom
CCCP 17 sauBaps 1991 roga; MOCT P 52905 (MCO 15190:2003) «J/labopaTopun MeaunuuHckue. TpeboBaHus
6e3onacHoCTU».

4.8. JlabopaTopHoe obopyaoBaHue, B TOM 4yucie MUNETKM, LITaTuBbl, nabopaTtopHas nocyaa, Xanathl,
ronosHble ybopbl, @ Takxe pacTBOpPbl peareHToB AO0SKHbl OblTb CTPOro CrauuoHapHbIMU. 3anpeljaeTcs ux
nepeMelleHne n3 0AHOro nomelleHns B apyroe. JlabopaTopHoe 060pynoBaHMe M NPUHAANEXHOCTU, KOTOpble
ncnonb3ytoTcs Npu pabote ¢ HA6OPOM, AOMKHbI 6bITb COOTBETCTBYIOLMM 06pa3oM MapKMpOBaHbl M XPaHUTLCS
OTAeNbHO.

4.9. /icnonb3oBaTb U MEHATb MPW KaXXaoi onepauvn 0AHOPa30Bble HAKOHEYHWKWU AN aBTOMaTUYeCKUX
WM MEXAHUYECKMX A03aTOPOB € punbTpoM. OAHOPa30Bble NIacTUKOBbIe MaTepuanbl (MPOBUPKN, HAKOHEUYHWKN)
HeobxoanMo cbpacbkiBaThb B CNeLyalbHbIli KOHTENHeP, coaepXXallnii Ae3vHMULMPYIOLLMIA pacTBOp C nocneayioLiei
yTunusaumen (cm. MY-287-113 «MeToamueckne ykasaHus no aesnHdekunn, npeacTepuin3aumoHHONn o4ncTke
W CTepuAnsaumm U3genuii MeAULIMHCKOrO HasHauyeHns»).

4.10. Y6upaTb U Ae3nHdUUMpoBaTb pasnuTble 06pasubl, UCMONb3ys Ae3vHPUUMpYOWMe CpeacTBa
B cootBeTcTBUMM € CaHluH 3.3686-21 «CaHuTapHo-anuaemuonornyeckme tpeboBaHWs Mo npodunakTuke
MHMEKLUMOHHbIX 6onesHen».

4.11. VNHCcTpyMeHTbl, 060pyoBaHune, a Takxxe paboymne NnoBepxXHOCTU CTONOB HeobxoauMo npotupatb 70%
pacTBOpPOM 3TUJI0BOrO CrMpTa.

4.12. He ncnonb3oBaTb MO WCTEYEHWN CPOKa rOAHOCTU. He ncnonb3oBaTb, €CM ynakoBka MoBpexaeHa.
Mepea npuMeHeHnem y6eanTbCA B LLIENOCTHOCTU KOMMNOHEHTOB Habopa.

4.13. Ha pe3ynbTaTtbl aHanun3a C UCnosib3oBaHveM Habopa peareHTOB MOryT BUATb Takue (pakTopbl Kak
HETOYHOCTb BbIMO/IHEHWUS @Hann3a Uan OTCTYMNIEHNE OT UHCTPYKLUK.

4.14. Habop «Toxoplasma 1gG-UDA» He cCOAEpXUT neKkapCTBEHHbIX CPeACTB. MaTepuanbl XWBOTHOMO
n (Mnn) yenoBe4vyecKkoro MPoOUCXOXAeHusi, BXoaswme B coctaB Habopa «Toxoplasma IgG-UDA», aBnaioTcs
6e30nacHbIMK - He SBNAAIOTCA KaHLEPOreHHbIMU, MyTareHHbIMU UM TOKCUYHBIMU, BO3MOXHOE BblAENeHne unm
BbIMbIBAHWE KOTOPbIX MPUBOAUT K CEHCMOUNM3ALMKN, annepruyeckor peakuun uam oTpuuaTesibHO BAUSIET Ha
penpoayKTUBHYIO YHKLMIO.

4.15. pn “Cnonb3oBaHMM COrNacHO MHCTPYKLUUW MO NPUMEHEHUIO nsaenve asnsetcs 6esonacHbiM (He
HeceT PU3MYeCcKnX, IKONOrMYECKMX U UHBbIX PUCKOB).

4.16. MNokasaH1s K NPUMEHEHNIO MEAVNLIMHCKOrO U3AENNA: NPUMEHATL B COOTBETCTBUM C Ha3HAYeHUEM.

4.17. TpoTMBOMOKa3aHUA K MPUMEHEHUIO MeAMLMHCKOro W3Aenusi: MnpoTMBOMOKasaHwuii B paMKkax
YCT@HOBNEHHOr0 Ha3HaYeHUs He nMeeT. He NPUMEHATb He MO Ha3HayeHuIo.
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5. OBOPYJOBAHME, MATEPUAJIbl U PEATEHTbI, HEOBXOAWMBIE NPN PABOTE C HABOPOM:

- (hOTOMETP BEPTUKAIbHOrO CKaHMPOBAHWS, MO3BOJIAIOLLMIA N3MEPSATL OMTUYECKYIO MIOTHOCTb COAEPXKUMOro
JIYHOK MNaHweTa npu AnuHe BoHbI 450 HM;

- TepMocTaT, NoAAepXuBatoLwmin Temnepatypy +37°C £ 3°C;

- [03aTOpbl CO CMEHHbIMW HAaKOHEYHWKaMK1, No3BONAOLWLME 0TOMpaTh 06beMbl B Anana3oHe 5-250 mMkn;

- UMANHAP MepHbI BMeCcTUMOCTbio 1000 mn;

- BOJa AUCTUNMPOBaHHasN;

- NepyaTkn pe3nHoBbIe UK NNACTUKOBbIE;

- 6byMmara ¢punbTpoBanbHas;

- aBTOMaTuyecknii MGA-aHannsaTop OTKPLITOro Tuna (nNpu Heo6xoaAnMocCTh).

6. AHAJIU3BUPYEMBbIE OBPA3Lbl

B kauyecTBe aHanu3aupyemoro obpasua UCrnob3yeTcsl CbiBOPOTKa (MniasMa) KpoBu.

6.1. Mpoueaypa nonyyYyeHUs aHanM3npyemoro matepuana.

6.1.1. C6op ob6pas3LoB KpoBW cneayeT MPOBOAWUTb B COOTBETCTBMM C TeKyLUeih MpakTUKOh MeToAoM
BEHenyHKuumn, cobnoaas ctTaHaapTHble nabopaTopHble npoueaypbl. AN aHannsa Ucnosib3osaTe Hepa3BeaEHHY0
CbIBOPOTKY (Mna3My) KpoBU.

6.1.2. Bbi6op nNpo6bMpoK AN MONMyYeHUs CbIBOPOTKM KPOBW, MOArOTOBKY 6MOMOrMYECKUX >XUAKOCTEN,
ueHTpudyruposaHue, XpaHeHne U TpaHCMOpTUPOBKY obpasua MpoM3BOAMTb COrIaCHO MpaBuiaM NpoBeAeHUs
npeaHanMTU4ecKoro sTana, yTBepxaeHHbIM Ana nabopatopuu.

6.2. lMonyyeHne CbIBOPOTOK KPOBU MaLMEHTOB.

6.2.1. KpoBb 0TO6paTb BeHenyHKUMENn B OAHOPA30BYI0 BaKyyMHYIO WM MHOrOPasoBYl CTEPU/IbHYIO
C MNOTHO 3aKpblBalOLWENCA KpbIWKOW MNPO6UPKY AN MOMyYeHUs CbIBOPOTKM (cornacHo npasunam OPI
npeaHanuTuyeckoro atana u MY nabopaTtopuii), oCTyAnTb NpU KOMHATHOW TemMnepaType B TeyeHue 30 MUHYT,
OTAENUTb CbIBOPOTKY LIEHTPUGYrMpoBaHWeM Npu KOMHaTHOW TemnepaTtype. LleHTpudyruposate 10 MUHYT npu
obopoTax 1500-2000 B MUHYTY.

6.2.2. Bo n3bexaHue remonmsa Heo6X0ANMO Kak MOXHO BbiCTpee OTAEeNNTb CbIBOPOTKY OT Crycrka.

6.2.3. O6pasubl C remMonuMsoM, ruvnepaunuaeMmen unuM o4veBUAHbIM BakTepuanbHbIM  MPOPOCTOM
NCCNefoBaHuio He noanexar.

6.3. lMony4yeHne nna3mbl KPOBU NaALMEHTOB.

6.3.1. Bo n3bexaHne remonmsa HeobXxoAMMO Kak MOXHO 6biCTpee OTAENWUTb MasMy OT 3PUTPOLMTOB.
Bbi6op Npobupok Ansa noslyyeHus nnasMbl, NOArOTOBKY, LUEHTPUDYrMpOBaHME, XpaHEHWE M TPAHCMOPTUPOBKY
obpasla npousBOAWUTL COMNAcHO MpaBuiaM MNPOBEAEHWUS MpeaHaIMTUYeCcKoro 3Tana, YTBEpPXAEHHbIM Ans
nabopatopun. PekomeHayeMoe COOTHOLLEHWE aHTUKoarynsHTa u 6uomateprana, a Takxe cnocobbl MOArOTOBKM
obpasua 1 pexunMbl LEHTPUDYrMpoBaHNSA ONMUCaHbl B MHCTPYKLMMW MO MPUMEHEHMIO MPOBGUPOK, UCMONb3yeMbIX
nabopaTopuen.

6.3.2. B kayecTBe aHTMKOArynsiHTOB Ucnonb3oBaTe JATA, renapuH U UUTpaT HaTpus.

6.4. Ecnv aHanu3 npoBOAMTCA He B [€Hb B3ATUS, 3aKpbiTylo Npobupky € 06pasuom cnesyer XpaHuTb
npu Temnepatype +2...+8 °C B TeyeHue 7 CyTOK uau npu TemnepaTtype -20°C He 6Gonee 2 MecsueB.
BckpbiTasi npobupka xpaHUTcsa npu Temnepatype +2...+8 °C B TeueHune 48 yacos. [lonyckaeTcss ogHOKpaTHoe
3aMopaxwuBaHue/oTTanBaHne matepuana.
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7. NOArOTOBKA OBPA3LIOB Y PEATEHTOB AJ11 AHAJIU3A

7.1. MNepen npoBefeHNEM aHanM3a KOMMOHEHTbI Habopa n nccnenyemble 06paslbl CbIBOPOTKM (Naasmbl)
KPOBM CneAyeT BblAepXaTb Npy KOMHaTHOM TemnepaTtype +18...+25 °C He MmeHee 30 MUH.

7.2. MpuUroToBfieHne nnaHweTa. BCKpbITb NakeT € MNiaHWeToM M yCTaHOBUTb Ha paMKy Heobxoaumoe
KONN4ecTBo CTpUMNoB. OCTaBLUIMECS HEUCMOJSIb30BAHHBLIMU CTPUMbI, YTO6bI NPefOTBPaTUTL BO3AENCTBUE HA HUX
Bnarv, TWwaTtenbHO 3aknenTb 6yMaroin Ans 3aknevBaHus niaHwera.

7.3. lpurotoBneHne OTMbIBOYHOro pacTtBopa. Coaepxumoe dfiakoHa C KOHLEHTPaTOM OTMbIBOYHOMO
pacTtBopa (22 Mn), NnepeHecT! B MepHbI UMAnMHAP BMecTuMocTbio 1000 Mn, fo6aBuTb 550 Mn AUCTUNNMPOBAHHOM
BOAbI U TWaTeNbHO nepeMellaTb. B cnyyae Apo6bHoro ncnonb3oBaHus Habopa cneayet otobpaTh Heobxoanmoe
KOMMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa W pasBecTV AWCTUINIMPOBAHHON BoAoW B 26 pa3 (1 mn
KOHLIeHTpaTa OTMbIBOYHOIO pacTeopa + 25 M AUCTUNANPOBAHHON BOAbI).

7.4. PazbaBbTe 06pa3ubl CbiIBOPOTKM (Nnasmbl) kposu B 101 pa3s, ucnonbsys NOA-bydep.

Mpumep: 5 Mkn obpasua + 500 mkn UDA-Bydepa. He pazbasnsitTe kanmbpoBoUHble NPo6bl M KOHTPOSIbHYIO
CbIBOPOTKY.

Mpumep pasz- O6paseus | O@aktop
Bup matepuana C6op, xpaHeHue 1 o6paboTka maTepuana BenehmA NYHKY, MKR | nepecyera
CblBOpOTKa Wccneayemble 06pasubl 40/KHbI 6bITh TWATENBHO 5 mkn obpasua 100 1
(nna3sma) OTUEHTPUDYrMpoBaHbl. AHaNM3 MYTHbIX, XUIE3HbIX U + 500 mkn NDA-
KpoBw reMoNIUTUYECKUX 06pa3LoB MOXKET MPUBECTU K UCKAXKEHUIO Bydepa
pe3ynbTaToB

7.5. Ecnn KoHUeHTpauusa B uccnesyemMoMm obpasue, npeBbillaeT 3HavyeHWe BepxHel KannmbpoBOYHOM
npo6bl (C5 ME/Mn), ero cneayet AononHuTenbHo passectn NOA-Bydepom B 10 pa3 u 6onee. Mpu pacyete
KOHLIEHTPaLUnn HeobX0ANMO YMHOXMUTb MOJTyUYeHHbIV pe3ynbTaT Ha hakTop pa3BeaeHus.

8. NPOBEAEHUE AHAJIU3A

8.1. lNomecTuTe B paMKy Heob6XxoAMMOe KOMMYECTBO CTPUMOB ANs 5 KannbpoBouHbIX Mpob, 1 npobbl
KOHTPOJIbHOW CbIBOPOTKM U JIYHKW ANA UccneayeMbix o6pasLos.

8.1.1. MIpu KoNMYECTBEHHOM onpeaeneHun: BHecnte B cooTBeTCTBYIOWME NYyHKM Mo 100 MKN Kaxaon
KanMbpoBOYHON MPO6bl U KOHTPOJIbHOM CbIBOPOTKU. B ocTanbHble nyHkM BHecuTe no 100 Mkn pasbaBneHHbIX
vuccnenyembix 06pasuoB  CbIBOPOTKM (nnasMmbl) KpoBW. BHeceHune KanuvbpoBOYHbIX MpPo6, KOHTPOSIbHOM
CbIBOPOTKM W UcCCneayeMbix 06pasLoB HE06X0ANMO NPOM3BECTU B TeueHue 15 MUHYT.

8.1.2. Mpu kayecTBeHHOM onpeaeneHwU: BHecuTe B cooTBeTCTBYIOWME AYHKM no 100 Mkn
KanmbpoBouHbIX NMpo6 C1, C2 n C5. B ocTanbHble NyHKU BHecuTe no 100 Mkn pa3baBneHHbIX UCCreayeMblx
06pasLoB CbIBOPOTKM (M1a3Mbl) KpOBU. BHeceHne kannbpoBoyHbIX Npob 1 nccneayembix o6pasL o HeobxoanMo
Nnpou3BecTV B TeyeHne 15 MUHYT.

8.2. AKKypaTHO nepeMellaiTe COAEPXMMOe MnaHWeTa KPyroBbiMW ABMXEHUAMU MO rOPU3OHTasIbHOWM
NOBEpPXHOCTK, 3akneinTe nnaHweTt 6ymaroi Ana 3aknemBaHus nnadwerta. MHkybupyiite nnaHwet B TeyeHue 30
MUHYT Npu TemnepaType +37 °C.

8.3. Mo oKOH4YaHuMM UHKYbauuwm ypanuTe COAEpXMMOe JIYHOK acnupaumen (Hanpumep, C MOMOLLbHO
BOJOCTPYWHOr0 Hacoca) uamn AeKaHTUpOBaHWEM M OTMOWTE NIyHKM 3 pasa. MNpu Kaxxaon oTMbiBKe Ao6aBbTe BO BCe
NIYHKM N0 250 MK/ OTMbIBOYHOIO pacTBopa, BCTPAXHUTE MAHLWET KPYroBbIMU ABUXEHUSIMU MO FOPU3OHTaNbHON
MOBEPXHOCTU C MOCMeAYLWeNn acnupaunen unn AekaHTUpoBaHUEM. 3azepXka Npu OTMbIBKE (3aMaynBaHue
NyHOK) He TpebyeTcs. Mpu KaxaoM AeKaHTMPOBaHWM HEO6X0AMMO TLATENbHO YAANsATb OCTaTKU XUAKOCTU U3
JIYHOK.

8.4. BHecuTe BO BCe nyHkM no 100 Mk KOHBblOraTa.

8.5. 3akneliTe nnaHweT 6ymMaron AN 3aKneMBaHWs MNiaHwWeTa U UHKYbupyliTe ero B TeyeHne 30 MUHYT
npu Temnepatype +37 °C. o OKOHYaHUM MHKY6aLnKn yaanute CoaepXnMoe IyHOK U OTMOMTe NyHKK 5 pas.

8.6. BHecuTe Bo Bce nyHku no 100 Mkn cybcTpaTtHoOro pactBopa TeTpametunbensmamHa (TMB). BHeceHune
cybcTpaTHoro pactBopa TteTpametunbensuauHa (TMB) B nyHKM Heo6X0AMMO MPOM3BECTU B TedeHue 2-3 MUH.
NHKy6upyliTe nnaHweT B TeMHOTE NMpW KOMHaTHOW TeMmnepaTtype +18...+25 °C B TeyeHue 10-20 MUHYT B
3aBWCMMOCTUN OT CTEMEHU PasBUTUA CUHErO OKPaLUMBaHUS.

8.7. BHecuTe BO BCE NIYHKWU C TOW e CKOPOCTbIO M B TOW Xe MocneaoBaTeNlbHOCTN, Kak U cybCcTpaTHbIV
pacTtBop TeTpameTunbeHsmamHa (TMB), no 100 Mkn cTon-peareHTa, Npy 3TOM COAEPXKMMOE JTYHOK OKpallnBaeTcs
B SIPKO-XEeNTbIi UBET.

8.8. M3MepbTe BennunHy ontuyeckon nnotHoctn (Of) copepXxmMoro NyHOK nnaHweTta Ha doTomeTpe
BEPTUKANIbHOrO CKaHWPOBaHUSA MNpu AnvHe BOAHbI 450 HM. M3mepeHue OF1 coAep>XMMOro NyHOK nnaHweTa
HeobXx0AMMO NMPOU3BECTM B TeyeHue 15 MUH nocnie BHeceHus cTon-peareHTa. bnaHk doTomeTpa BbicTaBnsinTe
rno BO3AyXY.
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9. YYET PE3YJ/IbTATOB. KOHTPOJIb KAYECTBA

9.1. Mpn KONNYECTBEHHOM Y4YeTe pe3y/ibTaToB:

9.1.1. lNocTpoiiTe B NMHENHbIX KOOPANHATaX KannbpoBOYHbIN rpaduk: ocb abcumce (X) - KOHUEeHTpauus
1gG aHTUTen K aHTUreHam Toxoplasma gondii B kannbpoBo4Hbix Npobax (ME/Mn), ocb opanHaT (y) - onTuyeckas
NAOTHOCTb KannbpoBouHbix Npob (O 450 HM). Ans anropuTMa obcyeta (anmnpokcMMauunmn) KanvbpoBOYHOro
rpacduka UCnonb3yinTe MHTepBasbHbIl (KYCOYHO-TTMHEWHBIN, «OT TOYKM K TOUKE») METOA.

9.1.2. OnpepenvTe No KanMbpoBoYHOMY rpaduky coaepxaHue IgG aHTUTen K aHTUreHam Toxoplasma
gondii B uccneayembix obpa3suax.

9.2, Mpu Ka4yecTBEHHOM y4YeTe pe3ynbTaToB:

9.2.1. Pe3ynbTaTbl aHann3a cyMTaTb AJOCTOBEPHbLIMU, ECAN:

- OMn kann6poso4yHoi Npobbl C1 He Bbiwe 0.2 onTuyeckon eanHuubl (OE);

- Ol kannbposoyHoOM Npobbl C5 He Hmxe 1.0 onTuyecknx eannHuy, (OE).

MpumMeyaHue: Ol kanubpoBo4HoM Npobbl C2 fomkHO 6biTh HMXXe O (C5), Ho Bbiwe O (C1).

9.2.2, PaccuunTtalite cpeaHee Ol kannbpoBoyHol npobbl C2.

on (C2) = {on (C2)1 + on (C2)2} /2
9.2.3. YMHOXbTe cpeaHee Ol (C2) Ha ko3adpduumeHT Q, 3HayeHMe KOTOpOro ykasaHo B nacrnopTte
KOHTPONSA KayecTsBa — Nony4uTe rpaHUyHOEe 3HayeHune onTuyeckon naotHocTtu (OM).
onr= on (C2)*Q
9.2.4. ina kaxaoro o6pasua Bbluncnute koadbuumeHT K, nonyyaemoiit aeneHvnem Ol obpasua Ha OMr.
K= OMo6pa3ua/ ONr

9.2.5. VIHTepnpeTauns pe3ynbTaToB:

Mpu K>1.1 — obpasew, NONOXUTENbHbIN;

Mpn K<0.9 - obpaseL oTpuUaTenbHbIii;

Mpun 3HaveHuun K, nexallem B npoMexyTke oT 0.9 o 1.1 - pe3ynbTaT B NorpaHUyHon 3oHe (+/-).

10. OrPAHUYEHMUE METOA

10.1. Habop peareHToB «Toxoplasma IgG-U®A» npefHasHayeH ANS AMArHOCTUYECKWX Lenein, oaHako
OKOHYaTe/IbHbIA AMarHo3 He A0/HKEH OCHOBbIBATLCA TOSIbKO Ha pe3yfbTaTax AaHHOro TecTa.

10.2. [narHo3 poskeH 6biTb MOCTaBfeH BPayvyoM MoC/Ae MOMHOro KAWHMYEeCKoro u nabopaTopHOro
obcnenoBaHusa naumeHTa.

11. YC/NIOBUA TPAHCMOPTUPOBKWN, XPAHEHUSA U SKCNJTYATALUUN HABOPA

NHdopMaumsa 06 0co6eHHOCTAX TPaHCNOPTUPOBAHNUS A0/KHA YUMTbIBATLCA BCEMU ULL@MU, YHACTBYOLMMA
B XpaHEeHUU, NepeBo3Ke U yTunusauumn (YHUUTOXEHNIN) 3TOMO U3aenns.

11.1. TpaHcnopTMpoBaHue.

11.1.1. TpaHcnopTupoBaHue Habopa peareHToB «Toxoplasma IgG-UDA» [OMKHO NPON3BOAUTLCA BCEMU
BMAAMU KPbITOro TpaHCcrnopTa B COOTBETCTBMM C TpebOBaHUSMU WM MpaBuiaMun, YCTAaHOBSIEHHbIMW Ha AaHHOM
BUAe TpaHcnopTa, Npu TemnepaType +2...+8 °C. [lonyckaeTcs TpaHCNopTUpoBKka Habopa npu TemnepaType A0
+25°C He 6onee 15 cyTok. He gonyckaeTcsi 3aMopa)usaHue Lenoro Habopa.

11.1.2. TpaHcnopTupoBaHue U3genuii Npu Temnepatypax, Tpebylwmx cobnoaeHna «Xonoa0Bon Lenu»,
obecrneynBalolleil COXPaHHOCTb TeMnepaTypHOro pexwuMma, AOHKHO OCYLIEeCTBASATbCA B TEpPMOKOHTelHepax
OAHOPA30BOro MoJSIb30BaHUSA, COAepXalimMx XnafodMeMeHTbl, WAN B TEPMOKOHTEMHepax MHOrOKPaTHOro
NpVYIMEHeHNs C aBTOMaTUYeCckn NoaAepXunBaemol TeMnepaTypoi unu B aBTopedpuxepaTopax C UCMOSIb30BaHNEM
TEPMOUHANKATOPOB.

11.1.3. Visgenus, TpaHCNOPTUPOBAaHHblE C HapyLeHWEM TeMnepaTypHOro pexuma, NPUMEHEHWUo He
noanexar.

11.2. XpaHeHue.

XpaHeHne usaenuii U/Unu KOMMOHEHTOB Npu TemnepaType oT +2...+8 °C A0/HKHO OCYLLeCTBAATbCA B
XONOANNbHBIX KaMepax Uu B XonoAnnbHUKax, obecneymBatoLmx pernaMeHTMpoBaHHbIN TeMnepaTypHbIi pexnm
C eXxe[HeBHON perucTpauuneit TeMnepaTtypbl. XpaHeHne CBETOYYBCTBUTENbHbIX U3AENUIA /WU KOMMOHEHTOB
[I0JKHO OCYLLECTBAATLCA B TEMHOM MecTe.

11.2.1. Habop peareHToB «Toxoplasma IgG-UDA» pomKeH XpaHUTbCA B YMNakKoBKe NpeanpusTus-
M3roToBUTENS NpU TemnepaType +2...+8 °C B TeyeHune BCero cpoka rogHoctun. [lonyckaercs xpaHeHune Habopa
npu Temnepatype Ao + 25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMopa)xuBaHue Lenoro Habopa.

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

— OCTaBLUMECH HENCMNONb30BaHHbIMK CTPUMbI HEO6XO0ANMO TLATENbHO 3aKnenTb ByMaroi Ans 3aknensaHus
nnaHweTa u XxpaHUTb Npu Temnepatype +2...+8 °C B TeyeHne BCEro cpoka roaHoctTu Habopa.

- OCTaBLUMECS HEeWCNONb30BaHHbIMW KanMbpoBOYHble MPObbl, KOHTPONbHYIO CbiBOPOTKY, WUDA-Bydep,
KOHLIEHTpaT OTMbIBOYHOrO pacTBOpa, KOHblOraT, cybCcTpaTHbli pacTBop TeTpameTunbensmaunHa (TMB), cton-
peareHT nocne BCKpbITUA (PNaKoHOB crneAyeT XpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHne Bcero cpoka
roaHoctn Habopa.

— MPUrOTOBNEHHbIA OTMbIBOYHbIA PacTBOpP XpaHWTb nNpu TemnepaType +2...+8 °C He 6onee 45 cyToK,
[0MNyCcKaeTcs XpaHeHne npu KoMHaTHol TemnepaTtype +18...+25 °C He 6onee 15 cyTok.
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MpumMeyuaHume. Nocne NCnonb3oBaHUsl peareHTa HeMeaIeHHO 3aKpbiBalTe Kpbilky dfiakoHa. 3akpbiBanTe
Kaxabli p1akoH CBOEN KPbIWKOW.

11.2.3. M3penusa, XpaHuBLUMECS C HapyLlUEHWEeM PpernamMeHTUpPOBaAHHOIO pexuMma, MPUMEHEHUIO He
nognexar.

11.2.4. Cpok rogHocTh Habopa peareHToB «Toxoplasma IgG-UDA» - 18 mecsaues.

11.3. SkcnnyaTaumsi. Bce KoMnnekTbl npeaHasHayeHbl A/ PYYHOW MOCTaHOBKWM W ANsl MOCTAHOBKMU
Ha aBTOMaTU4YeCKMX aHanusaTopax AN UMMYHOMEPMEHTHOro aHanaM3a OTKPbLITOro TUMa C BO3MOXHOCTbIO
Kak ApobHOro mcnosnb3oBaHUA nnaHweTa (Habopa), Tak W ANA MOCTAHOBKW Lenoro nnaHwerta (Habopa).
PexkoMeHayeTcs npoBeAeHue aHanusa B Aybnukartax. [lonyckaeTcs uccnegosaHve obpasLos B MOHOMIMKaTax.
Mpov3BoanTeNnb rapaHTUPyeT COXPaHeHWe BCeX TEXHUYECKUX XapaKTepuctuk Habopa M [OCTOBEPHOCTb
pe3ynbLTaToB.

MoTeHuManbHbIM NOTpPebuTeNnb — Bpayn KIMHWKO-AMArHocTUYeckux nabopatopwuit. MNMpodeccnoHanbHas
KBanudukaunmoHHas rpynna <«Bpauum wu npoBu3opbl» Bcex yposHeil (Mpukas N°526 ot 06.08.2007
r. «06 yTBepxaeHUM MNpodeccnoHanbHblX KBaNUMUKALMOHHBIX TPynn AO/HKHOCTEN MEAUMLMHCKUX W
dapmMaueBTMYecknx paboTHUKOB» ). MeAWLMHCKUIA NepcoHan KANMHWKO-ANarHocTuyecknx nabopatopuii 4oKeH
MMEeTb AOKYMEHTUPOBAHHOE NOATBEPXAEHNE NPOBEAEHHOI0 06yYeHUs, CBA3A@HHOIO C NOTEHLMANbHbIM PUCKOM,
coyeTatrowmnmcst ¢ paboTtoit ¢ NobbIM MEANLNHCKUM (KIIMHUYECKMM) NabopaTopHbIM YCTPOMNCTBOM.

11.3.1. Mpu ncnonb3oBaHUn Habopa HEO6XOAMMO MPUAEPXKMBATLCS CNEAYIOLWMNX NpaBu:

- He ncnonb3oBaTb Habop MNOCNe OKOHYaHUS CPOKa FoOAHOCTU;

- He Ucnonb3oBaTb Habop peareHToB, eCnK ynakoBKa NoBpexaeHa;

- He cMellMBaTb KOMMOHEHTbl HAabopoOB pasHbiX CEpWUI, KpPoMe YHUPUUMPOBAHHbIX Hecrneunduyeckmx
peareHToB (KOHLIEHTpaT OTMbIBOYHOIO pacTBopa, CTOM-peareHT, cybcTpaTHbIli pacTBOp TeTpameTunbeHsnavHa
(TMB));

- TWaTeNbHO NepeMelnBaTb peareHTbl Npy NOAroTOBKE U NPOBEAEHUW aHanusa;

- WCNonb3oBaTb AN MPUrOTOB/IEHUS peareHToB XMMWUYECKM 4YWUCTyto nocyny, obpaboTaHHyto
AVCTUNNNPOBaHHOM BOAOMN;

- MUCMNosb30BaTb TONbKO 060pyAOBaHNe, NpoLiejliee METPOSIOrMyYecKyo NoBepKy;

— UCK/II0UYUTb NPAMOe BO3AENCTBME COMHEYHbIX lyYel Ha NnaHLWeT BO BpeMSA NPOBEAEHUSA UCCNeA0BaHNS;

- He pgonyckaTb MNPUCYTCTBUS MapoB MepekMcu BOAOPOAA WM XJopa B MOMELLEHUM NPWU MNpoBeaeHUn
MMMYHOMEPMEHTHOIO aHanunsa;

— Mocne WUCMosib30BaHWs peareHTa HeMeANIeHHO 3aKpbiBaiTe KpbIWKY dnakoHa. 3akpbiBanTe KaxAabli
(nakoH cBOEl KPbILLKOW.

11.3.2. He pgonyckaeTcsi UCNofib30BaHWe MOJIOXUTENIbHOW KOHTPOJSIbHOM CbIBOPOTKW, €Cnv pacTBOp BO
nakoHe MyTHbIV, HabnoaaeTCa 0CaA0K UM HEMPUSATHBIN 3anax.

11.3.3. Bce koMnoHeHTbl Habopa peareHToB «Toxoplasma IgG-UDA» npu cobnoaeHun TpebosaHuii
AAHHOWN UHCTPYKLMKN CTabuNbHbl B TeYeHNe BCero cpoka rogHoctn. Cpok roAHOCTn Habopa ykasaH Ha BHelHen
CTOpPOHE yNnaKoBKW.

11.3.4. HenpaBunbHoe o6bpalleHve c obpasuamMM M U3MEHeHWe npouefypbl MNOCTAHOBKU aHanusa
MOryT MOBAMSITb Ha pe3ynbTaTbl. s NonyyeHus HaAexXHblX pe3ysbTaToB Heo6XoAMMO CTporoe cobnioaeHve
WHCTPYKLMKN NO NPUMEHEHNIO.

11.3.5. He ncnonb3yiTte KOMNOHEHTbI U3 ApYrnx Habopos.

11.3.6. 3genus n/vnv KOMNoHeHTbl Habopa peareHToB «Toxoplasma IgG-UDA» peMOHTY U TEXHUYECKOMY
06CNy>XMBaHUIO He noanexar.

11.4. YTnnumsaums.

11.4.1. W3penuq, npuwepwime B HENPUrogHOCTb, B TOM YUCNE B CBA3M C UCTEYEHUEM CPOKa FOAHOCTU,
nognexar yTunmsauuu.

11.4.2. MeauvuuHckme oTxoAbl knacca A, Bb. YTunusauuio unam yHUUYTOXEHME HabopoB peareHToB
cneayeT NpoBoAnTb B cooTBeTCTBMM € CaHlMunH 2.1.3684-21 «CaHuTapHo-anuaeMuonornyeckne tpeboBaHuns k
COoZlepXXaHuo TEPPUTOPUIA TOPOACKUX U CENbCKUX MOCENEHNN, K BOAHbIM 06beKTaM, NMTbEBOWN BOAE U MUTbLEBOMY
BOAOCHabXeHMo, aTMOC(hEPHOMY BO3A4YXY, MOYBaM, XWJbIM MOMELLEHUAM, SKCMIyaTaLuun NponsBOACTBEHHbIX,
O6LECTBEHHbIX  MOMELLEHWI,  OpraHuMsauunm U1 NPOBEAEHWUID  CaHUTapHO-  MPOTUBO3MUAEMUYECKUX
(npodunakTnuecknx) meponpustuii», CanluH 2.1.7.2527-09 (2.1.7.728-99) «[lpaBuna cbopa, xpaHeHUs u
yAaneHusi 0TX0A40B nevyebHO-NpoduUnakTUYEecKnx yuypexaeHun» n My 287-113 «Metoamueckune ykasaHus no
Ae3nHdeKunn, npeacTepuIn3aLmoHHON O4YNCTKE U CTEPUIN3ALIMN U3AENNIA MEAULIMHCKOIO Ha3HaYeHUs».

11.4.3. YTunusaumsa npoBoAUTCS CNeumManu3vpoBaHHbIMU OpPraHu3aunsMmn, KOTOpbie UMEKT JIMLEH3NIO Ha
npaso yTUAM3aLUN MEANLIMHCKUX OTXOA0B.

MpeanpusTUe-n3rotToBUTENb rapaHTUpyeT CTabunbHOCTL KOMMOHEHTOB W Habopa, a Takxe CoOTBeTCTBME
Habopa TpeboBaHUsM TeXHUYECKUX YCNOBWUIA Npu COBMOAEHMU YCNOBUI TPAaHCMOPTUPOBAHMUS, XPaHEHUs W
NpUMeHeHUs.

Mo Boripocam, kacarowmmcsi kadectsa Habopa peareHToB «Toxoplasma IgG-UDA», cneayet obpawatscsi 8 000
«XEMA» no agpecy: 105264, MockBa, yn. 9-s1 [lapkoBasi, 4. 48, Ten/¢akc: (495) 510-57-07.
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