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«YTBEPXJAIO»
I'enepamnuili gupexTop

HaGop pearesTos Jis NMMYBO$CPMCETHOTO onpeacaenus BMMYHOrIo0yaanos xaacca A (IgA)
x Trichomonas vaginalis B chIBOPOTKE (11A3ME) KPOBH HEJIOBSKA
«Tpaxomonua3 IgA-HMBHAH-H®A» no TY 21.20.23-155-41390295-2022

1. OBIIAS HHOOPMAITHS

1.1. Hasuawenne nabopa
Habop pearesToR mis HMMYHOCPMOHTHOTO ONpeAc/icHus HMMYHOINOOY/IHHOB Knacca A
(IgA) x Trichomonas vaginalis B crBopoTke¢ (mnasMe) KpoBH uSeloBeka «TpExomoHmas IgA-
HMBUAH-HO®A» mo TY 21.20.23-155-41390295-2022 npeasasHadeR Ui Ka9CCTBEHHOIO
BHARIEHHS aHTHTEN Kaacca A (IgA) k amTurenam Trichomonas vaginalis B cuBOpoTKe B maa3Me (¢
remapunoM, mETparoM Hatpus H JJITA) KpOBH 4YeNOBEKA METOZOM TBEpZO(DAIHOrO HEMPAMOINO
EMMyHO(pepMenToro anamia (MDA).
Habop pearentop «Tpuaxomonuas IgA-UMBUAH-H®A » pexomenzyercs MpUMEAATS:
~ KAK BCIOMOraTeRbHOE CPEACTRO AMATHOCTHKA TPHXOMOHHA3A;
~ 14 BHAR/ICHHA NEPBHIROIO MH$pHuuposauns ITrichomonas vaginalis B XpOHHIECKOTO
TCICHHUL HHPCKIHKN;
- ana  guddepeHmmanEHON AMATHOCTHKH TPHXOMOHME3HON HEQEKIMH B  Apyrux
uHQEXITHOHHEX 3a00JICBAHNMIE MOTENIONOBRIX My TeH;
. — TpH NAaHEpoBaHEH GepeMeHHOCTH A HCK/BOYcHHA mHEGRuEpoBanus Trichomonas
vaginalis.
[onynaunoHHNe H AcMOrpadHYcCKHe ACTCKTH NpHAMCHCHHA H3ACaHA. Buasmenne IgA
aaTuren X Trichomonas vaginalis nenecoo0pasHo IPOBOJHETE Y CICAYIOIAX TPy HACCHCHAR:
® CeKCyAIbHO AKTHBHEE JIOAY HWHIN JIOZH ¢ NOZO3pendcM Ha 3abonepaHus
nepeagoIEecs MONORMM myTeM (SIIII).
Tonsko Ans ararHOCTAKH in vitro.
1.2, OGaacTh DpEMEHCHHN — KIMAHYECKas Ia00paTopHas THArHOCTHKA.
1.3. Mpeanasasvueanniil NONL3IOBATEND
Halop npemuaznavien ang nmpodecCROHANEHOTO NpAMEHeHUs B KInHAWIcckolt maboparoproit
JHATHOCTHKE CHCUHANLEO O0YUCHHHIM IEPCOHANOM C BHICIIHM MM CPCOHAM MENMUMHCKHM, BIH
GuonorageckuM ofpazoBaHKeM, NPOMEAMEAM NOATOTOBKY HA JHLEH3HPOBAHERIX Kypcax NEepBHYHOM
CTICUBAMRIALME NO PpaboTe ¢ MATOTCHHEIMA [N Y€OBEXa MHKPOOPraHHIMAMH H MONYIHBINHM
AOTIONHATEALHOS CHCHMANLHOS 00pajoBaHHe HA Kypcax NOBHmIeHHS kpanudpuxamun. TpeGopanmus
6e30nacHOCTH K MEIRIHHCKAM Nafoparopram npueeaeks B FOCT P 52905-2007.
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XAPAKTEPUCTUNKA N3OENNA

CocTaB Habopa peareHTOB npefcTas/ieH B Tabnuue 1
Tabmua 1. CocTas HabopapeareHToB«TpuxoMoHuas IgA‘UIMBUNAH-NDA»

OnuncanHmne IS?MI'IOHeHTa

3anasHHbIN B (hOMbrMPOBaHHbIA MakeT
TMna «3UN-NT0K» 96-/TYHOYHbIN
pa3bopHbIA 40 NYHOK MOAUCTUPOIOBLINA
MNaHWeT 4719 MUMMYHOOTMYeCKmX
peakumin ¢ niockum gHom (12 ctpunos
Mo 8 NyHoK) C copbupoBaHHbLIMMU
PEKOMONHAHTHbIM aHTUreHoMm
umMToagresnHa Trichomonas vaginalis
NHaKTVBUPOBaHHBIA  MONOXUTENbHbIN
KOHTPO/bHLIA ~ 06pasel, Ha  OCHOBe
CbIBOPOTKM KpoBM yesioBeka,
coaepxkaLumi IgA aHTuTena K
Trichomonas vaginalis

Copgep>kvT npoknmnH-300 (0,1 Y0).
Mpo3payHast >KNLKOCTb XeNToro LseTa.
F0TOB K NPUMEHEHWIO.
VIHaKTMBUPOBaHHLI OTpULaTe/IbHbIN
KOHTPO/IbHbIA ~ 06pa3ey, Ha  OCHOBe
CbIBOPOTKM  KPOBM  YeNoOBeKa,  He
cojepxawmin aHTutena K Trichomonas
vaginalis

Copep>xkvT npoknnH-300 (0,1%).
Mpo3payHas >XMAKOCTb CUHErO LiBeTa.
"0TOB K NPUMEHEHMUIO.

KOHLeHTpaT MNpPOMbIBOYHOIO pacTBopa,
26-KpaTHbIiA.

Cofep>KUT  KOHUeHTpaT hocaTHo-
conesoro Oydepa, 6eH30aT HaTpus
(0,2%).

Cnerka onanecuupytowas, 6ecugseTHas

YXMAKOCTb, BO3MOXHO BblNajeHue
ocajka.
TpebyeT pa3seaeHus.

PacTBOp A/15 pa3BefieHnst 06pasLIoB.
OnasecumpyroLas XX1UAKOCTb OT CUHEro
[0 (DMONMETOBOrO  LBETa, BO3MOXHO
BblNajeHne 0cafka, Mcyesarowero npu
BCTPAXMBAHUW.

Copep>kuT npoknH-300 (0,1%).

['0TOB K MPUMEHEHNIO.

PacTBop KOHblorara.

CMeCb  MbIWKWHBIX ~ MOHOK/IOH/IbHbIX
aHTuTen npotmB IgA  4YenoBeka C
NepoKCcrAa3oin XpeHa.

Copep>knT hocthaTHO-coneBoii bydep,
cTabunmsaTopsl, (eHon (0,1%).
Mpo3payHas XMLKOCTb 3e/1leHOro LBeTa,
BO3MOXHO BbINazeHue ocajKa,
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KomnnekT
Nel

1wr.

| donakoH
(2,0 mn)

1 donakoH
(2,0 mn)

1 dhnakoH
(50,0 mn)

1 dhnakoH
(20,0 mn)

1 chnakoH
(13,0 mn)

KomnnekTt
Xii2

2 LWT.

2 (hnakoHa
(2,0 mn)

2 (hnakoHa
(2,0 mn)

2 (hnakoHa
(50,0 mn)

2 (hnakoHa
(20,0 mn)

2 (hnakoHa
(13,0 mn)

AN

Komnnekt
T =

5 wr.

1 dhnakoH
(10,0 mn)

1 hnakoH
(20,0 mn)

1 ¢hnakoH
(250,0 mn)

1 hnakoH
(100,0 mn)

1 ¢hnakoH
(60,0 mn)



MCYE3aloLLLEero Npu BCTPAXMBaAHUN.
['0TOB K MPUMEHEHMIO.
PacTBop TeTpamMeTUNOeH3NANHA.

Copep>kuT TeTpameTuUNbeH3nauH,
TME cTabumsaTopbl, AumeTuncymbokeng, 1 diakoH 2 (hnakoHa 1 dpnakoH
6eH3oaT HaTpmna (0,2%). (13,0 mn) (13,0 mn) (60,t) mn)
Mpo3payHas 6ecuBeTHasA XXMUAKOCTb.
F0TOB K NPUMEHEHMIO.
Comep>knT  KucnoTy cepryro (1,0
Cron- MOAL/IATP). 1 dpnakoH 2 (hnakoHa 1 dnakoH
peareHT  [lpo3payHast 6ecLBeTHas XXMUOKOCTb. (13,0 mn) (13,0 mn) (60,0 mn)
"OTOB K NMPUMEHEHNIO.
[MneHKa gna 3aknenmBaHusa NnaHLeTa 3 LT 6 Wr. 15 wr.
BaHHOUKM ans peareHToB 3 LT 6 Wwr. 15 wr.
HaKoHeYHMKM AN NMNeToK 24 wir. 48 wr. 120 wr.
NHCTPYKLMA N0 NPUMEHeHU0 Habopa peareHToB lwr. 1wr. luwr.

B KOMM/IEKT KaXAOi MOCTaBKM AO/MKEH BXOAWUTb MAcropT KayecTBa B OAHOM 3K3emnssipe
He3aBMCUMO OT KO/IMYeCcTBa HABOPOB peareHTOB B MOCTaBKe.

2.2.  Uucno aHanm3npyembix Npob

Habop peareHTOB paccumtaH Ha 96 onpegeneHnii (komnnekt 1), 192 onpepeneHns
(komnnekT 2) 1 480 onpegeneHnii (KOMNeKT 3), BK/OYas KOHTPOSIbHbIE 06pasLbl, C UCNO/b30BaHNEM
aHanM3aTopa aBTOMAaTUYeCKOro MMMYHO(EPMEHTHOIO OTKPBLITOrO TWNa WM C MOMOLLBIO PY4YHOM
NMOCTaHOBKM aHasmn3a.

B0O3MOXHbI OTAe/IbHble He3aBWCUMble MOCTAHOBKM aHasm3a C He0OXO4MMbIM KOSIMYECTBOM
CTpunos ImmyHocop6eHTa.

PactBopbl peareHToB PCbB-T(x26), PPO, Cton-peareHT fABAAOTCA YHU(PULMPOBAHHLIMU
HecneunguyecKMMM KOMNOHEHTaMN Habopamu peareHTOB U MOTYT NPUMEHSATLCA 415 UCCNeA0BaHUS B
NM0BbIX cepusax HabopOoB peareHToB.

2.3. TpuHumMn metoga

MpuHUMN aeicTBus Habopa peareHToB - HENPsSIMOA ABYXCTafAMiAHbIA MMYHO(EPMEHTHbLL
aHanM3. Ha noBepxHOCTW JIYHOK MOMMCTUPOIOBONO MJiaHLIeTa copobmpoBaH PeKOMOVMHAHTH aHTUreH
umMToagresnHa Trichomonas vaginalis. B nyHKM BHOCATCS KOHTPOJIbHbIE N aHa/IM3MPYeMble 06pasLibl.
Mpy Hannumn B o6pasuax creunduuecknx IgA aHTuTen K Trichomonas vaginalis obpasyetcs
KOMMNEeKC aHTUreH-aHTUTENO0, BbIBNAEMbIA NMOCPeACTBOM Mocneayrowein nHkybauum ¢ PK (cmech
MbILUWHBIX MOHOK/NOHa/IbHbIX aHTUTeN NpoTuB IgA aHTUTEN YesioBeKa C MepoKcnaason xpeHa). Mpw
po6asneHun TMB B pesy/nbTate (hepMEHTATMBHOW peakumy COLEPXMMOE JYHOK MnaHweTa
OKpalumBaeTcs. PepmeHTaTUBHAA peakL s OCTaHaB/IMBAEeTCA BHeceHemM CTon-peareHTa.

3. XAPAKTEPUCTUKWN HABOPA PEATEHTOB

3.1. AHaNUTUYEeCKNe XapaKTEPUCTKU

3.1.1. YyBCTBMTENbHOCTb Habopa peareHToB

UyBCTBUTE/NILHOCTL ~ Habopa peareHToB  «TpuxomoHuas  IgA-IMBUAH-UDA»  npu
1ccnefoBaHNMN Ha KOHTPO/IbHOM NaHenn cbiBOPOTOK «AHTH-TpnxoMOHHaa-1gA-KOHTpoBbHaa naHeb
CbIBOPOTOK» (DKL, ®TM, Poccus) cocTtasnseT 100%.

3.1.2. CneunduyHocTb Habopa peareHToB

CneunduryHocTb Habopa peareHToB «TpuxoMoHuas IgA-IMBUAH-V®A» npu nccnegoBaHnm
Ha KOHTPO/IbHOW MaHenn CbIBOPOTOK «AHTU-TpPUXOMOHMA3-IgA-KOHTPOIbHAA MaHeNb CbIBOPOTOK»
(PN PTM, Poccus) coctasnseT 100%.
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3.1.3. TloBTOpAEMOCTb

B pavkax npoBefeHWs BHYTPEHHWUX WCMbITAHWIA BHYTPUCEPUMHBIA 1N MEXCEPUIHbIN
KoapuumeHTbl Bapuaumn unsmepeHus OF1 He npesbicuin 8% Mpu WUCCNeLOBaHUM Ha Tpex
MOSIOXUTENbHBIX 06pa3LoB B 30 MOBTOPax Ha LUECTU Cepusax Habopa peareHToB «TpuxoMoHuas IgA-
NMMBUNAH-NDA»

B pamkax npoBefeHMst TEXHWYECKMX WCNbITaHUA KO3((ULMEHT BapuaLmn MU3MepeHus
onTuyeckol nnoTHocTM K(+) B BOCbMM NOBTOpax Ha Habope peareHTOB He npesbicun 8%.

B pamkax K/IMHWYECKMX WCMbITAHUA KO3I(MMUUMEHT Bapuaumm Wn3MepeHuUs ONTUYECKOM
nNoTHOCTK K(+) B BOCbMM MOBTOpax Ha Habope peareHTOB He npesbicui 8%. BHyTpUcepuiiHbIii
KO3(D(OULIMEHT Bapuaumn pe3ynbTaToB MOCTAHOBKM Ha Habope peareHToB «TpuxomoHuas IgA-
VUMBUNAH-VI®A» npu uccnefoBaHnM 6 MOMIOXKUTENIbHbIX  00pasLioB  CbIBOPOTKM X Nia3Mbl,
cofepxaniwix aHtuTena K Trichomonas vaginalis B 10 noBTopax Kaxgoro obpasua He MpeBbllLlaeT
8,0%.

MexcepuiiHbIN  KO3M(ULMEHT Bapuvauuy pesynbTaToB MOCTAHOBKM Ha Habope peareHTOB
«TpuxomoHuas IgA-UMBNAH-N®A» npu nccnefoBaHnn 7 NONOXKUTEbHBIX 00pa3LL0B CbIBOPOTKN U
nnasmbl, cofepXawmx aHtutena K Trichomonas vaginalis B 10 noBTopax Kaxgoro ob6pasua He
npesbiwaeT 8,0%.

3.1.4. TlpaBunLHOCTL

[MpaBWNbLHOCTL ONpPeAeneHnUs MOMOXKMUTENIbHOr0 KOHTPOMS B XO4e MPOBEAEHUA BHYTPEHHUX
ncnbITaHWA Habopa peareHToB cocTaBmna 100%.

3.2.  [InarHocTnyecKue XxapakTepucTnkm

3.1.1. TlepeKpecTHas peaKTUBHOCTb

B pamkax npoBeAeHWs KAMHUYECKMX WCMbITaHU/A MNEepeKpecTHy peakTUBHOCTbL Habopa
peareHToB M3y4yann Ha 185 3aBefOMO OTpULATE/IbHBLIX CbIBOPOTKAX KPOBU YesioBeKa M3 XpaHuauiia
KpoBn ®VILL ®TM, He cogepxawpmx aHTUTeNna K Trichomonas vaginalis 1 cogepxawux aHTuTena K
pasMyHbIM MH(EKLUMOHHBbIM areHTam - Borrelia burgdorferi, Chlamydia trachomatis, Treponema
Pallidum, Bupycy npocTtoro repreca, Bupycy renatuta B, supycy renatuta C, BUU-1,2; a Takke
npob6am, cofepXkalyM peBMaTouaHbIA (hakTop 1 Npo6am OT GepeMeHHbIX XXEHLLH.

Pesynbtatbl DA MoKasasm, 4TO JIOXKHOMOMOXNUTE/bHbIE Pe3y/bTaTbl MPU MPUMEHEHUN
Habopa OTCYTCTBYHOT.

3.1.2. WHTephepmpyoLme BellecTBa

B pamKkax KIMHUYECKMX WCMbITaHWA OLEHKY B/IMSHUA WHTEP(EpUPYIOLLMX BeLLECTB Ha
pe3ynbTat aHaimsa Habopa «TpuxomoHuas IgA-UMBUNAH-U®A» nposogunm Ha o06pasuax
CbIBOPOTKM KPOBM Ye/I0BEKA, COAEPXKALLMX U HE cofepXalmx aHTutena K Trichomonas vaginalis.

Ha pe3ynbTaT aHanmM3a He OKasblBatoT BUSIHWE remornobuH (go 300,0 r/n), 6unmpyouH (go
300.0 wmr/n), xonectepuH (po 4,0 r/n), obwwmii 6enok (go 150,0 r/n), rnwokosa (go 2,0 r/n),
Tpurnnuepuabl (o 10,0 r/n), ataHon (2,0 r/n), monoyHas kKucnota (go 400,0 mr/n) n mo4vesnHa (00
800.0 mr/n) B KNMMHMYECKMX 0BpasLax.

3.1.3. 3KBMBa/IEHTHOCTb

B pamkax KIMHUYECKUX UCMbITaHWUIA OLEHKY 3KBMBAIEHTHOCTU pPe3y/bTaToB aHasim3a Habopa
«TpuxomoHnas IgA-UMBUNAH-V®A», NonyyeHHbIX NPW MOCTAHOBKE aHa/n3a Ha CbIBOPOTKE W
nnasme KpoBW YesioBeka (C renapuHoM, UMTpaTom Hatpus (3,2%) n 34 TA), NonyYeHHbIX OT OAHOrOo U
TOrO >Ke NaumeHTa, COAepXKalmX U He cofepkawmx aHtTuTena K Trichomonas vaginalis, meTogom
MDA npu noctaHoBke no npoueaype Nel (Tepmolueiikep) 1 npouegype Ne2 (TepmocTar).

3.1.4. Bocnpons3soanMoCTb

[ns onpefeneHnss BOCMPOU3BOAMMOCTM aHaim3a Oblna MpoBefeHa OLEeHKa pesy/bTaToB
MOBTOPSEMOCTU aHasM3a B Tpex fabopatopusx: MNpoBefeHVEe NpefBapuTeNibHbIX WCMbITaHWA B
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naboparopun  3KCNEPUMEHTa/IbHOrO MOZENMPOBaHUSA M naToreHesa WMH(EKUMOHHbLIX 3a60/1eBaHNM
PN, ®TM, npoBeaeHme TeXHNYECKUX ncnbiTaHnin B OO0 «BbIMMEN-MEALEHTP» 1 npoeagHue
K/IMHNYECKNX UcnbiTaHni B EM3U UL, dTM.

KoathdmumeHT Baprauum pe3ynbTatoB Npy onpegeneHny aHtuten K Trichomonas vaginalis He
npesbiwaeT 8,0%.

3.1.5. [narHocTu4yeckas 4YyBCTBUTE/IbHOCTb

B xofe KIMHNKO-NabopaTOpHbIX UCMbITaHWIA AUarHOCTUYECKY YyBCTBUTE/IbHOCTb BbISIBIEHNS
aHTuTen K Trichomonas vaginalis onpegensnyu Ha 222 NofoXuTenbHbIX 06pa3uax, nokasaHa OO0
4yBCTBUTENBHOCTL (4B 95%, A; 98,65% - 100%).

3.1.6. [marHoctuyeckas cneumnpuyHoCTb

B xo4e KIMHMKO-N1abopaTopHbIX UCMbITaHWIA AMarHOCTUYECKYHO CNELU(UYHOCTbL BbISBIEHNS
aHTuTen K Trichomonas vaginalis onpegenann Ha 395 oTpuuatenbHbIX 06pasuax, nokasaHa 100%
cneumpuyHocTs (OB 95%, AN: 99,25% - 100%).

3.1.7. CrabwnbHOCTb

B pamkax BHYTPEHHUX WCMbITaHWIA MpoBefeHa OLUeHKa CTabuibHOCTU ANA NOATBEPXKAEHUS
CPOKa rofHOCTW 1 YCNOBMIA XpaHeHust Habopa «TpuxoMoHuas IgA-MIMBUNAH-NDA».

B pesynbTate YCTaHOBNEHO, Habop «TpuxomoHuas IgA-IMBUAH-N®A» coxpaHseT
CTabu/IbHOCTb NpuW TemnepaType XpaHeHns oT 2 Ao 8°C B TeyeHMe CpoKa rogHocTu (24 mMecsLeB) 1 B
TedeHMe 1 mMecAlLa MOC/e OKOHYaHMA CpPOKa TOLHOCTW; COXpaHseT CTabu/bHOCTL  Moche
TpaHCNOPTUPOBKM Npu Temnepatype oT 2 A0 28°C B TeueHUKM 10 CyTOK M AanbHENLIEro XpaHeHns npu
TemnepaType oT 2 [0 B TeyeHWe CpoKa rofHocTu (24 mecsueB) W B TeyeHne 1 mecsaua nocrne
OKOHYaHWA CpoKa rOAHOCTW;  COXPaHsAeT CTabUIbHOCTb MOC/e BCKPbLITUS KOMMOHEHTOB Habopa
peareHTOB N XpaHeHWsa UX Npu Temnepartype oT 2 Ao 8°C B TeUYeHme cpoka rogHocTu (24 mecsLes) 1 B
TeyeHne 1 mecsua nocne OKOHYaHWs CPOKa rogHOCTU.

Bo3zgeicteme Temnepatypbl He Bbille 28°C B TeyeHme 10 CYyTOK He B/USET Ha XapaKTepUCTUKN
Habopa peareHToB. [lonycKaeTcs TpaHCNOPTMPOBaHME NMpu TeMnepaType He Bbile 28®C B TeyeHune 10
CYTOK.

Pabounii NpombIBOYHbIA pacTBop ®PCB-T XpaHUTCA B TeueHue 15 CyTOK Npu TemnepaType oT
18 po 28®C nnu 45 cyToK nNpu Temnepatype oT 2 [0

4. MEPbLI MPEAOCTOPOXHOCTU

4.1. TIoTeHUMaNbHbIA PUCK NPUMEHeHMs Habopa peareHTOB N0 HOMeHKnaTypHOM
Knaccuukaumm  MefUUMHCKUX  U3Aennid, yTBepxaeHHoM [Mpukasom MuH3gpasa Poccuitckoi
degepaumm Ne 4H oT 6 moHs 2012 roga (B pegakumm Mpukasa MuHsgpasa Poccum ot 25.09.2014 N
557H)-Knacc 26.

4.2. Habop peareHTOB npefHasHayeH TOMbKO AJ1 MPOgeCCUOHa/IbHOTO UCMOJb30BaHUS.
PaboTy creflyeT NpoBOAWTL B CneLmaibHO 060pyA0BaHHOM MOMELLEeHUM 1abopaTopun, OTBEYatoLLEi
TpeboBaHuAM CaHlMH 3.3686-21 «CaHWUTapHO-3MMAEMMONOrMYECKMe TpeboBaHNA NO NPOMUIaKTUKe
NHDEKLUMOHHBIX 60ne3Hel». Mpu paboTe ¢ HaboOpoM peareHTOB TpebyeTcsi cobnoaaTb TpeboBaHUS
«HCTPYKUMM MO Mepam NPOnIaKTUKK pacnpocTpaHeHns NHMEKUMOHHbIX 3aboneBaHNin Npu paboTte
B KIMHWKO-AMArHOCTUYECKMX  flabopatopuax  N1e4ebHO-MPOGUNAKTUYECKUX  YUPEXAEHWNIA»,
yTBEPXKAEHHON MuH3apasom CCCP 17 sHBapsa 1991 roga; MOCT P 52905-2007 (MCO 15190:2003)
«J1labopaTopun MeanUMHCKMe. TpeboBaHMs 6e30MacHOCTU».

4.3. TaK Kak KOHTPO/IbHble U aHan3npyemMble 06pasLpbl, KOMMOHEHTbI Habopa peareHTOB
ABNAOTCA NOTEHUMA/IbHO MH(ULMPOBaHHBIM BuomarepmasioM, To Npu paboTe ¢ HABOPOM peareHToB
HEeOO6X0AMMO UCMOMb30BaTh WHAMBMAYa/bHbIE CPEACTBA 3alMTbl: XasaT, FOMI0BHOM Y60p, Macky,
nepyaTku, cneynanbHyo 006yBb, 3aLUMTHbIE OYKM UIN LLUTOK.
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4.4, Ob6pabaTblBaTb pPyKM nocne paboTbl C Habopom peareHTOB W obpasyamy B
COOTBETCTBMM C AEWCTBYHOLLEA HOPMATMBHOM JOKYMEHTaLMEN.

45. CbIBOPOTKa KPOBW YeNOBEKa, UCMOMb30BaHHAA A1S NPUrOTOBMEHNUSA MONOXWUTENILHOIO
KOHTPO/IA, UHAKTMBMPOBaHa HarpesaHvem npu temnepatype (56+1)°C B TeyeHume 3 4, cofepxuT IgA
aHTUTena K Trichomonas vaginalis u He cogepXat aHTUTena K BNY-12, Bupycy renatuta C u
MOBEPXHOCTHbIA aHTUreH Bupyca renatuta B (HBsAQ).

4.6. CbLUOPOTKA KPOBW YeoBeKa, MCMOMb30BaHHAA A4/19 MPUrOTOB/IEHUS OTPULATENBHOMO
KOHTPO/A, NHAKTUBMPOBaHA HarpesaHneM npu Temnepatype (56x1)®C B TeyeHue 34, He COLEPXMUT
aHTUTena K Trichomonas vaginalis, aHTUTena Kk BNY-1,2, Bupycy renatuta C U NOBEPXHOCTHbIN
aHTureH supyca renatuta B (HBsAQ).

47. B coctaB komnoHeHTOoB K(+), K(-), PPO, PK, TMB, ®CBb-T(x26) BXx0ogar
KOHCEpPBaHTbl B KOHLEHTpaumnsaX, ABNAIOLWMXCA HeToKcuyHbiMK. K(+), K(-), PPO cogepxat 0,1%
npoknvHa 300; PK - 0,1% deHona; TMB n ®CB-T(x26) - 0,2% 6eH30aTa HaTpus.

4.8.  Bce peakTuBbl, BXOAALLME B COCTaB KOMIMOHEHTOB Habopa peareHTOB B MUCMO/b3yeMblX
KOHLEHTpauuax, ABNAKOTCA HETOKCUYHBIMM.

4.9. Cron-peareHT 06nafaeT pasfpaxarolmm [elACTBMEM, 3a CYET KUCMOTbl CepHOWA
BXoAsLel B cocTas. [Npu paboTe m3beratb nonagaHusa CToM-peareHTa Ha KOXy W CAU3NCTble. B
cny4ae nonagaHns NpPoMbITb MOPaXKEHHbIN Y4acTOK GOMbLUMM KONYECTBOM NPOTOYHOM BOAbl. Bce
KOMMOHEHTbI, BXOAsLIMEe B COCTaB Habopa peareHTOB, NpefHa3HayeHbl TOMbKO AN AUArHOCTUKM in
vitro.

4.10. Bce npoMbiBHble pacTBOpbl criefyeT cobupaTb B CheuuasbHbliA - KOHTEHep WU
06pabatbiBaTh Ae3NHPULMPYIOWMMN CPELCTBAMM, Pa3peLleHHbIMU 419 NPUMEHEHWUSA Ha TEppUTOpUn
P® B ycTaHOB/IEHHOM MOPA/KE.

4.11. Tlpun wnCcnonb3oBaHUM Habopa peareHTOB TOKCUMYHbIX OTXOA0B He 06pasyeTtcs.
Ob6pasytoTcsa oTxodbl KnaccoB A, b n I', KoTopble Heo6X0ANUMO 06e33apaxkmBaTb B COOTBETCTBUN C
Tpe6oBaHnAMU CaHlMnH 2.1.3684-21 «CaHWUTapHO-3MUAEMMONOIMYECKME TPebOBaHNS K COLepXXaHNIo
TEpPUTOPUIA TOPOACKUX W CENbCKMX MOCENEHNIA, K BOAHbIM 06beKTam, NUTLEBON BOLE W MUTLEBOMY
BOAOCHabXeHWIO, aTMOC(epHOMY  BO34yXy, MNOYBaM, JKWbIM  MOMELLEHWUAM,  3KCMyaTauum
MPOM3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHW, OpraHM3auMm u MNPOBEAEHUID  CaHUTapHO-
NPOTUBO3NUAEMUONOTNYECKUX (MPODMNAKTUYECKNX) MEPONPUATUIN».

4.12. JlabopaTopHyt MNOCydy MHOropasoBOro WCNO/b30BaHWUSA W PacXOfHble MaTepuasibl,
KOHTaKTUpyIoLye C UCCMefyeMbIMU U KOHTPO/bHbIMK 0bpa3uamu, cregyet 06e33apaxuBaTb C
MCNOMb30BaHMEM [e3VH(ULMPYIOWMX CPEACTB, He COoAepXXalmx akKTMBHBIA KWCOPOL W X/10p,
OKa3blBaKOLMX HEraTMBHOE BO3AEICTBME HA KaYeCTBO aHa/n3a.

4.13. VIHCTpyMeHTbl, 060pyf0OBaHMe, a Takke paboume MOBEPXHOCTU CTO/I0B HEOOXOAMMO
npoTtunpatb 70 % pacTBOPOM 3TU/IOBOrO CNNPTA.

5. OBECMEYEHVE KAYECTBA NCC/EJOBAHUI

5.1. BbINonHATb Mpoueaypy aHanmsa crefyetT B CTPOrOM COOTBETCTBUMU C WHCTPYKLUMEN
npunaraemon K Habopy peareHToB.

5.2. He ncnonb3oBaTb peareHTbl C UCTEKLLNM CPOKOM FOLHOCTU.

5.3.  He ncnonb3oBath peareHTbl ApYyrux Npovu3BOAMTENEN.

5.4. Henb3a ucnonb3oBaTb peareHTbl M3 HAabOPOB pa3HbIX CEpUil MM CMewmMBaTb WX B
rnpouecce aHanu3a (KPoOMe YHUMPULMPOBAHHBLIX KOMMOHeHTOB Habopa: PCh-T(x26), PPO n Crton-
peareHTa).

5.5.  He nopggepratb peareHTbl BO3AENCTBMIO BbICOKMX TEMMEPATYP N MPAMbIX COTHEYHbIX
Ny4yei B NpoLecce 1Cnosib30BaHUA U XpaHeHUs.
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5.6. HeponycTMo 3amopaxumBaHue Habopa peareHToB, Kak Lie/IMKOM, TaK U OTAe/bHbIX ero
KOMMOHEHTOB.

5.7. WccnefosaHus NpoOBOAWMTb B COOTBETCTBMM C YC/IOBUSIMW BHELUHE cpedpl AN
NMOCTaHOBKM aHa/In3a, NpeacTas/eHHbIMK B Tabnuue 2.
Tabnuua 2. Ycnosus BHeLHe cpefpbl AN NOCTAaHOBKYU aHanu3a

Ne n/n [Moka3aTenu 3Ha4yeHuns
1 TemnepaTypa Bo3gyxa 18-25°C
2 OTHOCUTENbHAA BMAXXHOCTb 40-60%

5.8. He npoBoanTb uccnefoBaHWUsA B NPUCYTCTBUM NAapoB LLEMOYe, KACOT, albernios, B
3anbl/IeHHOM MOMELLEHUN.

59. [ns pgesvHMeKuMM MCMNoMb30BaTb peareHTbl, He OKasblBarolme BO3AENCTBUA Ha
(bepMEHTATVBHYIO peakuunio: Ae3nH(ULMPYIOLLMe CPeLCTBa Ha OCHOBE YETBEPTUYHBLIX aMMOHWEBbIX
COeIMHEHWIA, CIUPTOB, TPETUYHbLIX aMMUHOB.

5.10. B nomeLyeHuu, rae NPoOBOAUTCA MUCCMeA0BaHWe, He MCMO0/b30BaTh Ae3vH(puUMpyoLme
CPeLCTBa, CoAepXKallime aKTUBHbIA K1CMIOPOA 1 XI10p.

5.11. Vicnonb30BaTb YMCTYHO, TLLATE/ILHO MPOMBITYHO /1a60PaTOPHYIO MOCYay.

5.12. cnonb3oBaTb NPOLUEAnLLEe BaMaaLMIO 403aTOPbl 1 060pyA0BaHMeE.

5.13. Tpu paboTe c ob6pasuamy M peareHTaMuM Habopa WUCMONb30BaTb YUCTblE, HOBbIE
0[HOPa30Bble HAKOHEYHVKM OTAE/bHO A1 KKA0ro aHasm3mpyeMoro obpasua n KOMnoHeHTa Habopa
peareHToB.

5.14. VIcknoUNTb KOHTaKT MeTa/l/INYecKUX MNpeaMEeTOB C pacTBOPOM KOHblorata PK,
pacTBOpPOM TeTpamMeTun6eHnanHa TMb.

5.15. Vcnonb3oBaTb HOBble OLHOPA30Bble BAHHOYKM [1S KaKLOr0 KOMMOHeHTa Habopa
peareHToB.

5.16. He ucnonb3oBaTb OAHY W Ty XX€ €MKOCTb, B TOM YuC/e M MHOropasoByto, Mocne
NPOMBbIBKM, N5 pacTBopa KoHbtorata PK v pacteopa TeTpameTnnoeHsngmHa TMb.

5.17. PekomeHpgyeTcs  gna  oTbopa  pacTtBopa  KoHbiorata PK  u pacTtBopa
TeTpameTnnoeHsnanHa TMB mcnonb3oBaTb pasHble 403aTopbl MUMETOYHbIE. pu KMCnosib30BaHUN
OAHOro pgosatopa Heob6XOAMMO TLLATENIbHO CNeAMTb 3a YMCTOTOM MOCafOYHOIO KOHyca [o3aTtopa.
Mepen CMeHON peareHTa TUATeNbHO 06pabaTbiBaTb BHYTPEHHIOK W BHEMLUKOK MOBEPXHOCTYU
nocazgo4Horo koHyca 70% 3TWUI0BbIM CMIUPTOM.

5.18. [ns oTMbIBKMA VIMMyHOCOPOEHTa peKOMeHAYeTC UCMO0Nb30BaTh aBTOMATUYECKOe WK
PY4YHOE MNPOMbIBOYHOE YCTPOWCTBO. B KOHUE paboyero AHA Heo6XO0AMMO MPOBOAWUTL MPOMbIBKY
CUCTEMbI MNOJAYN >KUAKOCTWM AOUCTUNNMPOBAHHOW BOAON. He pexe 1 pasa B Hefento cnegyet
06pabaTbIBaTh LUMAHTY 1 eMKOCTM NPOMBIBOYHOIO ycTpolicTea 70% 3TUN0BLIM CIIMPTOM.

5.19. [ns WCKIOYeHWUs KOHTaMUHauum 06pasyoB apyr gpyrom u  K(+) Tpebyertcs
aKKypaTtHas, Tuare/ibHaa paboTa 6e3 pa3opbI3rnBaHus KOMMNOHEHTOB U 06pa3LoB.

6. OBOPYAOBAHUVE N MATEPUNAbI

[N NOCTaHOBKM aHan3a HeobXoAMMbI CrieflytoLe 060pyL0BaHUA U MaTepuasbl:

- TepMOrurpomMeTp, NO3BONAIOLWMIA N3MEPATL TeMMepaTypy Bo3gyxa B agnanasoHe 0-30RC
+ 0,2°C, OTHOCUTE/IbHYHO BNaXKHOCTb - 20-90%;

- jo3atopbl /1labopaTopHble NepeMeHHOro obbema OAHO- M MHOrOKaHa/lbHble BMECTU-
MocTbto 0T 10 go 1000 mKn;

- HaKOHEYHMKM OfHOpa3oBble K [o03aTopaM /labopaTopHbIM BMeCTMMOCTHO OT 10 a0
1000 Mk,

- BaHHOYKW Ans pa3BefeHNss KOMMOHEHTOB;
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MUKpoLeHTpudyra nabopatopHas Ha 1000*3000 06/MuH;

TepMOoCTaTUpytoLLee YCTPOMCTBO AN NMAHLIETOB (MM TepMOCTAT) C PeXrMoMm Tep-
mMocTatupoBaHus 37+1®C;

Op6UTa/IbHBIV TEPMOLLIEKep, NOLAepXMBatOLLMA TeMnepaTypy 37+ 1RC 1 € 4acToTOW
BpalLLeHus nnatgopmbl 700 06\MUH.; A
YCTPOICTBO A/ MPOMbIBaHWA MaHwweTa (BoLep);

CMEKTPOOTOMETP  BEPTUKAIbHOMO  CKAHWPOBAHWS  MO3BOJIAIOLMIA  BbINOMHATD
M3MEPEHNS OMTMYECKOM MOTHOCTM COAEPXMMOro NYyHOK nnaHweta npu 450 Hm
(ocHoBHOI mnbTP) M 620-680 HM (pedepeHCHbIN PUNLTP);

aHa/M3aTop aBTOMATUYECKNIA UMMYHO(EPMEHTHbIN OTKPbLITOrO TUMA,;

XO/I0AMNbHAA UM MOPO3N/bHAsA Kamepa,;

UMNMHAPLI MEPHbIE He HMKe 2 Knacca ToYHocTM obbemom 100 m 1000 mn, konba
nabopartopHas BMecTMocTbio 1000 mn;

eMKOCTb C KPbILLKOW A1 XXMAKOro Ae3NH(ULMPYIOLLErO CPeacTBa;

Boga amctunnmposaHHaa (TOCT P 58144-2018);

bymara (hmbTpoBa/IbHaS,

Taimep;

0/iHOPAa30Bble HECTEPU/IbHbIE MEAVLVHCKIE NepyaTKu,;

nabopaTopHas nocyaa;

7. AHANN3NPYEMBIE MPOBbI

7.1. HaTtvBHasa cbIBOPOTKa, Mnasma (C remapuvHoM, uuTpatom Hatpusd, SATA) Kposu
yenioBeka. AHaIMTUYeCcKnin 06beM obpasya- 10 mKn.

7.2.  O6pasubl CbIBOPOTKM (Nna3mbl) KpoBKM 40 aHam3a MIPA xpaHUTb He 6oiee 7 CYTOK Mpu
Temnepatype oT 2 fgo 8°C. [nwnTenbHOe XpaHeHWe (40 6 MecsueB) aHaM3MpyeMbiX 06pasLoB
OCYLLeCTBAATL NpY Temnepatype MuHyc 20 °C.

7.3.  3aMopoXKeHHble 06pasubl nepep UccnefoBaHWeM MPOrpeTb A0 TemnepaTypbl (17 Ao
27®C) TWATeNbHO MepemellaTb 1S YCTPaHEeHUS BO3HUKAWOLLEro nNpu 3amMOpo3Ke rpajmeHTa
KOHLeHTpaumii. Mpn paboTe C pa3MOpPOXEeHHbIMU 0bpasuaMu crefyeT YuuTblBaTb, UTO Kakias
nocnegytouias 3aMopo3Ka-pasmMopo3Ka CHWKaeT KayecTBo uccnefyemoro marepuana. C  Uenbto
noflydyeHnUs [OCTOBEPHbIX pesy/nbTaToB  WCCMeAOBaHWsA, NPOWM3BOAMTENb Habopa peareHToB
PEKOMEHAYET MCMOoNb30BaTh TOMbKO OLHOKPATHOE 3aMOopaXKuBaHWe-pasMopaxkmsaHue o06pasuos, a
TaKXKe XpPaHEeHVe HECKO/bKMX 3aMOPOXKEHHBIX a/IMKBOT 06pasLia.

7.4. He pekomeHAyeTCs WCMOMb30BaHWE [N WCCNefoBaHWA 00pasuoB C  BUAVMBIM
MUKPOGHbIM 3arps3HeHVEM («MPOPOCTOMY).

7.5.  O6pasupbl, cofepxallime 0CafoK, B3BELUEHHbIE YaCcTuULbI, Nepes aHaan3oM MoLABEPrHyTh
LIEHTPUYrmMpoBaHuto B TedeHne 10 MUH npu yacToTe BpaLleHns 3000 06/MUH.

BHumaHwme!

Mepen NOArOTOBKOW peareHTOB K paboTe M NpOBefeHWEM UCC/Ief0BaHNUA MPOU3BOAUTESb
HacTOATE/IbHO PEKOMEHAYeT ewe pa3 npouutarb pasgen «ObecneyeHve KayecTsa
nccnefoBaHNi» HACTOSLLEN UHCTPYKLMM MO MPUMEHEHUIO.

8. MoAroTOBKA KOMIMOHEHTOB ANnd NCCNEQOBAHNA

8.1. TlpeaBapuTenbHble MaHUNYNALUN

Mepes MCNoMb30BaHWEM BCKPbITb YMaKOBKY Habopa peareHTOB W M3B/eYb BCE KOMIMOHEHTDI,
BK/IOYasA 3areyaTaHHbIi VIMMYHOCOP6EHT.

BblaepkaTb KOMMOHeHTbI B TeyeHue 30 MUH npwu Temnepatype oT 18 go 28°C, akKypaTHO
nepemMeLLarb.
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BHumaHume!

K(+), K(-), PPO, PK, TMB n Cton-peareHT rotoBbl K WCMO/b30BaHUIO U He TpebytoT
[ONOMHUTE/TbHLIX Pa3BefeHWiA.

Hewncnonb3oBaHHble K(+), K(-), PPO, PK, TMB 1 CTon-peareHT XpaHWTb B YMNaKoBKe
NPOM3BOAMTENS MpW TemnepaType oT 2 A0 8°C A0 UCTeUeHNs cpoka rogHoCTy Habopa.

KomnoHeHT ®Chb-T(x26) npeacTasneH B BUAE KOHUEHTpaTa. TpebyeT passeagHus.

8.2. TMopgrotoBka MiIMMyHocop6eHTa

BCKpbITb MakeT ¢ VIMMYHOCO6EHTOM. YCTaHOBUTL B paMKy VIMMyHOco6eHTa Heobxoumee
KOMIMYeCTBO CTPMNOB. Hencnonb3yemble B JaHHON NOCTaHOBKE CTPUMbI CPa3y Nnoc/ie BCKPbITUA NakeTa
C NNaHLWWEeTOM MOMECTUTb B (DO/IbMMPOBaHHBIA NAKeT C 3aCTEXKOW TuMa «3uM-noK». V3 nakeTta yaaimtb
OCTaTO4YHbIN BO3AYX, 3aKPbITb 3aCTEXKY, YOPaTh B XONOAN/IbHYIO Kamepy.

XpaHUTbL Heucnosb30BaHHbIe CTPUNbI Npu Temnepatype oT 2 o 8°C J0 UCTeuyeHMA CpokKa
rogHocTV Habopa peareHTOB.

PamMKy nnaHLleta cpasy noc/ie MUCnosb30BaHWA NPoMbiTe 70% 3TUMOBLIM CMUMPTOM M 3aTeEM
AUCTUNIMPOBAHHOM BOLOI. MpocyLwmnTb, UCNOMb3YS (UNLTPOBa/IbHYIO Gymary. XpaHUTb B YNakKoBKe
NPOoV3BOANTENS BMECTE C APYTUMU HEUCTO/b30BaHHLIMUN peareHTamu.

MiMmyBOCOpPOEHT (CTpUNbI) UCMONb30BaTL OLAHOKPATHO!

8.3. TlpurotoBneHune paboyero npoMbiBOYHOro pactesopa ®Ch-T

BHumaHne! B npouecce XpaHeHWA W TPaHCMOPTMPOBKU KOHLEHTpaTa MPOMbIBOYHOIO
pacTBopa PChb-T(X26) BO3MOXHO BbiNafeHNe 0cafKa CONeil.

Mpn Hanmumm ocagka Bo (hnakoHe ¢ ®CB-T(x26) Bblgep)kaTb npu Temnepatype 37+1®C a0
MOJTHOrO PacTBOPEHWUS COJEN.

Heobxoanmoe konmyectBOo paboyero npombiBoyHOro pactsopa ®CB-T npurotoButh B
COOTBETCTBMU C TabmLein 3.

Paboumnin NpoMbIBOYHBIA pacTBop ®CB-T XpaHUTb Npu Temnepatype oT 18 o 28RC He 6ornee
15 cyTOK nnv npy Temnepartype oT 2 40 He 60nee 45 CyTOK.

Hencnonb3oBaHHbIN KOHLEHTPAT NPOMbIBOYHOIO pacteopa ®CB-T(X26) XpaHUTb B YNaKOBKe
(13 npou3BoANTENS NpK TemnepaType oT 2 A0 8°C [0 UCTEUYeHNs CPOKa rofHOCTI Habopa.

Tabnumua 3. NpuroTosneHne paboyeropacTeopa PCH-T

Konuuectso 1 2 3 4 5 6 7 8 9 10 U Pp-1
®CB-T(x26), Mn 40 80 120 160 200 240 280 320 360 400 440 500
Bopa
aMcTWMMpoBaHHas, 100 200 300 400 500 600 700 800 900 1000 1100 1250

MJ1
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9. KAYECTBEHHOE NCC/EQOBAHNE

9.1. VccnepoBaHue CbIBOPOTKM (NN1asmbl)
Mcouyenyoa Ne 1 Cucnosb3oBaHMe TEOMOLLIEKE

JTtan

Mpoue a dTana aHa/1n3a
aHanmnsa POLEAYP

KpOoBY

MpumeyaHmne

1 YCTaHOBUTb HEOOXOAMMOE KOSINYECTBO CTPUNoB B pamMKy MiaHLLUeETa

BHecTn B 0aHY NyHKy nnaHweTa 100 mkn K(+).
BHecTn B gBe nyHku no 100 mkn K(-).

B ocTasibHble IyHKN VIMMyHOCOp6eHTa BHeCTU
no 90 mkn PPO (PPO nepes BHeCeHUEM
WHTEHCMBHO B360NTaThb),

a3ateM no 10 MKN aHaM3npyemMbIix 06pasLoB.
3aknenTb NyHKN KIMMmyHocop6eHTa (CTpvMoB)
npuiaraeMon K Habopy peareHToB MIEHKOIA.

Bbibop NyHOK [ANsi  pacrofidKeHUs1  KOHTPOSeN
Npou3BoMbHbIA.  Hanpumep, nyHka A1l-K(,+),
NyHKN A2 n A3 - K(-).

MNpu wncnonb3oBaHuUM 1 cTpuna AOMyCcKaeTcs
BHeceHMe K(-) B 1 NyHKy.

Bpems BHeceHUst 06pasLoB MpWY  KCMOb30BaHUU
BCEro njaHLleTa He JO/IXXHO npesbiwaTb 10 MUH.
Mpn BHeceHUW aHanM3Mpyembrnc 06pasLoB ¢
NOMOLLbIO NoJlyaBTOMAaTUYECKOM NUNETKN
TLATeIbHO MepemeLlaTb COAePXKMMOE JIYHOK, npu
3TOM [0/KHA HabnoaaTbes LBETOBas MHAMKAUUA B
NYHKax.

HenpasuiibHOe COOTHOLUEHVE B JlyHKe 00bLEMOB
aHanusmpyemoro obpasua n PPO MOXeT npuBecTu
K UCKaXXEeHWIO pesy/ibTara ucciefoBaHus.

Mpn ownbke BHeCEHMS aHanM3Mpyemoro obpasua
NyHKa bpakyeTcs. 3anpeLlaeTcs yaneHne pacTeopa
N3 IYHKW C MOCMeLYOLMM BHECEHNEM B Hee HOBOIO
obpasua

MHKybupoBaTb VIMMYyHOCOPOEHT (CTPUMbI) B TeHEHME 25 MUH.
4 [na MHKy6aLumn nenonb3oBaTb 0poUTabHbIN TepMoLLIeliKep.
CKOpOCTb BpalLieHust niaTdopMbl Lelikepa: 700 06/MUH.; TeMnepaTypa UHKyb6aumn: 37+ 1°C

C nomoLLb MpoMbIBaTeNs 418 NJaHLUETOB
YOANNTb COLEPXKMMOE JTYHOK.
MATb pa3 nNpoMbITb  MAaHWeT  paboymm
pactBopom PCB-T, BHOcA B SiyHKM 400 MK
pacTBopa.
5 JKCMosnuua  Mexay atanamm OTMbIBKM - 30
CeKyHS.
Mo OKOHYaHMM NPOMbLIBKM NPU HEOOXOANMMOCTU
yianiTb  Bnary U3 JIYHOK,  MOCTYKMBas
NnepeBepHYTLIM MAHLUETOM MO C/I0XKEHHOW B
HECKOMNbKO C0eB (hnbTPoBasbHON bymare.
Bo Bce nyHkn MmmyHocopbeHTa BHecTr no 100
Mkn PK (PK nepes BHeceHMEM WHTEHCUBHO
6 B360/1TaTh).
3aknenTb NyHkM KMmyHocopbeHTa (CTpUnoB)
npunaraeMoin K Habopy peareHToB NJIEHKOIA.

BHuMaHuMe! HegocTaTouHas acnupaums XXUAKOCTU B
JNIYHKe MOXeT NPUBECTU K UCKaDKEHUIO pesynbTarta
ncecnefosaHms.

lNpown3BoanTesib PeKOMEHAYET UCMO/b30BaTb PEXUM
OTMbIBKM C NEPEKPECTHOM NPUAOHHOW acrmpaumeii.

BHumaHMe! He ponyckaTb BbICbIXaHVe JIyHOK
MmmyHocop6eHTa B nepepbiBe Mexay
3aBepLUeHVeM MPOMbIBOK M BHECEHVEM PeareHToB.

Bpemsa BHeceHUA PK npu ncnosb3oBaHWM MosIHOTo
NAaHLLETA He AO0/IXKHO MpeBbIWaTb 3 MAUHYTHI.
BHyMaHwe!

Octatkm PK 13 BaHHOYEK  YyTWIN3MPOBATb:
NMOBTOPHOE UCMOJIb30BaHWe 3anpeLLeHo!

MHKy6mpoBaTb IMMYyHOCOP6€eBT (CTPUMbI) B TeHeHMe 25 MUH.
7 [ns HKy6auum 1cnosb3oBaTb OpoUTa/IbHbIN TEPMOLLIEKEP.
CKopocTb BpalleHns nnatdopmbl Wwelikepa: 700 06/MUH.; TemnepaTypa MHKy6aumun: 37+ 1°C

C nomoLiblo nNpoMbIBaTeNns A8 N1aHLLETOB
YO/IUTb COLEPXKMMOE JTYHOK.

MATb pa3 NPOMbITb  MNaHWeT  paboymm
pacTBopom

®CB-T, BHOCA B lyHKU 400 MK pacTeopa.
OKcnosnumMa Mexay artanamMu OTMbIBKM - 30
CeKyH[.

Mo OKOHYaHWM MPOMBLIBKM NPU HEOHOXOANMOCTM
yoaMTb  Bfary wu3  JIYHOK,  MOCTYKuUBas
nepeBepHYTHLIM MJIAHLLETOM M0 C/I0XKEHHOW B
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BHumaHme! HepoctaTouHas acnupaums XULKOCTU B
NIYHKE MOXXET MPUBECTU K UCKaXKEHWUIO pesy/bTaTa
nccnesoBaHns.

Mpon3BognTelb  peKOMeHAyeT UCMO/Ib30BaTb
peXXM OTMbIBKM C MEPEKPECTHON  MPWAOHHOMA
acnupaupeii.

BHumaHne! He pgonyckaTb BbICbIXaHWE nyHok
nniaHweTa B TepepbiBe MeXAy 3aBepLUeHVeM
NPOMbIBOK 1 BHECEHWEM peareHTOB.
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HOCKOMIBKO CJIOEB hibTpoBaNbaON GyMare.
Bo Bce aynks mianmera BHectH no 100 mxa|Bpems precern TMPB npH  HCNONb3OBaHHH
™B NONHOTO IUIAHIDETA HE AODKHO MNPeBHIDATL 3
9 MHHYT.

Buumanue!

Ocrarxn TME 53 BaHHO9SK YTHIH3HPOBATH:
TIOBTOPHOE BCIIO/IL3OBAHNME JANPEINEHO.
Huxy6upobars Hmmysocopbent (cTpurmi) B|DBrrmanme! _
TeucHne 10 num. HuxyGammio mposoauts 8 3ANMINCHEOM OT CBQTS

10

11

Hamepurs onTHYECKYIO IIOTHOCTS coaepokiMoro | BauManme!
AYHOK ¢ NOMOINO cnexTpodoTOMeTpa TpH|VYuer peaxued  HeoOXOMMMO NPOMIBECTH HE
12 umHe BOMHHN 450 HM, MIW HCNONBSYR ABa|nNO3NHES, 9CM WEPE3 5 MHH MNOCHE OCTAHOBKH

J
w38 Mponeaypa 3TAIA ANANNIR Ilpameaanne
1 YeTaHOBATH HEOOXOAHMOS KOIHSCCTBO CTPHIOB B PAMKY I/IAHIICTS.
BHecTH B oy AyHKy 100 M K(+). Buifop NyHOK NS pacnoOXeHHN KOHTpOJel
Buect B e yExu no 100 mxea K(-). nponssonbHbif. Hampumep, nynxa Al -K(+),
2 nynxa A2 u A3 - K(-).

TTpn ACNONBL30BAHHH ORHOTO CTPHIA AOMYCKBETC
pHecermne K(-) B oy JIyHKY.

B ocramshsie nyuxu  HmmysocopGemTa | Bpems srecenus o0pasmoB NpH HCTIONM30BAHHH
paecTAa 1o 90 mxn PPO (PPO mepena | Beero InaHumeTa He AMDKHO NpeBnmars 10 Mun.
BEECCHEEM HHTCHCHBEO B30OATATS), 8 3areM | [IpH  BHeCeHMM aHATM3HPYOMBIX o0pasuos ¢
no 10 Mxa aHaMHAHPYeMbIX o6pasiios. NIOMOINEIO TIOJTyRBTOMATHYCCKOMH NHNICTKH
Sawsients Aynxn HMmyHocopberTa (CTPHNOB) | TIMATE/ILHO NEPEMENIaTs CONCPAHMOS JIYHOK, NIPH
NPIIAracMOii K HabOpy PeareHToB IUICHKOMN. 3TOM ACGDKHA HAOMOAATECA LIBETOBANX WHAMKALUMA
B JyHKaX.

3 HenpapWIsHOS COOTHOIIEHHE B JIyHKe 00beMoB
aHampapyemoro ofpastia H PPO  moxer

PACTBOPA H3 NIYHKH € NMOCACAYIOMMM BHOCCHHEM B
Hee HOBOIo opasla.

HuxyGnposate HumMyBocopOenT (CTpHB) B TeucHAe 30 MER.

4 Jina HHKyGAaLMK HCMIONBIOBATH TEPMOCTAT.

Temnepatypa naxySawn: 37+ 1°C.

C nomowpio NPOMEIBATSMd A TUiaHmeToB | BHpManwe! HenocTaroumads acHpalMA XKHIAKOCTH
YARIHYD CORCPAKHMOS JTYHOK. B JIyHKC MOXCT NPHBCCTH X HCKIKCHHO
[lsrs pa3 NpOMETE TWIAHIICT PpalounM | Pesy/LTAaTa HCCICAOBAHMA.

5 pacTeopom PCB-T, pHocs B aynxn 400 mxn | IIponspoaNTeNs  PECKOMERAYET  HCIKVIb30BATH
pacTsopa. PeXHM OTMBIBKM ¢ mnepekpecTHoH mnpuzoHHOH
DKCOOUIMA MOKIY STamaMM oTMeBXKH — 30 | ac .

CeKYHA. Buumanve! He aponycxaTh BRICHIXAHHE JYHOK
Ilo OXKOHYAHHH IPOMBIBKH npM | NIAHIIETA B MEPEpHiBe MEXKAY 3aBCPIICHHEM
& 000 LIUPMH &7 INFO@CIRMIRU & WWW.G0SZDRAVNADZOR RU 1§




Heo6X0AMMOCTU YAanuUTb Bfary W3 JyHOK,
MOCTYKMBasA MepeBepHYTbIM MIaHLLIETOM Mo
CNOXEHHOM B HECKOMNbKO CnoeB
(hmnbTpoBasibHOM bymare.

NPOMbIBOK 1 BHECEHUNEM PEAreHTOoB.

Bo Bce nyHKn MimmyHocopbeHTa BHecTM no Bpemsi BHeceHuss PK  npu  1cnonb3oBaHUU
100 mkn PK (PK nepes BHeCeHMEM TMOJSIHOMO MJiaHLWeTa He [O/DKHO MpeBblwaTe 3
6 WHTEHCMBHO B360NTaTb). MUHYTBL.
3aKnenTb lyHKN VIMMyHocop6eHTa (CTpunoB)  BHumaHue!
npuiaraeMoi K Habopy peareHTOB M/IEHKOIA. Octatkm PK 13 BaHHOYEK YTUIM3NPOBATbL:
NOBTOPHOE MCMO/Ib30BaHMe 3anpeLleHo!
MHKy6uposaTb IMMyHOCOP6eHT (CTpunbl) B TedeHne 30 MUH.
7 [na nHkybaumn ncnonb3osBaTb TepMoCTaT.
Temnepatypa UHKybaunun: 37+ \°C
C nomoLublo MNpombiBaTeNnsd AnA MiaHWweToB  BHumMaHve! HegoctaTouHaa acnmoanms XXULKoCTU
YO/IUTb COLEPXKMMOE JTYHOK. B JIYHKE MOXeT TpPUBECTU K UCKaXKEHWIO
MAaTe pa3 nNpoMbITb  MNMaHLWeT paboymMMm  pesynbTara UCC/efoBaHuS.
pacTBOpoM MNpounsBoanTeNlb  PEKOMeHAyeT 1CMo/b30BaTh
®CB-T, BHocA B iyHKM 400 MK pacTBopa. PeXXMM OTMbIBKM C MEPEKPECTHOM MpPULOHHO
8 3Kcnosuumsa Mexgy stanamm OTMbIBKM - 30 acnupaumeii.
CEKYHL. BHumaHve! He ponyckaTb BbICbIXaHWE JIYHOK
Mo OKOHYaHWUN NPOMbIBKM npyv nnaHweTa B MNepepbiBe MeXay 3aBepLueHVeM
HeobX0AUMOCTM YAanuTb Bnary W3 JIYHOK, MPOMbIBOK M BHECEHWEM peareHToB.
MOCTYKMBasA MEePeBEPHYTLIM MAHLLETOM MO
CIOXXEHHOM B HECKO/bKO CnoeB
thrnbTpoBasibHO bymare.
Bo Bce NnyHKn MImmyHocop6eHTa BHeCcTu Mo Bpemsi BHeceHMs TMB npu  MCNonb30BaHUK
100 mkn TMB. MOSIHOMO MjaHLeTa He [O/DKHO npesblwatb 3
MWHYT.
9
BHu1maHpe!
Octatkm TMB 13 BaHHOYeK YTWIM3NPOBATb:
NOBTOPHOE MCMO/Ib30BaHMe 3arpeLLeHo.
MHKy6upoBaTb VIMMyHOCOp6eHT (CTpunbl) B BHMMaHMe!
TeyeHve 15 MuH. MHKy6aumio NpoBoAUTh B 3alLMLLEHHOM OT CBeTa
10 [na nHky6auum ncnonb3oBaTb TEPMOCTAT. MecTe
Temnepatypa NHKybaumm: 37+1°C
(nonyckaeTcs UWHKybauuMs npyv  KOMHATHOW
TemnepaType).
Peakuuio ocTaHOBWTL BHECEHWEM B KaxKaylo Bpewms BHECEHUS Cron-peareHTa npw
n NyHKY VMimmyHocopbeHTa rno 100 mkn CToM-  MCMONb30BaHUW MOMHOr0 M/aHLIeTa He [OSIKHO
peareHTa. npeBbILaTh 3 MUHYT.
N3mepuTb ONMTUYeCT10 NAoTHOCTL  BHMMaHMe!
COAEPXXMMOro JIYHOK c MOMOLLIbID  Y4YeT peakumm HeobX04MMO MPOU3BECTU  He
12 CNeKTPodoTOMETPA NPU ANIMHE BOMHbI 450 HM  M03JHee, 4Yem 4epe3 5 MWH MOC/e OCTAaHOBKM

W MCMonb3ys ABa (ubTpa:
- OCHOBHOW - 450 HM
- petbepeHCHbIN - 620-680 HM.

peaKLmm.

9.2.  Wcnonb3oBaHne NP A-aHanm3aTopos

Habop peareHToB «TpuxomoHuas IgA-IMBUAH*YI®A» afantupoBaH Ans N06bIX OTKPbITbIX
NoslyaBTOMaTMUeCKNX 1 aBTOMaTUUYECKUX UMMYHO(EPMEHTHbIX aHa/IN3aToOPOB.

Mpoueaypy aHaM3a NPOBOAUTBL Takxke, Kak W /15 PyYHOM NOCTAHOBKM aHann3a.

[ns cnekTpoOTOMETPUYUECKOrO KOHTPO/S BHECEHMS 06pasLoB M peareHToB Heob6Xo4MMO
N3MepUTb NIYHKN C BHECEHHbIMU 0b6pasuamy M pacTBOPOM KOHbHOrata Ha CrekTpooToMeTpe npu
[NVHE BOMHbI 450 HM. OnTryeckas MNOTHOCTb B 3TUX NIYHKaxX [JO/MKHa 6bITb He MeHbLUe 0,070.
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10. PACYETH

Pe3yIhTaT PErHCTPHPYIOT NPH NOMONIE CHCKTPOdOTOMCTpa BEPTHKANLHOIO CKAHHPOBAHHA,
Onmaeeckyio miotHocTh (OIT) H3MepsioT Npu AyHEE BONHEH 450 HM MM HCMONB3YS ABA HILTpa:
450 um (ocuosHOM PuETp) B 620-680 BN (pedepencarli pmLTp).

10.1. HoxasaTennm HPABRALHOCTE ONpEACHCHRE

10.1.1. 3uauenne OI1 8 nynke ¢ K(+) aomxno 66Ts Be Meree 1,000.

10.1.2. ina onpefiencHHA COOTBETCTBHS HONYUCHHHX PE3YNbTATOB HIMCPCHHN KPHTEPHIM

-~

npannmommpaecmmnmrcpemeeanaqmeOﬂnnymcK(-)uoq;opuyne N
o“ K(- )cp - {on K( )l"" ol K(-)I) (1)
2 .

Cpennee 3nagenne OIl K(-),, Aomkno 6T He Gonee 0,200 o.¢.

TIpn uconssopasnu | crpuna snagsenne OIT K(-)q, cpeanee ne onpenenmior, 3navenue Ol B
nyuxe ¢ K(-) nomxno 6uts se Gonee 0,200 o.c.

10.1.3. Ecnu  monmygennnie 3agcHEs OII B nyEKkax ¢ XOHTponbEHIME oOfpasnamMu He
COOTBETCTBYIOT KPHTEPHAM NPABAIBHOCTH TECTa, Pe3yNbTATH TECTA HE YUHTHBAIOT. Hccnenosanue
NPOBOAAT MOBTOPHO.

10.2. Pacwuer KPRTEUECKOro yposHa

Paccaarars OI1 xpuradccxnit yposenb Ollgay (cut off):

Ofypyer = ON K(—) g + 0,200%.
Ilpn scnoms3oBaHMH OAHOTO CTPANA:
Ol = ON K(-) + 0,200*.
*0,200 — xo(puyuenm, onpederennviii memooom cmamucmuveckoii obpabomxu pesysbmamos
UCCAE006ANUT HA NPEONPURMUU-UI2OMOBUMERE.
Hnn paccanTaiite xoadamuent nosurannocta (KII):
KTl = G

10.3. Hurepuperanus pe3y/bTaToB

Ecom OIl anamssupyemoro ofpasma wempme (<) Ollypr (wm KI1<0,8), pesynnrar
HccnenosanHa ofpajna cuHMTAIOT OTpUnATSILHBM: IgA auturena x Trichomonas vaginalis we
obHapyXeRHl,

Ecnu OIl anmanusupyemoro ofpasna Gonbine niH pasHo () 1,2%O0llge (mm KI121,2),
Pe3yNETaT HCCNENOBAHHS 05pasna CYKTAIOT NONOKHTENLHEM: IgA anTrTena x Trichomonas vaginalis
oOHapyxeHH.

Ecm OI1 anamasapyemoro ofpasna Haxomures b ananazone oT 0,8 xOllkput 10 1,2 %OTlypur
PEIYABTAT HCCACAOBARMN 00pasHa CYHMTAIOT HCOMPCACHCHHHIM: HeoOXOMMMO HPOBECTH NOBTOPHOS
HccliemoBaHme o0pasua, BaTOrO vYcpes 1-2 Heawm. B caydae moBTOpHOIO NOMYYCHHA
HEONPEAENICHHOTO pe3y/bTara, 00pasell CCAYeT CTMTATH OTPHIATEIHHEIM.
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11. YTHJIH3IAIIHA OTXOA0B

11.1, VEsuTOXCHHE H YTRIH3AIHIO HAOOPOB PEATCHTOB CIICAYET IPOBOAHTE B COOTBETCTBHH
¢ CanllnH 2.1.3684-21 «CanurapHO-3nAACMHONOTHYECKRC TPCOOBAHAS K CONEPKAHMIO TeppHTOPHH
TOPOACKMX H CENbCKHX nocencHHi, X BOAHEIM OOBEKTaM, NHTBERON BOJAC H IHTHEBOMY
popocHaOxenmio, aTMocepHOMY BO3AYXY, [OYBAM, KHIBIM MNOMCHICHHAM, 3SKCIUIYBTALME
DPOH3BOACTBEHHHX, OOIICCTBCHHNX NOMCIICHAN, OPraHM3alEM M OPOBEACHHIO CAHWTAPHO-
IPOTHBOMIMACMHONOTHICCKHX (MpodunaxTHIeckux) MeponpasTai» u MY-287-113 «Meroanuecxue
YKA3AHHA N0 ACIHHQEKUHH, NPEACTCPHITHALMOHHON OYRCTKC H CTCPHIM3AIAH  HAZEmHit
MEJHIHHCKOTO Ha3HAYCHHA).

11.2. Bce npoMmBHEE pacTBOPH, CoOpaHHHE B CNCHHANBHEIN KoHTe#iHep H o0paboranusie
AeSHAGAIAPYIOIAME CPEACTBAME, pa3speIiCHHEIMH [UId NPUMCHCHHR Ha TeppuTopmu PQ B
YCTAHOBIICHHOM MNOPANKE, CCAYeT YTHIHIHPOBATEH KaK OTXOAH Kiacca B.

11.3. Bce TBepamie oTxoAE, coOpaHHNE B CHCHHANBHEI KOHTeHHep, obelzapaxcHHHC B
cooTBeTcTBHH ¢ TpeGopannamu CanllnH 2.1.3684-21 «CaHuTapHO-3MHACMHONOIEYECKHC TPeOOBAHHA
K CO/ICPKAHMIO TEPPHUTOPHIE TOPOACKAX M CENBCKHX ROceNenHi, K BOAHEM ofvexTaM, maTHEBOH BOAC
H NHTHCBOMY BOZOCHAGXCHMIO, aTMOCPEepHOMY BO3AYXY, NOYBAM, XHJLM NOMCIICHANM,
IKCIUIYaTallM TPOM3BOACTBCHHEIX, OOIICCTBCHHEIX NOMCIICHHH, OpPraRMlamiH H TIPOBCACHHIO
CaHHTAPHO-IPOTHBOSMHASMHONOrHYCCKHX (mpodunaxTadeckEx) — MeponpusTHI», caenyer
YTHIH3NPOBATH KAK OTXOMN Kiacca B.

11.4. Hemcnoms3opanasie Ha0OpPH pearcHTOB ¢ HCTCKIIHM CPOKOM TONHOCTH nepen
yTHI3anmel caeayeT pa3yKoMILICKTOBaTD.

11.5. Hemncnons3oBaHHHE KOHNCHTPAT MPOMBIBOYHOIO PAacTBOpa CICAYET YTWIHZHPOBATH,
KaK OTXOIB KIacca A.

11.6. Hencnom3oBaHHNC NONOXHTCABHLEC H OTPHOATSILHHE KOHTPOJH Habopa, pacraop
KOHBIOTaTa H HMMYHOCOPGEHT ClieayeT 06e33apakUBaTh H YTHIHIAPOBATH, KAK MEAMITHHCKAE OTXOXR
xnacca b.

11.7. Heucnoms3osannse TMB 1 Cron-pear¢Br CieayeT YTWIM3HPOBATH, KAK OTXOAW
xnaccal’.

11.8. VYramusanus OpOoBOAMTCH CNEHHAMH3HPOBABHEIMU OPraH#3AlMAMH, KOTOpHIC HMEIOT
JHICHIMIO HA NPABO YTHARAIAN MEAHIMHCKHX OTXOROB,

12. OI'PAHHYEHHE TECTA
CaemyeT NOMHETS, 4TO Pe3yNbTATH TECTHPOBAHHS Ha aHTHTENA He MOTYT OLITh SMHHCTBEHHMM
KPHTEpHEM JUIS MHATHOCTHKH WM HCKMOYEHHA TPHXOMOHHAa38, UMM ML ONpEAeneHHs craryca
HBQEKIHH.
OTpunarensHmil pe3yMbTET HCCACAOBAHHA NPH HAMHIME HHOUOHPOBAHHA TPHXOMOHMA3A
BO3MOXEH:
~ BO BpeMA CEPOHETATHBHOTO OKHA — MEPHOR BPEMCHH MPH TPHXOMOHHA3A, JUIAINMIICA ¢

MoMeHTA HnHOHIMpoBaHHA A0 BHpaboTKM HMMYHHOR cmcremoi IgA amTHTen,
CEPOHETATHRHOE OKHO MOXET COCTaBIATH OT 1-0H 10 3-X Henens;

— Y NALHEHTOB CO CIA0HIM HMMYHHEIM OTBETOM (COCTOSHHE HMMYHOCYTIPECCHH).
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13. CPOKTOJAHOCTH, YCJIOBEA TPAHCIIOPTHPOBAHNSA B XPAHEHMA

Tabauya 6. Cpox 200HOCMU, YCROSUR MPANCNOPMUPOSAHUR U XpaHeHus Habopa peazenmos u
KOMNOHERMo6

Ilapamerp Hepmon Ycnosas
Cpox rogmocrn = Habopa | 24 mecama XpaHATh B YNAKOBKC IIPOUIBOLAMTENL B
peareHToB CYXOM, 3AIMICHHOM OT CBETa MECTe, IpH
TeMmeparype ot 2 1o 8°C.
Baamanme! 3aMopaxkuBaHuC lie
JIONYCKALTCS
TparcnoprapoBka B TeYeHHE  CpoOKa | mpH Temmeparype or 2 no 8° C
TOAHOCTH
10 cyTok npH TeMneparype ot 9 fo 28°C
BCKpHTHI®  KOMIOHCHTH: |B  TeYeHHE  CpOKA | XpaHHTh B YNAKOBKE MPOH3BOAWTEAN B
K#), K{(-), ®CB-T(x26), | rozHOCTH Habopa | CyXON, 3aIIFIICHHOM OT CBETA MCCTe, NpH
TMB, PK, PPO, Cron- | pearenton Temnepatype ot 2 10 8° C
peareaT, HMmynocopbear
Pabounii NpOMLIBOYEEIA | Be Gonee 15 cyTok npH Temmeparype ot 18 zo 28°C
pacteop OCB-T ne Gonee 45 cyrox npH TeMnepatype ot 2 ao 8°C

14. TAPAHTHHHEIE OBS3ATEJLCTBA

IIpoH3BOAMTENS TapaNTHPyeT coOTBeTcTBHE Habopa peareHToB «TpHxomomHa3 IgA-
NMBHAH-UOA» TpeGoBaHAsIM HOPMATHBHON M TEXHHYECKOH JOKYMCHTAIINH, 4 TAKKE KAYECTRO H
6e30nacHOCTS IPOAYKTA B TEUeHHE BCETO CPOKA FOJHOCTH.

Pexnamanmn #a cnemudndeckne B (puzaieckre cpoiictsa Habopa pearenTos «TpHXoMOHREAS
IgA-UMBUAH-U®A» nanpasasts no anpecy npempustas-marorosarems: 000 «tAMBHAH JIAB»,
630559, Poccus, Horocmbupckas oGnacte, r.0. paboumii mocEnok Komsumoeo, pn Komsuoso, yn
Cagosas, 1. 2/7, 21ax 2, nomem, 2, Texn.: +7 (383) 209 34 54, info@imbian.ru, www.imbian.ru.

1. ®OPMA NOJAAYH PEKJIAMALIMHA
Jins npoBeNcHHA PAacCHCAOBAHHY H NOMY9eRMs OOBEKTHBHHIX BHIBOAOB NO 3adBjIcHHOH

perIaManay HeoGXOMEMO NPEAOCTABATS:

~ peKNIAMANMOHEEH HAGOp peareHTOR (UPH HANHYHM) C CONPOBOAMTEILEEIM IHCHMOM,
coaepxammuM HEGOPMAITHIO O BHABICHHEIX HECOOTBETCTBHAX;

— HCCHRCAYeMHe o0pasunl;

— NPOTOKONEH HCCACAOBAHHY, BHIIONHCHHBIX APYTHM MeTOAOM (YKa3aTh HaHMCHOBAHHE,
CEepHIO, CPOK FOZHOCTH Babopa);

— MpPOTOKONH HCCNeAOBAHMY, BHIONHCHHBX pedepeHcHHM HaGopoM — moboit Habop
PCarcHToB AN UMMYHO(epMEHTHOTO BRSBACHHS IgA anTurten x Trichomonas vaginalis , AMeroumit

perucTpaorRoe yaocroseperne Poccuiickolf Penepanum (ykasaTe HaHRMCHOBAHHC, CEPHIO, CpOK
roAHOCTH Habopa).
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16.

cumBonbl MAPKMPOBKW

Tabnua 1. CvMBOAbI, NPUMEHsiEMble NPY MapKUpPOBKe

CumBon

LOT

CU
["8C
2CA

$

17.

CumBon

®

HanmeHoBaHWe cuMBONa
icnonb3oBatb o

Jata n3rotosneHus
Koz cepum
Homep no karanory

CopepXXnmoro AocTaTouHo a4
192 onpepeneHwnin

O6paTnTech K MHCTPYKLMK MO
MPVUMEHEHWIO

\/y480
M
t)

Mpegen TemnepaTypbl
bepeyb oT Bnarun

H302: BpeaHo npu npornarbiBaHUm

HavnmeHoBaHVe cumBona
3anpeT Ha NOBTOPHOEe NPYMeHeHue

0L|
N3rotoBuTesib

He gonyckaTb BO34EACTBMS
COJIHEYHOr O CBeTa

CopgepXXmMmMoro goctatoyHo ans 96
onpeaeneHnii

Copep>XX1MMOro JOCTaToOuHO A1
480 onpepeneHuii

MegauumHcKoe nsgenve ans
AMarHoCTUKK in vitro

He ncnonb3oBatb Npu
noBpeXxaeHnn ynakoBkun

Bronornyecknin puck

H315: MNpn nonagaHny Ha KOXY BbI3bIBAET pasaparkeHue
H319: INpwn nonafaHnK B rnasa Bbi3bIBaeT BbIPaXKEHHOE pa3gparkeHue

LWTPUXKOL
XS KoMMieKTa
Komnnekr 1
KomnnekT 2
Komnnekr 3

PaspaboTtan
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LIl PKKOL,
4 620102 803178
4 620102 803185
4 620102 803192

A.B. ByTopuHa
TT yTop
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